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MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
12.05.2016 Ne 436
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 Ta 7 Ilopsiaky [epskaBHOI peecTtpaliii (repepeectparjii) JiiKapCbKHX
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

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOGionoriuHi mperapaTd) 3rigHO 3
riepestikoM (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TIpermapaTH) 3rigHO 3
riepesikoM (JoAaToK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. BimMoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHUX MaTepianiB Ta Jlep)kaBHOrO peecTpy JiiKapchbKuX 3acobiB YKpainu
JMiKapCcbKUX 3aco0iB 3rifiHO 3 TepetikoM (fogaTok 4).

KOHTpOJIb 3a BUKOHAHHSIM 1[bOT'0 HaKa3y 3a/IuIliao 3a co00k0.

B.o. MinicTpa BikTop IIIA®PAHCHKUI



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/IOINYHUX NPEMAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JNIKAPCbKUNX 3ACOBIB YKPAIHA

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

12.05.2016 Ne 436

Ne Ha3ssa dopma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayi Ymosu Peknamy Howmep
n/n NliKapcbKo20 liHa BIiOonycKy BaHHS peecmpayitiHo2
3acoby npoyeadypa 0 NocBi0YeHHs
1. 3-(2,2,2- KpucTaniuyHWin NOpPoLLOK LWaHbayH [loHre Kutai WaHbayH [loHre Kutaii peecTtpadis - He UA/15106/01/01
TPUMETUNTIAP | (cy6ecTaHuis) y KetoaHb KetoaHb Ha 5 pokiB nionsizae
A3VHIN) nonieTUIeHOBNX NakeTax dapmacstoTikan Ko., ®apmacsoloTikan Ko.,
MPOMIOHATY Ans apmauesTUyHoro nra. Nra.
AUTIAPAT 3aCTOCyBaHHA
(MENbAOHIIA)
2. DL-METIOHIH MOPOLLOK KPUCTaNIHHWIA MAT "KniBcbkuit YkpaiHa UkaHru3sumaraHr Kutai peecTpadis - He UA/15154/01/01
(cybeTaHuis) y millkax BiTamiHHWIA 3aBo4” XyavaHr Ha 5 pokis niossieae
noaBiNHMX dapmacbloThKan
nonieTUIeHoBUX Ans Ko., NlITq,
hapmaLeBTUYHOro
3aCTOCYBaHHS
3. L- MOPOLLOK KPUCTaNIYHWIA ToBapucTso 3 Ykpaina EBOHIK PEKCIM Kutai peecTtpadis - He UA/15133/01/01
ACIMAPArIHOB | a6o kpuctanu 06MeXeHo (HAHBHIH) Ha 5 pokiB nionsizae
A KUCNOTA (cybeTaHuis) y noagiiHnx BifNOBiAa/IbHICTIO SAPMAC HOTIKAN
nonieTUIEHOBNX NakeTax "dpapmavieBTnyHa KO., NTA.
onsa chapmaleBTUYHOro KOMMaHis "3go0pos'a”
3aCTOCYBaHHS
4. ATEHONON MOpOLLOK (cybCcTaHuis) y ToBapucTeo 3 YkpaiHa Inka Jlabopartopi3 IHaisa peecTpadjis - He UA/15119/01/01
naketax nosnieTuneHoBux 06MEXEHOH nra. Ha 5 pokiB nionsizae
4nsa hapmaueBTUYHOTO Bi4NOBi4a/IbHICTIO
3acTocyBaHHA "®papmalieBTnYHa
KOMMaHisa "3nopoB’s"
5. BIKANYTAMIA- TabneTkn, BKPUTI Mictpan Kenitan Benuka CiHTOH XicnaHis, C. IcnaHis peecTpadis 3a He UA/15136/01/01
BICTA NiBKOBOO 060MOHKOI0, MO MeHepKmeHT JTa. BpuTaHis n. Ha 5 pokis peyenmom niosnsieae
50 mr Ne 30 (10x3) y
6nictepax
6. BIKANYTAMIA- TabneTkn, BKPUTI Mictpan Kenitan Benuka CiHTOH XicnaHis, C. IcnaHis peecTpadis 3a He UA/15136/01/02
BICTA N/1iBKOBOK 060TOHKOHO, MO MeHempkmeHT NTAa. BpuTaHis n. Ha 5 pokiB peyernmom nionsizae
150 mr Ne 30 (10x3) y




Ne Hassa Popma surnycKy 3asisBHUK KpaiHa Bupo6HuUk Kpaina Peecmpayi Ymosu Pexknamy Homep
n/n JliKapcbKo20 liHa BionycKy BaHHS peecmpayiliHo2
3acoby npoyeadypa 0 NocBi0YeHHs
6nictepax
7. BIOCOH Tab1eTKn, BKPUTI TOB "dapma Ctapt" YkpaiHa TOB "®apma Crapt" YkpaiHa peecTpadis 6e3 nionsizae UA/15137/01/01
NNiBKOBOK 060/10HKO0, Ne Ha 5 pokiB peyenma
10 (10x1), Ne 20 (10x2),
Ne 30 (10x3), Ne 100
(10x10) y 6nictepax
8. BEH/TA®AKCHU nopowok (cy6cTaHuis) y Megixem, C.A. Icnanis Megixem, C.A. Icnanis peecTpadis - He UA/15123/01/01
HY NoABIAHUX NakeTax 3 Ha 5 pokiB nionsizae
riAPOXNOPWUA, | nniBkv NonieTuneHoBol
ANns hapmaleBTUYHOro
3aCTOCYBaHHA
9. BAN®EHE3WNH | nopotuok (cy6cTaHLis) y [Jenbta CiHTeTik Ko., TaliBaHb JenbTa CiHTeTiK Ko., TaliBaHb peecTpadis - - UA/15139/01/01
noABIAHNX nra. Nra. Ha 5 pokiB
nonieTWIeHOBNX nakeTax
Ans hapmaleBTUYHOro
3acTOCYyBaHHSA
10. | AANAPIIH nopoLuokK (cybcTaHuis) y TOB "®apmcuHTe3" Ykpaina TOB "BIOH" Pociiicbka peecTpadis - He UA/15155/01/01
CKNSAAHKX abo depnepadis Ha 5 pokiB nionsizae
nonieTnIeHoBNx 6aHkax
ons chapmaueBTUYHOTO
3acTOCYBaHHSA
11. | AIA®OPMIH® TabneTkn, BKPUTI MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa peecTpadis 3a He UA/15141/01/01
NNiBKOBOK 060/10HKO0, MO Ha 5 pokiB peyernmom nionsizae
500 mr Ne 30 (10x3), Ne60
(10x6) y 6nicTepax
12. | AIAPOPMIH® TabneTkn, BKpUTI MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa peecTpadis 3a He UA/15141/01/02
N1iBKOBOKO 060MOHKOI0, MO Ha 5 pokiB peuyenmom nionsieae
850 mr Ne 30 (10x3), Ne60
(10x6) y 6nicTepax
13. | AIAPOPMIH® Tab1eTKN, BKPUTI MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa peecTpadis 3a He UA/15141/01/03
NNiBKOBOK 060/10HKOI0, MO Ha 5 pokiB peyenmom niossizae
1000 mr Ne 30 (10x3),
Ne60 (10x6) y 6nicTepax
14. | KOMBICAPT H TabneTkn, BKPUTI MAT "KuiBCcbkuia YkpaiHa MAT "KniBCcbkuia YkpaiHa peecTpadis 3a He UA/15124/01/01
NNiBKOBOK 060J/I0HKO0, MO BiTaMiHHWIA 3aBoA" BiTaMiHHWIA 3aBoA" Ha 5 pokiB peyenmom niosisicae
5 mr/ 160 mr/ 12,5 mr Ne
30 (10x3) y bnicTepax
15. | KOMBICAPT H TabneTkn, BKPUTI MAT "KuniBCcbkui Ykpaina MAT "KuiBCbkuiA Ykpaina peecTtpadis 3a He UA/15125/01/01
NNiBKOBOK 060/10HKO0, MO BiTaMiHHWIi 3aBopg" BiTaMiHHWIi 3aBOA" Ha 5 pokiB peyenmom niossizae
10 mr/ 160 mr/ 12,5 mr Ne
30 (10x3) y 6nicTepax
16. | KCUWJIOMETA3O | cnpeli Haza/lbHWIA, PO34UH KomepuiiiHe Pecny6nik KomepuiiiHe Pecny6nika peecTpauis 6e3 He UA/15143/01/01




Ne Hassa Popma surnycKy 3asisBHUK KpaiHa Bupo6HuUk Kpaina Peecmpayi Ymosu Pexknamy Homep
n/n JliKapcbKo20 liHa BionycKy BaHHS peecmpayiliHo2
3acoby npoyeadypa 0 NocBi0YeHHs
niH 0,1% no 10 mny nignNpUeMCTBO a MongoBa nigNpuemMcTBO Mongosa Ha 5 pokiB peyernma nionsizae
thnakoHax Ne 1 «Pnymen-dapm» «dnymea-dapm»
TOB TOB
17. | KCUWNOMETAS3O | cnpeiil Ha3a/lbHUiA, PO34KH KomepuijiiHe Pecny6nik KomepuijiiHe Pecny6nika peecTpadis 6e3 He UA/15143/01/02
NiH 0,05% no 10 mny nignpruemMcTBo a MongoBa nigNpYeMCTBO MongoBa Ha 5 pokiB peyenma niossizae
thnaxoHax Ne 1 «bnymes-dapm» «dnymes-dapm»
TOB TOB
18. | MArHIvO nopowok (cybcTaHuis) y Makko OpraHikec, Yecbka Makko OpraHikec, Yecbka peecTpadis - He UA/15121/01/01
CYNb®AT naketax nosieTuneHoBux c.p.o. Pecny6nik c.p.o. Pecny6nika Ha 5 pokiB nionsizae
FENTATIAPAT ansa hapmaleBTUYHOIo a
3aCTOCYBaHHA
19. | MENICU NMNCTSA | nopolwuok (cy6cTaHLis) y MAT "Ximchapm3asop, Ykpaina diTochapm Kneka C. Monblua peecTtpadis - He UA/15116/01/01
EKCTPAKT noABIAHNX "UepBoHa 3ipka" A. Ha 5 pokiB nionsieae
cyxum NONieTUNEHOBNX NaKeTax
Ansa dpapmaLeBTUYHOro
3aCTOCYBaHHS
20. | MENOKCUKAM nopoLuokK (cybcTaHuis) y MNAT "KuiBCbkui YkpaiHa CwnuyaHb CaHHixoyn Kutaii peecTpadis - He UA/15117/01/01
nakeTax noABiNHMX BiTamiHHWIA 3aBo4”" dapmMacbloThKan Ha 5 pokis niossieae
nonieTUIeHOBUX Ans Ko., NlITq,
hapmaLeBTUYHOro
3aCTOCYBaHHS
21. | MENOKCUKAM nopowok (cybcTaHuis) y TOB "HIKO" YkpaiHa M/C. TEXHO APAIC IHaia peecTpadis - He UA/15126/01/01
noABIAHNX & IHTEPMELIATC Ha 5 pokiB nionsizae
nonieTUIeHOBMX NakeTax MNBT. T4
ons chapmaleBTUYHOTo
3aCTOCYBaHHA
22. | oNTUNAMIA® Kpanni O4Hi, CycrneHsis no dapmMaueBTUYHUIA Monblua JlysomegikameHTa MopTyranis peecTtpadis 3a He UA/15122/01/01
10mMmr/Mano5mny 3aBog “Monbthapma” Cocbegage TekHika Ha 5 pokiB peyenmom niossizae
hnakoHax-kpanesibHULAX C. A dapmaceyrTika, C.A.
Neo 1
23. | NAKNITAKCEN KOHLIEHTPAT A/18 PO3UYNHY Amakca ®apma /1T/, Benuka KOHTPO/1b Ta BUMNYCK HimeuuunHa/ peecTpadis 3a He UA/15145/01/01
AMAKCA Ans iHdpy3iii, 6 mr/mn no 5 BpuTaHis cepii: Pecny6nika Ha 5 pokiB peyernmom nionsizae
m, 16,7 mn a6o 50 mn y AkBiga 'm6X, Kopesi
thnakoHax Ne 1 HimeuunHa;

BMPOGHULTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHS:
CamsHr
Biochapmac’ioTikens
KopnopeiiLwuH,
Pecny6nika Kopes;




Ne Hassa Popma surnycKy 3asisBHUK KpaiHa Bupo6HuUk Kpaina Peecmpayi Ymosu Pexknamy Homep
n/n JliKapcbKo20 liHa BionycKy BaHHS peecmpayiliHo2
3acoby npoyeadypa 0 NocBi0YeHHs
BMPOGHULTBO in
bulk, nepsuHHe
nakyBaHHs:
OHkoTek dapma
MpoaykuioH MM6X,
HimeuunHa;
BTOPVIHHE
nakyBaHHs:
Komdpacc Mv6X,
HimeuunHa
24. | CPIBNIO NAacTUHKM abo NOPOLLOK TOB "UcTok-Mntoc" YkpaiHa NABOPATOPIOC Icnanis peecTpadis - He UA/15161/01/01
KONOIAHE (cy6eTaHujs) y APIEHON C.A1. Ha 5 pokis nidnsizae
NoNieTUIEHOBUX MilLiKax
ons chapmaueBTUYHOTO
3aCcTOCYBaHHSA
25. | TIAMA30/ KpUCTaivyHWiA NOPOLLOK ToBapucTso 3 YkpaiHa IHHOBA IHaia peecTpadis - He UA/15127/01/01
(cybcTaHuis) B NoaBiHMX 06MexXeHo ®APMAKTWB T1BT. Ha 5 pokiB nionsizae
nonieTUIeHOBMX NakeTax BifNOBiAa/IbHICTIO nra.
ons chapmaleBTUYHOTO "PapmaLeBTUYHa
3acTocyBaHHA KoMnaHisa "3aopos'a”
26. | TPAHEKCAMOB | kpucTaniyHuii NopoLLOK ToBapucTso 3 Ykpaina YAHWYWKOY THBLLEH Kutai peecTtpadis - He UA/15149/01/01
A KUC/NIOTA (cy6CTaHuisn) y noaBiiHMX 06MEeXeHo SAPMAC'HOTIKAN Ha 5 pokiB niossizae
NnonieTUIeHOBUX NakeTax BiANOBi4a/IbHICTIO KO., NTA.
ansa hapmaueBTUYHOTO "PapmaLeBTUYHa
3acTocyBaHHA KoMnaHisa "3aopos'a”

HauyanbHuK YnpaBniHHA dpapMmaleBTUYHOI
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKOoBCbKUM




Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

12.05.2016 Ne 436

MEPENIK

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHUN

Ne Hassa Popma surnycKy 3asisBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
1. L-UET® cupon, 2,5 mr/5 mn TOB YkpaiHa TOB "KYCYM YkpaiHa nepepeecTpadis Ha 6e3 nionsizae UA/8612/02/01
no 60 mn a6o no "KYCYM DAPM" HeobMeXeHWli TepMiH peyenma
100 mn y donakoHi; PAPM"
no 1 donakoHy
pa3oM 3 MipHOHO
JIOXKOI0 B
KapPTOHHI KOpo6Ui
2. AMIAKY pOo34uH AN [JepxaBHe YkpaiHa [JepxaBHe YkpaiHa nepepeecTpawisi y 38 A3ky 6es niossieae UA/3141/01/01
PO34/H 30BHILLHBbOIO nignpuemMcTs nigNpuemMcTBO i3 3aKiHYeHHAM TepMiHy il | peyenma
3actocyBaHHsA 10 o] "EKcrnepumeHTa peecTpauiiHoro
% no40 mny "Ekcnepume NbHWIA 3aBOA, NocBigYEHHS; 3MiHW | Tvny:
hnakoHax HTa/TbHUI MeANYHNX 3miHa kogy ATX (3MiHK
3aBof npenaparis BHECEHO A0 iHCTPYKUIT ans
MeLUNUYHUX IBOHX HAH MeANYHOro 3aCTOCyBaHHA
npenaparis Ykpainn" npenaparty 4o po3ainy
IBOHX HAH "®dapmakoTepaneBTUYHa
Ykpainn" rpyna. Kog ATX";
BunpaBneHHs TEXHIYHMX
NMOMU/IOK - NPUBEAEHHSA
Ha3BW AjlY0i pevyoBMHM A0
nponucy, BK/IKOYEHOMY [10
Mepeniky nikapcbknx
3aco6is, L0
BMPOGIAOTLCA 3rifHO i3
3aTBEPAKEHUMU
nponucamu
3. ACKOPYTVUH Tabnetkn, no 10 MAT YkpaiHa MAT "KniBcbkuit YkpaiHa nepepeecTpaLiis y 38 3Ky 6e3 nionsizae UA/4875/01/01
Tabnetok y "Kuiscbknii BiTaMiHHUIA i3 3aKiHYEHHSAM TepMiHy aii | peyenma
6nictepax; no 10 BiTAMiHHWIA 3aBofg” peecTpadiiHoro
TabneTok y 3aBog” NoCBiAYEHHSA; 3MiHM | TUny:




Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
6nictepi; no 5

6nicTepiB y navui

3MiHa ToproBesibHOI Ha3BK
nikapcbKoro 3acoby; 3miHu
| Tny: FoTOBWMIA NiKAPCbKUI
3aci6. BupobHuuTeo.
3miHa po3mipy cepii
(BK/HOYatouM gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby
(36inbLIeHHs go 10 pasis
NOPIBHAHO i3
3aTBepKEHUM PO3MIPOM
cepii); 3MiHu | Trny: 3MiHn
3 AkocTi. FoToBWMi
nikapcbkuii 3acio6.
KOHTpOb roToBOro
nikapcbKoro 3acoby. 3miHa
y MeToax BUunpobyBaHHS
rOTOBOrO J1iKapCbKOro
3acoby, 3MiH1 B MeToAax
BUNPOOYBaHHA 3a
nokKasHvkamm
"OpHOpPIAHICTL A030BAHMX
oAMHUUL" (3MiHEHO
METOAMKMN MPUroTyBaHHS
CTaHAAPTHOro PO3YMHY
PYTUHY, KpuTepil
NPUAHATHOCTI He
3MIHUINCA ) Ta 3BY)XXEHHSA
JonycTMUX Mex 3a
nokasHnkoMm «KifbkicHe
BU3HAUYEHHA» HA MOMEHT
TepMiHy NpuaaTHOCTI.
MprBegeHHsA po3ainy
«MikpobionoriyHa
yncToTa» A0 BUMOT
Aitoyoro BugaHHsa 4oY;
3MiHun | Tuny:
AOMIHICTPaTUBHI 3MiHN.
3miHa Ha3su APl abo
[0MOMKHOT PeYOBUHU-
npveefeHHsa Ha3sun APl fo




Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
Ha3BW 3a3HayeHol y €EO;

3MiHu | Tuny:
AOMIHICTPaTUBHI 3MiHW.
3MiHa HalilMeHyBaHHs
Ta/abo agpecu micua
NpoBaKEHHS AisANbHOCTI
BMPOGHUKa (BKHOYa0UW,
3a HeobXigHOCTI, micue
NPOBeLEHHS KOHTPO/O
SKOCTi), ab0 BnacHvka
mMacTep-goaiina Ha Adl,
a60 nocravanbHUKa
Adl/BnXigHOro
MaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, LLO
3aCTOCOBYHOTbCS Y
BMPOGHNLTBI ADI (AKLLO
3a3HayeHo y J0CbE Ha
nikapcbknin 3aci6b) 3a
BifiCyTHOCTI cepTudpikata
BiAnoBiAHOCTI
€Bponeiicbkiin dhapmakonei
y 3aTBEepP)KEHOMY [JOCbE,
ab0 BMPOOGHMKa HOBOT
[0MOMDKHOT pevoBUHY,
3MiHa HaliMeHyBaHHs
BUPOGHMKa ADI; 3MiHK |
Tnny: 3MiHK 3 AKOCTI.
oTOBMIA NiKapPCbKUiA 3aci6.
KOHTpO/b roTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuugikaui
Ta/abo [onycTuMmUx Mex
rOTOBOrO J1iKapCbKOro
3aco6y, YTOUHEHHs
KONbopy TabneTkn y
po3aini «Onuc»; 3miHu |
TUny: 3MiHM 3 AKOCTI.
FoTOBWMIA NiKAPCLKWIA 3aci6.
KOHTpOb roTOBOIO

nikapcbKoro 3acoby. 3miHa
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

napameTpiB cneuudikau,ii
Ta/abo JonyCTUMUX MeX
roTOBOrO J1iKaPCbKOro
3aco0by, BUTyYEHHS
NOKa3HWKiB AKOCTi "Tanbk"
(maHuiA NokasHUK
KOHTPOSETLCA Nig, yac
BMPOOHUNLTBA), "CepeaHs
mMaca Tabnetkn" Ta
"OpfHopigHicTb macn” (y
3B’A3KY 3 HASABHICTIO
po3gainy «O4HOpPIgHICTb
[030BaHNX OONHULb»);
3MiHu 1l Tuny: 3miHm 3
AKocTi. A®l. Bupo6bHmuTBO.
3MiHa BMPOGHMKa
BUXi4HOro/NpoMi>KHOro
npoaykTy/peareHTy, Wwo
BMKOPUCTOBYIOTLCA Y
BMPOBGHNYOMY MpPOLLECI
Ad®l, a60 3miHa BUPOGHMKa
(Britovatoun, fe
HeobxigHo, micue
NPOBELEeHHS KOHTPO/HO
qakocTi) API (3a BigCyTHOCTI
cepTudpikaTta BignoBigHOCTI
€Bponeiicbkiin dhapmakonei
y 3aTBEpPKEHOMY [JOCLE)
(BBE,EHHSA HOBOTO
BMPOGHUKa APl 3
HafaHHAM macTep-ainna
Ha Adl), BBEAEHHSA

aNbTEepPHATMBHOIO
BMpPOGHUKa ADI pyTUHY
(pyTO3UAY TpUriApaTy)
4. BPOMOKPUNT | nopotuok BE3 XopsarTis TEBA UYex Yecbka nepepeecTpadis Ha - He UA/4876/01/01
MHY ME3WUNAT | (cybcTaHuin) y dbapmaxem IHaacTpis c.p.o. Pecnyb6nika HEOOMEXEHHUIA TEPMIH nionsizae
nonieTuIeHoBux 4.0.0.
naketax gns
BMpPOGHMLTBA

HECTEPU/IbHUX
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

Nikapcbknx dopm

5. FNOKO3A Tabnetkmno 1r, no MAT YkpaiHa MAT "KniBcbkuit YkpaiHa nepepeecTpaw,is y 38 3Ky 6e3 nionsizae UA/4518/01/01
10 Tabnetok y "KuiBcbkuii BiTaMiHHUIA i3 3aKiHYEHHAM TepMiHy Ail peuyenma
6nictepax; no 10 BITaMiHHWIA 3asog” peecTpauiiHoro
TabneToky 3aBog” nocBigYeHHs1; 3MiHu | Tuny:

6nictepi, no 3
6nicTepn B nauuj;
no 10 TabneTok y
6nictepi, no 5
6nictepiB y nauui

FoTOBMIA NiKapCbKUiA 3aci6.
Cucrema
ynakoBka/ykynopka. 3miHa
pO3Mipy ynakoBKv roTOBOro
NikapcbKoro 3acoby
(BUTYYEHHS YNAKOBKM - NO
10 TabneToK y KOHTYPHUX
6e34apyHKOBNX
ynakoBkax); 3MmiHu | Tuny:
3MiHu 3 gKocTi. [oToBMiA
nikapcbkuii 3acib.
KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUnpobyBaHHsA
roTOBOrO J1iKaPCbKOro
3aco0y (NnpvBeAeHHs
posgainy "Mikpob6ionoriyHa
yuctoTta" y BiANOBIAHICTb
[0 BUMOT Ail04Oro BuAaHHA
[A®Y); 3MmiHun | TUny: 3MiHN
3 aKocTi. [oToBUIA
nikapcbkuii 3aciob.
KoHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpisB cneuudikauii
Ta/abo JonyCTUMUX MEeX
roTOBOTO J1iKaPCbKOro
3aco06y, (BUNyyYeHHs
NOKAa3HWKIB AKOCTI
"CepegHsa maca Tabnetkmn"
Ta "OpfHopigHicTb Macu” (B
crneymdikauii npUCyTHi
nokasHuk «OgHopIAHICTb
[030BaHVIX OANHULB),
"Tanbk" (KOHTPOMKETLCA B
NpoLEeCi BUPOOGHULTBA);
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

3MiHn | Tuny: 3MiHu 3
akocTi. CepTudikat
BignosigHOCTI/TE-
cepTudikar BifnoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MogaHHA HoBOro abo
OHOB/IEHOTO cepTudikata
BiANoBiAHOCTI abo
BUTyYEHHs cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: gnsa Adl; ana
BUXiAHOTO
mMartepiany/peareHTy/npomi
XXHOTO NPOAYKTY, LLO
BMKOPUCTOBYHOTLCS Y
BUpPO6HMUTBI ADI; ans
[ONOMDKHOT PeYyOoBUHN —
nogaHHa Ceptudikary
BiANoBigHOCTI EP Ha pjtouy
peyoBuHY;
3MiHm | Tuny: 3miHm 3
AKoCTi. FoTOBWMi
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa
po3mipy cepii (BKoYaoum
JianasoH po3mipy cepii)
rOTOBOTO J1iKAPCbKOro
3aco0y (BBeAEHHS
[08aTKOBMX PO3MIpiB cepii)

rPOYTPOMNIH

pO34MH AN
iH'ekuin, 8 MO/mn
no 0,5 mn (4
MO/1,34 wr), no 2
mn (16 MO /5,34
Mr) y chriakoHax Ne
1, Ne 10

TOB
"KomnaHis
"N-KoHTpakT"

YkpaiHa

JoHr-A CT Ko.,
nrg,

Kopes

nepepeecTpaw,is y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy Al
peecTpauiiiHoro
NoCBIAYEHHS; 3MiHW | THny:
Nikapcbki 3acobu. 3miHa 'y
KOPOTKI XapakTepucTumui
nikapcbKoro 3acoby,
IHCTPYKLUIT 018 MeanyYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBoK

3a
peyenmom

He
nionsizae

UA/8465/01/01




13

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

(noTpebye BHECEHHS
Bi4NOBIAHO [0 iHpopMaui
pedhepeHTHOro/opuriHasibH

0ro nikapcbKoro 3acoby
6€3 HafaHHs XOLHUX
HOBUWX A04ATKOBUX AaHUX
3a81BHUKOM) - 3MiHN
BHECEHO A0 iHCTPYKUiT ans
MeAMYHOro 3acTOCyBaHHS
npenapary Ao po34inis
"Moka3aHHA" (YTOUHEHHS
nokasaHs), "Cnoci6
3acTocyBaHHSA Ta 4o3un"
(YTOYHEHHS [03yBaHHSA)
Bi4NOBIAHO A0
pechepeHTHOro npenapaty

CAW3EH 8 Mr K/iK.i3i

(Bupo6HKK Mepk CepoHO
C.n.A, ITania; 3miHu | Tuny:
AOMIHICTPaTUBHI 3MiHW.
3MiHa HalilMeHyBaHHSA

Ta/abo agpecu micua

NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO J1iKapCbKOro
3acoby, BK/IYaKun
AinbHWLI BUNYCKy cepii abo
MicLie NpoBefEeHHSA
KOHTPOJItO AKOCTI.
([iANbHICTB, 3a aKy
BignoBigae
BMPOGHWMK/iMMopTep,
BK/1H0HA0UM BUMYCK Cepilt)

— 3MiHa BBOAUTLCSA Y

3B'A3KY 3 TUM, Wo Kopes

3MiHWMIa aflpeCHY CUCTEMY.

Micue B1upobHULTBa
nikapcbKoro 3acoby He
3miHunocs; 3minn 1l Tuny:
3MiHa 3asBHUKA

ANKNOPEHAK-

renb 50 mr/r no 50

ToBapucTteo

YkpaiHa

ToBapucTso 3

YkpaiHa

nepepeecTpalLlin y 38 83Ky

6e3

niosisizae

UA/1539/01/03
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
3400POB'A ryTy6i Ne 1 3 06MEXEHO i3 3aKiHYeHHAM TepMiHy il | peyenma
YNbTPA 06MEXEHO BignosiganbHiCT peecTpauiiHoro
Bignosiganb 10 NnocBigYeHHs; 3MiHW | Tny:
HiCTIO "papmaueBTNyH 3MiHM 3 AKOCTI.
"papmaueBT a KomnaHis CepTtudikat
NyHa "3popoB's” BignosigHOCTI/TE-
KOMnNaHis cepTudikaT BignoBigHOCTI
"3popos'sa” €Bponeiicbkii

thapmakonei/moHorpadii.
MogaHHA HoBOro abo
OHOBJ/IEHOrO cepTudikata
BignosigHoCTi abo
BUNYYEHHA cepTudikara
BiANOBIAHOCTI
€Bponelicbkil
cthapmakonei: ans A®l; gna
BUXiQHOTO
MaTepiany/peareHTy/npomi
XHOTO NPoAyKTY, L0
BMKOPUCTOBYIOTLCA Y
BUPOGHULTBI ADI; ans
[ONOMDKHOT peYOBUHY -
HoBwit cepTudikar Big Bxe
3aTBEPKEHOr0
BUPOGHUKA; 3MiHK | TUNY:
3MiHN 3 aAkocTi. ADI.
Brvpo6HMLUTBO. 3MiHK B
npoueci BupobHuLTea Adl;
3MiHu 3 aKocTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax cneumdikayii
Ta/abo AonyCTUMUX MEX,
BU3HAYEHUX Y
crneyundikauisx Ha Ad®l,
a60 BMXigHWA/NPOMDKHUIA
nNpoayKT/peareHT, Wo
BMKOPUCTOBYIOTLCS Y
npoueci BupobHuLTea Adl;
3MiHM 3 aKocTi. AdL.
KoHTponb AdL. 3miHa y
MeToAax BUNPOGyBaHHS
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
A®I abo BuxigHoro

MaTepiany/npomMiKHoro
npoaykTy/peareHTy, Lo
BMKOPWUCTOBYETLCA Y
npotieci BUpo6HuLTBa AdI
(iHWi 3MiHM y meTogax
BMNPOBYBaHHS
(BKNHOYAKOUM 3aMiHy abo
[OnoBHeHHs) A®l abo
BUXi4HOro/NpoMi>KHOro
NPOAYKTY) - 3MiHW [0
CUHTE3y cybCcTaHL;l;
npuBeAeHHs NokasHMka
«3aNnNLLIKOBI Ki/TIbKOCTI
OpraHiYHNX PO3HUHHUKMN
[10 OHOBJIEHOIO
Ceptudikaty
Bi4NOBiAHOCTI ED;
(npuBeneHHs cneuudikauil
Ta MeTofjiB BXigHOro
KOHTPO/O AitoyoT
peyoBuHU [0 BUMOT
BiANOBIAHOT MOHOrpadii
[il0Y40ro BMAaHHs €0;
npuBeLEHHs po3ainy
«MikpobionoriyHa
yncToTa» A0 BUMOT
Aitoyoro BugaHHa €0);
3MiHW | TUNY: 3MiHN 3
AaKocTi. CepTudikart
BignoBigHocTiI/TE-
cepTucpikaT BigNOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3
Heo6XifHICTIO NpYBEAEHHSA
Y BiANOBIgHICTb A0
MoHorpadii 4Py abo
€Bponelicbkoi
hapmakonei, abo iHLOoT

HaLjioHa/TbHOT hapmakonei
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
nepxasn E€C (3miHa y

crneyudikaLisx, nos'a3aHa
3i 3miHamu B 1®Y, abo
€Bponeiicbkili
hapmakonei, abo iHLil
HauioHasbHIli hapmakonei
aepxasn €C); 3MiHn |
Tmny: 3MiHn 3 AkocTi. AdI.
KoHTposib A®I. 3miHay
MeTofax BunpobysaHb AdI
abo BuXigHOro
mMarepiany/npomiKHOro
npoaykKTy/peareHTy, Lo
BMKOPWUCTOBYETLCA Y
npoueci Bupo6HuLTea Adl.
3MiHa y napameTpax
cneumdikauin Ta/abo
JONyCTUMMX MEX,
BU3HAYEHUX Y
cneuudikauisx Ha Adl,
a60 BUXIAHWI/MPOMDKHWIA
npoayKT/pearexT, Wwo
BMKOPUCTOBYHOTLCS Y
npoueci BupobHuytea Adl
(B cneundpikayii APl
3BY)EHHA KpuTepiiB
NPUIAHATHOCTI 3a
NOKa3HMKOM «3a/INLLIKOBI
KINbKOCTi OpraHiyHnx
PO3UYUHHMKIB»; 3MiHN |
Tvny: 3MiHM 3 AKOCTI.
CepTudpikat
BignosigHocTI/TE-
cepTudpikaT BigMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3
Heo6XifHICTIO NpUBEAEHHSA
y BiANOBIgHICTb A0
MoOHorpadoii 4dY abo
€BponelicbKoi
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

thapmakonei, abo iHWoi
HauioHasbHOI (hapmakonei
aepxasn €C (3MiHa y
cneumdikauisx, nos'a3aHa
3i 3amiHOl0 BUMOT
MoHorpadii 4PY a6o iHwoi
HaLioHasIbHOT thapmakonei
nepxasn €C Ha BUMOTU
MOHorpadii €EBponencbKoi
hapmakonei); 3MiHu 3
AKocTi. FoToBWMiA
nikapcbkuii 3aci6.
KOHTPO/b AONOMDKHUX
peyoBuH. 3MiHa y MeToAax
BMNPOBYBaHHSA AOMNOMDKHOT
PEYOBMHUN (HE3HAYHI 3MiHN
y 3aTBEPKEHUX MeToAax
BMNPOOYBaHb)
(npuBeaeHHa po3gainy
«MikpobionoriyHa
yncToTa» A0 BUMOT
Aitoyoro BuaaHHsa € B
cneumdikalii Ta meTogax
BXiZHOTO KOHTPOJI0 A/1s
[OOMOMDKHMX pevyoBUH);
3MiHn | Tuny: 3MmiHu 3
AaKocTi. CepTudikar
BignosigHoCTI/TE-
cepTudikar BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3
HeOobXifHICTIO NPUBEAEHHS
y BIANOBIAHICTb A0
MoHorpadii A4PY abo
€Bponeiicbkoi
thapmakonei, abo iHWoi
HaLioHasIbHOT thapmakonei
nepxasu €C (3MiHa 'y
crneyudikauisix, nos'a3aHa
3i 3miHamn B 19Y, abo




18

Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
€Bponeiicbkili

thapmakonei, abo iHLwii
HavuioHasbHIl hapmakonei
aepxasn €C); 3MiHuM 3
AKoCTI. FoToBUIA
nikapcbkuii 3aci6.
KOHTpPO/1b AONOMDKHUX
peyoBVH. 3MiHa y MeToAax
BMNPOOYBaHHA AOMOMDKHOT
peyoBuHN (NPUBEAEHHS
cneuundikauiin Ta meTopgis
BXiZLHOTO KOHTPOJIO AN1A
LONOMDKHUX PEYOBVH [0
BMMOT BifnoBigHWX
MoHorpadinn €®); 3miHn |
TMny: 3MiHN 3 SKOCTI.
oTOBWMIA NiKAPCLKWIA 3aci6.
KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuwudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO J1iKapCbKOro
3aco0by (BHECEHHS 3MiH O
[OOCbE NiCNSA OHOB/IEHHSA
3arasibHOT CTaTTi Ha roToBYy
nikapcbky hopmy y
[dY/EBponeiicbkiii
thapmakoner); 3MiHu 3
AKoCTI. FoToBUIA
nikapcbkuii 3acio6.
KOHTpOb roToBOro
nikapcbKoro 3acoby. 3miHa
y MeToax BUunpobyBaHHS
rOTOBOrO J1iKapCbKOro
3acoby (npuBefeHHs
po3giny «MikpobionoriyHa
yncToTa» A0 BUMOT
Aitoyoro sugaHHsa JPY);
3MmiHun | Tuny:
AOMiHICTpaTVBHI 3MiHW.
3MiHa HallMeHyBaHHs
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
Ta/abo agpecu micus
NpoBaKEHHA AiANbHOCTI

BUpO6GHUKa/imnopTepa
roTOBOrO J1iKapCbKOro
3aco0y, BKIYarun
AinbHWLI BUNYCKy cepii abo
MicLie NPOBeLEHHS
KOHTPOJIO SIKOCTI
(gisanbHICTb, 3a AKY
Bignosigae
BMPOGHWMK/iMNopTep,
BK/IIOYAIOYM BUMYCK Cepili);
3MiHun | Tuny:
AOMIHICTPaTUBHI 3MiHW.
3MiHa HallMeHyBaHHS
Ta/abo agpecu 3asiBHMKaA
(BnacHuka peecTpauinHoro
nocBigYeHHs); 3MiHu |
TMNy: AAMIHICTPATUBHI
3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo
agpecu micus
NPOBaKEHHS AiANbHOCTI
BUPOGHMKa (BKOHAKOUM,
3a HeobXigHOCTI, Micue
NPOBELEHHS KOHTPO/O
AKOCTI), abo BnacHuka
mMacTep-goaiina Ha Adl,
ab0o nocravanibHUKa
Adl/BuXigHOro
mMartepiany/peareHTy/npomi
XHOTO NPOAYKTY, LLO
3aCTOCOBYHOTLCS Y
BMPOGHNLTBI ADI (AKLLO
3a3HayeHo y A0CbE Ha
nikapcbkuin 3aci6b) 3a
BiACYTHOCTI cepTudpikata
BiANoOBiAHOCTI
€Bponeiicbkili hapmakonei
y 3aTBep)KEHOMY [JOCbE,

ab0 BMPOBHMKA HOBOT
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Kpaina

Peecmpayitina

Ymosu

Peknamys

Howmep

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

npoyeoypa

[0MOMDKHOT pe4yoBUHU

Bionycky

aHHsA

peecmpayitiHo2o
nocsi0O4YeHHs

(IKLLO 3a3HAYEHO Y AOCbE)
(npvBeaeHHs agpecu
BMpPOGHUKa Ajroyol
peYoBMHM 00 MaTepianiB
BMPOOGHUKA; 3MiHW | THny:
3MiHu 3 sKoCTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibH
uii 3aci6. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMMUX MEX
NepBUHHOI YNakoBKM
roTOBOrO J1iKapCbKOro
3acoby (BBeeHHs po3giny
«Mikpo6ionoriyHa
ynctoTa» (aNa Ty6u);
MpuBeaeHHa cunu aii Ta
nikapcbKoi hopmun
roTOBOrO J1iKapCbKOro
3acoby Ao MaTepianis
BMPOOGHUKa (3aTBEPKEHO:
refb 4715 30BHiLLHbOr0
3acTocyBaHHA 5 % ,
3anponoHoBaHo: resis 50
mr/r); MpuBeAeHHA Ha3B
LONOMDKHMX PEYOBVH [0
marepianis BUpOOHUKa

3a

He

UA/4784/01/01

OIANIPUA®

Tabnetkn no 2 mr
Ne 30 (10x3), Ne 60
(10x6) y 6nicTepi

NAT
"dpapmak"

YkpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpaLiis y 3B 3Ky
i3 3aKiIHYEHHAM TEPMIHY Aji
peecTpauiiHoro
nocBigYeHHs; 3MiHn | Trny:
3MiHa HalilMeHyBaHHS
Ta/abo MicL,e3HaxXomKEHHS
BMPOOGHMKA rOTOBOro
nikapcbkoro 3acoby,
BK/IOUAKYUM Micue
NpoBeAEeHHS KOHTPOSIHO
AKOCTi (BUPOGHMYA
AinbHNULSA BUNYCKY cepii) -

peyenmom

nionsizae

(oopaHo aapecy micue
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

NpoBaKeHHN OisANbHOCTI;
npvBeAeHHsA Ha3BW Aito4oTl
peyoBVHM 00 MaTepianis
BMPOOGHUKa; 3MiHW | THny -
oTOBMIA NiKapPCbKUiA 3aci6.
KOHTpO/b roTOBOIO
nikapcbKoro 3acoby. 3miHa
y MeTofax BUnpobyBaHHs
rOTOBOrO J1iKapCbKOro
3aco0y (iHWi 3mMiHK y
MeTofax BUNpobyBaHb
(BKkntoYaroumn 3amivy abo
[ONOBHEHHS) (3MiHN
MEeTOAUKN BUNPOOYBaHHSA
3a p. «KinbkicHe
BU3HAYEHHA»
(anbTepHaTBHA
XpomarorpadiyHa
KOMIOHKa, YaCTUHOK
KOMOHKM, LUBUAKICTb
pyxomoi hasu; BUyYeHHs
KpUTEPI0 NPUIAHATHOCTI
XpomatorpadivHoi
CUCTEMM LWOAO0 Ki/TbKOCTI
TEOPEeTUYHMX Tapinok,
OCKi/IbKM BiH He €
060B 13KOBMM TOLLLO), 5K
Hac/ifoK 3MiHM METOAVK 3a
p. «OpHOPIHICTD
[,030BaHVX OANHULb»,
«CynpoBigHi AOMILLKMN»,
«P034nHeHHA». 3a p.
«CynpoBigHi fOMILLKM»
Ha3Ba AOMiLLKK rniMenipug,
cynbhoHaMmif NpuBeLEeHO Yy
BiAMOBIAHICTb A0
MoHorpadii EP); 3miHu |
TUny - FOTOBWIA Nikapcbkuii
3aci6. KoHTposib rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeToax BUnpobyBaHHs
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

rOTOBOrO J1iKapCbKOro
3aco6y (BUIyYeHHS
MeToAy BUNPOGYBaHHS,
AKLO BXe 3aTBepyKeHo
anbTepHaTMBHUIA MeToL)
(Buny4yeHHs igeHTUdikavii
Ail0Y0i pevyoBMHY METOA0M
TLWX ( 32 HassBHOCTI
BEPX); 3miHu | Tuny - A®I
abo fjtoya pevyosuHa.
KoHTposnib A®I abo gitouoi
peyoBuHU. 3MiHa Y
napameTpax cneumdikawii
Ta/abo AonyCTUMUX MEX,
BM3HAYEHUX Y
cneyucpikayisx Ha A®l abo
Aitody peyoBuHy, abo
BUXIAHWA/NPOMIKHWIA
nNpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y
npotieci BUpo6HuLTBa AdI
a60 Aio4oi peyoBUHN (iHLUI
3MmiHK) (MpriBeLEHHS p.
«MBU>» B cneuundikawii
BXiZIHOTO KOHTPOJIIO Ait04oil
peyoBuHU Nimenipug y
BiAMNOBIAHICTb [0 Ajtoyoro
BuAaHHA EP.); 3MiHu | Tuny
- CepTtudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/CepTtudikat
Bi4nNoBigHOCTI
€Bponeiicbkili hapmakonei
wopo ryéuarori
eHuedanonarii. NMogaHHA
HOBOro abo OHOBJ/IEHOrO
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei
ansa A®l abo gjroyoi
peyvyoBMHU/ A5 BUXiAHOTO
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

MaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, LU0
BMKOPUCTOBYIOTLCA Y
BUPOGHULTBI A®I abo
Jitoyoi pevoBuHW/gns
LONOMDKHOT PeYOBUHN

(cepTudpikaT BiANOBIAHOCTI

€Bponelicbkii
thapmakonei) - HoBUiA
cepTudpikaT BigMNOBIAHOCTI
Bif, 4it0HOro BUPOGHMKaA
(Hosuin CEP Ne R1-CEP
2006-311-Rev 00 Big
Ljito4oro BUpOBGHMKa
Nexchem Pharmaceutical
Co.,LtD, Kutait gna Aol
Inimenipug); 3miHu | Tuny -
oTOBWMIA NiKapPCbKUIA 3aci6.
KOHTPO/1b AONOMIKHUX
peyoBVH. 3MiHa
napameTpis cneuudikauii

Ta/abo fonyCcTUMUX MEX

A5t [OMOMDKHOT PeYOBMHU

(iHWwi 3miHn) (MprBeAeHHSA

cneuudikauii ans
[O0MOMDKHOT pevyoBUHU
3asisa okcug xosTuin (E

172) y signosigHicTb o NF
33 USP. BunyyeHHs
BUNPOGYBaHHA A1

LONOMDKHOT PEYOBUHN
iHAMrokapmiHy nak (E 132)
Ha «Komb6iHoBaHi xnopuan

i cynbghaTn» B 3B S3KY 3
HW3bKIM BMICTOM 6apBHUKIB

B [N13 i BiANOBIAHO HN3bKIM

BMICTOM JaHuX AOMILLIOK

(HWKYe Mexn BUABMEHHS);

3miHm | Tuny - FrotoBwuii

nikapcbkuii 3aci6.

CT1abinbHicTb. 3MiHa y
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs
roTOBOrO J1iKaPCbKOro
3aco6y: (3mMiHa B ymMoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby abo
nicns
PO34YMHEHHS/BIAHOBEHHS)
(MpuBeaeHHs ymoB
36epiraHHs y BigNoBigHICTb
[0 CyvyacHUX BUMOT); 3MiHK
| TMny - FoToBWIA
nikapcbkuii 3aci6.
CT1abinbHicTb. 3MiHa y
TepMiHax npuaaTtHocTi abo
yMOBax 36epiraHHs
rOTOBOrO J1iKapCbKOro
3acoby: (36i/1bLEeHHS
TepMiHy npuaaTHOCTI
roTOBOrO J1iKapCbKOro
3acoby:) - gns
TOProBesibHOI YNakoBKu
(nigTBEPOXYETHCA AaHUMU
CTabiNbHOCTI peasibHOro
yacy) (3 2-x 0o 3-X pokiB);
3MiHu | Tuny - Nlikapcbki
3ac06u. 3MiHa y KOpPOTKil
XapakTepucTuL;
nikapcbKoro 3acoby,
IHCTPYKLUIT 419 MeaNYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBOK (iHLUi
3MiHW) (3MiHWN BHeCeHi
oo ckiagy, ymoB
36epiraHHA Ta TEPMiHY
npuaartHocTi). MpoekTt
MapKyBaHHS1 yNakoBKU
BignoBsigae BuMoram
po3ainy XVIII Mopsaaky
NPOBEEHHSA eKCNepTU3mn
mMarepianis Ha Nikapcbki
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

3aco6w, Lo nojatTbes Ha
[JepxaBHy peecTpauito
(nepepeecTpalis), a Takox
ekcnepTusn martepianis
NpPO BHECEHHS 3MiH [0
peecTpaLiiiHux matepianis
npoTarom faii
peecTpauiiHoro
NOCBIAYEHHS,
3aTBEPKEHOr0 Hakasam
MO3 Ykpainu Big,
26.08.2005 Ne 426 (y
pefakuii Hakasy MO3
Ykpainu Big 04.01.2013 Ne
3); 3MmiHu | Tuny - FoToBWIA
nikapcbkuii 3aci6.
Bupo6HuuTBO. 3MiHa
po3mipy cepii (BKOUa4M
JianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro
3aco0y (36inbeHHs go 10
pasiB MOPIBHAHO i3
3aTBEPKEHNM PO3MIPOM
cepii)

LIANIPUA®

TabneTkn no 3 mr
Ne 30 (10x3), Ne 60
(10x6) y 6nicTepi

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpawisi y 38 3Ky
i3 3aKiHYEHHAM TepMiHy Ail
peecTpauiiHoro
NnocBigYeHHs; 3MiHu | Tvny:
3MiHa HaliMeHyBaHHS
Ta/abo MicLe3HaxXoMKeHHS
BMPOGHMKA rOTOBOrO
nikapcbkoro 3acoby,
BK/IHOYAOUM Micue
NPOBeLEHHS KOHTPO/O
AKOCTI (BUpO6HMYa
AinbHUUA BUNYCKY cepiT) -
(aoaaHo agpecy micue
NPOBaKEHHS AiANbHOCTI;
npvBeAeHHsA Ha3Bu Aito4oTl
peyoBMHM A0 MaTepianis
BUPOGHMKA; 3MiHuM | Tmny -

3a
peuerimom

He
niosnsizae

UA/4784/01/02
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
oTOBWMIA NiKAPCLKWIA 3aci6.

KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHsA

rOTOBOTO J1iKAPCbKOro

3aco0y (iHLWWi 3MiHK Y

MeToZax BMnNpobyBaHb
(BKNHOYAKOUM 3aMiHy abo
[O0MOBHEHHS) (3MiHN
MEeTOAMKM BUNPOBYBaHHSA
3a p. «KinbkicHe
BM3HAUYEHHA»
(anbTEepHaTMBHA
XpomatorpadiyHa
KOJIOHKa, YaCTUHOK

KOJIOHKM, LUBUAKICTb
pyxoMoi pasun; BUTyYeHHs

KpUTEPI0 MPUAHATHOCTI
XpomatorpadivHoi
CUCTEMU LLLOAO KiIbKOCTI
TEOPEeTUYHUX Tapinok,
OCKi/IbKM BiH He €
060B I3KOBMM TOLLLO), 5K
HaCcNigoK 3MiHN MeToAMK 3a
p. «OAHOpPIAHICTb
[030BaHVX OONHNL»,
«CynpoBigHi AOMILLKM»,
«P0o34nHeHHA». 3a p.
«CynpoBigHi AOMILLKMN»
HasBa AOMILLKM rniMenipug,
cynbhoHamif NnprBeLEeHo y
Bi4MNOBIAHICTb A0
MoHorpadii EP); 3MiHu |
TMny - FOTOBWIA NiKapCbKuii
3aci6. KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUnNpobyBaHHsA
roTOBOrO J1iKapCbKOro
3acoby (Buy4YeHHs
MeToAy BUMNPOOYBaHHS,

AKLLO BXE 3aTBEPMKEHO
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

anbTepHaTMBHUI MeToL)
(BrnyuyeHHs igeHTudikaw,ii
Ait0Y0i pevyoBMHY METOA,0M
TWX ( 38 HasABHOCTI
BEPX); 3miHu | Tuny - Adl
abo fjtova pevosmHa.
KoHTposnb A®I abo gitouoi
peyoBMHMN. 3MiHA Y
napameTpax cneuudikawii
Ta/abo JOonyCTUMUX MEX,
BU3HAYEHUX Y
cneyudpikayiax Ha A®l abo
fitoyvy peyoBuHy, abo
BUXiAHWA/NPOMIKHWIA
NpoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y
npoteci BUpo6HuyTBa AdI
abo fito4oi peyoBUHN (iHLUi
3MiHK) (MprBefeHHA p.
«MBY» B cneuudikavii
BXi{HOTO KOHTPOIIO AjtoYoTl
peyoBuHun Mimenipng y
BiAMNOBIAHICTb A0 Ajtoyoro
BuAaHHA EP.); 3MiHm | Tuny
- CepTtudpikat
Bif4nNoBiAHOCTI
€Bponeiicbkili
thapmakonei/CepTtudikar
BiAnoBiAHOCTI
€Bponeiicbkiin dhapmakonei
wopo ryéuatoi
eHuedanonarii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTudpikaTta BignoBigHOCTI
€Bponeiicbkiin dhapmakonei
ana A®l abo gitoyoi
peyoBunHU/ANs BUXIAHOTO
MaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, LLO
BMKOPUCTOBYHOTLCS Y
BUPOGHULTBI APl a6o




28

Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

Jiroyoi pevoBmHU/onA
[O0MOMDKHOT pevyoBUHU
(cepTudpikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) - HoBUiA
cepTudikar BignoBigHOCTI
Bif Ail0HOro BUPOGHUMKA
(Hosuin CEP Ne R1-CEP
2006-311-Rev 00 Big,
Zil04oro BUpO6HUKa
Nexchem Pharmaceutical
Co.,LtD, Kutaii gna Adl
[nimenipua); 3miHn | Tvny -
[OTOBWMIA NikapcbKuii 3acio.
KOHTPO/1b AONOMDKHUX
peyoBVH. 3MiHa
napameTpiB cneuudikau,ii
Ta/abo JonyCTUMUX MeX
ON5 [ONOMDKHOT PEYOBUHU
(iHwi 3miHun) (MpvBEAEHHNA
cneumdikayii gns
L0NOMDKHOT PeYOBUHN
3anisa okcug xoBtuii (E
172) y BignosigHicTb go NF
33 USP. Buny4yeHHs
BMNPOBYBaHHA AN
LO0NOMDKHOT PEYOBUHN
iHaurokapminy nak (E 132)
Ha «KombiHoBaHi xnopuam
i cynbhaTn» B 3B S3KY 3
HM3bKIM BMICTOM GapBHMKIB
B 13 i BiANOBIAHO HM3bKIM
BMICTOM AaHunX AOMILIOK
(HWKYe MeXun BUABNEHHS);
3MiHn | Tuny - FoToBwiA
nikapcbkuii 3aci6.
CT1abinbHicTb. 3miHa y
TepMiHax npuaaTHocCTi abo
ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro
3acoby: (3miHa B ymoBax
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

36epiraHHsA roToBOro
nikapcbKoro 3acoby abo
nicns
PO3YMHEHHA/BIAHOB/IEHHS)
(MpuBefeHHA ymoB
36epiraHHA y BigNOBIgHICTb
[0 CyYacHWX BUMOT); 3MiHN
| Tvny - FoToBUIA
nikapcbkuii 3acib.
CT1abinbHicTb. 3MiHa y
TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs
rOTOBOTO J1iKAPCbKOro
3aco0y: (36inbLieHHs
TepMiHy npugaTHOCTI
rOTOBOrO J1iKapCbKOTro
3acoby:) - gns
TOProBsesibHOT yNakoBKu
(nigTBEPOXYETHCA AaHUMU
cTabinbHOCTI peasibHOro
yacy) (3 2-x A0 3-x pokiB);
3MiHu | TUny - Jlikapcbki
3acobu. 3miHa y KOpOTKii
XapakTepucTuuj
nikapcbKoro 3acoby,
IHCTPYKLUIT 019 MeANYHOro
3acTocyBaHHA abo
MapKyBaHHi yrnakoBoK (iHLLi
3MiHK) (3MiHV BHECEHI
o0 cknagy, ymoB
36epiraHHsa Ta TePMiHY
npuaaTtHocTi). MNpoekT
MapKyBaHHS yNakoBKu
Bignosigae BMMmoram
posginy XVIII Mopsagky
NPOBeAEHHA eKCnepTm3n
mMartepianis Ha Nikapcbki
3acobw, Lo nogaTbesa Ha
[epXaBHy peecTpaL,ito
(nepepeecTpauisi), a Takox
eKkcnepTusn matepianis
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

NPO BHECEHHS 3MiH [0
peecTpauiiiHux matepianis
npoTarom faii
peecTpauiiHoro
NOCBIAYEHHS,
3aTBEPLKEHOrO Haka3aMm
MO3 YkpaiHu Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Ykpainu Big 04.01.2013 Ne
3); 3miHu | Tvny - FoToBUIA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3MiHa
po3mipy cepii (BKouatoum
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOTro
3acoby (36inblweHHs go 10
pasiB NOPIBHAHO i3
3aTBepKEHUM PO3MIPOM
cepii)

10.

OIANIPUA®

Tabnetkv no 4 mr
Ne 30 (10x3), Ne 60
(10x6) y 6nicTepi

NAT
"dpapmak"

YkpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpaLiis y 3B 3Ky
i3 3aKiHYEHHSAM TEPMIHY Aji
peecTpauiiHoro
nocBigYeHHs; 3MiHn | Trny:
3mMiHa HalilMeHyBaHHS
Ta/abo MicL,e3HaxXomKEHHS
BMPOOGHMKA rOTOBOro
nikapcbkoro 3acoby,
BK/IOUAKYUM Micue
NpoBeAEeHHS KOHTPOSIHO
AKOCTi (BUPOGHMYA
AinbHNULSA BUNYCKY cepii) -
(oopaHo agpecy micue
NnpoBaKeHHN OisANbHOCTI;
npuBeLAEHHS Ha3BK Aito4oi
peyoBVHM 00 MaTepianis
BUPOGHUKA; 3MiHM | TURYy -
oTOBMIA NiKapPCbKUIA 3aci6.
KoHTposib roToBoro
nikapcbkoro 3acoby. 3miHa

y MeToaax BUNpobyBaHHs

3a
peyenmom

He
nionsizae

UA/4784/01/03
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

rOTOBOrO J1iKapCbKOro
3aco0y (iHWi 3mMiHK y
MeTofax BUNpobyBaHb
(BKktOYaroumn 3amivy abo
[ONOBHEHHS) (3MiHM
METOAMKN BUNPOGYBaHHS
3a p. «KinbkicHe
BU3HAYEHHA»
(anbTepHaTBHA
XpomarorpadiyHa
KOMIOHKa, YaCTUHOK
KOMOHKM, LUBUAKICTb
pyxomoi hasu; BUyYeHHs
KpUTEPIO NPUIAHATHOCTI
XpomatorpadivHoi
CUCTEMM LWOAO Ki/TbKOCTI
TEOPEeTUYHMX Tapinok,
OCKi/IbKM BiH He €
060B 13KOBMM TOLLLO), 5K
Hac/ifoK 3MiHM METOAVK 3a
p. «OpHOPIHICTD
[030BaHVX OANHNLE»,
«CynpoBigHi AOMILLKMN»,
«P034nHeHHA». 3a p.
«CynpoBigHi fOMILLKM»
Ha3Ba AOMiLLKK rniMenipug,
cynbhoHaMmif NpuBeLEeHO Yy
BiAMOBIAHICTb A0
MoHorpadii EP); 3miHu |
TUny - FOTOBWIA Nikapcbkuii
3aci6. KoHTposib rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeToax BUunpobyBaHHS
rOTOBOrO J1iKapCbKOro
3aco06y (BU/yYeHHs
MeToAy BUNPOGYBaHHS,
AKLLO BXe 3aTBepaKeHo
anbTepHaTMBHUI MEeTOL)
(BunyueHHs igeHTUdikawii
[it0Y0i peYOBMHN METOAOM
TLIX ( 32 HAsABHOCTI
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

BEPX); 3miHu | Tuny - A®I
abo fjtoya pevyosuHa.
KoHTposib A®I abo gijtouoi
peyoBuHU. 3MiHa Y
napameTpax cneumdikawii
Ta/abo AonyCTUMUX MEX,
BM3HAYEHUX Y
cneyucpikayisx Ha A®l abo
Aitody peyoBuHy, abo
BUXIAHWA/NPOMIDKHWIA
nNpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y
npotieci BUpo6HuLTBa AdI
a60 Aio4oi peyoBUHN (iHLUI
3MiHK) (MpriBeLEHHS p.
«MBU>» B cneuundikawii
BXiZIHOTO KOHTPOJIIO Ait04oil
peyoBuHU Nimenipug y
BiANOBIAHICTb [0 AjtoYoro
BuAaHHA EP.); 3MiHu | Tuny
- CepTtudpikat
BiANoOBiAHOCTI
€Bponeiicbkili
thapmakonei/CepTtudikat
Bi4nNoBigHOCTI
€Bponeiicbkili hapmakonei
wopo ryéuarori
eHuedanonarii. NMogaHHA
HOBOro abo OHOBJ/IEHOrO
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei
ansa A®l abo gjroyoi
peuoBMHU/oNA BUXigHOTO
MaTepiany/peareHTy/npomi
XHOTO NPoAYyKTY, L0
BMKOPUCTOBYIOTLCA Y
BUPOGHULTBI A®I abo
Jitoyoi pevoBuHW/gns
LONOMDKHOT PEYOBUHN
(cepTudpikat BignosigHOCTI
€Bponeiicbkiii
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Ne

Hassa

dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

thapmakonei) - HoBUiA
cepTudpikaT BigMNOBIAHOCTI
Bif, 4it0HOro BUPOGHUMKa
(Hosuin CEP Ne R1-CEP
2006-311-Rev 00 Big
[jito4oro BUpOBGHMKa
Nexchem Pharmaceutical
Co.,LtD, Kutain gna Aol
[nimenipug); 3miHu | Tuny -
oTOBWMIA NiKapPCLKUIA 3aci6.
KOHTPO/1b AONOMIKHUX
peyoBVH. 3MiHa
napameTpis cneuudikauii
Ta/abo [onyCcTUMUX MeX
A5 [OMOMDKHOT PEeYOBMHU
(iHWwi 3miHn) (MprBeaeHHSA
cneuudikauii ans
[O0MOMDKHOT pevyoBUHU
3asisa okcug xosTuin (E
172) y signosigHicTb o NF
33 USP. BunyyeHHs
BUNPOGYBaHHA A1
LONOMDKHOT PEeYOBUHN
iHAMrokapmiHy nak (E 132)
Ha «Komb6iHoBaHi xnopuan
i cynbghaTn» B 3B S3KY 3
HW3bKIM BMICTOM 6apBHUKIB
B 13 i BiANOBIAHO HN3bKIM
BMICTOM JaHuX AOMILLIOK
(HWKYe Mexn BUABMEHHS);
3miHm | Tuny - FrotoBwuii
nikapcbkuii 3aci6.
CT1abinbHicTb. 3MiHa y
TepMiHax npuaaTtHocTi abo
ymoBax 36epiraHHs
roTOBOrO J1iKapCbKOro
3aco6y: (3mMiHa B ymoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby abo
nicns
PO34YMHEHHS/BiAHOBNEHHS)
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

(MpuBeaeHHs ymoB
36epiraHHs y BigNoBigHICTb
[0 CyvyacHUX BUMOT); 3MiHK

| TNy - FoToBWIA
nikapcbkuii 3aci6.
CT1abinbHicTb. 3MiHa y
TepMiHax npuaaTtHocTi abo
yMOBax 36epiraHHs
rOTOBOrO J1iKapCbKOro
3acoby: (36i/1bLEeHHS
TepMiHy npuaaTHOCTI
roTOBOrO J1iKapCbKOro
3acoby:) - gns
TOProBesibHOT YNaKkoBKu
(nigTBEPOXYETHCA AaHUMU
CTabiNbHOCTI peasibHOro
yacy) (3 2-x 0o 3-X pokiB);
3MiHu | Tuny - Nlikapcbki
3ac06u. 3MiHa y KOpPOTKil
XapakTepucTuL;
nikapcbKoro 3acoby,
IHCTPYKUIT 419 MeaNYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBOK (iHLUi
3MiHW) (3MiHWN BHeCeHi
oo ckiagy, ymoB
36epiraHHA Ta TEPMiHY
npugartHocTi). MpoekTt

MapKyBaHHS1 yNakoBKU

BignoBsigae BuMoram

po3ainy XVIII Mopsaaky
NPOBEEHHSA eKCNepTU3mn
MaTepianis Ha Jlikapcbki
3aco6w, Lo nojatTbCs Ha
JepXaBHy peecTpaL,ito
(nepepeecTpalisi), a Takox
ekcnepTusn martepianis
NpPO BHECEHHS 3MiH 10
peecTpauiiiHmx matepianis
npoTsarom gaii

peecTpadiiHoro
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Ne
n/n

Hassa

JliKapcbKo20

3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

NOCBIAYEHHS,
3aTBEPKEHOr0 Hakasam
MO3 Ykpainu Bif,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Ykpainu Big 04.01.2013 Ne
3); 3MiHu | Tuny - FoTOBMIA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3MiHa
po3mipy cepii (BKoYaum
JianasoH po3mipy cepii)
roTOBOrO J1iKapCbKOro
3aco0y (36inbeHHs go 10
pasiB MOPIBHAHO i3
3aTBEPKEHM PO3MIPOM
cepii)

11.

3OJIMITPEH®

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0, N0 2,5
mr, no 2 a6o 10
TabneToky
6nictepi, no 1
6nicTepy B nauw,i

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpawisi y 38 3Ky
i3 3aKiHYEHHAM TepMiHy Ail
peecTpauiiHoro
NnocBigYeHHs; 3MiHu | Tvny:
3MiHa HaliMeHyBaHHS
Ta/abo MicLe3HaxXomKeHHs
BMPOGHMKA rOTOBOrO
nikapcbkoro 3acoby,
BK/IHOYAOUM Micue
NPOBeLEHHS KOHTPO/O
AKOCTI (BUpO6HMYa
AiNbHULA BUMYCKY cepil)

3a
peuerimom

He
niosnsizae

UA/4796/01/01

12.

IBYHOPM BEBI

cycneHsis
opanbHa, 100 mr/5
M1 no 50 mi abo
no 100 mny
donakoHi Ne 1

ToBapucTtso
3
06MEXEHO
Bignosigasib
HICTIO
«®apmaueBT
nyHa
KOMMNaHis
«300p0oB’A»

YkpaiHa

ToBapucTeo 3
06MmeXeHo
BignosiganbHiCT
10
«®apmaLeBTUiH
a KoMnaHis
«300poB’s»

YkpaiHa

nepepeecTpaLis y 3B 3Ky
i3 3aKiHYEHHAM TepMiHy Ail
peecTpauiiHoro
noceigyeHHs; 3miHu | Tuny:
Nikapcbki 3acobu. 3miHa 'y
KOPOTKIil XxapakTepucTui
nikapcbkoro 3acoby,
IHCTPYKUIT 419 MeaNYHOro
3acTocyBaHHs abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
Bi4NOBIAHO [0 iHpopMmau,i
pedhepeHTHOro/opuriHasibH

6es
peuyenma

He
nionsizae

UA/11513/01/01
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

0ro Nikapcbkoro 3acoby
6e3 HafaHHS XOOHNX
HOBUWX A04ATKOBUX AaHUX
3a4BHVKOM); 3MiHU | Tvny:
3MiHu 3 aKocTi. [oToBUiA
nikapcbkuii 3aci6.
KOHTpOb roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikay,ii
Ta/abo JonyCcTUMUX MeX
roTOBOrO J1iKaPCbKOro
3aco0y (3BY)XEHHSA
LONyCTUMUX MEeX)
(3BYXEHHS KpUTepiiB
NPUAHATHOCTI Ha TEPMIH
npuaaTHoCTi 3a
nokasHukamu: «KinbkicHe
BW3HAYEHHS.
MeTtunnapabeH (C8H803);
3MiHu | TUNY: 3MiHN 3
AKoCTI. FoToBUIA
nikapcbkuii 3aci6.
KOHTpOb roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikau,ii
Ta/abo JonyCTUMUX MeX
roTOBOrO J1iKaPCbKOro
3aco6y (BHECEHHs 3MiH 0
[OCbE NiCNS OHOB/IEHHSA
3arasibHOI CTaTTi Ha roToBY
nikapceky opmy y
LoY/EBponelicbkii
hapmakonei). CynyTHsA
3MiHa: 3MiHM 3 AKOCTI.
oTOBWIA Nikapcbkuii 3acio.
KoHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUnpobyBaHHsA
roTOBOTO J1iKaPCbKOro
3aco0y (OHOBMEHHS
npoueaypu BUNpo6yBaHHs
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

ONs NpUBEOEHHS Y
BiZNOBIAHICTb 3i 3MIHEHOIO
3arasibHo cTaTtTelo AdY

abo €sponeicbKol

hapmakonei) - po3gain

«MikpobionoriyHa

yncToTa» NPUBELEHO Y
Bi4NOBIAHICTb A0 BMMOT
[i4oro BugaHHa oY,
3MiHn | Tuny: 3miHu 3
AaKocTi. CepTudikar
BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.

3MiHW, NoB'A3aHi 3
HeOo6XifHICTIO NPUBEAEHHS

y BIANOBIAHICTb A0

MoHorpadii 4Py abo
€Bponeiicbkoi
thapmakonei, abo iHWoi
HaLioHanIbHOT thapmakonei
nepxasu €C (3MiHa 'y
crneyudikauisix, nos'a3aHa
3i a3miHamn B 1®Y, abo
€Bponelicbkili
chapmakonei, abo iHLwii
HavuioHasbHIl hapmakonei
aepxasn €C). CynyTHa
3MiHa: 3MiHK 3 aKocTi. AdI.
KoHTposnb A®I. 3miHa y
MeTogax BMNpPoOyBaHHs
A®I abo BuxigHoro
MaTepiany/npomMiKHoro
npoaykTy/peareHTy, Lo

BMKOPWUCTOBYETLCA Y
npotieci BUpo6HuLTBa AdI

(iHWi 3MiHK y meToaax
BMNPOBYBaHHS
(BKNHOYAKOUM 3aMiHy abo
[0N0BHEHHA) APl abo




38

Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
BUXi4HOro/NpoMi>KHOro

NPOAYKTY) - cneundikadiito
Ta MeToam BXifHoOro
KOHTposto Ad| 3a
po3ainom
«MikpobionoriyHa
yncToTa» NPUBELEHO Y
Bi4NOBIAHICTb A0 BMMOT
[i4oro BugaHHa oY,
3MiHn | Tuny: 3miHu 3
AaKocTi. CepTudikar
BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3
HeOo6XifHICTIO NPUBEAEHHS
y BIANOBIAHICTb A0
MoHorpadii 4Py abo
€Bponeiicbkoi
thapmakonei, abo iHWoi
HaLioHanIbHOT thapmakonei
nepxasu €C (3MiHa 'y
crneyudikauisix, nos'a3aHa
3i a3miHamn B 1®Y, abo
€Bponelicbkili
chapmakonei, abo iHLwii
HavuioHasbHIl hapmakonei
aepxasn €C). CynyTHa
3MiHa: 3MiHM 3 SKOCTI.
FoTOBWMIA NiKaPCbKWIA 3aci6.
KOHTpO/1b AOMOMIXKHMX
peyoBuH. 3MiHa y MeTogax
BMNPOBYBaHHSA AOMOMDKHOT
pPeyoBUHU (HE3HAYHI 3MiHK
y 3aTBEpXXeHNX MeTogax
BMNPOBYBaHb) - 3MiHU
cneundikauii Ta metoais
BXiHOTO KOHTPO/IHO
[0MOMiKHMX PEYOBWH:
nonicop6ar («Onuc»,
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
«»ETuneHokcug ta
JiokcaH»- npuBeeHo Ao

MoHorpadii EP;
«MikpobionoriyHa
YnCTOTa» - Y BigMNOBIAHICTb
0o AoY); HaTpito
rigpodocchar 6e3BoaHMIA

(«PevoBuHM, Wwo
BiHOB/IIOKOTLCA» - A0
MoHorpadii EP;
«MikpobionoriyHa
4ynucTOTa» - Y BiANOBIAHICTb
[o AoY); kcaHToBa
Kamefp; rniLepuH; kucnota
NVMMOHHA, MOHorigpaT;
apomMaTuzatop «HepBoHMiA
anenbCuH»
(«Mikpob6ionoriyHa
yncToTa» - NPUBEAEHO Y
BigNoBigHICTb Ao APY);
caxapvH HaTpito
(«lpeHTudpikauis» -
npuBeneHo 40 MoHorpadii
EP; «Mikpob6ionoriuHa
yucToTa» - y BifNoBIAHICTb
no JoY); Boga ouuLLeHa
(«Baxki meTanm»,
«MikpobionoriyHa
yncToTa» - NPUBEAEHO Y
BIAMNOBIAHICTb [0
mMoHorpadii AdY; 3minu |
TMny: 3MiHM 3 SKOCTI.
Ceptudikar
BignosigHocTI/TE-

€Bponeiicbkili
3MiHK, NoB'aA3aHi 3

y BiANOBIAHICTb A0

cepTudikar BifnoBigHOCTI

thapmakonei/moHorpadii.

HeOobXifHICTIO NPUBEAEHHS

MoHorpadii APY abo
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
€Bponeiicbkoi

thapmakonei, abo iHWoi
HaLioHasIbHOT thapmakonei
aepxasun €C (3MiHa y
cneumdikayisx, nos'a3aHa
3i 3amiHOl0 BUMOT
MoHorpadii Y a6o iHwoi
HauioHasbHOI dpapmakonei
nepxasn €C Ha BUMOTH
MOHorpadii €EBponencbKoi
thapmakoner). CynyTHs
3MiHa: 3MiHY 3 SKOCTI.
FoTOBMIA NiKapCbKUiA 3aci6.
KOHTPO/b AONOMDKHUX
peyoBuH. 3MiHa y MeToAax
BMNPOOYBaHHSA AOMNOMIXHOT
peyvoBMHU (HE3HAYHI 3MiHN
y 3aTBEePKEHUX MeToAax
BUNPOOYBaHb) -
npuBefeHHs cneundikaini
Ta MeTofjiB BXifHOro
KOHTPOJO AONOMDKHUX
PEeYOBVH Y BIAMNOBIAHICTb
[0 MoHorpadili gitovoro
BnpaHHa EP 3a
nokasHvkamu: copbit (E
420) («Mikpob6ionoriyHa
yncroTa», «Po3mip
YacToK»); rniLepuH
(«PO34MHHICTb»); kucnoTa
NIMMOHHa, MOHorigpaT
(«laeHTndikauis»,
«KonbOopoBiCTb PO3UNHY>»);
nponinnapa6eH
(«30BHILWHIN BUrNAL»,
«lpeHTudikauis»,
«CynpoBigHi AOMILLKMN»,
«KinbKicHe BU3HAUYeHHS»,
«MikpobionoriyHa
ynuctoTa»); 3MiHum | TMny:
AOMiHICTpaTMBHI 3MiHN.
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

3MiHa HalilMeHyBaHHS
Ta/abo agpecu micus
NpoBaKEHHS AiSANbLHOCTI
BUpO6GHMKa/imnopTepa
rOTOBOTO J1iKAPCbKOro
3aco0y, BKIYaKun
AinbHWLI BUNYyCKy cepii abo
MicLe NpoBeAeHHS
KOHTPO/O AKOCTI.
(gisanbHICTb, 3a AKY
Bignosigae
BMPOGHUMK/iMNopTep,
BK/1HOHA0UM BUMNYCK Cepii);
3MiHW | TUNY: 3MiHN 3
AaKkocTi. CepTudikart
BignosigHocTI/TE-
cepTudpikaT BigNOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikata
BignosigHocTi abo
BUMYYEHHS cepTudikara
BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei: ansa A®l; ona
BUXiAHOTO
MaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y
BUpo6HMUTBI ADI; ans
[0MOMDKHOT PEYOBMHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkili
thapmakonei) - HoBuiA
cepTudikar Bif, BXxe
3aTBEPLKEHOrO
BMPOGHUKa. CynyTHi 3MiHK:
3MiHM 3 aKocTi. AdL.
KoHTponb AdL. 3miHa y

napamMmeTpax cneumdikadii
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
Ta/abo onyCcTUMUX MEX,
BU3HAYEHUX Y

akocTi. A®l. KoHTponb AdI.

cneuudikauisx Ha Adl,
a60 BMXigHWA/NPOMDKHUIA
npoayKT/pearexT, Wwo
BMKOPUCTOBYHOTLCS Y
npoteci BUpo6HuuTBa AdI
(iHWi 3MiHW); 3MiHK 3

3miHa y meTogax
BUNpo6yBaHHA AD| abo
BUXiZAHOTO
MaTepiany/npoMiKHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETBCH Y
npoueci BupobHuytea Adl
(iHWi 3MiHM Yy MeTogax
BMMNPOBOYBaHHS
(BKkntoYaroumn 3amivy abo
A0onoBHeHHs) APl abo
BWXiHOr0/MPOMIXXHOIO
NPOAYKTY) - HaJaHHS
HoBoro Ceptucpikarty
BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei
R1-CEP 2002-099-Rev 02
Bif, 3aTBEPAKEHOrO
BUPOGHUKa AdI, K
Hacnifok, NpyBeAeHHs
po3gainy «CynpoBsigHi
LOMiLWKu» B cneundikaw,i
Ta MeTogax BXigHoro
KOHTPOJI0 Y BiAMNOBIAHICTb
[0 BUMOT MOHorpadii
Aito4oro BMaaHHs
€Bponeiicbkoi
hapmakonei; 3miHu | Tuny:
3MiHu 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeHep/3aKkynoptoBasibH

nin 3acib. 3miHa
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
noctavasibHuKa

nakyBasibHUX MaTepianis
a60 KOMMNEKTYIOUMNX (SKLLO
3a3HayveHo B [JOCbE)
(3amiHa abo fopaBaHHSA
nocravasibHvKa) -
[04aTKoBO [0
3aTBEPMKEHNX
nocrtayasibHUKIB
NepBNHHOIO NaKyBaHHSA
KpULLIKK Nig, pisbboBy
rOP/I0BUHY 3 KOHTPONEM
nepLuoro poskputta (TOB
«ACC-XapkiBnnacT»,
YkpaiHa; TOB
«PapmMmmall», YkpaiHa;
3AT «®ipma «Eninc»,
YkpaiHa; TOB «[lMnacTtxim»,
YKpaiHa) BBOAUTLCA HOBWIA
noctavyasibHnK TOB
«®apmaveBTnyHa thipma
«BepTekc», YkpaiHa);
3MiHm | Tuny: 3miHm 3
AKoCTi. FoTOBWMi
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibH
uii 3aci6. 3MiHa
napameTpiB cneuwudikauiii
Ta/abo fonycTUMUX MeX
NepBUHHOT YNakoBKU
roTOBOTO J1iKaPCbKOro
3aco0y (iHLLi 3MiHW).
CynyTHSA 3MiHa: 3MiHK 3
AKoCTI. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibH
nin 3aci6. 3miHa y meTogax
BMNPOGYBaHHSA NEPBUHHOT
yNakoBK1 rOTOBOr0O
nikapcbKoro 3acoby

(He3HauHi 3MiHN Y
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
3aTBEpPKEHUX MeToaax
BMMNPOOYBaHb) -
npuBeAeHHA cneumdikauii
Ta MeTofjiB BXigHOro
KOHTPO/110 NEePBUHHOT
ynakoBku (KOHTeliHepy Ta
KPULLIKM i3 NOMIMEPHUX
MaTepianis Ans NikapcbKmx
3aco6iB) 3a MOKA3HMKOM
«MikpobionoriyHa
YUCTOTa» y BIANOBIAHICTb
[0 BUMOT Ail040ro BuaaHHsA
LoY). BMKATN3 B
po3gini «Cknag. JonoMixHi
PEeYOBUHN.» HAaZAHO
MOBHWIA cKnag,
apomarmsaropa
«YepBOHUI anenbCunH»
13. IMYHOKIHA, Tabnetkn Ne 150 y [Loiiue HimeuunHa [Hoiiue HimeuunHa nepepeecTpaLis y 38 3Ky 6e3 He UA/5397/01/01
thnakoHax Ne 1 Xomeonari- Xomeonari- i3 3aKiHYEHHAM TepMiHy aii | peyenma niossieae
YHioH OXY- YHioH OXY- peecTpauiiHoro
ApuHaimitTe ApuHainmitTTenb NoCBIAYEHHS
nb M'vbX & Mv6X & Ko. KI
Ko. KI
14. IMYHO®IT 36ipno 100ry TOB YkpaiHa TOB "HaykoBo- YkpaiHa nepepeecTpaw,is y 38 A3Ky 6e3 nionsizae UA/3645/01/01
nakeri, "HaykoBo- BUPOGHUYA i3 3aKiHYeHHAM TepMiHy il | peyenma
BKNafeHoMy B BMPOGHNYa hapmaueBTUUH peecTpauiiHoro
nauky; no2,0ry thapmaueBTu a KoMnaHis NoCBIAYEHHS; 3MiHW | THny:
GinbTp-nakeTi Neo yHa "ENAM" 3MiHK 3 siKOCTi. FOTOBMIA
20 KOMMaHis nikapcbkuii 3aci6.
"ENM" KoHTpob rotoBoro

nikapcbKoro 3acoby. 3miHa
napameTpiB cneuwudikauii
Ta/abo onycTuMnUX Mex
roTOBOrO J1iKapCbKOro
3acoby (npuBefeHHs
po3gainy «MikpobGionoriyHa
4YncTOoTa» y BIAMNOBIAHICTb
[0 fitoyoro BugaHHa 4PY);
3MiHn | Tuny: 3MmiHu 3
AkocTi. FoToBMi
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

nikapcbkuii 3acib.
KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHsA
rOTOBOTO J1iKAPCbKOro
3aco6y (He3HayHa 3MiHa Y
NPUroTyBaHHi BUXigHOro
PO34MHY B po34ini «BmicTy
CYMM TiPOKCUKOPUYHNX
KMCNOT y nepepaxyHKy Ha
X/I0POrEHOBY KUCMOTY».
MeToavka npoBefeHHsA
TeCTy, KOHLeHTpaL,ii BCixX
PO34MHIB Ta po3paxyHKkoBa
chopmynia He 3MiHWach);
(3miHa npo6oniaroToBKN B
MeTofMKax
«lpeHTudikauis.
FiAPOKCUKOPUYHI KUCNOTH
(TWX)» Ta
«lgeHTudikauis.
TepneHnoign (TLLUX)»);
MpvBeaeHHA HanucaHHA
Ha3BW Li0UNX PEYOBUH A0
BMUMOTr 3arasibHol cTaTTi
«EKCTpaKTV» fjito4oro
BUAaHHA dY

15.

IHTANIOT

aepo3osib no 30 mn
y 6anoHi
aepo30/1bHOMY
asiloMiHieBoMy, Mo
1 6anoHy 3
po3nuIBayYeM B
naui

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YkpaiHa

nepepeecTpaLis Ha
HEOBOMEeXEeHU TePMIH:
3MiHn | Tuny: 3MiHK Woao
6e3nekn/edheKTVBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIil XxapakTepucTui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iHCTPYKL,T
AN MefnyHoro
3acToCyBaHHS Ha nigcrasi
perynisipHo OHOB/IOBAHOIO
3BITYy 3 6e3nekn
nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3nekn

6es
peuyenma

nionsicae

UA/0827/02/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

3aCTOCYBaHHS NiKapCbKoro
3acoby B
nicnapeecTpauiiHnii
nepiof, abo Ak pesynbTat
OL|iHKM 3BITY 3 JOCNiAXEHb,
npoBeeHnX BiAMNOBIAHO A0
nnaHy negiatpuyHnx
pocnigkeHb (PIP) (3miny
Y3rO[)KEHO 3
KOMNETEHTHUM
YMNOBHOBa&XXEHUM OpraHom)
(MpeacTasieHi 3MiHM B
iHhopmalii 3 6esneku
LLIOA0 BHECEHHSA 3MiH Ta
[OMOBHEHb Ha NiAcTaBi
perynsipHo OHOB/IIOBAHOIO
3BITYy 3 6e3nekn
NikapcbKoro 3acoby y
po3aini «Mo6iyHi peakuii»
IHCTPYKUiT 415 MeanyHoro
3acToCyBaHHS)
3rigHo 3 n.1.13 Ta n.2.3
pogarky 15 Hakasy MO3
Ykpainu Big 23.07.2015
Ne460 HapgaHo rapaHTiiiHi
NNCTU BifJ 3aiBHUKA
wono HapaHHA MYP Tta
[ONOBHEHHSA A0 ornapy
KNiHIYHNX JaHuX yepes 2
POKU Bif, BBEAEHHSA B fiit0
Mopsaaky

16.

KANbLIIO
FMIOKOHAT
CTABITI3OBA
HUI

pO34uH AN
iH'ekuin, 100 mr/mn
no 5 mn a6o 10 mn
B amnyni Ne5 a6o
Nel10; no 5 mn a6o
10 mn B amnyni Ne5
(5x1) abo Ne10
(5x2) y 6nicTtepi

MAT
"Papmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpaw,is y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy Al
peecTpauiiiHoro
NoCBIAYEHHS; 3MiHW | THny:
3MiHu 3 siKoCTi. [oTOBWMIA
nikapcbkuii 3aci6.
CT1abinbHicTb. 3MiHa y
TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro

3a
peyenmom

He
nionsizae

UA/4900/01/01
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
3aco6y (3miHa B ymoBax
36epiraHHsA roToBOro
nikapcbkoro 3acoby abo
nicns
PO34YMHEHHS/BIAHOBIEHHS)
17. KYKYPYA3U CTOBMYUKM 3 3AT YkpaiHa 3AT "Nliktpasn" YkpaiHa nepepeecTpadis Ha - He UA/5868/01/01
CTOBMYUKAN 3 | npuiimoukamu "Niktpasn" HEeObMEXEHHWI TepMiH nionsieae
MPUAMOYKAM | (cy6eTanuis) y
n MilLKaxX, TIokax ans
BMPOGHMLTBA
HeCcTepuIbHUX
nikapcbKkux hopm
18. | IEBO®JIOKCA | nopoLuokK dbapmaxem LLseiuapis XKenaHr Kutaii nepepeecTpadis Ha - He UA/11644/01/01
UNHY (cyb6eTaHuin) y CA M&M NaHrxya HEOOMEXEHHWIA TEPMIH nionsizae
FEMITIAPAT noAaBiiHMX dapmactoTikas
nonieTUNEeHOBUX Ko, 14,
naketax gns
BUPOGHULTBA
CTepUsIbHMX Ta
HeCcTepuIbHUX
NiKapcbknx hopm
19. | IETPOMAPA® | Tabnetkun, BKPUTI MAT YkpaiHa MAT "dapmak” YKpaiHa nepepeecTpaLis y 3B 3Ky 3a He UA/4698/01/01
NNiBKOBOO "®papmax" i3 3aKiHYEHHAM TepMiHy Aii | peyernmom nionsizae
060/10HKOI0, M0 2,5 peecTpauiiHoro
mr Ne 30 (10x3) y NnocBigYeHHs; 3MiHW | Tny:
6nictepi AOMIHICTPaTUBHI 3MiHW.
3MiHa HalilMeHyBaHHS
Ta/abo agpecu micua
NPOBaKEHHS AiANBHOCTI
BMpPOGHMKa/imnopTepa
rOTOBOrO J1iKapCbkOro
3aco6y, BKIOYauu
AinbHWLI BUNYCKY cepii abo
MicLle NpoBeAeHHs
KOHTPOJItO AKOCTI.
([ifAnbHICTb, 3a aKy
BignoBigae
BMPOGHWMK/iMMopTep,
BKJ/THO4AKYM BUMYCK Cepilf)
20. MATHIO NOPOLLOK MAT YkpaiHa Op. Naynb HimeunHHa nepepeecTpadis Ha - He UA/6018/01/01
NAKTAT KpucTanivyHmi "KniBCbKkUiA JloxmaHH T'm6X HeobMeXeHuin TepMiH niossi2ae




48

Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
ANrIAPAT (cy6eTaHuin) y BiTaMiHHWI KIr
nakeTtax 3aBsog”
nonieTuIEHoBUX
Ans BUpobHMLTBa
HecTepuIbHUX
nikapcbkux hopm
21. MATWN-I- nncta (cybeTaHuis) 3AT YkpaiHa 3AT "Nliktpasun" YkpaiHa nepepeecTpadis Ha - He UA/5679/01/01
MAYYXU y MilLIKax, Tokax "NikTpasn" HeobMmeXeHnii TepMiH nionsieae
nmcTAa 4nsa BupobHuuTBa
HECTEePW/TbHMX
nikapcbkux hopm
22, MIPTA3ANIH TabneTkn, BKpUTI CaHpo3 CnoBeHist Cantotac HimeuunHa nepepeecTpaLis y 38 3Ky 3a He UA/4430/01/01
CAHAO03® NNiBKOBOO dapmacbHoTi dapma M'vb6X i3 3aKiHYEHHAM TepMiHy Aii | peyernmom nionsizae
0060/10HKOHO, Mo 15 Kans g.a. peecTpadiiHoro

Mmr Ne 20 (10x2) y
6nictepax

noceigyeHHs; 3MiHu | Tuny:
3MiHa HallMeHyBaHHS
Ta/abo MicLe3HaxoMKeHHA
BMPOGHMKA rOTOBOrO
niKkapcbkoro 3acoby,
BK/IHOUAKUM Micue
NPOBELEeHHS KOHTPO/HO
SKOCTi (BUPOGHUYa
AinbHULA BUNYCKY cepii) -
npuBeLEeHHs Ha3Bn Ta
agpecu BUpobHuka y
Bi4NOBIAHICTb A0 NiLeHsil
Ha BUpPOOHULITBO Ta
BucHoBKy Wono
Bif4NOBIAHOCTI BUPOGHMKa
BuMmoram GMP (6e3 3MiHK
MiCLLe3HaXO4KEHHS
BMPOGHUKa); 3MiHu | Tuny:
3MiHM 3 AKOCTI.
Ceptudikat
BignosigHOCTI/TE-
cepTudikar BifnoBigHOCTI
€Bponelicbkii
thapmakonei/moHorpadii.
MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikata
BignosigHocTi abo
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

BUyYEHHs cepTudpikata
Bif4nNoBiAHOCTI
€Bponeiicbkili

thapmakonei: gnsa Ad®l; ana
BUXIAHOTO
MaTepiany/peareHTy/npomi
XHOTO NPOAYKTY, LLO
BMKOPUCTOBYHOTLCS Y
BUpO6HMLTBI ADI; ans
[O0MOMDKHOT pevyoBUHU
(cepTudpikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) - OHOB/IEHW
cepTudikar Big, yxe
3aTBEPKEHOrO BUPOGHMKa
- MOfaHO OHOB/IEHI
cepTudpikaTu BiANOBIAHOCTI
€ anga ailoyoi peyoBuHU
MipTasaniHy Bif,
3aTBEPKEHNX BUPOOHNKIB;
3MiHW | TUNY: 3MiHN 3
AKocTi. FoTOBWMIA
nikapcbkuii 3acib.
KOHTpOb roTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikau,ii
Ta/abo fonycTUMUX MeX
roTOBOrO J1iKapCbKOro
3aco0y - po3gin
«Mikpobionoriyna
yncToTa» NPUBELEHO Y
Bi4NOBIAHICTb A0 BMMOT
[i40ro BugaHHs €9)

23.

MIPTA3ANIH
CAH/03®

TabneTkn, BKPUTI
NiBKOBOIO
060n0HKoto, no 30
mr Ne 20 (10x2) y
6nictepax

CaHpo3
dapmacbloTi
Kan3 g.4.

CnoBeHis

Cantotac
dapma M'v6X

HimeuunHa

nepepeecTpaw,is y 38 3Ky
i3 3aKiIHYEHHAM TEPMIHY Aji
peecTpauiiHoro
nocBigYeHHs1; 3MiHu | Tuny:
3MiHa HalilMeHyBaHHS
Ta/abo MicL,e3HaxX0mKEHHS
BMPOGHMKa rOTOBOro
nikapcbkoro 3acoby,

3a
peuenmom

He
nionsicae

UA/4430/01/02
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

BK/IOYAKOUN Micue
NPOBELEHHS KOHTPO/O
AKOCTI (BUpO6HMYa
AinbHWUUA BUNYCKY cepiT) -
npuBeLEHHSA Ha3BK Ta
agpecu BMpobHuka y
BiAMNOBIAHICTb A0 NiLeHsiT
Ha BMPOBGHMUTBO Ta
BucHoBky Wwono
BiAMOBIAHOCTI BUPOBGHUKA
Bumoram GMP (6e3 3MiHK
MiCLie3HaXOMKEHHSA
BMPOOHUKa); 3MiHu | Tuny:
3MiHM 3 AKOCTI.
CepTtudikat
BignosigHocTI/TE-
cepTudpikaT BigNOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikata
BignosigHocTi abo
BUMYYEHHS cepTudikara
BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei: ansa A®l; ona
BUXiAHOTO
MaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y
BUpo6HMUTBI ADI; ans
[0MOMDKHOT PEYOBMHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkili
thapmakonei) - OHoBNEHWI
cepTudikar Big, yxe
3aTBEPAKEHOr0 BUPOOHMKA
- NofaHo OHOB/EHI
cepTudikaTy BignoBigHOCTI
€ ana [ityoi pevoBMHN
MipTasaniHy Big
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep

peecmpayitiHo2o

MoCcBi0Y€eHHs

3aTBEP)KEHNX BUPOOHNKIB;
3MiHn | Tuny: 3MmiHu 3
AKocTi. FoToBWMiA
nikapcbkuii 3aci6.
KOHTpONbL roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikawii
Ta/abo AonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro
3acoby - po3gin
«MikpobionoriyHa
yncToTa» NPUBELEHO Y
BiAMNOBIAHICTb [0 BUMOT
[iK040ro BugaHHa €9)

24,

MOBIHA3A®-
10 mr

TabneTky, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI
no 10 mr Ne 10
(10x1), Ne 30
(10x3) y 6nicTepax

Mosi Xenc
6X

LLiseliapis

CaBa Xersickea
nta, IHais;
Knesa CA,

peuin

IHais/
Ipeuis

nepepeecTpawisi y 38 A3ky
i3 3aKiIHYEHHSAM TEPMIHY Aji
peecTpauiiHoro
noceig4yeHHs; 3miHu | Tuny:
AOMIHICTPATUBHI 3MiHW.
3miHa kogy ATX - 3MiHEHO
kog ATX BignosigHo Ao
MiXXHapOAHOro
knacudpikatopa BOO3
(http://www.whocc.no/atc_
ddd_index/); 3miHu | TUnNY:
3MiHu 3 sKocTi. [oToBMIA
nikapcbkuii 3aciob.
KoHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpisB cneuudikauii
Ta/abo JonyCTUMUX MEeX
roTOBOTO J1iKaPCbKOro
3aco6y (0ONOBHEHHSA
cneuudikayii HOBUM
NMOKa3HWKOM 3 BiAMNOBILAHUM
MeTOZ0M BUNPOOYBaHHS) -
[OMOBHEHHS crneyudikawii
Ta MKA M3 po3ginom
«Po34nHeHHs»; 3MiHn |
TMny: 3MiHM 3 AKOCTI.
oToBWMIA NiKApCbKWiA 3aci6.

3a
peyenmom

He
nionsicae

UA/11619/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep

peecmpayitiHo2o

MoCcBi0Y€eHHs

KOoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii

Ta/abo fonyCcTUMUX MEX
rOTOBOTO J1iKAPCbKOro
3aco0y (iHLWi 3MiHN) -
bNpVBELEHHS po34iny

«Mikpo6ionoriyHa
yncToTa» y BIAMNOBIAHICTb
[0 BUMOT Ail040ro BuAaHHSA

()

25.

MOBIHA3A®-
20 mr

TabneTkn, BKPUTI
060/10HKOH0,
KMLLKOBOPO34MNHHI
no 20 mr Ne 10
(10x1), Ne 30
(10x3) y 6nictepax

Mosi Xenc
m6X

LLBenuapis

CaBa Xesnckea
nta, IHais;
Knesa CA,

peuin

IHais/
Ipeuis

nepepeecTpaLisi y 38 3Ky
i3 3aKiHYEHHAM TepMiHy Ail
peecTpadiiiHoro
noceigyeHHs; 3miHu | Tuny:
AOMIHICTPaTVBHI 3MiHW.
3miHa kogy ATX - 3MiHEHO
ko ATX BignoBsigHo 40
MiXXHapOAHOro
knacucpikatopa BOO3
(http://lwww.whocc.no/atc_
ddd_index/); 3minu | Tuny:
3MiHu 3 gKocTi. [oToBUiA
nikapcbkuii 3acib.
KoHTposib rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikaii
Ta/abo fonycTUMUX MeX
rOTOBOrO J1iKApPCbKOTro
3aco0y (JONOBHEHHS
cneuudikayii HOBUM
NMOKa3HMKOM 3 BiAMOBIAHNM
MEeTOA0M BUNPOBYBaHHS) -
[JOMOBHEHHS crieyudikaLii
Ta MKA M3 po3sginom
«PO34YNHEHHSN»; 3MIHN |
TMny: 3MiHM 3 SKOCTI.
oTOBMIA NiKapPCbKUIA 3aci6.
KoHTposib roToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikaLii

3a
peuernmom

He
nionsizae

UA/11619/01/02
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
Ta/abo [onycTuMmUx Mex
roTOBOTO J1iKapCbKOro
3aco0y (iHLWi 3MiHN) -
bnpvBeLEeHHA po3ainy
«MikpobionoriyHa
4YnCTOTa» y BIANOBIAHICTb
[0 BUMOT [jl040r0 BUAAHHSA
€D
26. M'ATU nuncta (cybcTtaHuis) 3AT YkpaiHa 3AT "Nliktpasun" YkpaiHa nepepeecTpadis Ha - He UA/6020/01/01
NEPLEBOI Y MiLLKax, THKax "NikTpasn” HEeObMEXEHHWI TepMiH nionsizae
nnMcTAa ANns BUpPOGHULTBA
HecTepuIbHUX
niKkapcbknx hopm
27. HATPIHO PO34uH Ans HauioHasbH Monbwa HauioHanbHwi Monbwa nepepeecTpaLiis y 3B 3Ky y He UA/3547/01/01
noana NA 131 | in'ekuii, 37-740 wii LieHTp LieHTp AzepHux i3 3aKiHYEHHAM TepMiHy fii | creyiasnizo niossicae
I NS IH'EKLUIA | MBK/MAT; nopuisimm AnepHux JocnipxkeHb peecTpauiiHoro BaHi
no 120 Mbk, a6o JocnigxeHb NnocBigYeHHs; 3MiHu | Tvny: MeOUYHi
200 MBk, a6o 400 Nikapcbki 3ac06u1. 3MiHK 3aks1aou

MBk, a6o 1000
MBk, a6o 2000
MBk, a6o 3000
MBk, a6o 4000
MBK, abo 5000
MBK, abo 6000
MBk, a6o 7000
MBK y dpnakoHax
o6'emom 10 mn

[0 ICHYHUOT cucTemm
thapmakoHarnagy, sk
3a3HayeHo B Onuci
cuctemmn dhapmakoHarnagy
(3miHa ynoBHOBaXeHOT
oco6u, BiANoBiganbHOT 3a
thapmakoHarnsag); 3midu Il
TMny: Nlikapcbki 3aco6m.
3MiHa y KOpOTKiii
XapakTepucTumuj
niKkapcbKoro 3acoby,
IHCTPYKUIT 419 MeANYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBOK
(3MiHM BHeceHo fio
IHCTPYKLUIT 019 MeanyYHOro
3aCTOCYBaHHSA npenaparty
0o po3giny "Cnoci6
3acTocyBaHHsA Ta 4o3n"
(YTOUYHEHHS A03yBaHHS),
"Oco6mBi 3axoan
6e3nekn” (BHECEHI AaHi
oo aosumeTpin)
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

BifNOBIAHO 0 KOPOTKOT
XapaKkTepucTukm
nikapcbKoro 3acoby Ta
BMCHOBKY KOHCY/IbTaT/BHO-
EKCMepTHOT rpynu
"OHkonoris. [iarHoCTUYHi
Ta pagiohapmaeBTUYHi
nikapcbki 3acobu™)

28.

HOMIIPEH
BOCHAJEK®

TabneTkn, BKPUTI
NNiBKOBOO
060n10HKot, Ne 10
B Ty6ax

BocHanek
n0.4.

BocHis i
epuerosun
Ha

BocHanek a.4.

BocHis i
epuerosuH
a

nepepeecTpauisi y 38 A3ky
i3 3aKiHYEHHAM TepMiHy Ail
peecTpauiiHoro
nocBig4YeHHs; 3MiHu | Tny:
3MiHa TOproBesibHOI Ha3BM
nikapcbKoro 3acoby
(3aTBepaxeHo: HomirpeH
BocHanek;
3anponoHoBaHo: HomirpeH
BocHanek®); 3miHn | Tuny:
3MiHK Wwopao
6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
npaBoBOMY CTaTyCi
nikapcbKoro 3acoby (a5
reHepuyHuX/ribpuaHnx/6io
NoAi6HNX NiKapCbKnx
3aco6iB nicns 3miHn
3aTBEPKEHOIO NPaBOBOro
crartycy peepeHTHOro
npenaparty) (3miHu
BHECEHO A0 IHCTPYKLii AnA
MeJMYHOro 3aCTOCYBaHHS
npenapary 4o posginy
"KaTeropis Bignycky"
BifNOBIAHO [0 NPaBOBOro
cTartycy nikapcbKoro
3acoby B KpaiHi-
BMPOGHMKA/3asiBHMKA);
3MmiHu 1l Tuny: Nikapcbki
3acobu. 3miHa y KOpOTKii
XapakTepucTumuj
nikapcbkoro 3acoby,

3a
peuerimom

He
niosnsizae

UA/2791/01/01
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

IHCTPYKLUIT 019 MeanYHOro
3acToCcyBaHHsA abo
MapKyBaHHi ynakoBoK
(noTpebye BHECEHHA
BiANOBIAHO A0 NocunaHb
Ha HOBI 4,04ATKOBI AaHi,
HaAaHi 3asBHUKOM) - 3MiHN
BHECEHO A0 iHCTPYKUiT ans
MeJMNYHOro 3aCTOCYBaHHS
npenapary 4o po3gainy
"Cnoci6 3acTocyBaHHA Ta
[031" (YTOUYHEHHA
[03yBaHHs) BignoBigHO A0
mMartepianis
peecTpavuinHoro 4ocbe
(KoHcynbTaTBHO-
ekcrnepTHa rpyna
"Hesponoris. MNcuxiaTpis.
Nikapcbki 3aco6un™) Ta
KOPOTKOI XapaKkTepucTuku
nikapcbKoro 3acoby; 3miHu
Il Tuny: Nikapcbki 3aco6u.
3miHa(n) go
TepaneBTUYHUX NoKas3aHb
(mogaBaHHA HOBOTO
TepaneBTUYHOro
nokKasaHHs abo 3MiHK
3aTBEPLKEHOrO
nokasaHHs) - 3MiHu
BHECEHO 0 IHCTPYKLii An1A
MeJMYHOro 3aCTOCYBaHHS
npenapaty 4o po3ainy
"Moka3aHHA" BigNoBigHO
[0 matepianis
peecTpauiiiHoro Aockbe Ta
KOPOTKOI XapaKkTepucTuku
nikapcbkoro 3acoby;
BunpaBneHHs TeEXHIYHNX
NMOMWIOK B PO3Z4ini
«Cknag» npvseneHo y
BiANOBIAHICTb A0
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
mMaTepianis BUPo6GHMKa
29. NAHTEHON niHa HallkipHa, TOB YkpaiHa Op. Fepxapa HimeuunHa nepepeecTpaw,is y 38 3Ky 6e3 nionsizae UA/4438/01/01
CNPEN 4,63 /100 r no 130 "BAJIEAHT MaHH, Xewm.- i3 3aKiHYEHHAM TepMiHy Ail peuyenma
Iy KOHTelHepax ®APMACb thapm. ®abpuk peecTpauiiHoro
nig Tmckom, no 1 KOTIKANS" 6X nocBigYeHHs1; 3MiHu | Tuny:

KOHTelHepy B
KopooUi

3MiHa HalilMeHyBaHHSA
Ta/abo MicL,e3HaxX0MKEHHS
BMPOGHMKa rOTOBOro
nikapcbkoro 3acoby,
BK/IOYAKOUN Micue
NpOBeEHHSA KOHTPOSIHO
AKOCTI(BMPOBGHNYA
LOiNbHMLA BUNYCKy cepii) -
(3miHa Ha3BM BUPOGHWKA,
6e3 3miHn agpecu
BMPOBHMNYOT AiNbHUL, -
3MiHa 3aTBeEpAXXeHa B
KpaiHi BUpobHuka); 3MiHu |
TUny: 3MiHK 3 AKOCTI.
OTOBWIA Nikapcbkuii 3acio.
3MiHN Y BUPOOHULITBI.
3amiHa abo BBefeHHSA
[00aTKOBOI AiNTbHULL
BMPOBHMLITBA A1 HACTUHM
a60 BCbOro BUpPOBGHUYOro
npotiecy roToBoro
nikapcbKoro 3acoby
(ainbHULA, Ha AKIRA
npoBoaATbLCS 6yAb-SKi
BMpOGHUYI cTagjil, 3a
BMHATKOM BUMYCKY Cepi,
KOHTPOJI0 SIKOCTI,
NepBMHHOIO Ta BTOPUHHOTO
nakyBaHHs, AN
HEeCTepPU/IbHUX NiKapCbKNX
3aco6iB) - (BBEAEHHSA
BUPOOGHMKA
BiANOBigaNbHOrO 3a
BMpO6HULTBO in bulk).
3miHa 3aTBEpKeHa B
KpaiHi BUpo6HuKa; 3MiHu |
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
TMny: 3MiHW 3 AKOCTI.
oTOBWMIA NiKapPCbKUIA 3aci6.

3MiHW Y BUPOBHULTBI.
3amiHa abo BBefieHHA
[0AaTKOBOT AiNbHUL
BMPOGHULITBA [/19 YACTUHN
a60 BCbOro BMPOGHUYOTrO
npotiecy rotoBoro
NiKapcbKoro 3acoby
(BiNbHULA 0NA NepPBUHHOIO
nakyBaHHs) (BBeAEeHHA
[04aTKOBOrO BUPOGHMKA
0151 NEPBUHHOIO
nakyBaHHs). 3miHa
3aTBeEpKEHA B KpaiHi
BUPOGHUKA; 3MiHK | TUMNYy:
3MiHu 3 sKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHULTBI. 3amiHa abo
BBEeHHA [04AaTKOBOI
JinbHYL BUPOGHMLTBA AN
YyacTuHu abo BCbOro
BMPOGHUYOro npouecy
rOTOBOrO J1iKapCbKOro
3acoby (ginbHuUa ons
BTOPMHHOTO NakyBaHHS)
(BBEAEHHA [0OATKOBOrO
BMPOGHUKa AN
BTOPVHHOIO NakKyBaHHS).
3miHa 3aTBepKeHa B
KpaiHi BUpobHuka; 3MiHu |
TMny: 3MiHM 3 SKOCTI.
oTOBWMIA NiKapPCbKWIA 3aci6.
3MiHW Y BUPOBHULTBI.
3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTbCA BUMYCKY
cepii Ta KOHTPOSIIO AKOCTI
roTOBOrO J1iKapCbKOro
3acoby (3amiHa abo
[04aBaHHs AiNbHULI, Ha

SIKilA 30JNCHIOETLCS
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Ne

Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

KOHTPO/1b/BMNPOBYBaHHSA
cepii) (BBefeHHs
[oaaTkoBol AiNbHUL
BMPOGHULITBA, Ha AKilA
3[iACHIOETLCA
KOHTPONb/BUNPOGYBaHHSA
cepii). 3miHa 3aTBEpPAXEHA
B KpaiHi BUpOOHMKa; 3MiHN
| TMNy: 3MiHK 3 AKOCTI.
oTOBWMIA NiKapPCLKUIA 3aci6.
KoHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUnNpobyBaHHsA
roTOBOrO J1iKapCbKOro
3aco0y (iHWi 3mMiHW y
MeTodax BMnpobyBaHb
(BKkO4arOuM 3amivy abo
[OMOBHEHHS) (40
BMNPOOYBaHHA
"lpeHTudikaLia
nponesnseHTa" BHOCATLCA
3MiHN — 3MiHa
npo6oniaroToBku, 3MiHa
ymMOB
XpomaTorpadysaHHs, Ta
Jopaetbea
anbTepHaTUBHUI MeTO,
(FX 2). 3miHa
3aTBepxeHa B KpaiHi
BMPOOGHUKA; 3MiHW | THny:
3MiHu 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6.
KOoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHsA
roTOBOrO J1iKapCbKOro
3aco0y (iHLWi 3MiHN Y
MeToZax BUNpobyBaHb
(Bkntovaroum 3amivy abo
[OMOBHEHHS) (B MeToauLi
"CynpoBigHi AOMILLKN" —
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

3MiHa Npo6oniAroToBKM Ta
3MiHa po3paxyHKOBMX
hopmyrn). 3miHa
3aTBepkeHa B KpaiHi
BMPOOHUKa,;
3MiHW | TUNY: 3MiHN 3
AKOCTI. FoTOBWI
nikapcbkuii 3aci6.
KOoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMMUX MEX
rOTOBOTO J1iKAPCbKOro
3aco0y (BHECEHHS 3MiH A0
[OCbE MiCNS1 OHOB/IEHHSA
3arafibHOT CTaTTi Ha roToBYy
nikapcbky hopmy y
JoY/EBponeiicokii
thapmakoner) -
(npuBeaeHHA po3gainy
«MikpobionoriyHa
ynucToTa» A0 BUMOT
Ljroyoro BugaHHs €90).
3MiHa 3aTBEpAXEHA B
KpaiHi BUpobHuka; 3MiHu |
TMny: 3MiHM 3 AKOCTI.
oTOBWIA Nikapcbkuii 3acio.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUnNpobyBaHHsA
roTOBOTO J1iKaPCbKOro
3aco0y (iHLWWi 3MiHN Y
mMeToAax BUNpo6yBaHb
(BKkO4arOuM 3amivy abo
[ONOBHEHHS) - (B MeTOAML
«KinbKicHe BU3Hay4eHHsA
JeKCcnaHTeHoMy» 3MiHa
npo6onigroToBku,
[ONoBHEHHSA «[MepeBipka
NpUAaTHOCTI
XpomatorpadiivHoi
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep

peecmpayitiHo2o

MoCcBi0Y€eHHs

cucTemm»). 3miHa
3aTBepkeHa B KpaiHi
BMPOOGHUKa; 3MiHW Il Tuny:
3MiHu 3 sKoCTi. [oTOBWMIA
nikapcbkuii 3aci6.
KOHTpO/b roTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuugikawin
Ta/abo [onycTuMmUx Mex
rOTOBOrO J1iKapCbKOro
3aco6y (3miHa
3HaxoauTbCA nosa
3aTBEPKEHUMU
L0oNyCTUMUMU MeXaMu
cneuundikauii) - (3a
nokasHuKom "BigHocHa
rycTuHa niHn". 3miHa
3aTBepkeHa B KpaiHi
BMPOOGHUKa; 3MiHW Il Tuny:
3MiHu 3 sKoCTi. [oTOBWMIA
nikapcbkuii 3aci6.
KOHTpO/b roTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuugikaui
Ta/abo [onycTuMmUx Mex
rOTOBOrO J1iKapCbKOro
3aco0y (iHLWi 3MiHN) -
(BnyyeHHs po3ginis
"Maca HanoBHeHHS",
"BMiCT KOHTElHepy" 3i
cneumdikayii Ha TepMiH
npuaaTHocTi). 3miHa
3aTBepKeHa B KpaiHi
BUPOGHMKA)

30.

MACTA
TEMMYPOBA

nacta no 20 r abo
no 30 r y Ty6ax

JepxxaBHe
nignpuemMcTs
o
"Ekcnepume
HTaNbHNIA
3aB0[,
MeANYHNX

YkpaiHa

[JepxaBHe
nignpuemMcTBo
"EKcnepumMmeHTa
NbHWI 3aBO,
MeANYHUX
npenaparis
IBOHX HAH

YkpaiHa

nepepeecTpawis y 38 A3Ky
i3 3aKiIHYEHHAM TEPMIHY Aji
peecTpauiiHoro
noceigyeHHs; KoHTponb
rOTOBOrO J1iKapCbKOro
3acoby. 3miHa y meToaax
BMMPOGYBaHHS rOTOBOrO

6e3
peuyenma

nionsicae

UA/2249/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

npenaparis
IBOHX HAH
YkpaiHn"

Ykpainn"

NiKapcbKoro 3acoby -
npuBELEHHS Po3ainy
«Mikpobionoriyna
4YncTOTa» y BIANOBIAHICTb
[0 BUMOT [jl040r0 BUAAHHSA
APY; 3miHun | Tuny -
FoTOBWMIA NiKAPCLKWIA 3aci6.
Cucrema
ynakoBka/ykynopka. 3miHa
pO3Mipy ynakoBKv roTOBOro
nikapcbKoro 3acoby
(BUNYYEHHSA YNakoBKu
NeBHOro po3Mipy)
(BUNYYEHHS YNakoBKY
6aHkm no 20 rabono 30 r
3 BignoBiAHMMMN 3MiHaMK Y
p. "MakyBaHHA" Ta "Maca
BMICTY ynakoBku")

31.

NEPNHAOMNPU
N-PIXTEP

TabneTkn no 4 mr
Ne 30 (10x3) y
6nictepax

BAT
"lepeoH
PixTep"

YropumHa

BAT "TepneoH
Pixtep",
YropwmHa
(Bunyck cepii);
TOB «legeoH
PixTep
Monbway,
Monbwa
(koHTpOb
AKOCTI, [03BIN
Ha BUMYCK cepil;
BMPOBGHULITBO
Hepo3dgacoBaHO
ro NPOAyKTY,
nepBuHHA
ynakoBka,
BTOPVHHA
ynakoBka)

YropuwmHa/
MonbLa

nepepeecTpaLis y 38 A3Ky
i3 3aKiIHYEHHAM TEPMIHY Aji
peecTpauiiHoro
NoCBIAYEHHS; 3MiHW | Tvny:
oTOBWMIA NiKaPCLKWIA 3aci6.
Bupo6HmuTBO. 3amiHa abo
BBEJEHHSA A04AaTKOBOT
AinbHWLI BUPOGHMLTBA ANs
YyacTuHn abo BCbOro
BUPOGHNYOro npotecy
rOTOBOrO J1iKApPCbKOTro
3aco0y (4inbHULSA, Ha AKiR
NpoBOAATLCA Byab-AKi
BMpOGHUUYI cTagjil, 3a
BMHATKOM BUMYCKY Cepi,
KOHTPO/0 AKOCTI,
NepPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, AN
HECTEPW/TbHUX JTiIKapCbKNX
3aco6iB; AinbHUUA ANS
BTOPUHHOIO NaKyBaHHS;
AiNbHULSA 415 NEePBUHHOMO
nakyBaHHs) Ta siK HacnigokK

3a
peyenmom

He
nionsicae

UA/11153/01/01
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

3a3HaYeHHS PYHKLN BXe
3aTBepKeHUX; 3MiHu |
Tmny: 3MiHa
HalilmeHyBaHHA Ta/abo
MiCLLe3HaXOMKEHHS
BMPOOGHMKaA rOTOBOro
nikapcbkoro 3acoby,
BK/IOUAKYUM Micue
NPOBeLEHHS KOHTPO/O
AKOCTi(BMPOGHNYa
OinbHULA BUNYCKY cepil),
npuBefEeHHA Ha3BK Ta
agpecu
MiCLLe3HaXOMKEHHS
BMPOOGHUKA aHrNifncbKo
MOBOI0 Y BiNOBIAHICTb A0
ceptudpikaty GMP; 3MiHu |
Tmny: Jlikapcbki 3aco6um.
3MiHW [0 icHytoYOT
cuctemu
thapmakoHarnagy, Sk
3a3HayeHo B ONuci
cmucTeMu hapmakoHarnsagy
(3miHa ynoBHOBaXKeHOT
oco6u, BiAnoBiganbHOT 3a
hapmakoHarnag,; amiHa B
KOHTaKTHUX JaHnX
YNOBHOBaXeHOI 0cobH,
BiANOBigabHOI 3a
thapmakoHarnsag); 3miHu |
Tmny: Jlikapcbki 3acobum.
3MiHa y KOpOTKili
XapakTepucTuL;
nikapcbKoro 3acoby,
IHCTPYKUiT 4N MeanyHoro
3acTocyBaHHA abo
MapKyBaHHi ynakoBoOK
(3miHV BHEceHo 0
IHCTPYKUiT 415 MEeANYHOro
3aCTOCyBaHHA npenapary
[0 po3giny "lMNMokasaHHs", a
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
Takox [o posginy "Cnoci6
3acTocyBaHHsA Ta gosn"”
BiAMNOBIAHO A0
pechbepeHTHOro npenapaty)
32. NEPUHAOMPWU | Ta6neTku no 8 mr BAT YropuwmHa BAT "T'egeoH YropwuHa/ nepepeecTpaLiis y 3B 3Ky 3a He UA/11153/01/02
N-PIXTEP Ne 30 (10x3) y "lepeoH Pixtep", Monbwa i3 3aKiHYEHHAM TepMiHy Aii | peyernmom nionsizae
6nictepax PixTep" YropwuHa peecTpauiiHoro

(Bunyck cepii);
TOB «['efeoH
Pixtep
Monbwa,
Monbwa
(KOHTpONb
SIKOCTi, [03BIN
Ha BUMNYCK cepil;
BMPOGHULITBO
Hepo3gacoBaHO
o NpoaykTy,
nepBuHHA
yrnakoBka,
BTOPUHHA
yrnakoBka)

noceig4yeHHst; 3miHu | Tuny:
oTOBWMIA NiKapCbKWiA 3acib.
Bunpo6HuuTBO. 3aMiHa abo
BBE/lEHHS 40AAaTKOBOT
AinbHWL BUPOGHMLTBA A1
4acTuHM abo BCbOro
BMPOGHNYOro npouecy
rOTOBOrO J1iKapCbKOro
3acoby (AinbHMULSA, Ha SKIR
npoBoAATLCA 6yab-AKi
BMpOGHUUI cTagjil, 3a
BMHATKOM BUMYCKY CEepi,
KOHTPO/IO AKOCTI,
NepBNHHOIO Ta BTOPUHHOTO
nakyBaHHs, AN
HECTEPW/TbHUX JTiKapCbKMX
3aco006iB; ginbHUUSA Ans
BTOPUHHOIO NakyBaHHS;
AiNbHULSA 415 NEePBUHHOMO
nakyBaHHSs) Ta Ik HaCcNifoK
3a3HaueHHs PyHKLi Bxe
3aTBEpPAKEHUNX; 3MiHN |
Tmny: 3miHa
HalimeHyBaHHS Ta/abo
MiCLLe3HAXOAKEHHSI
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IHOUAKUM Micue
NpoBeLEeHHS KOHTPO/IO
AKOCTI(BUPOOHUYA
AiNbHULA BUNYCKY cepii),
npuBeLEeHHs Ha3Bn Ta

agpecu
MiCLIE3HaXOMKEHHSI




64

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

BMPOGHUKA aHrNifncbKo
MOBOIO Y BifNoBigHICTb A0
ceptudikaty GMP; 3MiHu |

Tnny: Jlikapcbki 3acobum.

3MiHM [0 icHyoYOT
cuctemu
hapmakoHarnsgy, sk
3a3HayeHo B Onuci
cuctemu papmakoHarnagy
(3miHa ynoBHOBaXeHOT
ocobwu, BiAnoBifabHOI 3a
thapmakoHarnag; 3miHa B
KOHTaKTHUX JaHNX
YMNOBHOB&XEHOI 0cobw,
BiAMNOBiga/IbHOI 3a
thapmakoHarnsag); 3miHu |
Tmny: Jlikapcbki 3aco6um.
3MiHa y KOpOTKiii
XapakrepucTuui
nikapcbkoro 3acoby,
IHCTPYKUIT 419 MeANYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBOK
(3MiHKM BHeceHo Ao
IHCTPYKLUIT 019 MeanyYHOro
3aCToCyBaHHA npenapary
0o po3giny "MNokasaHHsA", a
TakoxX A0 po3giny "Cnoci6
3acTocyBaHHA Ta 4o3un"
BiAMNOBIAHO A0
pechepeHTHOro NpenapaTty)

33.

NEPLIIO
BOAAHOIro
EKCTPAKT

eKCTpaKT pigkuin
NS nepopasibHOro
3aCTOCYBaHHS,
CnupTOBUIA, No 25
My doakoHax-
KpanesnbHULAX y
nadui abo 6e3
naykmu

TOB
"TepHochapm

YkpaiHa

TOB
"TepHochapm"

YkpaiHa

nepepeecTpaw,is y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy Al
peecTpauiiiHoro
NoCBIAYEHHS; 3MiHW | THny:
AOMIHICTPaTUBHI 3MiHW.
3miHa kogy ATX - 3MiHn
BHECEHO 0 IHCTPYKLii AnA
MeJMYHOro 3aCTOCYBaHHS
npenapary 4o posginy
"dapmakoTepaneBTnyHa

6e3
peyenma

nionsizae

UA/4341/01/01




Ne

Hassa

dopma surnycKy

3asiBHUK

65

n/n

JliKapcbKo20
3acoby

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

34.

MIKOBIT®

rpyna". o 3atBepaXeHHs
pEKOMEHAYETLCA
IHCTPYKLiA ANS MEANYHOTO
3aCTOCYBaHHSA npenaparty
i3 3MiHEHWUM BiANOBIAHO 0
MiXXHapOoAHOro
knacudpikatopa BOO3
Kogom ATC; npuBefeHHSA
HanncaHHsa cknagy
BiANOBIAHO A0
pekoMeHAaLii 3arasibHol
cTaTTi «EKCTpakTn»
AiK40ro BugaHHa oy

cvpon no 150 mny
donakoHi Ne 1

KPKA, g.4.,
HoBso mecTo

CnoBeHist

KPKA, g.4.,
HoBo mecTo

CnoBeHist

OHOBJ/IEHOTO cepTudikata

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy Ail
peecTpauinHoro
noceig4yeHHs; 3MiHu | Tuny:
3MiHu 3 sKocTi. [oToBMIA
nikapcbkuii 3aci6.
KoHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpis cneuudikawii
Ta/abo JonyCTUMUX MEX
roTOBOTO J1iKaPCbKOro
3aco06y (3BY)XXEeHHS
JONyCTUMUX MeX) —
3BY)XEHHSA AOMNYCTUMMX
MeX A/18 po3ainy
«KinbkicHe BU3HAYEHHS.
HaTtpito 6eH30aT»;
3MiHn | Tuny: 3MmiHu 3
AaKkocTi. CepTudikart
BignosigHocTI/TE-
cepTudpikaT BigNOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MogaHHs HoBOro abo

Bi4NoOBiAHOCTI abo
BUMYYEHHS cepTudikara
BiANOBIAHOCTI

6es
peyenma

nionsizae

UA/8268/01/01
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Ne
n/n

JliKapcbKo20

Hassa

3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

€Bponeiicbkili
thapmakonei: ansa A®l; ona
BUXiAHOTO
MaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y
BUpo6HMUTBI ADI; ans
[0MOMDKHOT PEYOBMHU
(cepTudpikat BignosigHOCTI
€Bponelicbkili
thapmakonei) - OHoBNEHWI
cepTudikar Big, yxe
3aTBEPAKEHOr0 BUPOOHMKA
— NOJAAaHHSA OHOB/IEHNX
CepTudikaris
BignoBigHocTi €P Ha gitoui
PEeYOBUHW: PETUHON
(BiTamiH Ay BUrnagi
peTuHoy nasnbmiTary;
xonekansumgepon
(BiTamiH D3); ackopb6iHoBa
kucnota (BitamiH C);
TiaMiHy rigpoxnopug
(BiTamiH B1); HikOTMHaMmIZ;
3MiHn | Tuny: 3MiHu 3
AKoCTI. FoToBMIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikaLiii
Ta/abo [onyCTUMUX MEX
rOTOBOrO J1iKapCbKOro
3aco6y (iHwWi 3MiHW) —
pO3MeXxyBaHHS
cneumdikauii Ha BUNYyCK Ta
TEPMiH NpuaaTHoCTi

35.

NNAHTArCNOL

na

NOpPOLLIOK
(cybeTaHuis) y
nakeTax
noslieTUIEHOBUX
ans

ToBapucTtso
3
0OMEXEHO
BignoBigasib
HICTHO

YkpaiHa

ToBapucTso 3
06MeXeHo
BignosiganbHIiCT
10
"dapmaueBTNYH

YkpaiHa

nepepeecTpaLiis y 3B 3Ky
i3 3aKiIHYEHHAM TEPMIHY Aji
peecTpauiiHoro
nocBigYeHHs; 3MiHn | Trny:
3MiHa HaliMeHyBaHHs

He
nionsizae

UA/4203/01/01
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
thapmaueBTuuHoro | “®apmauenT a KomnaHisi Ta/abo MicL,e3HaxomKEHHS
3acTocyBaHHA nyHa "3popos'a” 3aABHUKa (B1lacHuKa
KOMNaHis peecTpauiiHoro
"3popos'a” noceig4yeHHs) — 3MiHa

MiCLLe3HaXOMKEHHS
3asBHMKa; 3MiHK | Tuny:
3MiHa HallMeHyBaHHS
Ta/abo MicL,e3HaxXomKEHHS
BMPOGHUKa (BK/TIOYAtOUM 3a
HeobXigHOCTI Micue
NpoBeEHHSA KOHTPOSIHO
AKocTi) abo
noctavanbHvka APl abo
Aitoyoi
peyoBNHU/BUXILHOTO
MaTepiany/peareHTy/npomi
XKHOTO NPOAYKTY, LU0
3aCTOCOBYHOTLCSH Y
BUPOGHULTBI A®I a6o
Aito4oi peyoBuHM (3a
BiACYTHOCTI cepTudpikata
BiANoOBiAHOCTI
€Bponelicbkili hapmakonei
y 3aTBepKeHOMY
peecTpauiiHoMy [OCbE) —
3MiHa MicLe3HaxXOoMKEHHS
BMPOOGHUKA; 3MiHW | THny:
3MiHM 3 AKOCTI.
CepTtudikat
BignosigHOCTI/TE-
cepTudikar BignoBigHOCTI
€Bponelicbkii
thapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHSA
Yy BiAMoBigHICTL 0
MoHorpadii 4PY abo
€Bponeiicbkoi
thapmakonei, abo iHWoi
HauioHasbHOI dpapmakonei
nepxasn €C (3miHa y
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

crneyudikaLisx, nos'a3aHa

3i 3miHamn B 1®Y, abo
€Bponeiicbkili

chapmakonei, abo iHLwii

HaLjioHanbHIl thapmakonei

nepxasn €C) — He3HauHi
3MiHW Y 3aTBEPKEHNX
MeToAax BunNpobyBaHb;
CynyTHSA 3MiHa: 3MiHK 3

akocTi. A®l. KoHTponb AdI.

3MiHa y meTogax
BUNpobyBaHHA AD| abo
BUXIAHOTO
MaTepiany/npoMiKHOro
NpoAaykTy/peareHTy, WO
BMKOPWUCTOBYETLCA Y
npoteci BUpo6HuyTBa AdI
(He3HauHi 3MiHn y
3aTBEpPKEHNX MeTogax
BUNPOGYBaHHSA) -
MpuseaeHHs po3ainy
«Mikpobionoriyna
yncToTa» y BIAMNOBIAHICTb
[10 BUMOT Ail04Oro BuAaHHA
O®Y; MNMprvBepeHHA
3acTocyBaHHSA cybcTaHLii y
BiANOBIAHICTb [0 BUMOT
AdY; MpuBeaeHHA po3ainy
«Cknag» [0 3aranbHof
cTaTTi «EKCTpakTn»
AiK4oro BugaHHs oy

36.

PEBIT

Apaxe, no 80
Apaxe B
KOHTeHepax
(6aHoukax); no 80
Jpaxe B
KOHTeHepi
(6aHouui), no 1
KOHTeliHepy
(6aHouui) y nayui

MAT
"KuiBCbKMiA
BiTaAMiHHWIA

3asog”

YkpaiHa

MAT "KuiBCcbKuii
BiTaMiHHWI
3aBsof"

YkpaiHa

nepepeecTpaw,is y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy Al
peecTpauiiiHoro

NoCBIAYEHHS; 3MiHW | THny:
3MiHa HallMeHyBaHHs

Ta/abo MicL,e3HaxXomKEHHS

BMPOOHMKa (BKNOHAOUM 3a

HeobXigHOCTI Micue
NPOBELEHHS KOHTPO/HO
SIKOCTi) abo

6e3
peyenma

nionsizae

UA/4680/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

noctavasibHka A®l abo
Aitoyoi
peyoBuHU/BUXIAHOrO
MaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, WO
3aCTOCOBYIOTLCA Y
BMPO6HULTBI ADI abo
[LiroYoi peyoBumHK, (3MiHa
HaliMeHyBaHHS BUPO6HMKa
Liro4oi pevoBuHK); 3MiHu |
Tuny: FoToBUIA NikapCbKnii
3aci6. Onuc Ta cknag.
3miHa y cknagi
(BONOMKHMX peyoBUHaXx)
roTOBOTO J1iKaPCbKOro
3aco0y; 3miHn | Tuny:
3MiHa ToproBesibHOI Ha3BK
nikapcbKoro 3acoby;
3MiHun | Tuny:
AOMIHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUpOOHUYOT
AinbHWL (BKIOYaoUM
OinbHuLi ans Adl,
NPOMIXHOro NPoAyKTy abo
rOTOBOrO J1iKapCbKOro
3acoby, AinbHuLi ans
NpoBeEeHHA NakyBaHHs,
BMPOOHUKA,
BiANOBIf&/IbHOTO 3a BUNYCK
cepiid, micuie NpoBefeHHs
KOHTpONIO cepii) abo
nocrayasibHuKa BUXiAHOro
marepiany, peareHty abo
[0MOMDKHOT peHOBUHY,
(BUNYyYEHHA BUPOOHUKIB
Lir04YnX pevyoBuUH)

37.

PECTPYKTA
npPo
IH'€EKUIOHE C

PO34UH ANs iH'eKLilA
no 2 Mn B amnynax
Ne 5 (5x1), Ne 10

(5x2), Ne 50 (5x10)

Bionoriwe
Xannbmitren
b Xeesb
m6X

HimeuunHa

Bionoriwe
Xannbmittenb
Xeenb MTM6X

HimeuunHa

nepepeecTpaLiis y 3B 3Ky
i3 3aKiIHYEHHAM TEPMIHY Aji
peecTpauiiHoro
NOCBIAYEHHS

3a
peyenmom

He
nionsizae

UA/4245/01/01

38.

CEOADITOH®

Kancynm Ne 12

MAT

YkpaiHa

BiANOBIAA/IbHUIA

YkpaiHa

nepepeecTpaLlisi y 38 3Ky

6e3

niosisicae

UA/4826/02/01
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
POPTE (6x2), Ne 24 (6x4), "®itocpapm" 3a i3 3aKiHYeHHAM TepMiHy il | peyenma
Ne 48 (6x8) y BMPOGHULITBO, peecTpauiiHoro
6nictepax nepBuHHEe/BTOPK NnocBigYeHHs; 3MiHW | Tny:
HHe nakyBaHHs, Nikapcbki 3aco6u. 3MiHN
KOHTPOJ1b SIKOCTI [0 ICHYHUOT cucTemm
Ta BUNYCK cepii: thapmakoHarnagy, S
MAT 3a3HayeHo B ONuci
"ditochapm", cuctemun dhapmakoHarnagy
YkpaiHa; (3miHa ynoBHOBaXeHOT
BiANoBigabHNIA ocobu, BiAnoBiganbHOT 3a
3a hapmakoHarnsg);
BMPOGHULITBO, npuBEAEHHS HaNMcaHHs
nepBuHHE/BTOPK Ha3BW Ajl04nX PEYOBUH Y
HHe nakyBaHHH, BiANOBIAHICTb [0 BUMOT
KOHTPO/b 3arasibHOT cTaTTi
SAKOCTI: «EKCcTpakTu» fajtoyoro
MAT "BitamiHn", BMAaHHA Y
YKpaiHa
39. | CAUMBACTATW | nopoLuok BE3 Xopsaris "BIOKOH IHAiA nepepeecTpaLis Ha - He UA/11746/01/01
H KpucTaniuHmi Papmaxem NIMITEL" HeobMeXeHuin TepMiH niossieae
(cy6eTaHuin) y 4.0.0.
noABINHMX
nonieTMIeHoBMX
naketax ans
BUPOGHULTBA
HecTepunbHUX
nikapcbkux hopm
40. | COPUTMIK Tabnetkv no 80 wr, MAT YkpaiHa NAT "KuniBCbKkui Ykpaina nepepeecTpaLis y 38 A3Ky 3a He UA/4543/01/02
no 10 Tabnetok y "KuniBCcbKuii BiTaMiHHWIA i3 3aKiHYEHHAM TepMiHy Aii | peyernmom nionsizae
6nictepi; no 2 BiTAMiHHWIA 3aBog” peecTpadiiHoro
6nicTepun B nayui 3aBog” noceigyeHHs; 3MiHu | Tuny:

Nikapcbki 3acobu. 3miHa 'y
KOPOTKIiil XapakTepucTuui
nikapcbkoro 3acoby,
IHCTPYKLUIT 419 MeaNYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHSI
Bi4NOBIAHO [0 iHpopMaui
pedhepeHTHOro/opuriHasbH
0ro NnikapcbKoro 3acoby
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
6€3 HaflaHHS XXOLHUX

HOBUWX A04ATKOBUX AaHWX
3a5BHUKOM) p.
«[oKa3zaHHsA», a TakoX A0
po3giny "Cnoci6
3acTocyBaHHA Ta fgos3n”
(YTOYHEHHS [O3yBaHHS)
Bi4NOBIAHO A0
aHanoriyHoro nikapcbkoro
3acoby 3 gjto4oto
peyoBMHO0 "coTanony
rigpoxnopug"; 3miHu |
TMny: 3MiHM 3 AKOCTI.
[OTOBWMIA NikapcbKuii 3acio.
3MiHW Y BUPOBHULTBI.
3miHa po3mipy cepii
(BKNHOYaKOUM AianazoH
po3Mmipy cepii) roToBoro
nikapcbKoro 3acoby
(BBEAEHHA [O0OATKOBOrO
po3mipy cepii ans
[03yBaHHsA 160 mr); 3MiHn |
TMny: 3MiHM 3 AKOCTI.
oToBWIA NiKapCbKuUit 3aci6.
KOoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCcTUMUX MEX
rOTOBOTO J1iKAPCbKOro
3aco0y, (BUNyYeHHs
nokasHukiB «CepeaHs
mMaca TabneTku»,
«OpHopIgHICTL Macu
TabneTkn» y 3B'A3Ky 3
HasABHICTIO po3ainy
«OfHOPIAHICTb [030BaHNX
OAVHULB»); 3MiHK | Trny:
3MiHu 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3acib.
KOHTpOb roTOBOIO
nikapcbKoro 3acoby. 3miHa
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

y MeTogax BUNpobyBaHHs
rOTOBOIO J1iKapCbKOro
3acoby (npuBefeHHs

po3giny «MikpobionoriyHa

YNCTOTa» y BIAMNOBIAHICTb

[0 BMMOT Ail040ro BUAaHHS
40Y)

41.

COPUTMIK

Tabnetkn no 160
Mmr, no 10 TabneTok
y 6nictepi; no 2
6nicTepn B nauui

MAT
"KuiBCbKMiA
BiTaAMiHHWIA

3asog”

YkpaiHa

MAT "KuiBCcbKuii
BiTaMiHHWI
3aBsof"

YkpaiHa

nepepeecTpaw,is y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy Al
peecTpauiiHoro
NoCBIAYEHHS; 3MiHW | THny:
Nikapcbki 3acobu. 3miHa 'y
KOPOTKI XapakTepucTumui
nikapcbKoro 3acoby,
IHCTPYKLUIT 018 MeanyYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBoK
(noTpebye BHECEHHS
BiANOBIAHO A0 iHdopmauii
pedhepeHTHOro/opuriHasibH
0ro NikapcbKoro 3acoby
6€3 HafaHHs XOLHUX
HOBWX A04ATKOBUX AaHWX
3assBHUKOM) p.
«[okaszaHHA», a TakoX [0
po3ainy "Cnocib
3acTocyBaHHA Ta fo3n”
(YTOYHEHHS [03yBaHHSA)
Bi4NOBIAHO A0
aHanoriyHoro NikapcbKoro
3acoby 3 gjto4oto
peyoBMHO "coTasony
rippoxnopua”; 3miHn |
TMny: 3MiHW 3 AKOCTI.
oTOBWMIA Nikapcbkuii 3acio.
3MiHW Y BUPOBHULTBI.
3miHa po3mipy cepii
(BKkOYarouM gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby
(BBEAEHHS A0AATKOBOIO

3a
peyenmom

He
nionsizae

UA/4543/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6HuUk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

po3mipy cepii gns
403yBaHHsA 160 mr); 3MiHu |
Tuny: 3MiHW 3 AKOCTI.
oTOBWIA Nikapcbkuii 3acio.
KOHTpONbL roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikawii
Ta/abo AonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro
3aco6y, (BUTyYeHHs
nokasHukis «CepefHs
Maca TabneTkm»,
«OfHopigHICTL Macu
TabneTkn» y 3B’A3Ky 3
HasIBHICTIO po3ainy
«OpHOopIAHICTb A030BaHMX
OAMVHUL»); 3MiHN | Tuny:
3MiHu 3 gKocTi. [oToBMiA
nikapcbkuii 3acib.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUnNpobyBaHHsA
roTOBOTO J1iKapCbKOro
3aco0y (NnpvBeAeHHs
po3giny «MikpobionoriyHa
yncToTa» Yy BIAMNOBIAHICTb
[0 BUMOT [jl040r0 BUAAHHSA
A0Y)

42,

COCHHN
BPYHbKW

OGPYHbKU
(cybeTaHuis) y
Milkax ans
BMpPOGHMLTBA
HECTEepPU/IbHMX
Nikapcbknx dopm

MpAT
"Niktpasn"

YkpaiHa

MpAT
"NikTpasn"

YkpaiHa

nepepeecTpadist Ha
HeobMeXeHWli TepMiH

He
nionsizae

UA/5885/01/01

43,

CMELJANBHE
JPAXE MEPL|

Jpaxe Ne 60 y
hnakoHax

Mepy,
dapmacbloTi
Kanc rmex

HimeuunHa

Mepu, Papma
v6X i Ko. KraA

HimeuunHa

nepepeecTpaLis y 38 A3Ky
i3 3aKiIHYEHHAM TEPMIHY Al
peecTpauiiHoro
nocBig4YeHHst; 3MiHu | Tuny:
3MiHa HallMeHyBaHHS
Ta/abo MicL,e3HaxX0mKEHHS
3as1BHMKa — 3MiHa ajpecu

6e3
peuyenma

nionsicae

UA/4083/01/01
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

3aaBHMKa; 3MiHK | Tuny:
3MiHa HallMeHyBaHHS
Ta/abo MicLe3HaxoMKeHHA
BMPOGHMKaA rOTOBOro
nikapcbKoro 3acoby,
BK/IHOYAUM Micue
NPOBELEHHS KOHTPO/O
SIKOCTi (BUPOGHMYaA
OiNbHULA BUNYCKY cepil),
NpUBEAEHHS OPUANYHOT Ta
hakTnyHOT agpecu
BMpOGHUKA Y BiANOBIAHICTL
[0 cepTudikaty
BiANOBIAHOCTI BUMOram
GMP, BugaHoro
Lepxnikcnyx6ot0 Ykpainuy;
3MiHn | Tuny: 3MiHu 3
akocTi. CepTudikat
BignosigHOCTI/TE-
cepTudikar BifnoBigHOCTI
€Bponelicbkii
thapmakonei/MmoHorpadii.
MogaHHA HoBOro abo
OHOB/IEHOTO cepTudikata
BiANoBiAHOCTI abo
BUTyYEHHs cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: gnsa Adl; ana
BUXiAHOTO
mMartepiany/peareHTy/npomi
XHOTO NPOAYKTY, LLO
BMKOPUCTOBYHOTbCS Y
BUpPO6HMUTBI ADI; ans
[ONOMDKHOT pe4YOBUHY -
OHoBeHWin cepTuddikat
Bif, y)Xe 3aTBepAKeHOoro
BMPOOGHUKA; 3MiHW | Tuny:
3MiHu 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6.

KOHTpOb r0TOBOIO
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1

nikapcbKoro 3acoby. 3miHa
y MeToax BunpobyBaHHS
roTOBOrO J1iKaPCbKOro
3ac06y — 3MiHU
aHaniTMYyHOT MeToAMKM 3a
NOKa3HNKOM "3a/INLLKOBI
KINIbKOCTi OpraHiyHnx
PO34YNHHMKIB"; 3MiHN |
TMny: 3MiHW 3 AKOCTI.
oTOBWMIA NiKapPCLKUIA 3aci6.
KoHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUnNpobyBaHHsA
roTOBOrO J1iKapCbKOro
3acoby — npuBefeHHSA
po3gainy "Mikpob6ionoriyHa
yucrtorta" 4o BMMOr
[i40ro BuaaHHa €0;
3MiHW | TUNY: 3MiHN 3
AKocTi. FoToBWMIA
nikapcbkuii 3aci6.
KOHTpO/b roTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuugikaui
Ta/abo [onycTuMmUx Mex
rOTOBOrO J1iKapCbKOro
3acoby — 3MiHa KpuTepiis
NPUIAHATHOCTI 3a
nokasHvkamu "KinbkicHe
BU3HayeHHs" Ta "CepefHA
maca gpaxe"; 3minu |
TMny: 3MiHM 3 SKOCTI.
oTOBWMIA NiKapPCbKWIA 3aci6.
3MiHW Y BUPOBHULTBI.
3MiHKn y npoueci
BMPOOHULITBA rOTOBOTIO
nikapcbKoro 3acoby,
BK/IHOYAOUM MPOMIXKHUIA
NPOAYKT, WO
3aCTOCOBYETLCA NpU
BMPOGHMLITBI rOTOBOIrO
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
nikapcbKoro 3acoby —
He3HauHi 3MiHu Yy
BMPOGHULITBI rOTOBOTO
NnpoaykTy, a came y
HanalTyBaHHi
NAaHWeTHOro NOKPUTTA
Apaxe, L0 B CBOI Yepry
NpVBENO A0 HEBENMKMX
3MiH y Ba3i 060/10HK/
Opaxe, aomkeiy
cepegHiii maci gpaxe.
3MiHa 3aTBepxeHa B
KpaiHi BUpo6HMKa
44. CTPOHUIO PO34uH Ans HauioHasbH Monbwa HaujioHanbHwit Monbwa nepepeecTpaLiis y 3B 3Ky Tinbku y He UA/3525/01/01
Xnopupa 89 iH'ekuii, 37,5 wid LieHTp LieHTp AgepHux i3 3aKiHYeHHAM TepMiHy Aii | creyiasnizo niosisicae
SRCL 2 MBk/Mnno 4 mny AOepHnx JocnigpxeHb peecTpauinHoro BaHi
MONATOM h1akoHi 06'emom JocnigxeHb noceig4yeHHs; 3MiHu | Tuny: MeOouYHi
10 mn, wo Nikapcbki 3ac06u. 3MiHK 3aks1aou,
TpaHCnopTyoTbCA [0 iCHylo4OT cuctemu wo marome
y CBUHLEBOMY cthapmakoHarnsagy, sk 0038i/1 Ha
KOHTEeNHepi Tuny 3a3HayeHo B onuci pobomy 3
KT cuctemun dhapmakoHarnagy | padioghapm
(3miHa ynoBHOBaXeHOT ayesmuyH
oco6w, BiANoBiganbHOT 3a umu
thapmakoHarnsg); (3miHa B | rpenapam
KOHTaKTHUX JAaHUX amu

YNOBHOBaXXEHOI 0co6W,
BiAnoBiganbHOI 3a
thapmakoHarnag); 3minu |1
Tmny: Jlikapcbki 3acobum.
3miHa(n) go
TepaneBTUYHMX MOoKa3aHb
(3MiHV BHeceHo A0
IHCTPYKLUIT 019 MeanYHOro
3aCTOCYBaHHSA npenapary
0o po3sginy "MokazaHHsA"
Bi4MNOBI4HO 40 MaTepianis
peecTpauiniHoro 4ocbe Ta
KOPOTKOI XapaKTepucTmku
nikapcbKoro 3acoby);
BunpaBneHHst TEXHIYHOI
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6HuUk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapCcbKO20 npoyeoypa BionyckKy aHHs peecmpayitiHo2o
3acoby nocBio4YeHHs1
NOMWJIKN B IHCTPYKLiT ANns
MeJMNYHOro 3aCTOCYBaHHS
y po3gini
"PapmMakoTepaneBTUYHa
rpyna. Kog ATX"
45. CYMATPUNTA | nopoLok How /la6c IHais How Ma6c¢ MeT. IHais nepepeecTpadis Ha - He UA/11773/01/01
HY CYKUUWHAT | (cy6cTaHuis) y Met. N11A4. Nrta. HEeObMEXEHHWI TepMiH nionsieae
noAaBiiHMX
nonieTMIeHoBMX
naketax gns
BMPOGHULTBA
HeCcTepunbHNX
niKkapcbknx hopm
46. YNCTOTINY TpaBano50ry MpAT YkpaiHa MpAT YkpaiHa nepepeecTpadist Ha 3a He UA/5701/01/01
TPABA naukax 3 "NikTpasn” "NikTpasn” HeobMeXeHuii TepMIH peyenmom nionsizae
BHYTPILLHIM

naketom; no1,5ry
inbTp-nNakeTi, No
20 thinbTp-nakeTis
ynauyi;nol15ry
inbTp-nNakeTi, No
20 chinbTp-nakeTiB
y nauui 3
BHYTPILLHIM
NnakeTom

HavyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI
OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. JIacKkoBCbKUM




MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTNIYHUX NMPEMAPATIB), LLIOAO AKUX BY/IN BHECEHI 3MIHW A0
PEECTPALIMHUX MATEPIAJIB, AKI BHOCATBLCA 40 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu
12.05.2016 Ne 436

Ne Hassa dopma BUMyCKY 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 BiOnycky peecmpayitiHo20
3acoby nocsioYeHHs
1. AQOPMA® TabneTkn, BKPUTI Ankanoig AL Pecny6nika Ankanoig ALL - | Pecny6nika BHECEHHS 3MiH 4O peecTpaliliHnX 3a UA/13107/01/01
NNiBKOBOIO - Ckon'e MakefoHisi Ckon'e MakepoHist marepianis: peuenmom
060/10HKOIO, N0 5 3MiHa abo goAaBaHHs WTamnis,
mr Ne 10 (10x1), NOTOBLLEHb a60 iHLWNX MapKyBaHb,
Ne 20 (10x2) y yK/oyatoumn 3amiHy abo gogaBaHHsA hapo
6nictepax B naudi AN MapKyBaHHSA NiKapcbKoro 3acoby
(3MiHM WTamnis, NOTOBLYEHb ab0 iHLLNX
MapKyBaHb)
2. AKCACTPO/NI® | Tabnetku, BKpUTI AT NarsiA Pemeanka Kinp BHECEHHS 3MiH [0 peecTpaliliHnX 3a UA/10542/01/01
NNiBKOBOKO "I'piHaekc" TOB mMaTepianis: 3miHu | Tuny - peyernmom
060/10HKOI0, N0 1 AIMiHICTpaTMBHI 3MiHKN. 3MiHa
Mr Ne 28 (14x2) y HaliMeHyBaHHSA Ta/abo agpecu Micus
6nictepax NPOBaPKEHHSA [iANbHOCTI
BMPOGHMKa/imnopTepa rotosBoro
niKkapcbKoro 3acoby, BKIKOYaKYM AiflbHNL
BUMYCKY cepii abo MicLe NpoBefeHHs
KOHTPOJIH0 AKOCTI. (AisA/IbHICTb, 3a AKY
BiANoBigae BUpobHUK/iMnopTep,
BK/IlOYatoun Bunyck cepiit) (A.5. (a) IAHN)
MprBeaeHHA MicLLe3HaXOMKEHHS
BMPOOHUKa M3 y BiANOBIAHICTL [0
BucHOBKyY 040 NiATBEPIAXKEHHSA
Bi4NOBIAHOCTI BUPOOGHNLTBA JiKapCbKNX
3ac006iB BMMOram Has1eXHOi BUPOOGHNYOT
npaktnkn (GMP), BugaHoro lepxxasHoto
Cny60t0 YKpaiHu 3 flikapCbkux 3acobis, 3
nepenikom /13, 6e3 3MiHn micua
BUPOBHMLITBA
3. ANBEHTA® Kancynu, KPKA, p.4., CnoBeHis KPKA, o.4., CnoseHist BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/9449/01/01
NpPOJIOHroBaHol HoBo mecTo HoBo mecTo Marepianis: peyenmom
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hacyBaHHA Ta

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
4ii, no 37,5 mr Ne nojaHHA OHOBJIEHOrO cepTudikata
14 (14x1), Ne 28 BiAMOBIAHOCTI €Bponeiickkiin hapmakonei
(14x2), Ne 56 Bif, 4it04Oro BUPOGHYMKA
(14x4) y
6nictepax
4, ANBEHTA® Kancynu, KPKA, o.4., CnoBeHis KPKA, o.4., CnoseHist BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/9449/01/02
NPOSIOHIOBaHOI Hoso mecTo Hoso mecTo MaTepianis: peyenmom
Aii, no 75 mr Ne 14 nofaHHs OHOB/IEHOTO cepTudikaTa
(14x1), Ne 28 BiANOBIAHOCTI €Bponeiickkiin hapmakonei
(14x2), Ne 56 Bif, Ait04HOro BUPOGHMKA
(14x4) y
6nictepax
5. ANNBEHTA® Kancynu, KPKA, a.4., CnogeHist KPKA, o.4., CnogeHist BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/9449/01/03
NPO/IOHTOBaHOT HoBo mecTo HoBo mecTo MaTepianis: peyenmom
4ii, no 150 mr Ne noJaHHA OHOBJIEHOrO cepTuddikata
14 (14x1), Ne 28 BiAMNOBIAHOCTI €Bponeiickkin dhapmakonei
(14x2), Ne 56 Bif, 4it04Oro BMPOGHYMKa
(14x4) y
6nictepax
6. ANnoxon TabneTku, BKPUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiitHnx - UA/1643/01/01
nAiBKOBO akuioHepHe akuioHepHe marepianis:
0060/I0HKOHO in TOBapUCTBO TOBapUCTBO BBEAEHHS A04ATKOBOro BUPOOHMKA Ajtoy0i
bulk no 1 kr B "HaykoBo- "HaykoBo- peyvoBuHM Byrinns akTMBoBaHOro
nakeTtax BMPOGHNYMI BMPOGHNUNIA
LUeHTp LeHTp
"BopLuariscb "bopLuariBcbku
KW XiMiKo- i Ximiko-
thapmaueBTn thapmaueBTny
YHuii 3aBoA" HWIA 3aBoa”
7. Anoxon TabneTtkn, BKPUTI My6nivHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH O peecTpavliiHnX 6e3 UA/2355/01/01
NNiBKOBOIO akuioHepHe akuioHepHe MaTepianis: peyernma
060/10HKO0, Ne TOBapUCTBO TOBapUCTBO BBE/,EHHA JOAATKOBOr0 BUPOOHUKA AitoYoi
10, Ne 50, Ne 50 "HaykoBo- "HaykoBo- peyoBuHW Byrinns aktTueoBaHoro
(10x5) y BMPOGHNYNIA BMPOGHUUNIA
6nictepax, Ne 180 LEHTP LUEHTP
B KOHTeliHepi "BopLuariscb "BopLuarisBcbku
nnactukosomy Ne KW XiMiko- 7 ximiko-
1 thapmaueBTn hapmaueBTny
YHUIA 3aBOA" HWiA 3aBof”,
Ykpaina;
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
nakyBaHHs:
TOB
"Arpocpapm”,
YkpaiHa
8. AMAMNIH-N Tabnetkn Ne 10 Makneoac IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/10297/01/01
(10x1), Ne 30 dapmacbioT PapmMacbTHK marepianis: peuyenmom
(10x3) y cTpunax nkasnc asc Nlimitep, BUMPAaB/IEHHSA TEXHIYHOT NOMWUSIKN B
B KQpPTOHHIi Nimitep, IHCTPYKUIT 419 MeAUYHOro 3acToCyBaHHS
ynakoBuji
9. AMOKCUUMni TabneTkn, BKPUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnX 3a UA/14148/01/01
H- 060/10HKO10, 500 "ACTPADAP "ACTPA®APM marepianis: peyenmom
KNABYNAHAT | mr/125 mr Ne 7 M " 3MiHW A0 IHCTPYKUIT 415 MeguyHoro
(7x1), Ne 14 (7x2) 3acToCyBaHHs
y 6nictepax
10. | AMOKcCuuuni TabneTkn, BKPUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/14149/01/01
H- 060/10HKOI0, 875 "ACTPA®AP "ACTPA®APM MaTepianis: peyenmom
KNABYNAHAT | mr/125 mr Ne 7 M " 3MiHW [0 IHCTPYKUIT AN MegnyHoro
(7x1), Ne 14 (7x2) 3acTocyBaHHA
y 6nictepax
11. | AHAYPAH Kpansi ByLUHI N0 3am60H ITanisa 3amboH ITania BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/11664/01/01
25 mn 'y donakoHi 3 C.IM.A. C.M.A. MaTepianis: peyernmom
KPULLIKOHO- 3MiHa napameTpiB cneumdikauin Ta/abo
KpanenbHuueo Ne [ONYCTUMMX MEX rOTOBOr0 NiKapCbKoro
1 3ac06y (3BY)XEHHS A0MYCTUMUX MEX)
12. | AHIIH-XEE/b Tabnetkn Ne 50 y Bionoriwe HimeuunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/5900/01/01
C KOHTeliHepax Xalinbmitren Xaiinbmitrens marepianis: peyenma
b Xeesb Xeenb MTM6X 3MiHa Y MapKyBaHHi ynakoBoK. BBegeHHA
m6X 3MiH NpPOTArom 3-x MicAyiB nicns
3aTBEpPAKEHHSs
13. | APTIXOnN TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHnX 6e3 UA/5383/01/01
nNiBKOBOIO "KuiBcbkuii "KuiBcbkunii MaTepianis: peyenma
060/10HKOI0, NO BiTaMiHHWIA BITaAMiHHWIA 3MiHa po3Mmipy cepii roToBOro /iKapCbLKOro
0,2 1 Ne 30 (10x3) 3aBog” 3aBofg” 3aco0y; 3MiHa napameTpiB cneymdikauin
y 6nictepax Ta/abo JonycTMMX MEeX roTOBOro
niKapcbKoro 3acoby
14. | APTIXON TabneTtkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiHnX 6e3 UA/5383/01/02
NNiBKOBOIO "KuiBcbkunii "KuiBcbkunii MaTepianis: peyernma
060/10HKOHD, MO BiTaMiHHWI BiTaMiHHWI 3MiHa po3Mmipy cepii roTOBOro J1ikapCbKoro
400 mr Ne 40 3aBog" 3asog” 3acoby; 3miHa napameTpiB cneyndikauiii
(10x4) y Ta/abo oonycTMMX MeX roToBOro
6nictepax y nayui NiKapcbKoro 3acoby
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
15. APTPOKC po3uyvH anA ToBapucTso YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/14883/01/01
iH'exuin, 100 3 06MEXEHHOI MaTepianis: peyenmom
Mr/M no 2 mn 'y 06MeXeHHo BiANoBigaNbHi TEXHIYHa NOMW/IKa B IHCTPYKLIT 4115
thnakoHax Ne 10 0 CTiO dhipma MeMYHOro 3aCTOCYBaHHSA Y po3Aini:
(5x2) BignoBigab "Hoodhapm- $apmMakoorivyHi BNacTuBoCTi
HicTto chipma BiocnHTe3"
"HoBodhapm-
BiocuHTes"
16. | ACAKON® cynosuTtopii Tinotc LLiseliyapis BUPOGHUK, Lseiiuapis/ BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/4770/02/01
pekTanbHi no dapma Al BifnoBifanbHN HimeuunHa mMaTepianis: 3miHu | Tuny - peyernmom
500 mr Ne 20y 1 3a BMNYyCK AZMiHICTpaTMBHI 3MiHW. 3MiHa Ha3BU
6nictepax cepii: nikapcbkoro 3acoby (6yno - ACAKO/)
Tinotc dapma
Al
LLseliyapis;
BMPOGHUK,
BifnoBiganbHN
7 3a go3oBaHy
dopmy Ta
nakyBaHHS:
[aynt ®apma
Byndpinr
rm6X,
HimeyunHa
17. | ACMEHOPM TabneTkn, BKPUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/12353/01/01
060/10HKOI0, "@APMEKC "®APMEKC MaTepianis: peyernma
KMLLKOBOPO3UUHHI reyn: reyn: 3MiHa YyNOBHOBaXEHOT ocoou,
no 100 mr Ne 20 BiANOBIAANLHOI 3a 3/iiCHEHHS
(10x2) y hapmakoHarnagy
6nictepax B
KapPTOHHIN nayi
18. | ACMEHOPM TabneTkn, BKPUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpavliliHnX 6e3 UA/12353/01/02
060/10HKO10, "®APMEKC "®APMEKC mMarepianis: peyenma
KMLLKOBOPO34UHHI reyn" reyn" 3MiHa YNOBHOBaXEHOT 0coou,
no 300 mr Ne 20 BiANOBIAA/ILHOT 38 34iCHEHHSA
(10x2) y hapmakoHarnagy
6nictepax B
KapPTOHHIN navui
19. | ALU® PO34MH OpasibHUIA, CaHpo3 CnogeHist BUPOBHULTBO HimeuunHa BHECEHHS 3MiH 0 peecTpavliliHnX 6e3 UA/8272/02/01
no 20 mr/mn no dapmacbHoTi "bulk", MaTepianis: peyernma
100 mn, 200 MmNy Kan3 a.a. nepsuHHE Ta 3MiHa napameTpiB cneumdikauin Ta/abo
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
on1akoHi 3 MipHUM BTOPUHHE O0nyCTUMUX MeX roTOBOro NikapcbKoro
KOBMa4koM Ta/abo nakyBaHHs, 3acoby
MipHUM TecTyBaHHSA:
annnikaropom Ne dapma
1 BepHirepoge
mo6X,
HimeuunHa;
BUMYCK cepii:
Cantotac
dapma 'm6X,
HimeyunHa
20. BEPOAYA/I® H | aepo3o/b BepiHrep HimeuuunHa BepiHrep HimeyunHa BHECEHHS 3MiH A0 peecTpaLintHnx 3a UA/5322/01/01
[030BaHuii no 10 IHrenbxanm IHrenbxam maTepianis: 3miHu | Tuny - peyenmom
mn (200 go3s) y IHTepHeLWwHA dapma MvoX i AOMiHICTpaTVBHI 3MiHW. 3MiHa
MeTasieBOMy 6X Ko. KI HaliMeHyBaHHA Ta/abo agpecu micus
6a/10HYMKyY 3 NPOBaPKEHHS LiANbHOCTI
003Yy0UuMm BUPO6GHMKa/iMnopTepa rotoBoro
knanaHom Ne 1y NiKapCbKOro 3acoby, BKIOYAUN AiNTbHAL
KapTOHHI KopobLi BMNYyCKyY cepii abo micLe npoBefeHHs
KOHTPOJO AKOCTI. (AiANbHICTb, 3a AKY
BignoBigae BMpo6HuK/imnopTep,
BK/1H0HAI0UM BUMYCK cepiit) (NpyBeLeHHN
MicLe3Hax0MKeHHs1 BUPOOHuka M3y
BIAMOBIAHICTb [0 BrcHOBKY w080
NiATBEPXEHHS BiANOBIAHOCTI
BMPOGHULITBA JliKapCbKUX 3ac06iB
BMMOraM Has1eXHOoI BUPOBHNYOT NPaKTUKK
(GMP), BugaHoro [lep>xaBHot0 Cy60t0
YKpaiHu 3 nikapcbknx 3aco6iB 3 nepesnikom
N3, 6e3 3MiHn Micus BUpOOHMLTBA)
(TepmiH BBEAEHHSA 3MiH - NPOTATOM 6-Tn
MicsILiB nicnsi 3aTBEPAKEHHS)
21. BETAKOP TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiitHmx 3a UA/7013/01/01
NNiBKOBOIO "KuiBcbkunii "KuiBcbkunii MaTepianis: peyenmom
060/10HKOI0, No 20 BiTaMiHHWIA BiTaMiHHWIA 3MiHW [0 IHCTPYKUIT 4158 MeguyHoro
mr Ne 30 (10x3) B 3asof” 3asof” 3acToCyBaHHs. BBeAeHHA 3MiH
6nictepax npoTsarom 3-x MicsauiB nicna
3aTBepAKEeHHs
22, BIOBEH pO34uH AnA TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/14526/01/01
iHdhy3ili 5 % no 25 | "BIO®PAPMA "BIO®PAPMA mMaTepianis: 3miHu | Tuny - 3miHa peyenmom
M, 50 mn a6o MIA3MA" MAA3MA" TOProBesibHOI Ha3BU NiKapCbKOro 3acoby
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
100 MmN y naswkax (3miHa ToproeenbHOI Ha3BK NiKAPCbKOro
Ne 1 3acoby (6yno - BIOBEH MOHO®); 3MmiHu |
Tuny - FOTOBWIA Nikapcbkunii 3aci6. Onuc Ta
cknag. 3miHa chopmu abo po3mipis
nikapcbKoi hopmu (iHLWi 3MiHK)
(YTOYHEHHS nikapcbkoi hopMm
nikapcbKoro 3acoby, 3rigHo cnocoby
3aCTOCyBaHHA npenapary, 3asHayeHoro y
3aTBEPKEHNX peecTpavLiiHnX
mMaTepianax (IHCTpyKUia ona MeanyHoro
3aCTOCyBaHHS) Ta 3a3HavYeHHs cunm aji
nikapcbkoro 3acoby)
23. BIOBEH PO34uH Ans TOB YkpaiHa TOB YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnX - UA/14527/01/01
iHdy3ili 5 % in "BIOPAPMA "BIO®PAPMA marepianis: 3mMiHu | Tuny - 3miHa
bulk no 25 mny MNA3MA" MNA3MA" TOProBesIbHOT Ha3BU NMiKapCbKOro 3acoby
nnswkax Ne 96; in (3MiHa TOproBesibHOT Ha3BU NiKapCbKOro
bulk no 50 mny 3aco6y (6yno - BIOBEH MOHO®); 3MmiHu |
nnswkax Ne 56 Tuny - FoTOBWMIA Nikapcbkuid 3aci6. Onuc Ta
cknag. 3miHa chopmu abo po3mipis
nikapcbKoi hopmu (iHLWi 3MiHK)
(YTOUYHEHHS nikapcbKoi hopmun
nikapcbKoro 3acoby, 3rigHo cnocoby
3aCTOCyBaHHA npenapary, 3a3HayeHoro y
3aTBEPKEHNX peecTpauinHmx
MaTepianax (IHCTpyKUis 4ns MeanyHoro
3aCTOCYBaHHSA) Ta 3a3HaueHHs cuiu aii
nikapcbkoro 3acoby)
24, BIMIKAH® Kpansi o4Hi, dapmaueBTn MonbLa Bupo6HMUTBO PymyHis/ BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/14708/01/01
po34uH, 0,3 mr/mn YHWI1 3aBOA, 3a NOBHUM Monblya maTepianis: 3miHu | Tuny - peyenmom
no3mny “MONb®AP LMKIOM Ta AOMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
donakoHi- MA” C.A. BifnoBiganbHN nikapcbkoro 3acoby (6yno - BIMATAH)
KpanenbHuui Ne 1 1 3a BMNyCK
cepit:
CK.*
Pomcapm
Komnawi
C.p.N,
PymyHist;
[MakyBaHHA Ta
BiANoBiAaIbHU
1 3a BMNYCK
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
cepii:
dapmaueBTuy
HWiA 3aBO,
“NMOJIb®APM
A" C.A.,
Monblua
25. BIONIK po34yvH anA MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHNX 3a 29/12-300200000
TYBEPKY/IH iH'exuUi no 0,6 mn "®APMCTA "®APMCTAH marepianis: peuenmom
nna-n (6 po3) 3 HOAPT- OAPT-BIOSIK" 3MiHa YNOBHOBaXeHOT ocobu,
aKTUBHICTIO 2 BIONIK" BiAMNOBiAa/IbHOI 3a 3[ilCHEHHS

TO/po3a, no 1 mn
(20 po3) 3
AKTUBHICTIO 2
TO/po3a, no 3 Mn
(30 go3) 3
aKTUBHICTHO
2TO/po3a, 5
TO/po3a, abo 10
TO/po3a B
amnynax Ne 10;
abo komnekT: 1
amnyna no 0,6 mn
(6 pno3) 3
AKTUBHICTIO 2
TO/po3a, 3
wnpurua 3
ronkamu ans
BUTAraHHs, 3
rofikv gns
BBEJEHHS, abo
KOMMNAekKT: 1
amnyna no 1 mn
(10 po3) 3
aTUBHICTIO 2
TO/po3a, 5
Lwnpuyise 3
ronkamu ans
BUTATaHHA, 5
rofIoK Ans

BBeAeHHs; in bulk:

no 30 amnyn no

thapmakoHarnsgy
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
0,6 mn (6 no3) 3
aKTUBHICTIO 2
TO/po3a a6o no 1
M (10 pos) 3
aKTUBHICTIO 2
TO/po3a abo no
20 amnyn no 3 mn
(30 go3) 3
aKTUBHICTIO 2
TO/po3ay
KapTOHHIi
YapyHKOBI
ynakosuij; no 10
a6o no 20
KapTOHHMX
YyapyHKOBMX
ynakoBOK B
ynakoBLi 3
KapToHy
26. BPUNTbAHTOB | po3uvH ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/6963/01/01
WA 3EMIEHNA | 30BHILIHBOIO "Mly6H1bapm "fly6H1chapm"” martepianis: peyenma
3acToCyBaHH4, " 3MiHa B yMOBax 36epiraHHsi roTOBOr0
cnupTtoBuii 1 % no nikapcbKoro 3acoby
15mny
hnakoHax
27. BA3OHIT TabneTku petapa, TOB YkpaiHa r.J1. dapma ABCTpis BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/8138/01/01
BKPUTI "BAJIEAHT rvoéX, marepianis: peyenmom
060/10HKOI0, NO PAPMACbH AscTpis; I'.J1. 3MiHW A0 IHCTPYKUIT AN MegnuyHoro
600 mr Ne 20 IOTIKAN3" dapma 'M6X, 3acTocyBaHHs. BBegeHHsA 3MiH
(10x2) y ABCTpIs npotarom 3-x MicauiB nicna
6nictepax (BignosigansH 3aTBepAKeHHA
WiA 3a BUMYCK
cepii)
28. | BANEKAP/, - Tabnetkn Ne 10 ToBapucTBo Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLitHmx 6e3 UA/14815/01/01
3400POB’'A (10x1), Ne 20 3 06MeXeHOo marepianis: npUBeAEHHN Y peyenma
(10x2), Ne 50 06MeXeHo BiANOBiJaNbHI BiANOBIAHICTb CTAaTyCy peknaMyBaHHs
(10x5) y BignoBigasib CTHo nikapcbKoro 3acoby B npoueci peectpau,i
6nictepax HiCTHO "XapkiBCbke B Hakasi MO3 YkpaiHu «[po aepxaBHy
"papmaueBT thapmaueBTny peecTpadito (nepepeecTpaL,ito) Nikapcbknx
nyHa He 3aco6iB (MeANYHNX iIMyHOBIONOrYHKX
KOMMaHis nignNpueMcTBO npenaparis) Ta BHECEHHS 3MiH 10
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
"3popos'a” "340poB's peecTpauiiHux matepianis» Big,
Hapogay" 29.12.2015 Ne 915 (3amsepdxxeHa
pedakyisi — nidssizae, 3anporoHosaHa — He
niossi2ae)
29. BIBYPKO/1 cyno3uTopii Ne 12 Bionoriwe HimeuunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH 0 peecTpaLinHnX 6e3 UA/6662/01/01
(6x2) y 6nictepax | Xalinbmitren Xannbmitresnb marepianis: peyenma
b Xeesb Xeenb M'm6X 3MiHa rpadivHOro 306paXKeHHst Ha
6X MapKyBaHHS ynakoBK1 roToBoro
nikapcbkoro 3acoby. BBegeHHsA 3MiH
npoTsrom 3-x MicsaLiB nicna
3aTBepAKEHHS
30. | BIHKPUCTUH- pO34uH AN TEBA I3painb Papmaxemi HigepnaHnam BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/6278/01/01
TEBA iH'ekyi, 1 mr/mn dapmaueBTi B.B. MaTepianis: peyenmom
no 1 mn, abo no 2 Kan 3MiHa napameTpiB cneundikauin Ta/abo
mn, abo no 5 mny IngacTpi3 [OMYyCTUMMX MEX rOTOBOTO NiKapCbKOoro
donakoHax Ne 1 nra. 3acoby. BBegeHHA 3MiH NPOTArom 6-1m
MicsLiB nicna saTBepAKEeHHs
31. BIHMOLUETUH NMOPOLLOK Kbloag, IHAin Kbloag, IHais BHECEHHS 3MiH 40 peecTpaLitHmx - UA/14483/01/01
KpUCTauTivuHUin NalidhcaeHce NalidpcaeHcec MaTepianis:
(cybeTaHuis) B c MNet. /114, MeT. ita. BUMNPAaB/IEHHA TEXHIYHUX MOMUIIOK Y
noAaBiiHNX MeTOAax KOHTPOJIHO AKOCTI
nonieTnIeHoBmX
MilLKax ans
thapmavneBTUyHOr
0 3aCTOCYBaHHSA
32. | BITPYM® TabneTku, BKPUTI FOHidhapm, CLIA tOHichapm, IHK. CLLIA BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/11868/01/01
MNPEHATAN 0060/10HKO0, Ne 15 IHK. MaTepianis: peyenma
POPTE y 6nictepax; Ne 3MiHa KOHTaKTHOI 0co6K 3
30, Ne 60, Ne 100 thapmakoHarnsaay 3asaBHuKa ans
y dhnakoHax 3AilicHeHHS chapMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOI
oco6wu, BigNoBigasbHOI 3a 3[ilNCHEHHS
hapmakoHarnagy (BKNoYarum KOHTaKTHi
[aHi)
33. BOJIbTAPEH® | Tabnetku, BKpUTI HoBaprTic LLseinuapis HoBapTic TypeuyunHa BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/0310/04/01
PANIA, LlYKPOBOO dapma Al Carnik, Figa MaTepianis: peyenmom
060/10HKOI0, N0 25 Be Tapim 3MiHa y MeTogax BUnNpobyBaHHSA roTOBOro
mr Ne 30 (10x3) y YpyHnepi CaH. nikapcbKoro 3acoby; 3miHa napameTpis
6nictepax Be Tik. A.C. cneuudikauin Ta/abo gonycTumMmx mex
roTOBOrO J1iKapCbKOro 3acoby (BUyYeHHs
HEe3Ha4YHOro NokasHuka (Hanpuknag,
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BWJTyYEHHS 3acTapifioro nokasHuka);
[OOMOBHEHHS creuudikayii HoBUM
NMOKa3HWKOM 3 BiAMNOBIAHUM METOA0M
BUNPOGYBaHHSA
34. BOJIbTAPEH® | Tabnetku, BKpUTI HoBaprTic LLisenuapis HoBapTic TypeyunHa BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/0310/04/02
PANIA, LlyKPOBOO Papma Al Carnik, Fipa marepianis: peyernmom
060/10HKOIO, N0 50 Be Tapim 3MiHa y MeTogax BunpobyBaHHSA roTOBOroO
mr Ne 10 (10x1), YpyHnepi CaH. nikapcbKoro 3acoby; 3miHa napameTpis
Ne 20 (10x2) y Be Tik. A.C. cneundikauiii Ta/abo fonycTUMUX Mex
6nictepax roTOBOrO NiKapCbkoro 3acoby (BU1yYeHHs
HEe3Ha4YHOro nokasHuka (Hanpuknag,
BWU/TYYEHHS 3aCTapifioro nokasHuka);
[OMOBHEHHS crneuudikauii HoBUM
NOKa3HWKOM 3 BIAMNOBIAHUM METOA0M
BUNPOOYBaHHSA
35. FTABAHTWH 300 | kancynu no 300 TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHNX 3a UA/7323/01/03
mr Ne 30 (10x3), Crapt" Crapt" marepianis: peyernmom
Ne 60 (10x6) y 3MiHa napameTpiB cneyudikauin Ta/abo
6nictepax [0NyCTMMX MEX roTOBOro NikapCbKoro
3aco0y; CynyTHA 3MiHa: 3MiHa y MeTogax
BUMPOBYBaHHS rOTOBOrO NiKapCbKOro
3acoby
36. FTABAHTWH 300 | kancynu no 300 TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX - UA/7324/01/03
Mr in bulk no 3 kr Crapt" Crapt" MaTepianis:
Karncyn B 3MiHa napameTpiB cneyudikauiin Ta/abo
nonieTnIEHoBUX [ONyCTUMMX MeX roTOBOro NikapCbKoro
nakertax 3aco0y; CynyTHA 3MiHa: 3MiHa y MeTogax
BMNPOBYBaHHSA rOTOBOr0 NiKapCbKOro
3acoby
37. | TEMOMNPOKT cynosuTopii TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peecTpavliiHnX 6e3 UA/12641/01/01
pekTanbHi Ne 10 "PAPMEKC "®APMEKC MaTepianis: peyernma
(5x2) y cTpunax B reyn" reyn" 3MiHa YNOBHOBaXXEHOI 0cobu,
nauui BiANOBIAANLHOI 3a 3/iiCHEHHS
hapmakoHarnsagy
38. FEMUNTABIH NOPOLLOK A/1s Megak HimeuyunHa Bupo6HMK, Wwo HimeyunHa BHECEHHS 3MH A0 peecTpauiiHnX 3a UA/11640/01/01
MEJAK npuUroTyBaHHs esenbwadgT BignoBigae 3a maTepianis: 3miHu | Tuny - peyenmom
pO34unHy onA dotop KniHiwe BTOPUHHE AOMiHICTpaTVBHI 3MiHW. 3MiHa
iHdhysiii (38 LWneujansnp nakyBaHHS, HaliMeHyBaHHS Ta/abo agpecy 3asiBHUKA
mr/mn) no 200 mr enapare HaHeceHHsA (BnacHvKa peecTpauiiHoro NocBig4eHHs)
y thnakoHax Ne 1 M.6.X. 3axucHOT (3MiHa Ha3BM Ta MicLe3HaxXoMKeHHS
NAiBKN Ha 3as1BHUKA, 6€3 3MiHW IOpUANYHOT ocobun
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayitiHo2o

nocsio4YeHHs

onakoH
(Heo60B 53K0B
e) Ta 3a
BUNYCK cepil:
Mepak
esenbwadgt
chrop KiHiwe
Lneyianbnpen
apare M6X,
Hime4yuunHa,
Bu1po6HuK, o
BignoBsigae 3a
BUPOBGHULITBO
roToBol
niKapcbKoi
thopmu,
nepBrHHE Ta
BTOPVIHHE
nakyBaHHs:
OHKoTeK
Papma
MpoaaxLuH
rm6X,
HimeuunHa;
Bu1po6HMK, w0
Bignosigae 3a
BTOPUHHE
nakyBaHHs Ta
HaHeCeHHs
3aXUCHOT
nAiBKA Ha
onakoH
(Heo60B s13K0B
e):
Meg-IKC-
Mpecc 'm6X
HimeuyunHa

(3a3HayveHHA NOBHOI Ha3BM 3aMiCTb
CKOPOYeHOi Ta 3MiHa IpuanYHOT agpecu
3a5BHUKA)

39.

FEMUUTABIH
MEJAK

NMOpOLLOK ANns
NPUroTyBaHHS
pO34uHy ans
iHdy3iit (38

Mepak
lesenbadr
chrop KiHiwe
LUneuianbnp

HimeuunHa

Bunpo6HuK, o
Bignosigae 3a
BTOPVIHHE
nakyBaHHs1,

HimeyunHa

BHECEHHS 3MH [10 peecTpaLiiHux
mMaTepianis: 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHKN. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy 3asiBHMKA

3a
peuerimom

UA/11640/01/02
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
mr/m) no 1000 mr enapare HaHeceHHs (BNacHWKa peecTpauiiHOro nocBig4eHHs)
y tpnakoHax Ne 1 M.6.X. 3axucHOoT (3miHa Ha3BM Ta MicLe3HaxoMKeHHS
NAiBKN Ha 3asBHUKA, 6€3 3MiHW IpUaNYHOT ocobu
hnakoH (3a3HayveHHA NOBHOI Ha3BM 3aMiCTb
(Heo60B sA3K0B CKOPOYEHOI Ta 3MiHa pMAMYHOT agpecu
e) Ta3a 3a8BHMKA)
BUNYCK cepil:
Mepak
resenbadt

dorop KNiHiwe
LWneuiansnpen
apate M6X,
HimeuunHa;
Bu1po6HuK, Lo
BignoBigae 3a
BUPOGHULTBO
rotosof
niKkapcbKoi
thopmu,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
OHKOTEK
dapma
MpogakiH
r6X,
HimeuunHa;
Bu1po6HuK, o
Bignosigae 3a
BTOPUHHE
nakyBaHHs Ta
HaHeCeHHs
3ax1CHOT
NNiBKN Ha
onakoH
(Heo60B 513K0B
e):
Meg-IKC-
Mpecc M'v6X ,
HimeyunHa

40. FTEMUNTABIH NOPOLLIOK ANsi Mepak HimevunHa B1po6HMK, LLIO HimevunHa BHECEHHS1 3MH 0 peecTpauiHmX 3a UA/11640/01/03
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
MEAAK NpUroTyBaHHA lesenbadt Bignosigae 3a mMaTepianis: 3miHu | Tuny - peyernmom
pO34unHy onA dotop KniHiwe BTOPUHHE AOMiHICTpaTVBHI 3MiHW. 3MiHa
iHcby3ii (38 Lnevianbnp nakyBaHHs, HallMeHyBaHHs Ta/abo agpecy 3asiBHMKA
mr/mn) no 1500 mr enapare HaHeceHHsA (BnacHvKa peecTpauiiHoro NocBig4eHHs)
y thnakoHax Ne 1 M.6.X. 3axucHOT (3MiHa Ha3BW Ta MiCLEe3HaXOMKEHHS
NAiBKN Ha 3as1BHUKA, 6€3 3MiHW IOpUaNYHOT 0cobu
chnakoH (3a3HayYeHHs NOBHOI Ha3BM 3aMiCTb
(Heo60B s3K0B CKOPOYEHOI Ta 3MiHa pMANYHOT agpecu
e) Ta 3a 3aABHMKA)
BUMYCK cepii:
Mepak
lesenbadt

chrop KniHiwe
LWneuiansnpen
apare mM6X,
HimeuunHa;
Bu1po6HMK, w0
Bignosigae 3a
BUPOGHULITBO
roToBoi
niKkapcbKoi
thopmu,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
OHKOTeK
dapma
MpoaaxLuH
m6X,
HimeuunHa;
Bu1po6HMK, Lo
BignoBigae 3a
BTOPVIHHE
nakyBaHHs Ta
HaHeCceHHsA
3ax1CHoT
NNiBKN Ha
onakoH
(Heo60B A3KOB
e):
Meg-IKC-
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Mpecc 'm6X
HimeyynHa
41. | FTEHTACENT NOpPOLLOK ANA My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/1279/01/01
30BHILLHBOTO akuioHepHe akuioHepHe marepianis: 3mMiHu | Tuny - 3miHa peyenma
3aCTOCYBaHHS Mo TOBapUCTBO TOBapUCTBO TOProBesIbHOI Ha3BM JIiKapCbKOro 3acoby
2rabono5ry "HaykoBo- "HaykoBo- (6yno - TEHTAKCAH);
CKNITHOMY BMPOGHNYMI BMPOGHNYNIA 3minu 1l Tuny - A®I abo gjtova pevyoBumHa.
h1aKoHi- LEeHTp LUeHTp Brnpo6HMUTBO. 3MiHa BUPOOHMKA
KpanenobHuui Ne 1; | "Boplariscb "BopLLariBcbku BUXiQHOr0/NPOMIDXKHOTO
no 2 r y cknsiHomy KW XiMiko- 7 ximiko- NPoAyKTy/peareHTy, LWo
hnakoHi Ne 1; no thapmauesTn thapmaueBTny BMKOPUCTOBYETLCA Y BUPOOGHUYOMY
2rabono5ry YHWii 3aBog" HWi1 3aBOg" npoueci A®| abo fitoyoi peyosrHK, abo
nNNacTUKOBOMY 3MiHa BUpOOHMKa (BKNKOYaouun, ge
hnakoHi Ne 1 Heo6XifgHO, MicLie NPOBEAEHHS KOHTPOJIHO
aKocTi) A®l abo fjtoyoi pevoBuHM (3a
BiACYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei y matepianax
peecTpavuiiHoro focke) (BBEAEHHS HOBOIO
BUPO6HUKa APl abo AitoHoT peyoBUHN 3
HagaHHAM MaTepiasniB peecTpauiiHoro
Aocbke (MacTep-paiina) Ha gitouy
peyvoBVHY) (BBEAEHHS AOAATKOBOrO
BMpo6HUKa gitoyoi pevosumHy MAT HBL,
"Bopuariscbknin Xd3", Ykpaina); FoTtosuit
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y
cknagi (4ONOMDKHUX peyoBUHax) roToBoro
nikapcbkoro 3acoby (iHLwi 3miHu) (TepmiH
BBEEHHA 3MiH - NPOTAroM 6-TV MicALiB
nicnsa 3aTBepmkeHHs)
42. FEPLUENTUH® PO34uH AN ®.XothpmaH LLsenuapis BUPOGHULTBO LLsenuapis BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/14303/01/01
iH ekuiin, 600 mr/5 H-N1a Pouu Hepo3sdgacosa MaTepianis: peyenmom
M Mo 5SmMny nTg HOT NpPOAYKLUT, 3MiHU y npoLeci BUpo6HULTBA FOTOBOTO
hnakoHi Ne 1 nakyBaHHs, nikapcbKoro 3acoby; 3MiHa y MeTofax
BMNPOGYBaHHSA BMMPOGYBaHHS AOMNOMIKHOI PEe4YOBUHM
KOHTPO/I0 (4ONOBHEHHS1 260 3aMiHa NoKa3HUKa
AKOCTI: cneumdikayii 3a pesynbtaramu
& . XothdomaHH- [ocnigpkeHb 3 6e3nekn abo AKOCTi
s Pow N1A4, (He3HayHi 3MiHK y 3aTBEPAKEHMX METOoAaX
Lseliapis; BMNpPObyBaHb). BBEAEHHA 3MiH
BMNPOGYBaHHS npoTArom 6-Tn MicsaliB nicna
KOHTPO/10 3aTBepPAKEHHS
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

AKOCTi, BUNYCK
cepii:
®.XohdhmaHH-
Na Pow Nta,
LLsenuapis

43.

FEPLUENTUH® /
HERCEPTIN®

niochinizat ans
KOHLeHTpaTy Ans
po3unHy ans
iHdhysiii no 150 mr
y tpnakoHi Ne 1

®.XohhmaH
H-J15 Poww
nTg

LLseliyapis

BUPOBGHULITBO
Hepo3sdgacosa
HOI NpoayKu,ii:
®.XothdomaHH-
Na Pow Nta,
LBeiuapis;
PoLu
[LiarHocTuke
m6X,
Hime4yunHa,
BTOPUHHE
nakyBaHHs:
®.XohdhmaHH
—Na Pow JitAa,
LBeivuapis;
Pouw
[LiarHocTuke
rm6X,
HimeuunHa;
BUNPOGYBaHHA
KOHTPO/tO
AKOCTI:
®.XohdmaHH-
Na Pow Nta,
LLseliLapis;
Pouw
[LiarHocTukc
m6X,
HimeuyuunHa,
BUNYCK cepil:
®.XohdmaHH-
Na Pow Nta,
LLseliLapis;
Pouw
[LiarHocTukc

m6X,

Lsenuapis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis:

He3HayHa 3MiHa y npoLeci BUpo6HMLTBa
A®I abo fjtoyoi peyoBnHU; 3MiHK
BMNPOGYyBaHb abo JOMYCTUMUX MEX, LLO
BCTaHOB/IEHI Y cneumdikauisx, y npoueci
BUpo6HUUTBa APl abo Ajtoyol pevoBUHY,;
3MiHa y MeTogax BunpobysaHHsA Ad| abo
Aitoyoi pevoBuHn abo
BUXiQHOro/NpoMid>KHOTrO
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETBCA Y NPOLIECI
BUpo6HMUTBa APl 260 AjtoH0T pEHOBUHMN.
BBeAeHHA 3MiH NpoTArom 6-t1 micsuis
nicnsa sarsepgkeHHsA

3a
peuerimom

UA/13007/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
HimeuynHa
44. FEPLUENTUH® | | niocpinizat ana ®.XohhmaH Lsenuapis BMPOGHMLITBO CWA BHECEHHS 3MiH 40 peecTpaLiitHmx 3a UA/13007/01/02
HERCEPTIN® KOHLeHTpaTy 414 H-/1a Pou Hepo3dacosa | /LUBeiiuapis marepianis: peyenmom
po3unHy ana Ntp, HOI NpoayKu,i: He3HayHa 3MiHa y npoLeci BUpobHuLTBa
iHQoy3iii no 440 mr JDKeHeHTeK Adl abo fjtoyoi pevoBMHK; 3MiHN
y chnakoHi Ne 1y IHK., CLUA; BMNPO6YBaHb ab0 AOMYCTUMUX MEX, LLLO
KOMIM/IEKTI 3 BTOPUHHE BCTAHOB/EHI y cneuuqikauisx, y npoueci
PO3YMHHMKOM NO nakyBaHHs: BUpo6HMUTBa APl abo AitoH0T pevoBUHY;
20 mn y donakoHi ®.XothdomaHH- 3MiHa y MeTofax BunpobysaHHA APl abo
Ne 1 Na Pow Nta, Aitoyoi pevoBuHM abo
LBeiuapis; BWXiZHOrO/NPOMIXXHOIO
BMNPOGYBaHHA npoayKTy/peareHTy, Wwo
KOHTPO/O BMKOPUCTOBYETLCH Y NPOLIECI
AKOCTI: BUpo6HUUTBa APl 260 AjtoH0T pevOBUHN.
®.XothdpmaHH- BBefeHHA 3MiH NpOTArom 6-Tn mMicsilis
Na Pow Nta, nicnsa 3aTBepAXeHHA
LLiseliLapis;
BUMYCK cepii:
®.XohdmaHH-
Na Pow Nta,
LLsenuapis;
PO3YNHHUK:
®.XothdpmaHH-
Na Pow Nta,
Lsenuapis
45. FHrIym TabneTkn, BKPUTI CaHpo3 CnogeHist CantoTac HimeuunHa BHECEHHS 3MiH 0 peecTpavliliHnX 6e3 UA/11869/01/01
nNiBKOBOIO dapmacbHoTi dapma Mv6X MaTepianis: peyenma
060/10HKOH0, 1Mo 80 Kans a.a. 3MiHa YNOBHOBaXXeHOT ocobu,
mr Ne 30 (10x3), BiAMNOBiAa/IbHOI 3a 34iCHEHHS
Ne 60 (10x6), Ne hapmakoHarnsgy BKAHaUN KOHTaKTHI
120 (10x12) y OaHi
6nictepax y nayui
46. FHrIYm TabneTkn, BKpUTI CaHpo3s CnoBeHist Canotac HimeuunHa BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/11869/01/02
NNiBKOBOIO dapmacbHoTi dapma Mv6X MaTepianis: peyenma
0060/10HKOHD, MO Kans ga.a. 3MiHa YNOBHOBaXXEHOT 0cobu,
120 mr Ne 30 BiANOBIAANLHOI 3a 3/iiCHEHHS
(10x3), Ne 60 hapMakoHarnsay BKIYa4Yn KOHTaKTHI
(10x6), Ne 120 AaHi
(10x12) y
6nictepax y nayui
47. rNANPI-2 TabneTky no 2 mr Inka IHais Inka IHais BHECEHHS 3MiH 10 peeCTpaLiiHNX 3a UA/10581/01/02
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Ne 30 (15x2) y Na6opaTtopi3 Nab6opartopi3 MaTepianis: peyernmom
6nictepax Nimitep, Nimitepq, BUMPAB/IEHHS TEXHIYHOT NOMWUSIKN B
MeToAax KOHTPOJIK0 AKOCTI
48. rNANPI-3 TabneTky no 3 mr Inka IHais Inka IHaisA BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/10581/01/03
Ne 30 (15x2) y Nlabopatopis Nlaboparopi3 MaTepianis: peyenmom
6nicTtepax NimiTen NimiTeq BUNPaBMEHHSA TEXHIYHOT MOMWU/IKN B
MeTofax KOHTPOJIK0 SKOCTI
49. rNANPI-4 TabneTkn no 4 mr Inka IHAjs Inka IHAis BHECEHHS 3MiH 4O peecTpaliliHnX 3a UA/10581/01/04
Ne 30 (15x2) y Na6opatopi3 Na6opatopi3 marepianis: peyenmom
6nictepax Nimitep, Nimitepn, BUMPAaB/IEHHS TEXHIYHOT NOMWU/IKN B
MEeTOAaxX KOHTPOJIH AKOCTI
50. | FNILEPUH pO34uH MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpaLiitHnx 6e3 UA/7946/01/01
HalKipHuii 85 % "Tanunudpapm "Tanuudapm” marepianis: peuyenma
no2sry " 3MiHa YNOBHOBaXXEHOT 0cobu,
donakoHax y nauui BiAMNOBiAa/IbHOI 3a 3[ilCHEHHS
abo 6e3 nayku dhapmakoHarnagy
51. rMIOKCUN® pOo34uH AN TOB "tOpis- YkpaiHa TOB "Opis- YkpaiHa BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/6724/01/01
iHdpy3ili no 200 Papm” Papm” MaTepianis: peyenmom
mAa, 400 mny 3MiHa po3Mipy cepii roTOBOro /1iKapCbKOro
naswkax, no 250 3acoby
mn, 500 mny
KOHTelHepax
52. | TPUNEKC NMOpPOLLOK AN FOHina6, N CLIA BMPOGHULTBO, Monbwa/ BHECEHHS 3MiH 40 peecTpaLitHmnx 6e3 UA/5737/01/01
XOTAKTUB opaJsibHOoro nepsuHHe Ta Benuka MaTepianis: peyenma
po3ynMHy no 4 ry BTOPVIHHE BpuTaHis BUJTYYEHHS BUPOBHWMKA [it0HOT peHOBUHM
cawe Ne 5, Ne 7, nakyBaHHs, heHinedpuHy rigpoxnopuay - Boehringer
Ne 8, Ne 10 KOHTPO/1b Ta Ingelheim Pharma GmbH & CO KG,
BUMYCK cepii: Germany
TOB "lOC
®apmauin”,
MonbLua;
BUPOGHULTBO,
nepBuHHE Ta
BTOPVIHHE
naxkyBaHHs,
KOHTPO/1b
cepii:
BpadhToH
Nab6opartopi3
Nimitep,
Benuka
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BpuTtaHis
53. FPUMNEKC NopoLLOK A/1A KOHina6, N CLA BMPOBGHMLTBO, MNonba/ BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/5737/01/01
XOTAKTWB opanbLHOro nepBuHHe Ta Benuvka MaTepianis: peyenma
po3ynMHy no 4 ry BTOPVHHE BpuTaHis 3MiHa y MeToax B1MNpobyBaHHSA roTOBOIO
cawe Ne 5, Ne 7, nakyBaHHS1, nikapcbKoro 3acoby; 3amiHa napameTpis
Ne 8, Ne 10 KOHTPO/Ib Ta cneyudikalii Ta/abo JonycTMMUX MeX
BUNYyCK cepii: rOTOBOTO JliKapCbKOro 3aco6. BeeaeHHs
TOB "tOC 3MiH NPOTArom 6-Tu MicsAuUiB nicns
dapmaunin”, 3aTBEpPOKEHHA
MonbLa;
BMPOGHULTBO,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b
cepil:
BpadhToH
Nab6opartopi3
Nimitep,
Benuka
BpuTaHis
54, FPUMNMOCTAL | Kpanni HasasibHi, CTALA HimeuyunHa CTALA HimeuyunHa BHECEHHS 3MiH 0 peecTpavinHnx 6e3 UA/3090/02/02
®PUWHO 0,05%, | po3uuH 0,05 % no | ApuHaimiTTe ApuHaiimitren mMaTepianis: NpuBeAeHHA Y peyenma
HA3A/NbHI 10 mn y donakoHi nb Al b Al BiANOBIAHICTb CTAaTyCy peKknamMmyBaHHA
KPANNI Ne 1 nikapcbkoro 3acoby B npoveci
nepepeectpadyii B Hakasi MO3 YkpaiHu
«[lMpo aepxaBHy peecTpaL,ito
(nepepeecTpalito) nikapcbknx 3acobis
(MeanyHMX iMyHOBI0MOoriYHMX Npenaparis)
Ta BHECEHHS 3MiH A0 peecTpaviiHnX
mMaTepianis» Big 13.01.2016 Ne 14
(3amsepoxeHa pedakyisi — niossieae,
3arpornoHoBaHa — He riossi2ae)
55. rPNeIO Tabnetkn Ne 4, No AHaHTa Benuka dnamiHro IHaifA BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/6965/01/01
200 (4x50) y Mepikeap BpuTaHis PapmacbloTUK marepianis: peyenma —
cTpunax Nra. auc JiTa,. 3MiHW [0 IHCTPYKUIT 4158 MeguyHoro Ne 4; 3a
3aCTOCYBaHHS; 3MiHa TEKCTY MapKyBaHHSA | peyernmom
yNakKoBKM —Ne 200
56. | OENY®EH® cnpeli HazasbHWi Pixapp, ABcTpia Pixapg ABCTpis BHECEHHS 3MiH 0 peecTpavliliHnX 6e3 UA/8539/01/01
no 20 mn, 30 mn y BiTTHep Al BiTTHep Al MaTepianis: peyernma
hnakoHax 3 3MiHa y MeToax BUNpobyBaHHS rOTOBOIO




96

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
po3snuntoayem Ne nikapcbkoro 3acoby; cynyTHs 3MiHa: 3MiHa
1 napameTpiB cneundikauii Ta/abo
[0NyCTUMMX MeX roTOBOro NikapCbKoro
3ac006y (3BY)XEHHA JOMNYCTUMUX MEX).
BBeaeHHA 3MiH npoTArom 1-ro micsusa 3
[AaTu 3aTBEepPKEHHSA
57. | OIAPEMIKC Kancynm Ne 8 Mini Benuka Menpo IHaiA BHECEHHS 3MiH [0 peecTpaliliHNX 6e3 UA/8224/01/01
(8x1), Ne 30 Xenckepe BpuTaHis dapmMacbTHK marepianis: peuyenma
(10x3) y Nimitep, asnc Mpisar 3MiHW [0 IHCTPYKLiT 419 MegnuyHoro
6rictepax NimiTeq, 3aCTOCyBaHHSA
58. AIHOPET TabneTkn, BKpUTI Ekcenric IcnaHis KOHTPO/1b IcnaHis BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/13406/01/01
nNiBKOBOIO Xencke C.J1. AKOCTI, mMatepianis: 3mitu | Tuny - FoToBUiA peyenmom
060/10HKOHD, 2,0 BUPOGHULTBO nikapcbkuii 3aci6. BupobHmuTBO. 3aMiHa
mr/0,03 mr Ne 21 roToBOro ab0 BBeAEHHSA A04ATKOBOI AiTbHULL
(21x1), Ne 63 NPOAYKTY, BMPOGHMLTBA A/15 YacTVHU abo BCbOro
(21x3) y naxkyBaHHs, BMPOGHUYOro NpoLecy roToBoro
6nictepax BUNYCK cepil: nikapcbKoro 3acoby (AinbHUUA ans
Nab6opatopioc BTOPWUHHOrO NakyBaHHs) (BBEAEHHSA
NleoH dapma, [04aTKOBOI AiNIbHUL BTOPUHHOTO
C.A., IcnaHis; nakyBaHHs TOB "MamaHTian IHTerpa”,
MiKpo6ionoriyH IcnaHis); 3miHm | TMNy - FoTOBMWIA
Wi aHanis: nikapcbkuii 3aci6. BUpobHMLTBO. 3MiHW,
Na6opaTtopio LLIO CTOCYIOTbCA BUMNYCKY cepii Ta
e AHanicic KOHTPOJ1t0 SIKOCTi FOTOBOrO J1iKapCbKOro
[p. EvaBapHe, 3acoby (3amiHa abo gofaBaHHA OiNbHULL,
C.A., IcnaHisi; Ha SKili 34iCHI0ETBLCA
a/ibTepHaTVBH KOHTPONb/BUNPOBYBaHHA cepii)
a ainsHka ans (mopaBaHHA AinbHUL Ha SKIRA
BTOPUHHOTO 3[iICHIOETLCS KOHTPO/Tb Cepil
nakyBaHHS: (MiKpOGIONOriYHMIA KOHTPOSb)
TOB NabopaTtopio ge AHanicic [p. EyaBapHe,
"MaHaHTian C.A., IcnaHif)
IHTerpa’,
IcnaHig
59. | AIOCBEH TabneTkn, BKPUTI AnBoreH IMokcembypr Nab6opaTopioc IcnaHis BHECEHHS 3MiH [0 peecTpaLiiHnX 6e3 UA/14071/01/01
nNiBKOBOIO IMKo C.ap.n LUVH®DA, C.A. MaTepianis: peyenma
0060/10HKOHO, MO (noBHWIA LKMKN 3MiHa abo goAaBaHHsI WTamnis,
500 mr Ne 30 BMPOGHNLTBA, NOTOBLLEHb a60 iHLWMX MapKyBaHb,
(10x3), Ne 60 Bignosigae 3a yKoyatoumn 3amiHy abo fgofaBaHHA hapo
(10x6) y BMNYCK Cepiif; ONs MapKyBaHHS fikapcbkoro 3acoby;
6nictepax NOBHUIA LMK 3MiHW B iHCTPYKLUIitO 71 MeMYHOro
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BMPOGHMLITBA, 3acTocyBaHHs. BBefieHHA 3MiH
3a BUHATKOM npoTsarom 3-x MicsLiB nicna
BUMYCKY Cepii) 3aTBepKeHHsA
60. | AOLEETAKCEN- | KoHLUeHTpaT And TeBa I3painb AxTasic ITani ITanisa BHECEHHS 3MiH A0 peecTpaLitHmx 3a UA/13625/01/01
TEBA PO34UNHY AN dapmaueBTi C.n.A MaTepianis: peyenmom
iHdpy3ilA, 20 mr/mn Kan BUNPaBMEHHSA TEXHIYHOT MOMWU/IKN B
nolwmn,4wmn,7 IHoacTpi3 MeToAax KOHTPOJIH0 AKOCTI
M Y donakoHi Ne 1 NiTa.
61. EBKABAN® cupon, 31/15r1 B Ecnapma HimeuunHa dapma HimeyunHa BHECEHHS 3MiH 40 peecTpaLitHmx 6e3 UA/5754/01/01
cupon 100 r no 100 mny rm6X BepHirepopge MaTepianis: peyernma
thnakoHax Ne 1 B v6X BUMNPAaB/IEHHA TEXHIYHUX MOMUIIOK Y
KapPTOHHI KOpoo6Li MeToAax KOHTPO/IK0 AKOCTI
62. | EHS3UCTANN TabneTtkn, BKPUTI ToppeHT IHAisA ToppeHT IHais BHECEHHS 3MiH O peecTpaLiiHnX 6e3 UA/13355/01/01
060/0HKOH0, dapmacbHoTi dapmacbloTika MaTepianis: peyenma
KMLLKOBOPO3YMHHI kanc Nitg nc nig BUMPaB/IEHHSA TEXHIYHUX NOMUIIOK B
Ne 20 (10x2) y MeToAax KOHTPOJIH0 AKOCTI
6nictepax
63. | EHOKCANAPW | po3uuH ans TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/14204/01/01
H-®PAPMEKC iH'ekyii, 10000 "dpapmekc "dpapmekc mMaTepianis: 3miHu Il Tuny - FoToBuiA peyenmom
aHTn-Xa MO/mn Mpyn" Mpyn" nikapcbkuii 3aci6. Cuctema

no 0,2 mn (2000
aHTn-Xa MO ) a6o
no 0,4 mn (4000
aHTK-Xa MO ) abo
no 0,6 mn (6000
aHTn-Xa MO) B
nonepeaHL0
HanoBHEHUX
wnpuuax Ne 1
(1x1), Ne 2 (2x1),
Ne 10 (2x5) y
KOHTYPHUX
YyapyHKOBUX
ynakoskax; no 0,8
mn ( 8000 aHTK-
XaMO) s
nonepeaHs0
HarnoBHEHNX
wnpuuax Ne 1
(1x1), Ne 2 (2x1) y
KOHTYPHUX

ynakoBka/ykyrnopka. 3miHa po3mipy
yNakoBKU rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHK) (BBEOEHHA [,00ATKOBOIO
06’eMy HanOBHEHHS A1 O4HOL030BOr0
BMKOPUCTaHHSA NiKapcbKoro 3acoby) 3
BHECEHHSAM BifMOBIAHWX 3MiH Y p.
«YnakoBka», y Cneyudikauii Ta metogu
KOHTPOJIK0 SIKOCTI M. «/13BNeKkaemblit
06beM» Ta METOAN KOHTPOJIHO AKOCTI M.
«MexaHnyeckne BKIOUYEHNS: HEBUANMbIE
YyacTuubl». MNepBMHHWIA NaKyBasbHWIA
mMaTepiasn He 3MIHUBCS. Y 3B’A3KY 3
BBEJIEHHAM [0aTKOBOro 06'eMy BHECTU
3MiHW [0 IHCTPYKUIi y po3ginu: Cknag,
MpoTunokasaHHs, 3acTocyBaHHA Y nepios
BariTHOCTi abo rogyBaHHs rpyaato, Cnocio
3aCTOCYBaHHSA Ta [03W, YnakoBka
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
4apyHKOBMNX
ynakoBKax
64. | EON PO34MH OpasTbHUIA, CTALA HimeuunHa BUMYCK Cepiii: HimeuunH/ BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/14555/01/01
0,5 mr/mn no 150 ApuHarimitTTe CTALA Mpeuis mMarepianis: peyenma
My donakoHax Ne nb Al ApuHanmitTen 3MiHa rpacpiyHOro 306paXeHHs Ta TEKCT
1 b Al MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
HimeuumnHa,; yMNakoBOK
BMPOBGHULITBO
Ta NakyBaHHs,
KOHTPO/1b
cepii:
Cneuundrap
C.A., peuis
65. ETAM3UNAT- Tabnetkn no 250 MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/7572/01/01
KB mr Ne 50 (10x5) y "KuiBcbkunii "KuiBcbknii MaTepianis: peyenmom
6nictepax BiTaMiHHWI BiTaMiHHWI 3MiHa HalilMeHyBaHHsi BUPOOHWMKa Aitoyoi
3asof” 3asofa” peyoBuHKM, 6e3 3MiHM MicLa BUPOBHMLTBA
66. ETOMIA TabneTku, BKPUTI Makneogc IHAin Makneogc IHais BHECEHHS 3MiH 40 peecTpaLitHmx 3a UA/2425/01/01
060/10HKOI0, NO dapmacbsloT PapmacbloTUK marepianis: peyernmom
250 mr Ne 50 nkasc auc Nimiten, BUNPAaBEHHA TEXHIYHOT MOMWSIKN
(10x5), Ne 100 Nimitep, NoB’A3aHOI 3 NepeHeceHHaM iHchopmadii -
(10x10) y cTpunax HEBIPHO 3a3Ha4YeHO pPO3paxyHKOBY
hopmyny BMICTY aueToHy B MeToAuLi
"3a/MLLIKOBA KiNbKICTb OpraHiyHux
PO3YMHHYKIB" (MOMW/IKOBO 3a3Ha4YeHo
3aliBe po3BeieHHs)
67. E®I30/ TabneTtkn gns BankaHdap Bonrapis BankaHdapma Bonrapis BHECEHHS 3MiH 0 peecTpavinHnx 6e3 UA/4271/01/01
cMoKTaHHA Ne 20 Ma-AynHuua -Pasrpap AT, matepianis: 3miHu | Tuny - FrotoBuii peyenma
(20x1), Ne 40 AT Bonrapis; nikapcbkumii 3aci6. BupobHuuTBO. 3amMiHa
(20x2) y BankaHdapma ab0 BBeAEHHS A04ATKOBOI AiTbHNLL
6nictepax -AynHuusa AT, BUPOBHULTBA A/19 YACTUHM ab0 BCbOro
Bonrapis BMPOGHMYOro NpoLecy rotoBoro

nikapcbKoro 3acoby (AiNbHMLA, Ha Kl
NpoBOAATLCA By Ab-5Ki BUPOOHWYI cTag,i,
3a BMHATKOM BUMYCKY Cepili, KOHTPOHO
AKOCTIi, NEPBMHHOIO Ta BTOPUHHOTO
nakyBaHHS, 41151 HECTEPW/TbHUX JTIKapPCbKNX
3aco6iB) (BBeAEHHS 40AATKOBOIO
BUPOGHUKA, BiANOBIAa/ILHOIO 3a
BMPOGHULITBO HEpPO3(hacoBaHOT NPOAYKLT,
NnepBMHHE Ta BTOPWHHE NakyBaHHA —
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BankaHpapma-Pasrpag AT, Bonrapis);
roTOBWMIA Nikapcbkuii 3aci6. BUpoBbHULITBO.
3amiHa abo BBeLeHHA 404aTKOBOT
OinbHULUI BUPO6HMLTBA 415 YacTuHM abo
BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbkoro 3acoby (finbHULA ans
BTOPVHHOIO NakyBaHHS); [0TOBWIA
nikapcbkuii 3aci6. BupobHmuTBO. 3aMiHa
a60 BBeAEHHA [0AATKOBOI fi/TbHUL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOBGHUYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHULUA ans
NepPBUHHOIO NakyBaHHs); 3MiHu | Tuny -
loToBUIA NikapcbkuiA 3aci6. BUpo6HMLUTBO.
3MiHK, WO CTOCYHTLCSA BUMYCKY cepii Ta
KOHTPOJ110 SIKOCTi FOTOBOrO J1iKapCbKOro
3acoby (3amiHa abo fofaBaHHSA
BMPOOGHMKA, BiAMNOBI4a/ILHOMO 38 BUMYCK
cepii) - BKIOYaun
KOHTPONb/BUNPOGYBaHHA cepii (BBeAeHHSA
[04aTKOBOrO BUpOOHUKA, BiANOBIAAaIbHOrO
3a KOHTPO/1b SAKOCTi Ta BUNYycK cepii /13 -
BankaHndapma-Pasrpag AT, Bonrapis)
(TepmiH BBEAEHHS 3MiH - NPOTArOM 3-X
MicAUIB Nicnsa 3aTBepAXKEHHS)
68. | EBPOPAMINP Tabnetkn no 10 TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/13392/01/02
nn 1o mr Ne 20 (20x1) y Crapt" Crapt", marepianis: peyenmom
6nictepax YkpaiHa 3MiHa y MeToZax BUnpobyBaHHSA rOTOBOro
(chbacyBaHHs nikapcbKoro 3acoby
Ta nakyBaHHS
3 dhopmu in
bulk dipmun-
BUPOGHUKA
Bnydapma
IHoycTpia
dapmacbloTika
, C.A,
MopTyranis)
69. | EBPOPAMINP Tabnetkn no5mr | TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHnX 3a UA/13392/01/01
nns Ne 20 (20x1) y Crapt" Crapt", MaTepianis: peyernmom
6nictepax YkpaiHa 3MiHa y MeToflax BUNPO6YBaHHSA roToBOro




100

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
(chbacyBaHHs nikapcbKoro 3acoby
Ta NakyBaHHsA
3 hopmu in
bulk dipmn-
BMpPOGHMKa
Bnydapma
IHoycTpia
dapmacbloTika
, C.A,
MopTyranis)
70. | SAHIAIN® TabneTkn, BKPUTI Pekoppari Ipnangais Pekoppari ITanis BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/11126/01/02
nNiBKOBOKO Ainenp Ntp, IHpacTpia mMarepianis: peyenmom
060/10HKO10, N0 20 Ximika e 3MiHa KOHTaKTHOI 0cobu 3
mr Ne 14 (14x1), dapmaceBTika hapmakoHarnsgy 3asBHvKa ans
Ne 28 (14x2), Ne C.n.A. 3ilicHeHHS chapMakoHarnsay B YkpaiHi,
56 (14x4), Ne 98 AKLO BOHA BiAMIHHA Bif, yNOBHOBaXEHOT
(14x7)y 0ocobw, BiANoBiAa/IbHOT 3a 34iCHEHHS
6nictepax hapmakoHarnagy (Bknovaroum KOHTaKTHi
[aHi)
71. | SAHIAIN® TabneTkn, BKPUTI Pekoppari Ipnangais Pekoppari ITanis BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/11126/01/01
NNiBKOBOIO Ainenpg Nitg IHgacTpia MaTepianis: peyenmom
060/10HKOI0, N0 10 Ximika e 3MiHa KOHTaKTHOI 0cobu 3
mr Ne 14 (14x1), $apmaceBTika thapmakoHarnsaay 3asaBHuKa ans
Ne 28 (14x2), Ne C.n.A. 3ilicHeHHS chapMakoHarnsay B YkpaiHi,
56 (14x4), Ne 98 AKWO BOHA BiMiHHA Bif, yNOBHOBaXXeHOT
(14x7)y 0ocobw, BiANOBIAa/IbHOT 3a 3[iCHEHHS
6nictepax hapmakoHarnsgy (BKyaum KOHTaKTHI
[aHi)
72. | SENIJOKC® MOPOLLOK Ta Mdpaiizep CLIA nakyBaHHs, ®paHuis/ BHECEHHS 3MiH [0 peecTpaliiHnX 3a UA/2595/02/01
PO3UYUHHMK AN IHK. MapKyBaHHS, CWA MaTepianis: peyenmom
po3uunHy ans BWMNYCK Cepil, BMMPaB/IEHHSA TEXHIYHOT MOMW/IKM B TEKCTI
iH'exUii no 20 Mry KOHTPO/b NMpu MapKyBaHHSA BTOPUHHOT YNaKoBKU
hnakoHax Ne 1y BUMYCKY Ta
KOMMNNEKTi 3 npu
PO34YMHHMKOM cTabinbHOCTI,
(Bopa pns Ta
iH'ekui) no 1,2 mn BMPOBHMLTBO,
B amnynax Ne 1 nakyBaHHS1 i
KOHTPO/1b
AKOCTI

PO34YNHHUKA:
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
dapesa
Ambyas,
®paHLis;
BUPOGHULITBO
npenaparty "in
bulk",
naxkyBaHHs,
MapKyBaHHS,
KOHTPO/1b NpU
BUMYCKY Ta
npu
cTabinbHoCTI:
dapmauis i
ANAXKOH
Komnani, CLUA
73. | SBO/IEAPOHOB | KoHuUeHTpaT Ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peecTpaLiiHnX 3a UA/13545/01/01
A KUC/NOTA- pOo34vHy 414 "OAPMEKC "®APMEKC MaTepianis: peyenmom
DPAPMEKC iHdhysiid, 0,8 mr/mn reyn" reyn" 3MiHW [0 IHCTPYKLUIT 418 MeanyHoro
nosmny 3acTOCyBaHHs. BBeAeHHA 3MiH
hnakoHax Ne 1, npotarom 3-x micsauiB nicnsa
Ne 4, Ne 10 3aTBepPMAKEHHS
74. | 3oyni TabneTKn, BKPUTI WepiHr-Mnay LLisenuapis Bupo6bHnyTBO Ipnanpgis/ BHECEHHS 3MiH 0 peecTpavinHnx 3a UA/14120/01/01
NNiBKOBOIO CeHtpan lct 3a NOBHUM Higepnanan | martepianis: 3MiHu | TMny - 3MiHK 3 AKOCTI. | peuyenmom
060/10HKOI0, Al LUUKIOM: oToBMIA Nikapcbkuii 3aci6. Cuctema
2,5 mr/1,5 mr Ne OpraHoH KOHTelHep/3aKynopoBasIbHWIA 3aci6.
28y 6nictepi (IpnaHpgis) 3MiHa po3Mipy ynakoBKu rOTOBOrO
Ntp, Ipnaxgis; nikapcbKoro 3acoby (iHLi 3MiHW)
(BHeceHHs iHthopmaL,ii LWoao kaneHaaps-
BTopuHHa Haknewikv 3 OHAMU TUXHS, B P.
ynakoBka, «YnakoBKa») Ta, K HacnifoK AOMNOBHEHHSA
[03Bin Ha TEKCTOM MapKyBaHHS KanieHgapsi-
BUMYCK cepii: Haknenkn 3 AHAMN TWXKHS); 3MiHn | Trny -
H.B. OpraHoH, 3MiHK Woao 6e3nekn/edpeKkTUBHOCTI Ta
HigepnaHgu thapmakoHarnagy (iHwi 3miHu) (3MiHK 4,0
IHCTPYKUiT 4159 MEeANYHOIO 3aCTOCYBaHHSA Y
p. «YnakoBka». 3amiHa rpaciyHoro
300paXeHHs ynakoBKW Ha TeKCT
MapKyBaHHA ANA NEPBUHHOT Ta BTOPUHHOT
YMNakoBKM Y 3B’AA3KY 3 NPUBEAEHHAM Y
BigNoBiAHICTb 00 BMMOr Hakasy MO3
Ykpainn Ne426 Big 26.08.2005 (y pegakuii
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Haka3zy MO3 Ykpainu Ne 460 Big
23.07.15p.)
75. IBA/TTIH® TabneTkn, BKpUTI TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/13530/01/01
nNiBKOBOIO "3eHTiBa" Pecnyb6nika Pecnyb6nika MaTepianis: peyenma
0060/10HKOHD, MO 3MiHW 40 iIHCTPYKL,iT AS151 MeAUYHOro
200 mry 3acToCcyBaHHs. BBeAeHHA 3MiH
6nictepax Ne 12, npoTsarom 3-x MicsalLiB nicna
Ne 24 3aTBepPMAKEHHS
76. IBA/TTIH® Tabn1eTkn, BKPUTI TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/13530/01/02
NNiBKOBOIO "3eHTiBa" Pecny6nika Pecny6nika MaTepianis: peyernma
060/10HKOI0, NO 3MiHW [0 IHCTPYKUIT 4158 MeguyHoro
400 mry 3acToCyBaHHs. BBeAeHHA 3MiH
6nictepax Ne 12, npoTsarom 3-x MicauiB nicna
Ne 24 3aTBepPMAKEHHS
77. IBA/TTIH® BEBI | cycneHsis TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/13508/01/01
opanbHa, 100 "3eHTiBa" Pecny6nika Pecny6nika MaTepianis: peyernma
Mmr/5 mn no 100 3MiHW [0 IHCTPYKLiT 4S9 MegnuyHoro
My thnakoHax 3 3acToCyBaHHs. BBeAeHHA 3MiH
003yBa/lbHUM npotarom 3-x micauis nicnsa
npucTpoem Ne 1 3aTBepAKeHHsA
78. IBA/MTIH® TabneTtkn, BKPUTI TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4O peecTpaliliHnX 6e3 UA/13916/01/01
PAMIA nAiBKOBO "3eHTiBa" Pecny6nika Pecnyb6nika marepianis: peuyenma
060/10HKO10, MO 3MiHW [0 IHCTPYKLiT 419 MegnuyHoro
400 mr Ne 6 (6x1), 3acTocyBaHHs. BBegeHHA 3MiH
Ne 12 (6x2) y npotsArom 3-x micauis nicna
6nictepax 3aTBepPKEHHSA
79. IHOAKON cycneHsisi dopect Benuka MypHa Benebris BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/4419/01/01
opasibHa, 40 Nlabopartopi3 BpuTtaHis dapmacbloTika mMaTepiasnie: NPUBeAEHHA Y peyenma
mr/mn no 50 mn, FOK Nimiteq n3 HB BiANOBIAHICTb CTAaTyCy peKknamMmyBaHHA
75 mn, 100 mny nikapcbKoro 3acoby B npoueci
hnakoHax Ne 1 nepepeectpadii B Hakasi MO3 YkpaiHu
«[lMpo aepxaBHy peecTpaL,ito
(nepepeecTpauito) nikapcbknx 3acobis
(MeguuHMX iMyHOB6ioNOrivYHKMX Npenaparis)
Ta BHECEHHS 3MiH A0 peecTpaviiiHnX
martepianis» Big 28.03.2016 Ne 273
(3amsepoxeHa pedakyisi — niosseae,
3arporoHosaHa — He [1id/isi2ac)
80. KABIBEH eMy/bCisa Ana PpeseHiyc HimeuuunHa PpeseHiyc Lseuis BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/9044/01/01
LEHTPANIbHW | iHdysili no 1026 Kabi Kab6i Ab marepianis: peyernmom
n M, abo no 1540 [Joiiunang BWUTYYEHHS BUPOBHNYMX AiNbHUUb ANs
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
M, abo no 2053 6X Lilo4nX peyoBUH; NogaHHA OHOB/IEHOTO
ms1, abo no 2566 cepTudikaTa BignoBigHOCTI EBpoNeNichKii
M1 eMynbCii y thapmakonei ans A®l abo gitoyoi
TprKamepHomy peyoBUHM Bif, Ail04Or0 BUPOOHMKE,;
Nn1acTUKOBOMY noAaHHs HOBOro cepTudiikara
KOHTelHepi BiANOBIAHOCTI €Bponeiickkili hapmakonei
"Biocpin" (1 ansa A®l abo fitoyoi pevoBMHM Bif HOBOTO
Kamepa — 526 mn, BUPOOBHMKA
abo 790 mn, abo
1053 mn, abo
1316 mn 19 %
PO3YMHY T/THOKO3W;
2 kamepa — 300
M1, abo 450 mn,
ab6o 600 M, abo
750 mn Baminy 18
HoBywm; 3 kamepa
— 200 mn, abo 300
M, abo 400 mn,
a60 500 mn
IHTpaninigy 20 %),
AKWIA pa3om 3
AHTUOKNCHVKOM
BMILLtOTb B
30BHILLHIi
NaacTUKOBWIA
MiLLOK;
KOHTeliHepu B
KapTOHHI Kopoo6Li
81. KABIHTOH Tabnetkn no 10 BAT YropwmHa BAT "legeoH YropwuHa BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/4854/01/01
POPTE mr Ne 30 (15x2), "l'epeoH PixTep" MaTepianis: peyernmom
Ne 90 (15x6) y PixTep" 3MiHa napameTpiB cneuudikauin Ta/abo
6nictepax [0NyCTUMUX MeX roTOBOro NiKapCcbKoro
3ac006y (3BY)XEHHS JOMYyCTUMUX MeX);
BBEAEHHS HOBOTO cepTudikaty
BignosigHocTi ADI Bif Aito4Oro BUPOGHMKa
82. KANbLUIA -A3 Tabnetkn Takepga AC Hopseris Takega AC Hopseris BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/12922/01/01
HIKOME], XyBauibHi Ne 30, maTepianis: 3miHu | Tuny - 3miHa peyenma
OCTEO®OPTE | Ne 60, Ne 90 y HaliMeHyBaHHS Ta/abo MicLe3HaxX04KEHHS
donakoHax 3asBHMKa (BNacHVKa peecTpauiinHoro
NoCBiJYEHHS) - 3MiHA HaliMEHYBaHHS Ta
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
MiCLLe3HaxX0KEHHS 3aABHUKa; 3MiHN |
TMny - 3miHa HaliMeHyBaHHS Ta/abo
MicLLe3Haxo4XeHHs1 BAPO6HMKa rOTOBOro
nikapcbKoro 3acoby, BK/IoYaumn micue
NPOBeAEHHSA KOHTPOJIH0 AKOCTI(BUPOGHNYA
JiNbHMLA BUNYCKY cepil) - 3MiHa
HalimeHyBaHHs1 BUpobHuka 13, 6e3 3miHn
Micusl BUpOGHMLTBA. BBEAEHHST 3MiH
NpoTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS.
83. | KAnbLIO poO34uH AN MAT Ykpaina MAT "dapmak" Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/4900/01/01
FMIOKOHAT iH'ekuiin, 100 "papmak” matepianis: 3miHu | Tuny - FoToBMiA peyenmom
CTABITIBOBA | mr/mnno 5 mn

HA

abo no 10 mn B
amnynax Ne 5, Ne
10 y nauui

nikapcbkuii 3aci6. Cuctema
ynakoBka/ykynopka. 3miHa po3mipy
yNakoBKM FOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHK) (BUy4YeHo amnynm 6e3 Kinbud
3/1aMy Ta TOUKO BiZl/IOMY; HOXi aMny/ibHi
KepamiyHi abo oMcku piXxyui kepamiyHi, 3
BIAMNOBIAHUMN 3MiHAMW Y P. «YNaKOBKa»);
3MiHu | TUNY - 3MiHa HaliMeHyBaHHS
Ta/abo MicL,e3HaxX0mKEHHS1 BUPOOHMKA
rOTOBOrO J1iKapCbKOro 3acoby, BK/IKUatun
MicLie NPOBeLEHHSI KOHTPOSO
AKOCTI(BUPOGHMYA AiNMbHULSA BUNYCKY
cepii) (3MiHa topuanyHoi agpecu
BMPOBHMKA Ha MicLe NPOBaKeHHS
[isNbHOCTI BUPO6HMKA) (TepMiH BBELEHHSA
3MiH - NpoTArom 3-x Micauis nicns
3aTBEPOKEHHS)
3MiHu | TUNYy - FoTOBUIA NiKaPCbKWUIA 3aCi6.
KOHTpO/Ib roTOBOro MiKapCbKoro 3acoby.
3miHa napameTpiB cneumdikauin Ta/abo
[ONYCTUMMX MeX rOTOBOr0 NiKapCbKoro
3ac06y (BMlyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag, Buny4YeHHs
3acTapinoro nokasHvka) (BUTyYeHHs
AKICHOT peakLii Ha KanbLii 3 T.
«lpeHTundikavis»); 3miHn | Tuny - FoToBuUin
NikapcbKnii 3aci6. KOHTPONb roTOBOr0
nikapcbKoro 3acoby. 3miHa y metogax
BMNPO6YBaHHA rOTOBOr0 JIIKaPCLKOro
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
3aco6y (He3HayHa 3MiHa y 3aTBepXeHnX
MeToAax BUNpo6yBaHHs) (BHECEHHS
HEe3HaYHMX 3MiH Y N. «CTepUbHICTb»; N.
«lpeHTundikaLis» - po34nH NOPIBHSHHSA
[LONOBHEHO a/lbTepPHATUBHUMMU
CTaHAapTHUMW 3paskamm);
84. KAMETOH aepo3onbno 30T TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHNX 6e3 UA/0939/01/01
y 6anoHax Ne 1 "Mikpochapm "Mikpocpapm" marepianis: peuyenma
" 3MiHM Y NpoLeci BUPOGHULITBA FOTOBOrO
nikapcbkoro 3acoby; cynyTHs 3MiHa: 3MiHa
PO3Mipy cepii roTOBOro /likapCbKoro
3acoby
85. KAPAITAB IC Tabnetkn ToBapucTeo YkpaiHa ToBapucTBo 3 YKpaiHa BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/14659/02/01
cybniHreasibHi Ne 3 [04aTKOBOH mMaTepiasnis: NPUBeAEHHA Y peyenma
6, Ne 10 (10x1) y [04aTKOBOKO BiANOBifa/TbHI BiANOBIAHICTb CTAaTyCy peKknamMmyBaHHA
6nictepi Bignosigasib CTHO nikapcbKoro 3acoby B npoueci peectpau,i
HiCTIO <IHTEPXIM» B Hakasi MO3 YkpaiHu «[1po gepxasHy
«|HTEPXIM>» peecTpadito (nepepeecTpaL,ito) Nikapcbknx
3ac06iB (MeanyYHNX iMyHOBI0NOTIUYHMX
npenaparis) Ta BHECEHHSA 3MiH A0
peecTpauiiiHux maTepianis» Big,
25.09.2015 Ne 626 (3amsepoxxeHa
pedakuyisi — nidssi2ae, 3arnporioHosaHa — He
nidsisi2ae)
86. KAPAITAB IC Tabnetkn Ne 10 ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/14659/01/01
(10x1) y 6nicTepi, 3 [04aTKOBOH marepianis: NpUBeAEHHs Y peyenma
Ne 6 y 6nicTepi [04aTKOBOH BiANOBigaNbHI BiANOBIAHICTb CTAaTyCy peknaMyBaHHSA
BignoBigasib CTHO nikapcbKoro 3acoby B npoLeci peectpauii
HICTIO «IHTEPXIM» B Hakasi MO3 YkpaiHu «I1po gepxasHy
«|HTEPXIM>» peecTpadiitio (nepepeecTpaLito) Nnikapcbknx
3aco6iB (MeANYHNX iIMyHOBIONOrIYHKX
npenaparis) Ta BHECEHHS 3MiH 0
peecTpauiiHux martepianis» Big,
25.09.2015 Ne 626 (3amsepoxeHa
pedakyisi — nidsisizae, 3anporoHosaHa — He
nidsisizae)
87. KETOHAN® Kpem 5% no30r CaHpo3s CnoBeHis Cantorac HimeuunHa BHECEHHS 3MiH 4O peecTpaliliHnX 3a UA/8325/07/01
y Ty6ax Ne 1 dapmacbHoTi dapma M'v6X marepianis: peuenmom
Kan3 a.A4. nofaHHA oHoBneHoro CEP gnsa Adl Big
3aTBEPAXEHOr0 BUPOBHUKA
88. KNCEHb ras y 6anoHax TOB o®ipma YKpaiHa TOB ®ipma YKpaiHa BHECEHHS 3MiH 10 peeECTpaLiliHNX 3a UA/5201/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
MEAVNYHNIA 0N CTUCHYTOrO "KpioreHcep "KpioreHcepsic mMartepianis: 3miHu | Tuny - FroToBui peyernmom
FA30MNOAIBHU | rasy ob'emom 2 1, Bic" " nikapcbkuii 3aci6. Cuctema
n 5n,10n,40n ynakoBka/ykynopka. 3MiHa po3mipy
abo 3 YNakoBKU rOTOBOrO /iKapCbKOro 3acoby
rasucpikaropis (iHwWi 3miHK) (BBEAEHHA A0AATKOBOI
KpioreHHnx ynakoBKu - cTasieBi 6anoHn ans
CTUCHYTOrO rasy 06 emom); 3miHu | Tuny -
[oToBWIA Nnikapcbkuin 3aci6. Cuctema
ynakoBka/ykynopka. 3MiHa y nepBUHHil
yNakoBL{i FOTOBOr0 NikapCbKoro 3acoby
(iHwi 3miHKn) (BBEAEHHA rasudikaTopy
KpioreHHoro)
89. KNCEHb rasy 6anoHax TOB odipma YkpaiHa TOB ®dipma YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/5201/01/01
MEANYHNIA 0N CTUCHYTOTO "KpioreHcep "KpioreHcepsic marepianis: peyernmom
FA30MNOAIBHU | ra3y o6'emom 40 Bic" " BBEJEHHS [0AaTKOBOro BUPOo6HMKa AdI
"n n2n5n,10n
abo 3
rasugikatopis
KpioreHHnx
90. KNCNOTA NMOPOLLOK [JouipHe YkpaiHa Myasin CWA BHECEHHS 3MiH A0 peecTpaLitHnx - UA/2810/01/01
PUBOHYKNEIH | (cy6cTanuis) y NiaNPUEMCTB AcouuieiTic marepianis:
OBA MiLLIKax o "bioCen" IHK. 3MiHa y MeTogax BunpobysaHHsA Ad| abo
nonieTnneHoBmx Kopnopauit BUXiQHOro MaTepiany/npomMiKHOro
ana "Baiecen NpoAyKTy/peareHTy, Lo
hapmauesTuyHor | Jlebopetopis BMKOPUCTOBYETLCA Y NPOLLECI
0 3acToCyBaHHA KopnopeiiwH BUPO6HULTBA ADI
91. KNOTPUMA3O | ma3b 1% no20r OpraHocuH IHais EHK' 106 IHaisA BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/8794/01/01
n y Ty6ax Ne 1 B Naindp ETikans marepianis: peuyenma
nauuj 3 KapToHy CaeHcus Mpansit BUMPAB/IEHHS TEXHIYHOT NOMWU/IKN B
Mnet. ITA4. Nimiteq, IHAjs; MeToAax KOHTPOJIH0 AKOCTI
CiHmeguk
Nab6opartopis,
IHais
92. KOMNOTPO®I KpeMm BariHa/IbHuiA TOB "TeBa YkpaiHa Bupo6bHnyTBO dpaHuis/ BHECEHHS 3MiH 0 peecTpavinHnx 3a UA/3481/02/01
H 1%nol5ry YkpaiHa" Hepo3dhacosa | HigepnaHan matepianis: 3MiHu Il Tuny - 3miHa peyernmom
Tyb6ax Ne 1 HOT NpPOAYKLUT, 3asBHUKa (Nepegava npas iHWOoMY
nepBrHHA Ta 3a5BHVIKY)
BTOPUHHA
ynakoBKa,

KOHTPO/Ib
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
cepii:
JabopaTopis
LWEMIHO,
dpaHLis;
KoHTponb
cepii (Tinbkn
MiKpOGioNoriyH
€ TecTyBaHHS):
KoHthapma
®paHc,
®paHLis;
[o3Bin Ha
BUNYCK cepil:
TeBa
PapmacbloTuK
a3 Koepon
B.B.,
HinepnaHau
93. | KOPBANON® H | kancynu m'aki Ne MAT Ykpaina MAT "dapmak" Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/14667/01/01
10 (10x1), Ne 30 "Papmak” MaTepianis: NpUBeAeHHA Y peyenma
(10x3) y BiANOBIQHICTb CTAaTyCy pekfiamyBaHHA
6nicTtepax nikapcbKoro 3acoby B npoueci peectpau,i
B Haka3i MO3 YkpaiHu «[po aepxaBHy
peecTpaviio (nepepeecTpaL,iio) NikapCbKux
3ac06iB (MeanyYHMX iMyHOBIONOTYHMX
npenaparis) Ta BHECEHHS 3MiH 10
peecTpauiiHux matepianis» Big,
25.09.2015 Ne 626 (3amsepoxeHa
peodakyisi — He nidsisi2ae, 3anpornoHosaHa —
nidsisizae)
94. KCENOAA® TabneTkn, BKPUTI ®.XohdpmaH LLiseliyapis Mpoaykroc Mekcuka/ BHECEHHS 3MiH [0 peecTpaliliHnX 3a UA/5142/01/01
NNiBKOBOIO H-J1a Pouw Pow C.A. ge Lseruapis/ MaTepianis: peyernmom
060/10HKOI0, NO Nrp. C.B., Mekcuka HimeuunHa | 3miHa y napameTpax cneumdikauiin Ta/a6o
150 mr Ne 60 ana [ONYyCTUMNX MEX, BU3HAYEHUX Y
(10x6) y ®.XohdpmaHH- cneuuaikauisax Ha A®l abo gitouy
6nictepax Na Pow N1A4, pPevoBMHY; 3MiHA Yy MeToAax
LLsenuapis; BUNpobyBaHHA APl abo Ajtouoi pevyoBmHY;
nakyBaHHs1, npvBeAeHHs cneymaikauii 418 AOMILLIoK
BMNPOGYBaHHS Al (kaneunTabiHy) /13 3 MeTO
KOHTPO/I0 rapmoHisauii cnevudikauii BignosigHo EP
SAKOCTi, BUNYCK
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

cepii:
®.XothdpmaHH-
Na Pow Nta,
LBseiuapis;
nakyBaHHs,
BUNPOGYBaHHsA
KOHTPO/O
SIKOCTi, BUNYCK
cepii:
MpogykToc
Pow C.A. ge
C.B., Mekcuka,;
BMNPOGYBaHHSA
KOHTPO/I0
AKOCTI: PoLu
dapma Ar,
HimeuynHa

95. KCENOAA® TabneTkn, BKPUTI ®.XothpmaH Lseliyapis Mpoaykroc Mekcuka/ BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/5142/01/02
nNiBKOBOIO H-/1a Pow Pow C.A. pe LBeiiuapis/ MaTepianis: peyenmom
060/10HKOI0, NO Nta. C.B., Mekcuka HimeuunHa | 3miHa y napameTpax cneumdikauiin Ta/a6o
500 mr Ne 120 ans [ONYCTUMNX MEX, BU3HAYEHUX Y
(10x12) y ®.XohpmaHH- cneuuadikauisx Ha A®l abo gitouy
6nictepax Na Pow NTa, peyoBuMHY; 3MiHa Y MeToAax
LLiselinapis; BUNPOo6yBaHHA A®I abo filo4oi peyoBuHY;
nakyBaHHs, npvBeAeHHA cneumaikauii 418 LOMILLOK
BMNPOGYBaHHS Al (kaneunTabiHy) /13 3 MeTO
KOHTPO/I0 rapMoHisau,ii cneuudikauii BignosigHo EP
SAKOCTI, BUNYCK
cepii:
®.XohpmaHH-
Na Pow Nta,
LLiselinapis;
nakyBaHHs,
BMNPOGYBaHHS
KOHTPO/I0
SAKOCTi, BUNYCK
cepii:
MNpoaykToc
Pow C.A. ge
C.B., Mekcuka,
BMNpPobyBaHHsA
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOHTPO/O
AKocTi: Pow
Papma Al',
HimeyunHa
96. KCENOAA® TabneTKn, BKPUTI ®.XothpmaH LLisenuapis MpoaykToc Mekcuka/ BHECEHHS 3MiH 0 peecTpaLinHnX - UA/5143/01/01
nNiBKOBOK H-/1a Pouu Pow C.A. ge LLseliyapis marepianis:
060/10HKOI0, MO nra. C.B., Mekcuka 3MiHa y napameTpax cneuudikauii Ta/abo
150 wmr in bulk Ne ans LONYyCTUMUX MEX, BU3HAYEHUX Y
10 y 6nicTtepax ®.XothdomaHH- crneyudikauisx Ha A®l abo gitouy
Na Pow NTa, peyoBuMHY; 3MiHa Y MeToAax
LBeiuapis; BUNPO6YyBaHHA A®| ab0o fAilo4oi peYOBUHYU;
nakyBaHHs: . npuBefeHHs cneumdikawii 4158 OMILLIOK
XoththmaHH- Al (kaneunTabiHy) /13 3 MeTo
Na Pow 114, rapMoHisau,ii cneuudikauii BignosigHo EP
LLseliyapis;
MpogykToc
Pow C.A. pe
C.B., Mekcuka
97. | KCENOAA® TabneTku, BKPUTI ®.XohchmaH LLseiuapis MpoaykToc Mekcuka/ BHECEHHS 3MiH A0 peecTpaLiitHnx - UA/5143/01/02
nNiBKOBOK H-/1a Pou Pow C.A. ge LBeiiLapis marepianis:
0060/10HKOHD, MO Nra. C.B., Mekcuka 3MiHa y napameTpax cneyudikauii Ta/abo
500 mr in bulk Ne ans OOMYCTUMUX MEX, BUSHAUYEHUX Y
10y 6nictepax ®.XothdpmaHH- cneundikayisax Ha A®l abo gitouy
Na Pow NTa, peyoBuMHY; 3MiHa Y MeToAax
LBseiuapis; BUNPOo6yBaHHA A®I abo Ailo4oi peYOBUHU;
nakyBaHHs: . npvBeAeHHA cneumaikauii 418 LOMILLOK
XoththmaHH- Al (kaneunTabiHy) /13 3 MeTo0
Na Pow 114, rapMoHisau,ii cneuudikauii BignosigHo EP
LLsenuapis;
MNpoaykToc
Pow C.A. ge
C.B., Mekcuka
98. | NEBEN TabneTkn, BKPUTI HOBEN TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH A0 peecTpaLintHnx 3a UA/10958/01/01
060/10HKOI0, N0 ITAY CAHAI CAHAI BE MaTtepiais: peyenmom
500 mr Ne 7 (7x1) BE TIOKAPET 3MiHa napameTpiB cneuudikauin Ta/abo
y 6nictepax TIIHKAPET A.LL. [0NyCTMMX MEX roTOBOro NikapCbKoro
A.LL. 3acoby; CynyTHs 3MiHa: 3MiHa Yy MeTogax
BUMPOBYBaHHS rOTOBOrO NiKapCbKoro
3acoby
99. | NIETPO30I/1 - TabneTkn, BKPUTI MicTtpan Benuka CiHgaH ®apma PymyHis BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/14559/01/01
BICTA nNiBKOBOKO Kenitan BpuTtaHis C.P.. MaTepianis: peyenmom
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
060/10HKOI0, NO MeHempKmeH BMNpPaB/IEHHSA TEXHIYHOT NOMUIIKV B
2,5 mr Ne 30 T 1A, MeToAax KOHTPOJIH0 AKOCTI
(10x3), Ne 100
(10x10) y
6nictepax
100. | NIHEKC® kancynu teeppgi Ne CaHpo3s CnoBeHis BUPOBGHULITBO CnoseHist BHECEHHS 3MiH [0 peecTpaLiiHnX 6e3 UA/14267/01/01
16 (8x2), Ne 32 PapmacbHoTi in bulk, MaTepianis: peyenma
(8x4), Ne 48 (8x6) Kans g.a. nakyBaHHs; nofaHHs OHOB/IEHOTO cepTudikaTa
y 6nictepax, Ne BUMYCK cepii: BigNoBiAHOCTI €E® ANA AONOMIXHOT
32 y pnakoHax ek peyvoBVHM Bif, BXe 3aTBEpAXEHOro
thapmaueBTny BMPOGHMKaA
Ha KoMnaHis
a.n.
101. | IOPUHAEH® C | masbno 151y TOB YkpaiHa dapm3saBop, Monbla BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/1718/01/01
Tyb6ax Ne 1 "BANNEAHT Enbha A.T. MaTepianis: peyenmom
PAPMACDH 3MiHa y MeTofax BUNpo6yBaHHs rOTOBOTO
IOTIKAN3" nikapcbkoro 3acoby; 3amiHa napameTpis
cneundikauiii Ta/abo fonycTUMUX MeX
roTOBOrO JIiKapPCbKOro 3acoby
102. | MEBIKAP IC Tabnetkn no 0,5r | ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/8823/01/
Ne 10 (10x1), Ne 3 [04aTKOBOH mMartepianis: 3MiHX [0 IHCTPYKUiT oNs peuyenma
20 (10x2) y [04aTKOBOH BiANOBiga/TbHI MeAUYHOro 3aCToCyBaHHS. BBegeHHs1 3MiH
6nictepax Bignosiganib CTIO npoTArom 3-x micauis nicns
HiCTIO "IHTEPXIM" 3aTBEePO)KEHHSA.
"IHTEPXIM"
103. | MEHOBA3VH pPO34uH Ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/8824/01/01
30BHILLHBbOIO "y6HUhapm "Ny6Huchapm" MaTepianis: peyenma
3acToCyBaHH4, " 3MiHa B yMOBax 36epiraHHsi roTOBOr0
cnupToBwuiA no 40 nikapcbKoro 3acoby
M Y dolakoHax
104. | METOTPEKCA | po3uuH ans EBEBE ABCTpia NOBHUIA LKA AscTpis/ BHECEHHS 3MiH 40 peecTpaLitHmx 3a UA/0513/02/01
T "EBEBE" iH'exuii, 10 mr/mn dapma BUPOGHULTBA: HimeuunHa mMaTtepianis: 3miHu | Tuny - FoToBui peyenmom
no 1 mn (10 mr) lec.m.6.X. EBEBE nikapcbknii 3aci6. BUpobHULTBO. 3MiHU,
a6o no 5 mn (50 Hdor.KI dapma LLIO CTOCYIOTbCS BMMNYCKY cepii Ta
Mr) y thb/1akoHi lec.m.6.X. KOHTPOJ110 SIKOCTi FOTOBOrO J1iKapCbKOro
Nel, no 1 mn (10 Hdr KT, 3aco0y (3amiHa abo goAaBaHHs AiNbHUL,
Mr) B amnynax ABCTpiIS; Ha fKili 34iMCHIETBLCA
Nel0 a6o no 5 mn TEeCTYBaHHS: KOHTPONb/BUNPOBYBaHHA cepii) (BBEAEHHS
(50 wmr) B amnynax MM a/IbTepHaTUBHUX KOHTPaKTHUX
Ne5; no 0,75 mn Mikpo6ionoriw na6opartopiii 415 NPoBeAEHHS
(7,5wmr), 1 mn (10 ec JOCniMKeHb NEPEBIPKM CTEPUIBHOCTI Ta
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
mr), 1,5 mn (15 Mptochnabop GakTepiasibHUX EHA0TOKCYHIB)
mr), 2 mn (20 mr) y rvb6X,
nonepeaHsL0 ABCTpis;
3arnoBHeHOMY TecTyBaHHSA:
wnpuuax Ne 1, Ne Na6op N+CAT,
5 HimeyunHa
105. | MOBUIMNPEN® NopoLUOK AN HopxuH B.B. Higepnanan HOP>XNH Benuka BHECEHHS 3MiH [0 peecTpaliliHNX 6e3 UA/12987/01/01
OpaJ/IbHOIO Nimiteq BpuTaHis marepianis: peuyenma
po34unHy y calle A 3MiHW B IHCTPYKLUIT AN MeAnyHoro
Ne 1 Ta cawwe B Ne 3acTocyBaHHs. BBeieHHS 3MiH NPOTArom
1y nakeTi; no 2 3-x MicALiB nicns 3aTBEPIKEHHS
naketu B
KapTOHHI KopoobUi
106. | HANNIBY®IHY NOPOLLOK TOB YkpaiHa CaHodoi Ximi dpaHuis BHECEHHS 3MiH 0 peecTpaLinHnX - UA/14464/01/01
FIAPOXNOPUL, | (cy6eTaHuis) y "®APMEKC MaTepianis:
noABINHMX reyn" 3MiHa ymoB 36epiraHHs A®l abo gitoyoi
nonieTuIEHoBUX peyoBUHM
naketax ans
hapmaueBTUYHOT
0 3aCTOCYBaHHS
107. | HEMPOBIOH TabneTtkn, BKPUTI Mepk KlraA HimeuuunHa Mepk KlaA i ABCTpis BHECEHHS 3MiH [0 peecTpaliiHnX 3a UA/5409/01/01
060/10HKO0, Ne 20 Ko. Bepk MaTepianis: peyenmom
(10x2) y Wnittans nofaHHA oHoBnieHoro CEP ana Adl Big
6nictepax 3aTBEPKEHOr0 BUPOOHMKA; NOAAHHS
Hosoro CEP ana A®l Big HOBOro
BMPOOGHUKA [0 BXE 3aTBEPIKEHUX
BMPOOHWUKIB; nogaHHs HoeBoro CEP ans
AdI Bif 3aTBEPKEHOIO BUPOOHMKA; 3MiHA
po3mipy cepii A®I TiamiHy ancynbgigy Big
BNpPo6HUKa Merck Limited, India
108. | HEO-AHIH® nboaAHKN Ne 24 JOunsadapma HimeuunHa Ounsadapma HimeuunHa BHECEHHS 3MiH 0 peecTpavliliHnX 6e3 UA/7674/01/01
(12x2), Ne 48 6X rvbéX, marepianis: peuyenma
(12x4)y HimeuunHa; 3MiHa NnapameTpiB cneyudikauii Ta/abo
6nictepax KnocTtepcpay [0NyCTUMMX MeX roTOBOro NikapCbKoro
BepniH MM6X, 3aco0y; 3MiHa y MeTogax BUnpobyBaHHSA
HimeuyunHa roTOBOrO JIiKApPCbKOro 3acoby
109. | HEO- cynosuTtopii Ekcenric IcnaHis Em6in TypeuyunHa BHECEHHS 3MiH [0 peecTpaliliHnX 3a UA/5477/01/01
NMEHOTPAH® BariHasibHi Ne 7 y Xencke C.J1. PapmaueyTika MaTepianis: peyernmom
POPTE 6nictepi B n Ko. Nlta,. 3MiHW B TEKCTi MapKyBaHHSA NepBUHHOI
KapTOHHIi yMakoBKM

yrnakoBsLi
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Ne
n/n

JliKapcbKo20

Hassa

3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

110.

HIKBITUH 14

Mmr

nnactup
TpaHcAepMasibHU
n, 14 mr/24 rog (3
BMICTOM HiKOTUHY
78 mr/nnactup) B
naketukax Ne 7,
Ne 14

nakcoCmiTK
nawH
KoHcblomep
Xenckep

Benuka
BpuTtaHis

FnakcoCmitKn
aiH
[JaHrapsaH
Nimitepn,
IpnaHgis;
damap A.B.E.
- ABJIOH lMnaHT
48-1 KM
HauioHanbHor
0 woce
AdpiHn-Namis,
Ipeuis

Ipnanpis/
peuin

BHECEHHS 3MiH 40 peecTpavliliHnX
mMartepianis: 3miHu | Tuny - FotoBuii
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
abo goaaBaHHs WTaMNiB, NOTOBLLEHL abo
iHLUIWX MapKyBaHb, YKoyatouy 3amiHy abo
AoaaBaHHA hap6 An1a MapKyBaHHS
nikapcbKoro 3acoby (3miHy LWTamnis,
NOTOBLLEHb ab0 IHLWMX MapKyBaHb)
(3amiHa YopHuna ans mapkysaHHa /13 3
PMS 465 Brown Ink Ha FGN-7214 NT20
Brown 465 (ink). Konip dap6bu
iAEHTVUYHMIA, ane cknag, HopHWN
BiAPI3HAETLCA Bif, 3aTBEPIKEHNX. Y
3B’A3KY 3 LM OHOB/IOKOTLCA BiANOBIHI
po3ainv mogyne 3. BunpasneHHs
TunorpadiiyHoi nomukm B p. 3.2.P.1., ska
Gyna gonyuieHa Npy BHECEHHI 3MiH Y
napameTpax cneuudikauiin (npvBeaeHHS
cneumdikadii, MeToaiB KOHTPOO
BMNPO6GYBaHb Ajto40i pevyoBMHU HiKOTWH
[0 OHOB/IEHOT MOHOrpadii EP) — He 6yB
OHOBNEHWIA p. 3.2.P.1 (Buganut
nocunaHHsa Ha USP Ta house meTop, i3
cneuucpikauii akTMBHOI pevyoBMHM); 3MiHK |
TMNy - 3MiHM 3 KOCTi. [OTOBWIA NikapCbKWit
3aci6. KOHTposib JONOMDKHUX PEYOBUH.
3MiHa napameTpiB cneumdikauin Ta/abo
[ONYyCTUMUX MeX A5 AOMOMIKHOT
peyoBUHM (LONOBHEHHS crieundikaLi
HOBVM NOKA3HUKOM 3 BifnoBigHUM
MEeTOA0M BUNPOOyBaHHSA) (40NOBHEHHS
cneyudikauii 4ONOMIKHOT peyoBUHN
(vopHuno FGN-7214 NT20 Brown 465(ink)
HOBMMW MOKa3HUKaMK «Appearance» Ta
«Specific Gravity» 3 BignoBigHUMN
MeTofamun BUNpPoByBaHHS)

6e3
peyenma

UA/12507/01/01

111.

HIKBITUH 21

Mmr

nnactup

TpaHcaepmasibHu
n, 21 mr/24 ropg, (3
BMICTOM HiKOTUHY
114 mr/nnactup) B

FnakcoCmiTK
naiH
KoHcblomep
Xenckep

Benuka
BpuTaHis

FnakcoCmiTKn
anH
JaHrapsaH
Nimitep,
Ipnanais;

Ipnanpgis/
Mpeuis

BHECEHHS 3MiH 0 peecTpaLinHnX
matepianis: 3miHu | Tuny - FrotoBuii
nikapcbkuii 3aci6. Onuc Ta ckiag,. 3miHa
abo goAaBaHHs WTamniB, MOTOBLLEHb abo
iHLIMX MapKyBaHb, YKNO4Ya4m 3amiHy abo

6e3
peyenma

UA/12507/01/02
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

naketmkax Ne 7,
Ne 14

damap A.B.E.
- AB/IOH lMnaHT
48-1 KM
HaujioHansHor
0 woce
AdpiHn-Namis,
Ipeuis

JopasaHHAa dhapb 4119 MapKyBaHHS
nikapcbKoro 3acoby (3miHy WTammnis,
NOTOBLLEHb a60 iHLWNX MapKyBaHb)
(3amiHa YopHWna ansa mapkysaHHsa /13 3
PMS 465 Brown Ink Ha FGN-7214 NT20
Brown 465 (ink). Konip dhap6bu
IAEHTUYHWIA, ane cknag YopHWU
BiApPI3HSAETLCA Bif 3aTBEPAKEHUX. Y
3B’A3KY 3 LM OHOBIOOTLCA BiAMNOBIAHI
po3ainu moaynb 3. BunpaBneHHs
TunorpadivyHoi nomunkm B p. 3.2.P.1., ska
6yna gonylieHa npu BHECEHHI 3MiH Y
napameTpax cneumdikauiin (npueeaeHHs
cneumdikadii, MeToaiB KOHTPOIO
BMNPOGYBaHb Ait40i pevyoBmHN HiKOTWH
[0 OHOBJIEHOT MOHOrpadii €EP) — He 6yB
OHOBNeHui p. 3.2.P.1 (Buganutu
nocunaHHa Ha USP Ta house meTop, i3
cneumdikaLii akTUBHOT peqyoBUHN); 3MiHN |
TMNYy - 3MiHW 3 AKOCTi. OTOBWIA NiKapCbKuii
3aci6. KOHTpOb JONOMIXHUX PEYOBUH.
3MiHa napameTpiB cneumdikauiin Ta/abo
[0NYyCTUMUX MeX A1 AOMOMIXKXHOT
pPeYoBMHM (AONOBHEHHS cneuudikawii
HOBMM MOKa3HUKOM 3 BifNoBigHUM
MeTOLOM BUNPOBYBaHHA) (LOMNOBHEHHS
cneumdikauii 4ONOMKHOT peyoBUHN
(4yopHuno FGN-7214 NT20 Brown 465(ink)
HOBVMM NOKa3HMKaMn «Appearance» Ta
«Specific Gravity» 3 BignosigH1UMm
MeToAamun BUNpoGyBaHHs)

112,

HIKBITUH 7 MI"

nnactup
TpaHcAepMasibHU
n, 7 mr/24 rog (3
BMICTOM HiKOTUHY
36 mr/nnactup) B
naketukax Ne 7,
Ne 14

nakcoCmiTK
naiH
KoHcblomep
Xenckep

Benuka
BpuTtaHis

FnakcoCwmiTKn
aiH
JaHrapsaH
Nimitep,
IpnaHgis;
damap A.B.E.
- ABJIOH lMNnaHT
48-1 KM
HauioHanbHor
0 woce

Ipnangis/
Ipeuis

BHECEHHS 3MiH 4O peecTpavliiHnX
Matepianis: 3miHu | Tuny - FoToBuii
nikapcbkuii 3acib. Onuc Ta ckiag,. 3miHa
abo fofaBaHHA WTamnis, NOTOBLLEHb abo
HLLIWX MapKyBaHb, YKoyatouy 3amiHy abo
AoAaBaHHsa hap6 A1 MapKyBaHHS
nikapcbKoro 3acoby (3mMiHu LWTamnis,
NOTOBLLEHb ab0 iHLWNX MapKyBaHb)
(3amiHa YopHwia ons mapkyBaHHs /13 3
PMS 465 Brown Ink Ha FGN-7214 NT20

6e3
peyenma

UA/12507/01/03
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

AdpiHn-Namis,
Ipeuis

Brown 465 (ink). Konip dap6bu
iAEHTUYHWIA, ane cKnag, HOpHWN
BiJ|PI3HAETLCA Bif, 3aTBEPIXKEHUX. Y
3B’A3KY 3 LiIM OHOB/IOKOTHLCA BiANOBIAHI
po3ainu moaynb 3. BunpaBneHHs
TunorpadivyHoi nomunkm B p. 3.2.P.1., ska
6yna gonyuieHa npy BHECEHHI 3MiH Y
napameTpax cneumqikadin (npneegeHHs
crneuudikauii, MeToAiB KOHTPOJIO
BMNPOGYBaHb Ait40i pevyoBMHN HiKOTWH
[0 OHOB/IEHOT MOHOrpagii EP) — He 6yB
oHOBNEHWIA p. 3.2.P.1 (Buganum
nocunaHHA Ha USP Ta house meTog i3
cneumdikaLii akTMBHOT peqyoBUHN); 3MiHN |
TMNy - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbKWit
3aci6. KOHTPO/ib 4ONOMIKHUX PEYHOBVH.
3mMiHa napameTpiB cneumdikauin Ta/abo
[OMYCTUMUX MeX A1 AONOMIXHOT
peyoBUHM (LONOBHEHHSA creundikaLi
HOBVM MOKA3HWKOM 3 BifnoBigHUM
MEeTOA0M BUNPOOyBaHHSA) (4,0NOBHEHHSA
cneumdikawii 4ONOMKHOT peyoBUHN
(4opHuno FGN-7214 NT20 Brown 465(ink)
HOBMMW MOKa3HUKaMn «Appearance» Ta
«Specific Gravity» 3 BignosigH1UMM
MeToAamu BUNpobyBaHHs)

113.

HIMECYNI4

MOPOLLIOK
(cybeTaHuis) y
noABiiHNX
nakeTax
nonieTMIeHoBMX
ANns BUpoGHULTBA
HecTepuIbHUX
nikapcbknx hopm

TOB
"KYCYM
PAPM"

YkpaiHa

Baiitn
Xentxkep MB.T.
nrp.

IHaisA

BHECEHHS 3MiH A0 peecTpaLitHnx
marepianis: 3mMiHu | Tuny - 3miHa
HaiMeHyBaHHs1 Ta/abo MiCLe3HaX04KEHHS
3as1BHUKa (B1acHMKa peecTpauiiHoro
noceigyeHHs) ( 3MiHa MicLe3Haxo4kKeHHs
3asBHMKa); 3MiHK | TUNY - 3miHa
HaliMeHyBaHHS Ta/abo MiCLe3HaxX0mKEHHS
BMPOGHUKa (BKKOYAKOUM 3a HEOBXIAHOCTI
MicLie NpOBeAEHHS KOHTPOSIO AKOCTI) abo
nocravasibHuka A®l abo aitoyoi
pPeYoBUHW/BUXIQHOTO
mMaTepiasny/peareHTy/npoMixXHOro
NPOAYKTY, WO 3aCTOCOBYHOTLCSH Y
BMPO6GHULTBI ADI ab0 Aito40T pevyoBrHN
(3a BiACYTHOCTI cepTudikara

UA/12791/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

BiAMOBIAHOCTI €Bponeiickkiin hapmakonei
y 3aTBEPKEHOMY PEECTPALiHOMY [OCLE)
(NpvBEAEHHA MiCLE3HaXOKEHHSA
BMPOGHMKa AP| nimesulide o
OpuriHaNIbHNX JOKYMEHTIB (Aito40oi NnieHsii
Ha BMPOBHMLTBO), 6€3 3MiHM MicLA
BMPO6GHULTBA); 3MiHK | TUNy - CepTudikar
BiANOBIAHOCTI €BpONEiChKii
thapmakonei/CepTtudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei woao ryéuaToi
eHuedanonarTii. 3MiHW, NOB’A3aHi 3
HeOoObXifHICTIO NPYBEAEHHA Y BiANOBIAHICTb
[0 MoHorpadii JepxasHoi dhapmakonel
Ykpainn abo €Bponeiicbkoi thapmakonei
(3miHa y cneundpikaLisx, nos’a3aHa 3i
3MiHamu B [lepaBHii thapmakonei
YkpaiHn abo €Bponelicbkiin hapmakonei)
(npuBefeHHA crneuudikauii gito4vor
peyoBrHM nimesulide 3a NoKazHUKOM
"CynpoBifHi AOMILLKK" Y BigNOBIAHICTb A0
BMMOT MOHorpadii Eur. Ph. (3miHa
KpUTEPIiB NPUAHATHOCTI 471 LOMILLKK 3
Bi4MNOBIAHMMM 3MiHAMK B MeToAax
KOHTPOJ1t0 SIKOCTi NiKapCbKOoro 3acoby)

114.

HITPOI NILEPU

H

Tabnetkn
cy6niHrBasibHi No
0,5 mr Ne 40 B
npooGipui

BAT
"PapmcTaHg
apT-
INekcpencTs
a"

Pocilicbka
Pepepadis

BAT
"®apmMmcTaHga
pT-
Nekcpepctea”

Pocilicbka
depnepadis

BHECEHHS 3MiH 40 peecTpavliliHnX
mMaTepianis: NpuBeAeHHA Y
BiANOBIAHICTb CTATyCy peKknaMyBaHHSsA
nikapcbkoro 3acoby B npoveci
nepepeectpayii B Hakasi MO3 YkpaiHu
«[Mpo gepxaBHy peecTpauito
(nepepeecTpadiito) nikapcbknx 3acobis
(MeguyHNX iIMyHOBGIONOriYHKX Npenaparis)
Ta BHECEHHS 3MiH [0 peecTpauiliHuix
Martepianie» Big 29.12.2015 Ne 915
(3amsepoxxeHa pedakyisi — nidssieae,
3arporoHoBaHa — He riossi2ae)

6e3
peuyenma

UA/10377/01/01

115.

HOBOKAIH

po34YuH Ans
iHdoy3in 0,25% no
200 mn1 abo no
400 mn y naswkax

3akpute
akuioHepHe
TOBapucTBO

"IHdpy3ia”

YkpaiHa

3akpute
akLUioHepHe
TOBapucTBO

"IHdpy3isg”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLitHnX
maTepianis: 3miHu | Tuny: CepTuchikat
BiAMOBIAHOCTI €BPONENCHKIi
thapmakonei/CepTtudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei woao ryéyaroi

3a
peuenmom

UA/4883/01/02
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
eHuedpanonarii. 3miHK, NOB’A3aHi 3
HEeOobXiHICTIO NPUBEAEHHS Y BiANOBIAHICTL

[0 MoHorpadii flepxasHoi dhapmakoner
Ykpainn abo €Bponeiicbkoi chapmakonei
(3miHa y cneundikaLisx, nos’a3aHa 3i
3MmiHamu B [lepxaBHili hapmakonei
Ykpainn abo €Bponelicbkiin hapmakonei)
(npuBeaeHHs cneuudpikauii i metoais
KOHTPOJII0 SIKOCTi Ha Ajilo4y peyoBUHY
«[MpokaiHy rigpoxnopua» (HOBOKAiH) y
BiANOBIAHICTL A0 MoHOrpadii EP i APY,
npusefeHHs p. "MikpobionoriyHa uncrora”
Yy BignoBigHicTe 0o EP i AdY, BBEAEHHS p.
"BakTepiasibHi eHAO0TOKCUHUN" AK
albTEPHATMBHOIO [0 3aTBEPXKEHOr0
po3gainy «[iporeHn»); 3miHn | Tuny:
IoToBwMIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA roTOBOro
nikapcbKoro 3acoby (iHLUi 3MiHWM Yy MeTogax
BUNPOGYBaHb (BK/IOYa0UM 3amiHy abo
[ONOBHEHHS).

BBeneHHs p. "BakTepiasibHuiA
€HAO0TOKCKH" K a/IbTePHATUBHOIO A0
3aTBEPKEHOrO po3giny «IliporeHn;

YTOYHEHHSA Po3fiNniB «MexaHiuHi
BK/IIOYEHHS: BUAUMI YaCTKU» | «MexaHiuHi
BK/IIOYEHHS: HEBMAMMI 4acTKu» BifNOBIAHO

[0 BuMor [dY, He3HauHi pefakuiiiHi
YTOYHEHHSA MeToAMKM 3a p. «KinbkicHe
BM3HAYEHHS», YTOYHEHHS KpUTEPIiB
NPUIAHATHOCTI 3a p. «KinbkicHe
BU3HAYEHHS»;
oToBWMIA Nikapcbkuii 3aci6. KoHTposib
rOTOBOrO NiIKaPCbKOro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0nNyCTMMX MEX roTOBOro NiKapCbKoro
3aco0y (iHWi 3mMiHW); 3MiHK | TUNy:
roTOBWMIA Nikapcbkuii 3aci6. BUpobHULITBO.
3MiHn BMNpobyBaHb abo AOMYCTUMUX

MeX, BCTaHOB/IEHUX Y cneuundikawisx, nig
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
yac BMpPO6GHMLTBA rOTOBOrO MiKapCbKOro

3aco6y (iHWwi 3miHN) (BigoKpemneHHs
KOHTPOSIO Ha Pi3HUX CTagisx
BMPOOHULITBA, 3MiHK 3a p.
«KonbopoBiCTb», BBEAEHHS P.
«epMeTnYHICTb NNAWOoK», «MikpobHe
HaBaHTaXKEHHS», YTOUHEHHS [0 p.
«Onuc», BBEJEHHA BUNPOBYBaHHA Ha
BMICT 6aKTepia/ibHUX EHAOTOKCUHIB 5K
anbTepHaTUBHOTO A0 p. «liporeHn»,
MpuBeaeHHA p. «MexaHiuHi BK/THOUYEHHS:
BUAMMI YacTKM» | «MeXaHiuHi BK/IIOUYEHHS:
HEBMAMMI YaCTKM» Y BiAMNOBIAHICTb A0
BuMor dY, BBefieHHSA p., «MexaHiuHi
BK/THOUEHHS: BUANMI YaCTKu Ta iHLWi BUAN
6paky»); 3MiHu | Tuny: 3miHa
HalilMeHyBaHHs Ta/abo MiCLe3Hax0MKeHHS
BMPOOGHMKA rOTOBOTO NiKapCbKOro 3acoby,
BK/1HOHAI0UM MiCLLe NMPOBEAEHHS KOHTPOSO
AKOCTI(BUPOGHMYA AiTbHULA BUNYCKY
cepii) (3amiHa topnanyHoi agpecu Ha
afpecy Micusa NpoBamXeHHS AiIbHOCTI
(micue BUpOBHMLTBA HE 3MIHWIOCD) 3
BiAMOBIAHMMM 3MiHAMW B MapKyBaHHi
ynakoBku); 3miHu Il Trny: A®l abo girova
peyoBuHa. BupobHuuteo. 3MiHa
BMPOGHUKA BUXiZHOro/MPOMIDKHOIO
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCH Y BUPOOHUYOMY
npoueci A®| abo Aitoyoi peyoBrHK, abo
3MiHa BUPOGHYKa (BKIKOHatoum, ae
HeobxigHo, Micue NpoBeAEHHS KOHTPO/IHO
akocTi) A®l abo fito4oi pevoBuHM (3a
BiCYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponeiickkiin hapmakonei y maTepianax
peecTpaL,iiiHoro fockbe) (BBEAEHHS HOBOIO
BUPOGHUKa APl abo AitoH0oT peHOBUHN 3
HagaHHAM MaTepiasniB peecTpauiiHoro
[ocbe (MacTep-haiina) Ha fitovy
peyoBuHy) (BBegeHHa [o4aTkoBOro

BUPOGHMKA AiK040l Pe4OBUHM MPOoKaiHy
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€Bponeiicbkili hapmakonel woao ryéyaToi
eHuedanonaTii. 3MiHW, NOB'A3aHi 3
HeOoObXigHICTIO NpUBEAEHHS Y BIANOBIAHICTb
[0 MoHorpadii JepxxaBHoT hapmakonet
Ykpainn abo €Bponeiicbkoi thapmakonei
(3miHa y crneundikaLisx, nos’a3aHa 3i
3MiHaMmu B [lepaBHii thapmakonei
Ykpainn abo €sponelicbkiin hapmakoner)
(npuBefeHHA cneumdikauii i meToais
KOHTPOJO SIKOCTi Ha fiilo4y pevyOBUHY
«[pokaiHy rigpoxnopua» (HOBOKaiH) y
Bi4NOBIAHICTb A0 MOHOrpadii EP i AdY,
npuseneHHs p. "MikpobionoriyHa yucrora”
Yy BignosigHicTb fo EP i APY, BBEAEHHS p.
"BakTepianbHi eH4O0TOKCUHN" 5K
aNbTEePHATMBHOTO [0 3aTBEPAXKEHOrO
posgainy «[liporeHn»); 3miHun | Tuny:
roToBMIA NikapCbkuii 3aci6. KoHTposb
roTOBOrO J1iKapCbKOro 3acoby. 3miHa y
mMeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHwWi 3MiHK y MeToaax
BUNPOGYBaHb (BK/IOYa0UM 3amiHy abo
[OMOBHEHHS).

BeeneHHs p. "BakTepianibHuiA
€HA0TOKCUH" K a/IbTEPHATUBHOTO A0
3aTBEPKEHOro po3giny «rliporeHn»;

YTOUYHEHHSA po3fiNniB «MexaHiuHi
BK/THOUYEHHSA: BUANMI YacTKm» i «MexaHiuHi
BK/IIOYEHHSI: HEBMAMMI 4acTKu» BifNOBIAHO

[0 Bumor J®Y, He3HauHi peaakLiiHi
YTOYHEHHSI MeToAMKM 3a p. «KisibkicHe
BM3HAYEHHA», YTOYHEHHS KpUTEPIiB
NPUIHATHOCTI 3a p. «KinbkicHe
BU3HAYEHHS»;

oToBWIA Nikapcbkuin 3aci6. KoHTponb

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
rigpoxsopug (HoBokaiH) “Guangxi
Shengtai Chemical Co., LTD”, Kutait)
116. | HOBOKAIH pO34uH AN 3akpute Ykpaina 3akpute Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/4883/01/01
iHchysii 0,5% no akuioHepHe akuioHepHe marepianis: 3miHu | Tuny: Ceptudikat peyenmom
200 mn a6o no TOBapUCTBO TOBapUCTBO Bif4NOBIAHOCTI €BpONECHKiIi
400 MmN y naswkax "IHcpy3is” "IHcpy3is"” thapmakonei/CepTudikat BignoBigHOCTI
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
rOTOBOTO JiKAPCbKOro 3acoby. 3miHa

napameTpiB cneundikauii Ta/abo
[OMYyCTUMMX MeX rOTOBOr0 NiKapCbKoro
3aco0y (iHLWi 3mMiHW); 3MiHK | TUny:

3MiHM BUNpo6yBaHb abo AoMyCTUMUX

yac BMPO6GHMLTBA rOTOBOrO MiKapCbKoro
3aco06y (iHwWi 3miHW) (BigokpemieHHs
KOHTPOJII0 Ha Pi3HUX cTagisx
BMPOOHULITBA, 3MiHK 3a p.
«KonbopoBiCTb», BBEAEHHS P.
«epMeTnYHICTb NNAWOoK», «MikpobHe
HaBaHTaXKEHHS», YTOYHEHHS [0 p.
«Onuc», BBEiEHHA BUNPODBYBaHHA Ha
BMICT 6aKTepiaslbHUX €HO0TOKCUHIB 5K
anbTepHaTUBHOTO A0 p. «liporeHn»,
MpuBeeHHA p. «MexaHiuHi BK/TIOYEHHS:
BUAMMI HacTKM» | «MeXaHiuHi BKIIOUYEHHS:
HEBUAMMI YaCTKM» Y BIiANOBIAHICTb 40
BuMor dY, BBefeHHSA p., «MexaHiuHi
BK/IIOYEHHS: BUAUMI YACTKU Ta iHLWI BUAK
6paky»); 3miHn | Trny: 3miHa
HaiMeHyBaHHs1 Ta/abo MiCLe3HaX04KEHHS
BMPOBGHMKA rOTOBOTO NiKapCbKOro 3acoby,
BK/IOYAOYM MiCLLe MPOBEAEHHS KOHTPOSO
AKOCTI(BUPOGHMYA AiNbHULA BUNYCKY
cepii) (3amiHa ropnanyHoi agpecu Ha
agpecy Micusa NpoBafXeHHS AiSIbHOCTI
(micue BUpO6HMLTBA HE 3MIHWIOCh) 3
BIANOBIAHUMM 3MiHAMW B MapKyBaHHi
ynakoBkn); 3miHu Il Tuny: A®l a6o girova
peyoBuHa. BnpobHuuTBo. 3MiHa
BMPOGHUKA BMXiZHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y BUPOOGHUYOMY
npoueci A®l abo Aitoyoi peyoBrHU, abo
3MiHa BUpOo6HMKa (BKOYaouun, ae
Heo6XigHO, MicLie NPOBEAEHHS KOHTPOJTHO
sKocTi) Al abo fitoyoi pevoBuHK (3a

roTOBWMIA NiKapcbkuii 3aci6. BUpoBHULITBO.

MeX, BCTaHOBNEHMX Y cneuudikadisax, nig

BifICYTHOCTIi cepTudcpikaTta BiANoBIAHOCTI
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

€Bponeiickkili hapmakonei y matepianax
peecTpavuiiiHoro fockbe) (BBEAEHHS HOBOIO
BUPO6HUKa APl abo AitoHoT peyoBUHN 3
HagaHHAM MaTepiasiB peecTpauiiHoro
Aocbke (MacTep-paiina) Ha gitouy
peyoBuHy) (BBefeHHSA [LOAATKOBOrO
BMPOOGHUKA Ajil040i peYOBUHW NPOKATHY
rigpoxnopug (HoBokaiH) “Guangxi
Shengtai Chemical Co., LTD”, Kutait)

117.

HO/NBbMNA3A®

TabneTtkn
racTpopesnCTeHTH
i no 40 mr Ne 14
(14x1), Ne 28
(14x2), Ne 56
(14x4) y
6nictepax y
Kopoo6uj

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, o.4.,
HoBo mecTo

CnoBeHis

BHECEHHS 3MiH 40 peecTpavliliHnX
marepianis: 3MiHun | Tuny - Jlikapcbki
3acobu. BHeceHHs 3MmiH(1) Ha BUMory
MO3 3rigHo 3 pekomeHaauisiMu
HaLioHa/IbHUX KOMNETEHTHUX OpraHis,
MiXHapOOHWX OpraHisaLiii, perynsatopHmx
areHuil iHWK1X KpaiH Micns ouiHKn
HeramnHoro o6MexeHHs LWoao 6e3neku,
MapKyBaHHs, XapaKkTepHOro A/19 NeBHOI
thapmakonoriyHoi Ta/abo
thapmakoTepaneBTUYHOI rpynu,
perynspHoO OHOB/IIOBAHOIO 3BITY 3
6e3nekun, nnaHy ynpasniHHA pu3nkamu,
KOHTPO/IbHUX 3axofis/crnelia/ibHNX
3060B'A3aHb, 3MiH O/151 BigOOpaXKeHHs
KOPOTKOI XapakTepucTuKM NiKapCbKOro
3aco6y Ta IHCTPYKUiT AN MeanyHoro
3aCTOCYBaHHSA (BNPOBaKEHHSA
Y3rofpKeHNX 3MiH y popmyntoBaHHi, Woao
AKWX 3asABHUK HE HAAAE XOAHNX HOBUX
AofaTkoBux gaHux) (BHectv 3miHn fo
IHCTPYKUiT y po3ainu: "MNoka3aHHA",
"MpoTunokasaHHsA", "B3aemogis 3 iHWNMK
nikapcbkMy 3acobamu Ta iHWi BUAn
B3aemMogii", "Oco6/IMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "3aatHicTb BnavsaTtu
Ha WBWAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCNOPTOM abo iHWMK
mMexaHiamamu”, "Cnocib 3acTocyBaHHs Ta
posn", "Oitn", "MepenosyBaHHA",
"®apmakonorivyHi BnactmsocTi”, "Mo6iYHi

3a
peyenmom

UA/7955/01/02
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

peakuii” 3rigHo 3 iHhopmaLieto Wwoao
MeAMYHOro 3aCTOCYBaHHS peddePEHTHOro
(KOHTPOJIOK) nikapcbkoro 3acoby
(TepMiH BBEAEHHSA 3MiH - MPOTArOM 3-X
MicALiB Nic/a 3aTBEPKEHHS)

118.

HOJMbMA3SA®

Tabnetkn
racTpope3nCTeHTH
i no 20 mr Ne 14
(14x1), Ne 28
(14x2), Ne 56
(14x4) y
6nictepax y
Kopoo6u,i

KPKA, a.4.,
HoBo mecTo

CnoBeHist

KPKA, go.4.,
HoBso mecTo

CnoBeHist

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMaTepianis: 3miHu | Tuny - Jlikapcoki
3acobu. BHeceHHs 3miH(1) Ha BUMOry
MO3 3rigHo 3 pekomeHaauisiMu
HaLioHa/IbHUX KOMNETEHTHUX OpraHis,
MiDKHapOAHMX OpraHi3aliii, perynsaTopHux
areHuiii iHWMX KpaiH Nicns ouiHKKW
HeraiHoro 06MeXeHHs LWoao 6e3neku,
MapKyBaHHs, XxapakTepHoro Ass nesHoi
thapmakonorivyHoi Ta/abo
hapMakoTepaneBTUYHOI rpymnu,
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekun, NnaHy ynpas/iiHHA pu3nkamu,
KOHTPO/IbHMX 3axofis/cneLjiasibHuX
3060B’A3aHb, 3MiH 415 BijoOpaXeHHs
KOPOTKOT XapaKTepUCTUKLN NiKapCbKoro
3aco0by Ta iHCTPYKUiT ANs MeANYHOro
3aCTOCYBaHHS (BNPOBaMKEHHS
Y3roKeHNX 3MiH y hopmy ioBaHHi, Woao
AKX 3a9BHUK HE HAAAE XOAHNX HOBUX
[04AaTKOBUX AaHWX)

BHecTu 3MiHM A0 IHCTPYKLIT Y po3ainu:
"Moka3aHHsa", "B3aemogisa 3 iHWMMK
nNikapcbkMK 3acobamu Ta iHWi BUAN
B3aemogiin", "Oco6/MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog, BaritTHoOCTi abo
rogyBaHHs rpygato”, "Cnocié
3acTocyBaHHA Ta 4osn",
"Mepeno3yBaHHA", "Mo6iYHI peakuii”
3rifHO 3 iHhopMaLi€elo WoA0 MeAMYHOro
3aCTOCYBaHHA pedhepeHTHOro
(KOHTPOJIOK) nikapcbkoro 3acoby
(TepMmiH BBEAEHHSA 3MiH NPOTArOM 3-X
MicALIB NicNsa 3aTBepKeHHs)

3a
peuerimom

UA/7955/01/01

119.

HOPMEI

TabneTkn, BKPUTI
NiBKOBOIO

TOB
"3eHTiBa"

Yecbka
Pecnyb6nika

TOB "3eHTiBa"

Yecbka
Pecnyb6nika

BHECEHHS 3MiH 4O peecTpaliliHnX
mMarepianis:

3a
peyenmom

UA/13230/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
060/10HKOHD, MO BWIYYeHHs cunu gji (3aTBepaxeHo: 250
250 Mr Ne 30 mr, 500 mr, 750 mr, 1000 wmr;
(10x3), Ne 60 3anponoHoBaHo: 250 mMr, 500 Mr); 3MiHK y
(10x6) y p. «Cknag», «®apmaLeBTUYHi
6nictepax B XapakTepuUCTUKN» (OCHOBHI (Pi3NKO-XiMiYHI
KapTOHHIl KopobLi BN1acTnBOCTi). BBeA€HHA 3MiH NPOTAromM
3-X MicsLiB nicns 3aTBePAKEHHA
120. | HOPMEI TabneTtkn, BKPUTI TOB Yecbka TOB "3eHTiBa" Uecbka BHECEHHS 3MiH 4O peecTpavliiHnX 3a UA/13230/01/02
NNiBKOBOIO "3eHTiBa" Pecny6nika Pecnyb6nika MaTepianis: peyenmom
060/10HKOHD, MO BWIYYeHHs cunu gji (3aTBepaxeHo: 250
500 mr Ne 30 mr, 500 mr, 750 mr, 1000 wmr;
(10x3), Ne 60 3anponoHoBaHo: 250 mr, 500 mr); 3MiHK y
(10x6) y p. «Cknag», «dapmaueBTuuHi
6nictepax B XapakTepuUCTUKN» (OCHOBHI (Pi3NKO-XiMiYHI
KapTOHHI kopoobui B/1aCTMBOCTI). BBeA€HHS 3MiH NPOTArom
3-X MicsLiB nicns 3aTBePAKEHHA
121. | OKYNOXEENb Kpanni o4Hi no Bionoriwe HimeuunHa BUPOGHUK, LLIO HimeuunHa BHECEHHS 3MiH 40 peecTpauiliHnX 6e3 UA/8258/01/01
0,45 mny Xanbmitren Bignosigae 3a MaTepianis: peyernma
nonieTnneHoBnx b Xeesb BTOPVHHE BHECEHHS 3MiH Yy TEKCT MapKyBaHHS
kancynax Ne 15 6X nakyBaHHs, 3a BTOPVHHOI yNakoBkn. BBeAeHHA 3MiH
(5x3) y KapTOHHIA BUMYCK cepii: npoTsarom 3-x MicauiB nicna
Kopoou,i Bionoriwe 3aTBepAKEHHA
Xannemitresnb
Xeenb 'M6X,
HimeuunHa;
BUPOBHUK
Hepo3dacoBsa
HOro
npoaykTy,
nepBuHHE
naxkyBaHHs:
Xononak
®epnakyHrcte
KHIK TM6X,
HimeuunHa;
nepBuHHE
naxkyBaHHs:
Xononak
®epnakyHrcte
KHiK TM6X,

HimeuunHa
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
122. | OMENPA30N niodpinizar ana TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/12924/01/01
pOo34nHy a4 "OAPMEKC "®PAPMEKC MaTepianis: peyenmom
iHpy3ii no 40 mry reyn" reyn: BBEJIEHHSA [,0AaTKOBOro BUPo6HMKa AdDI
donakoHax Ne 1
123. | OPTAKBIKC® Kpanni o4uHi, 5 CaHTeH AT diHNAHAIA CaHTteH AT diHNAHAIA BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/3755/01/01
Mr/mMnno 5 mny marepianis: peyernmom
donakoHax 3 3MiHK B npoueci BupobHuytea Adl abo
KpanesnbHuueto Ne Lit040i pevoBUHW; OHOBJ/IEHHS iHG)opMaLLT
1 y MacTtep ®aiini Ha akTUBHY CybCTaHLjto
(ASMF) nesodpnokcauuH, 3miHa
HaliMeHyBaHHs BUpo6HUKa AdI
124. | NAKNIXon KOHLeHTpaT A/1A neHmapk IHAiA "neHmapk ApreHtuHa BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/13970/01/01
PO34UnHYy Aans dapmacbtoT LbxeHepikc maTepianis: 3miHu | Tuny - peyenmom
iHQRY3i No 5 mn nkans /114, C.A. AOMiHICTpaTVBHI 3MiHW. 3MiHa
(30 wmr) a6o no 50 HaliMeHyBaHHSA Ta/abo agpecu micus
M (300 mr) y NPOBaXeHHA AiSANbHOCTI
hnakoHax Ne 1 BMPOGHMKa/imnopTepa rotosBoro
niKkapcbKoro 3acoby, BKIOYaKUM AiNbHALL
BMNYyCKyY cepii abo micLe npoBefeHHs
KOHTPOJO AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BMpo6HMK/imnopTep,
BKJ/THOUAKYUM BUMYCK Cepili) (NpuBeaeHHS
aapecu BMpPO6HUKa Y BigNOBIAHICTb A0
BrCHOBKY W00 NigTBEPAKEHHSA
BiANOBIAHOCTI BUPOGHMLTBA NiKAPCHKNX
3ac06iB BMMOram HasieXHoi BUPOBGHNYOT
npakTukm (GMP), BugaHoro JepxasHot
CNy)X60t0 YKpaiHu 3 nikapcbknx 3aco6is,
6€3 3MiHN MicLa BUPOOHMLTBA, SIK
HaC/iAOK 3MiHWN MiCL,e3HaxX04KEHHS
BMPOOHUKA B TEKCTI MapKyBaHHs Ha
rpadiivHOMY 306paXeHHi ynakosku 'J13)
125. | MAHTOP 20 TabneTkn, BKPUTI ToppeHT IHAin ToppeHT IHais BHECEHHS 3MiH A0 peecTpaLintHnx 3a UA/13540/01/01
060/10HKO10, PapmacbloTi dapmacbloTika marepianis: peyernmom
KMLLKOBOPO34MHHI Kanc Jitg ncTg 3MiHa y napameTpax cneuudikauiii Ta/abo
no 20 mr Ne 10 [ONYyCTUMNX MEX, BU3HAYEeHUX y
(10x1), Ne 30 cneuundikauisx Ha A®l abo gitouy
(10x3) y peYoBMHY, ab0o BUXiAHWIA/NPOMDKHUIA
6nictepax NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTbCS
y npoueci BupobHmuTtea A®I abo gjtouoi
peYoBUHM; 3MiHa Y MeToaax
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

BUNpobyBaHHA ADI| abo Aitoyoi peyoBuHU
ab60 BUXigHOro/npoMiKHOIO
npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLLECI
BUpo6HULUTBa APl 260 AjtoUoi pevoBUHY;
3MiHW B npoueci Bupo6Huutea APl abo
Lit040i pevoBUHM; 3MiHa po3mipy cepii
(BKNtoYyaroum gianasoHun) Ad®l abo gjroyori
peyvyoBMHM abo NPOMIKHOTO MPOAYKTY

126.

MAHTOP 40

TabneTkn, BKPUTI
060/10HKO10,
KMLLIKOBOPO34MHHI
no 40 mr Ne 10
(10x1), Ne 30
(10x3) y
6nictepax

ToppeHT
PapmacbloTi
Kanc Jitg

IHAjs

ToppeHT
dapmacbloTika
nc tg

IHAis

BHECEHHS 3MiH 40 peecTpavliliHnX
marepianis:
3MiHa y napameTpax cneuudikauiii Ta/abo
JONYyCTUMUX MEX, BUSHAUEHUX Y
cneuuadikauisx Ha A®l abo gitouy
peyoBuHy, ab0 BMXiAHWA/MPOMDKHWIA
NPOoAyKT/peareHT, Lo BUKOPUCTOBYOTHCS
y npoueci BupobHuuTBa APl abo airoyor
PeyoBUHW; 3MiHA Y MeTogax
BUNPo6yBaHHA A®| a60 Aito4oi peyoBrHN
a60 BUXigHOro/NPOMiXHOIo
NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCH Y NPOLECI
BMpo6HMUTBa APl 260 AjtoH0l pevoBUHY;
3MiHU B npoueci BupobHuytea Adl abo
Liro4oi pevoBrHU; 3MiHa po3mipy cepil
(BKntoyaroum gianaszoHun) APl a6o gjroyoi
peyoBrHU abo NMPOMIKHOIO NPOAYKTY

3a
peyenmom

UA/13540/01/02

127.

MIMA®YLUNH®

cynosuTopii
BariHasibHi no 100
mr Ne 3 (3x1) Ta
Ne 6 (3x2) y
cTpunax B
KapTOHHI Kopobuj

Actennac
dapma
Opon B.B.

Higepnangu

Temmnep
ITania C.p.n.

ITanis

BHECEHHS 3MiH A0 peecTpaLitHnx
MaTepianis:
3MiHa napameTpiB cneundikauin Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKOoro
3acoby. BBefeHHS 3MiH MpOTAroM 6-Tu
MiCALiB NiCNA 3aTBEPXKEHHSA; 3MiHA Y
MeToAax BMNpPo6yBaHHSA roTOBOro
nikapcbkoro 3acoby; 3miHn BunpobysaHb
a60 [0NyCTUMUX MeX, BCTAHOBNEHUX Y
cneuncpikauisx, nig yac BUpoGHMLTBA
roTOBOrO J1iKApPCbKOro 3acoby

6e3
peuyenma

UA/4370/01/01

128.

MNO3NHEI

NOPOLLOK A/1A
pO34MHy Ans
iH'ekuiin no 1000

Aypo6iHa0
dapwma fitg

IHAjs

Aypob6iHao
®apwma Jitg

IHAis

BHECEHHS 3MiH 40 peecTpavliliHnX
MaTepianis:
3MiHa y MeTofiax BUNPO6YBaHHSA roToBOro

3a
peuerimom

UA/12820/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
MrNely nikapcbkoro 3acoby; 3miHa y napameTpax
donakoHax cneundikauiii Ta/abo 4ONyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha APl abo
Jilody peyoBuHy, abo BUXIAHUIA/MPOMIKHNIA
npoAayKT/peareHT, Lo BUKOPUCTOBYIOTLCS
y npoueci Bupo6Huutea APl abo gjtouoi
PEeYOBUHM
129. | NO3VHEI NMOpPOLLOK ANs Aypo6iHa0 IHAis Aypob6iHa0 IHais BHECEHHS 3MiH 4O peecTpavliiHnX 3a UA/12820/01/02
pOo34nHy a8 dPapwma fitg dPapwma fitg MaTepianis: peyenmom
iH'exuin no 2000 3MiHa y MeTofax BUNpo6yBaHHs rOTOBOTO
MrNe 1y nikapcbKoro 3acoby; 3MiHa y napameTpax
hnakoHax cneuudikauin Ta/abo goNyCTUMMUX MEX,
BMU3HaYeHUX y cneundikauisx Ha Adl abo
Jitouy peyoBrHy, abo BMXigHUA/NPOMIXHWIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYOTHCS
y npoueci BupobHuytea A®I abo gjtouoi
PEeYOBUHM
130. | MPECAPTAH®- | Tabnetku, BKpUTI Inka IHais Inka IHaisA BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/8575/01/01
25 nNiBKOBOIO Nab6opatopis Nabopartopi3 MaTepianis: peyenmom
060/10HKO0, NO 25 NimiTen NimiTeq 3MiHW A0 IHCTPYKUIT AN MegnuyHoro
mr Ne 28 (14x2), 3acToCyBaHHs
Ne 30 (10x3) y
6rictepax
131. | MPECAPTAH®- | Tabnetku, BKpUTI Inka IHAjs Inka IHAis BHECEHHS 3MiH [0 peecTpavliliHnX 3a UA/8575/01/02
50 nNiBKOBOIO Nab6opatopi3 Nab6opartopi3 MaTepianis: peyenmom
060/10HKO0, No 50 NimiTen Nimiteq 3MiHW [0 IHCTPYKUii AN MegnyHoro
mr Ne 28 (14x2), 3acTocyBaHHsA
Ne 30 (10x3) y
6rictepax
132. | MPONECTEPO | po34uH ans TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpavliiHnX 3a UA/3556/01/01
H iH'exUi oniiHnii 1 | "BIO®APMA "BIODAPMA", marepianis: peuenmom
% nolwmns " Ykpaina; TOB 3MiHa y MeTofax BUNpo6yBaHHs rOTOBOTO
amnynax Ne 10, "®3 nikapcbKoro 3acoby
Ne 10 (5x2) y "BIO®APMA",
6nictepax YKpaiHa
133. | MPOrECTEPO PO34uH AN TOB "3 YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH 0 peecTpavinHnx 3a UA/3556/01/02
H iH'EKUIA oNiliHNi "BIO®APMA "BIODAPMA", marepianis: peuenmom
25%nolwmns " Ykpaina; TOB 3MiHa y MeTofax BUNpo6yBaHHs rOTOBOTO
amnynax Ne 10, "®3 nikapcbKoro 3acoby
Ne 10 (5x2) y "BIO®APMA",
6nictepax YkpaiHa
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
134. | MPOCTEKC cynosuTtopii TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/14209/01/01
pektanbHi no 0,03 | "BIO®PAPMA "BIO®PAPMA", MaTepianis: peyernma
r Ne 10 (5x2) y " Ykpaina; TOB 3MiHW | TMNY - 3MiHW 3 AKOCTIi. FOTOBWIA
KOHTYPHIi "®3 nikapcbknii 3aci6. KOHTPOb roToBOro
YapyHKOBIl "BIO®APMA", nikapcbKoro 3acoby. 3miHa napameTpis
ynakoBLi YkpaiHa cneuudikaLin Ta/abo 4onycTUMnUX Mex
rOTOBOTO JIiKAPCbKOTro 3aco0by (BUIy4eHHS
p. " laeHTndikauis.
KapoTtuHoign"(4®Y,2.2.25))
135. | MPOCTEKC cynosuTtopii TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/14209/01/01
pekTasibHi no 0,03 | "BIOPAPMA "BIOPAPMA", marepianis: peyenma
r Ne 10 (5x2) y " Ykpaina; TOB 3MiHW Il TUNY - 3MiHK 3 aKocTi. AdL.
KOHTYpHIl "®3 Bupo6HULTBO. 3MiHa BUPOGHMKA
YyapyHKOBIi "BIO®PAPMA", BWXiZHOr0/NPOMIXXHOIO
ynakoBLi YkpaiHa NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPOGHMKa
(BBEAEHHA HOBOro BUPO6HUKa APl 3
HagaHHAM MacTep-ghaiina Ha API)
136. | PEBI®® poO34uH AN Apec LBeiLapis Mepk CepoHo ITania/ BHECEHHS 3MiH A0 peecTpaLitHnx 3a 755/12-300200000
iH'EKLi NO 22 MKr TpengiHr C.n.A, Itanisi; Lsenuapis MaTepianis: peyenmom
(6 maH MO) / 0,5 C.A. anbTepHaTVBH 3MiHa y MeTogax BunpobysaHHsA Ad| abo
M abo 44 mkr (12 e BUXiQHOro MaTepiany/npomMiKHOro
M/H MO) /0,5 mn BMPOBGHMULTBO: NpoAyKTy/peareHTy, Lo
y nonepesHLo Mepk CepoHo BMKOPUCTOBYETLCA Y NPOLLECI
3anoBHEHUX C.A, BUPOGHULTBA ADI; cynyTHA 3MiHa: 3MiHA Y
wnpuuax Ne 3 Ta BiAAINEHHA Y MeTofax BUNpobyBaHHSA roTOBOro
Ne 12 M. OBOHH, nikapcbkoro 3acoby; 3mMiHM BUNpo6yBaHb
Lsenuapis abo gonycTUMMNX MeX y Npoueci
BUPOGHULTBa ADI, L0 BCTAHOB/IEHI Y
cneuudpikauisx (qogasaHHs HOBOMO
BMNPOOYBaHHA Ta AOMYCTUMUX MEX)
137. | PECMNIBPOH /| TabneTtkn NannemaHp, LBeiuapis BpycyeTTiHi ITanis BHECEHHS 3MiH A0 peecTpaLintHnx 6e3 UA/13025/01/01
RESPIBRON cy6niHreanbHi Ne dapma C.pJL. marepianis: peyenma
10, Ne 30 IHTEepHaL,ioH 3MiHa abo AofaBaHHA WTaMmnis,
an NOTOBLLEHb ab0 IHWNX MapKyBaHb,
yK/Iro4aoum 3amiHy abo gogaBaHHs hap6
AN MapKyBaHHS NiKapCbKOro 3acoby
138. | PUBOMYHIN Tabnetkn Ne 12 M'ep ®abp ®paHLUis M'ep ®abp ®paHUis BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/6246/01/01
(12x1) y MegavkameHT MegavkameHT MaTepianis: 3MiHu | TUNY - 3MiHKX Woa0 peyenmom
6nictepax y MpoaakiuH 6e3nekun/edeKTMBHOCTI Ta
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

KapTOHHIA Kopoobui

thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHVX AaHux npo cuctemy
hapmakoHarnsgy (BefjeHHs y3arasibHeHnX
JaHnx npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeEHOT ocobu,
BiANOBIAANLHOI 3a 3/iiCHEHHS
(hapMakoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asiBHuka fa1s
3[jiCHEHHs1 hapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHO!
oco6w, BiANOBIAa/IbHOT 3a 3[iICHEHHS
thapmakoHarnagy (BKIYaoUn KOHTaKTHi
JaHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy); 3MiHa
3asBHuKa (Mepepaya npas iHWOMY
3a8BHUKY)

139.

PUADABYTUH

Kancynu no 150
mr Ne 30 (10x3) y
6nictepax

JtoniH
NimiTeq,

IHais

NMoniH Nimiteq

IHaisA

BHECEHHS 3MiH 40 peecTpavliliHnX
MaTepianis:
BBEleHHA abo 3MiHM [0 y3arasibHeHNX
JaHuX Npo cuctemy chapmakoHariagy

3a
peuerimom

UA/4867/01/01

140.

POMA3UK

TabeTKn, BKPUTI
nAiBKOBOK
060/10HKOI0, N0 5
mr Ne 30 (10x3) y
6nictepax

PapmareBTn

YHWI1 3aBOA,

"Monbthapm
a" C.A.

Monbwa

dapmauesTny
HWIA 3aBOS,
"Monbapma”
C.A.

Monbwa

BHECEHHS 3MiH 0 peecTpaLitHnX
MaTepianis: 3MiHu | TMNY - 3MiHK WOA0
6e3nekn/edeEKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOPOTKiiA
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUiT Ans
MeJMNYHOr0 3aCTOCYBaHHSA
reHepuyHux/ribpnaHnx/6ionoaibHNX
NiKapCbKMx 3ac06iB MNic/1s1 BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHMIA npenapar
(3MiHa He NOTpebye HaJaHHS XOLHUX
HOBMX 404ATKOBUX AaHuX) (3MiHU A0
IHCTPYKUiT 415 MeQNYHOIo 3aCTOCYBaHHA Y
po3ginu: "MokasaHHA", "MpoTunokasaHHA",
"B3aemMopjis 3 iHLLIMMU NiKapCbKMMM
3aco6amu Ta iHLWi BUAK B3aemogiii",
"Oc06IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaato”, "Cnocié
3acTocyBaHHA Ta gosun”, "Oitn", "Mo6iyHi
peakui” 3rigHo 3 iHhopMauielo LWoao

3a
peuenmom

UA/13299/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

MeLMYHOro 3aCTOCYBaHHA pediepeHTHOro
(KPECTOP) nikapcbkoro 3acoby) (TepmiH
BBEJEHHS 3MiH - MPOTAroM 3-X MicAL,iB
nicns 3aTBepakKeHHs)

141.

POMA3UMK

TabneTKn, BKPUTI
nNiBKOBOIO
o60s10HKoto, no 10
mr Ne 30 (10x3) y
6nictepax

PapmaueBtm

YHWI1 3aBOA,

"Monbthapm
a" C.A.

Monbwa

dPapmaueBTmy
HWIA 3aBOS
"Monbgapma”
C.A.

Monbwa

BHECEHHS 3MiH 0 peecTpaLinHnX
marepianis: 3MiHn | TUNy - 3MiHK WoA0
6e3nekn/edpeKTVBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOPOTKiiA
XapakTepucTuui fikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKLUiT AnA
MeJMNYHOr0 3aCTOCYBaHHSA
reHepuyHux/ribpnaHnx/6ionoaibHNX
NiKapCbKMx 3ac06iB Nic/1s1 BHECEHHS Tiel
camoi 3MiHN Ha pedhepeHTHWIA Npenapar
(3MiHa He NOTpebye HaJaHHS XOLHUX
HOBMX A0AATKOBUX AaHuX) (3MiHK Ao
IHCTPYKLIT 415 MeANYHOro 3aCTOCYBaHHS Yy
po3ginu: "MokasaHHA", "MpoTunokasaHHA",
"B3aemMogjs 3 iHLLIMMW NiKapCbKMMK
3aco6amu Ta iHLWi BUAK B3aemogiii",
"Oc06IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHs rpygato”, "Cnocié
3acTocyBaHHA Ta gosun”, "Oitn", "Mo6iyHi
peakuii" 3rigHo 3 iHhopmaLieto Wwoao
MeLMYHOro 3aCTOCYBaHHA pediepeHTHOro
(KPECTOP) nikapcbkoro 3acoby) (TepMiH
BBEJEHHS 3MiH - MPOTAroM 3-X MiCAL,iB
nicnsa 3aTBepmkeHHs)

3a
peyenmom

UA/13299/01/02

142,

POMA3UMK

TabneTKn, BKPUTI
NMiBKOBOIO
060/10HKO1O, Mo 20
mr Ne 30 (10x3) y
6nictepax

PapmaueBtm

YHWI1 3aBOf,

"Monbthapm
a" C.A.

Monbwa

dPapmaueBTmy
HWUIA 3aBOf,
"Monbgapma”
C.A.

Monbwa

BHECEHHS 3MiH 0 peecTpaLinHnX
MaTepianis: 3MiHu | TUNY - 3MiHKU Woa0
6e3nekn/edpeKTVBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiii
XapakTepucTuui fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeJMNYHOr0 3aCTOCYBaHHA
reHepu4HnX/riopnaHnx/6ionogibHmx
NiKapCbKMx 3ac06iB Nic/1s1 BHECEHHS Tiel
camoi 3MiHN Ha ped)epeHTHUIA Nnpenapar
(3MiHa He NOTpebye HaJaHHs XOLHUX
HOBWX 10A4ATKOBWX AaHuX) (3MiHK A0

3a
peuerimom

UA/13299/01/03
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Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Bionycky

Ymosu

Howmep

peecmpayitiHo2o

Ne
n/n

JliKapcbKo20

Hassa

3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

IHCTPYKUIi 7151 MEIMYHOTO 3aCTOCYBaHHS Yy

nocsio4YeHHs

po3ginu: "MokasaHHA", "MpoTunokasaHHA",
"B3aemMogjsl 3 iHLLIMMW NiKapCbKMMK
3aco6amu Ta iHLWi BUAK B3aemogiii",
"Oc061MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHs rpygato”, "Cnocié
3acTocyBaHHs Ta gosun", "ditn", "Moo6iyHi
peakuii” 3rigHo 3 iHhopmaLieto Wwoao
MeLMYHOro 3aCTOCYBaHHA pediepeHTHOro
(KPECTOP) nikapcbkoro 3acoby) (TepMiH
BBEJEHHSA 3MiH - MPOTAroM 3-X MicAL,iB
nicns 3aTBepkeHHs)
BHECEHHS 3MiH [0 peecTpaLiiHnX

3a

UA/13299/01/04

143.

POMAS3UK

TabneTkn, BKpUTI
NiBKOBOIO
o06010HKOtO, Mo 40
Mr Ne 30 (10x3) y
6nictepax

PapmaueBTn
YHWI1 3aBOA,
"Monbdhapm
a"' C.A.

MonbLia

dPapmaueBTuy
HWUIA 3aBOS,
"Monbthapma”
C.A.

Monbuia

ITania

MaTepianis: 3miHu | TUNy - 3MiHKN WoA0
6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOPOTKiiA
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeJMNYHOr0 3aCTOCYBaHHA
reHepu4HnX/riopngHnx/6ionogibHmx
NiKapcbKMx 3ac06iB Nic/1s1 BHECEHHS Tiel
camoi 3MiHN Ha ped)epeHTHUIA Nnpenapar
(3miHa He NoTpebye HaJaHHS XOLHUX
HOBUX A0AATKOBUX AaHuX) (3MiHU A0
IHCTPYKLIT 415 MeANYHOro 3aCTOCYBaHHSA Yy
po3ginu: "rNokasaHHsA", "MNpoTunokasaHHs",
"B3aemMogjis 3 iHLLIMMW NiKapCbKMMK
3aco6amu Ta iHWi BUAW B3aemogii",
"Oc061MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog, BaritTHoOCTi abo
rogyBaHHs rpygato”, "Cnocié
3acTocyBaHHs Ta gosu", "ditn", "Mo6iyHi
peakuii” 3rigHo 3 iHhopmalLieto Wwoao
MeMYHOro 3aCTOCYBaHHA peddepeHTHOro
(KPECTOP) nikapcbkoro 3acoby) (TepMiH
BBEEHHS 3MiH - MPOTArom 3-x MicsLiB
nicns 3aTBepkeHHs)
BHECEHHS 3MiH [0 peecTpaliliHnX

peuerimom

3a

UA/1567/01/02

144.

CAVN3EH® 8 MI'
KNIK.I13I

MOpPOLLIOK A1s
MPUroTyBaHHS

Apec
TpeigiHr

C.A.

LLiseliyapis

Mepk CepoHo
C.nA

MaTepianis:

peuerimom

3MiHW B iHCTPYKUIT 18 MEANYHOT0o

pO3uuHy Anis
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
iH'eKLin no 8 mMry 3acTocyBaHHs. BBeeHHs 3MiH NPOTArOM
donakoHax Ne 1, 3-X MicauiB nicna 3aTBepAXeHHSA
Ne 5, y koMniekTi
31,37 mn
PO3YMHHMKA Y
KapTpuaxax Ne 1,
Ne 5, ski
nonepeaHs0
3i6paHi B npuctpoi
NS PO3YNHEHHS
(knik.i3i) Ne 1, Ne
5, wo
cknagatotbes 3 1
a6o 5 kopnycis
npuctpoto Ta 1
abo 5 cTepunbHUX
nepexigHunx
KaHHb
145. | CAHIFEPA pO34uH AN TOB "tOpis- Ykpaina TOB "tOpis- Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/14282/01/01
iH ekuiid, 100 Papm” Papm” matepianis: 3MiHu Il Tuny - 3miHK 3 9KOCTI. | peyernmom
Mr/ma no 5 mn [oToBWIA Nnikapcbkuin 3aci6. Cuctema
a6o no 10 mn B KOHTeNHep/3aKynopoBasibHWiA 3aci6.
amnynax Ne 5; no 3MiHa po3Mipy ynakoBK/ rOTOBOIO
10 mn y donakoHi nikapcbkoro 3acoby (3miHa macu/o6'emy
Ne 5; no 10 mny BMICTy KOHTelHepa 6araTo030B0ro
onakoHi Ne 1y CTEPW/ILHOTO JlikapcbKoro 3acoby (abo
KOMNAEKTI 3 0HO,030BOr0, YaCTKOBOrO
PO3UYNHHUKOM BUKOPUCTaHHA) Ta 6arato4030B0Oro
(HaTtpito xnopua- nikapcbKoro 3acoby
ContoBeH, 9 6i0N0rYHOro/iMyHOONYHOr0 NOXOMKEHHS
mr/m) no 100 mn 0N napeHTepasibHOro 3aCToCyBaHHS)
y KoHTeWHepi Ne 1 (BBEAEHHSA 1OAATKOBOrO PO3Mipy
ynakoBku: no 10 mn B amnynax 3
Bi4NOBIAHMMM 3MiHAMU Y P. «YNaKOBKa».
MepBUHHWIA NakyBasIbHUIA MaTepian He
3MiHMBCSA)
146. | CUHIYNAP® rpaHynmno 4 mry | Mepk Wapn i LLseinuapis Bupo6HnyTtBO CcuA/ BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/10208/02/01
cawe Ne 28 Joym lgea Hepo3dacoBa | HigepnaHan | maTepianis: 3MiHW, WO NOTPEOYOTL HOBOI | peyenmom
IHK HOT NpOoAYKLUiT: peecTpauii nikapcbkoro 3acoby (goAaHHs
Mepk Wapn i HOBOT NikapcbKoi hopmu) 3 HOBUMMU
Joym Kopn., BUPOBHNKaMU
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
CLUA;
MepBuHHa
yrnakoBKa:
Mepk LWapn i
Joym Kopn.,
CLUA;
BTopuHHa
yrnakoBka,
[03BiN Ha
BUMYCK cepii:
Mepk LWapn i
Joym B.B.,
HigepnaHgm
147. | CMO®NINIA 20 | emynbcia ans PpeseHiyc HimeuunHa Ppe3seHiyc ABCTpis BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/13846/01/01
% iHdpysiii no 100 Kabi Kabi ABcTpis marepianis: peuenmom
M, 250 mn, 500 Hoiiunang m6X BWTYYEHHS BUPOBGHNYOI AinbHuui Cognis
My donakoHax Ne rm6X Deutschland GmbH & Co KG, HimeyuuHa
1, Ne 10 ansa A®| Tpurnidepnamn cepefHboro
naHuora
148. | CNINPT poO34uH AN ToBapucTBo Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/10987/01/01
ETUNOBUN 30BHILLUHBOIO 3 06MEXEHOH maTepianis: 3miHu | Tuny - peyenmom
70% 3acTocyBaHHs 70 06MEXEHOH BiANOBigaUTbHI AOMiHICTpaTVBHI 3MiHW. 3MiHa
% no 100 mny Bignosigasib CTIO HaliMeHyBaHHS Ta/abo agpecy 3asiBHUKaA
donakoHax, no 5 n, HiCTIO "BupobHuua (BNacHuKa peecTpauiiHOro nocBig4eHHs)
10n,20ny "BrpobHuya thapmauesTny (3miHa agpecu 3aaBHUKa)
KaHicTpax hapmaueBTu Ha KoMnaHis
YyHa "Bio-dapma
KOMNaHis nTa
"Bio-dPapma
natc"
149. | CINPT pO34nH an YkpaiHa an YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX - UA/12491/01/01
ETUNOBUI (cybeTaHuis) y "NagnXnHCb "NagmxnHCbKn mMaTepianis: 3miHu | Tuny -
96% KaHicTpax KWin 3aBOf, 7 3aBOf AZMiHICTpaTMBHI 3MiHKN. 3MiHa
nonieTnIEHoBUX "ExcTpa" "Ekctpa" MNMAT HallMeHyBaHHs Ta/abo agpecy 3asiBHMKA
a6o umcTepHax MAT "Ykpmegnpom” (BNacHuKa peecTpauiinHoro nocBigyeHHs)
MeTaneBux ons "YKkpmeanpo (3MiHa Ha3BW 3aTBEPKEHOrO 3asBHMKa Ta
BMPOGHULTBA Mm" npuBeAeHHs afpecu 3asBHUKa y
HECTEPU/TbHUX Bif4MNOBIAHICTb A0 YMHHUX pPeecTpauiiHnX

nikapcbknx hopm

[OOKYMEHTIB); 3MiHu | Tuny -
AOMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
NPOBaKEHHN AiANbHOCTI BUPOBHMKA
(BkTroyatoun, 3a HEObXIAHOCTI, Micue
NpPoBefEHHA KOHTPOJIHO SAKOCTI), ab0o
B/1acHMKa mMacTep-ghaina Ha A®l, abo
noctavasnbHvka A®l/BuxigHoro
mMaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BUPOGHNLTBI ADI (SKLLLO 3a3HAYEHO Y
[OCbE Ha Nnikapcbkuii 3acib) 3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBpoNeNichKii
(hapmakonei y 3aTBepoKeHOMY [0CLE,
a60 BMPOBHMKa HOBOI JOMOMIXHOI
PEYOBMHU (SKLWO 3a3HAYEHO Y AOCLE)
(3miHa Ha3BM BUpO6HKKa APl Ta
npvBeAeHHs agpecy y BIANOBIAHICTb A0
NiyeHsi’ Ha BUPOGHULTBO, 6€3 3MiHM MicuA
BMPOGHMLITBA)
150. | CTUMYJIOTOH | TabneTku, BKpUTI 3AT YropLuHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/3195/01/02
® 060/10HKOI0, N0 50 | PapmaLeBTn dapmaueBTny mMaTtepianis: NPUBEAEHHN Y BIANOBIAHICTL | peyernmom
mr Ne 30 (10x3) y YHWI1 3aBOS HWi1 3aBOf [0 peecTpauiiHnx matepianis
6nictepax EriC EriC iHchopmauito Woao peectpauiiiHoro
HOMepa B NpoLeci BHECEHHS 3MiH B Hakasi
MO3 Ykpainu Big 16.03.2016 Ne 195
(6yno - UA/3195/01/01)
151. | CTONTYCWH cvpon rno 100 mn TeBa I3painb TeBa Uex Yecbka BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/10779/01/01
y tpnakoHi Ne 1 3 dapmaueBTi IHoacTpi3 Pecnyb6nika MaTepianis: peyernma
MipHOO NiNEeTKO Kan c.p.o. 3MiHa napameTpiB cneyudikauiin Ta/abo
y KOpoo6uj IHpacTpi3 [0NYCTUMUX MEX A5 AOMNOMIKHOT
Nra. PEYOBVHN; OHOBMEHHS cneumdikauii
[0MOMDKHOT pevyoBMHM Nponisranarty y
BiANOBIAHOCTI A0 BUMOr EP
152. | CTPENTOMIUW | nopowwok ana MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliliHnX 3a UA/3790/01/01
H po3unHy ana "Knismeanpe "Knismegnpen mMarepianis: peuenmom
iH'ekyinno 0,5ry napar" apart” 3MiHa y MeTofax BUNpo6yBaHHA roToBoro
donakoHax; y niKkapcbKoro 3acoby; CynyTHs 3MiHa: 3MiHa
thnakoHax Ne 10 y napameTpiB cneuudikauii Ta/abo
nauui [0NyCTYMMX MEX rOTOBOrO NiKapCbKoro
3acoby
153. | CTPENTOMIUW | nopowwok ansa MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/3790/01/02
H pO34vHy A4 "Kvismegnpe "KviBmegnpen MaTepianis: peyenmom
iH'ekyinno 1,0ry napar” apar” 3MiHa y MeToax BUNpobyBaHHS rOTOBOIO
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
donakoHax; y nikapcbkoro 3acoby; cynyTHs 3MiHa: 3MiHa
donakoHax Ne 10 y napameTpiB cneundikauii Ta/abo
nauuj [0NyCTUMMX MeX roTOBOro NikapCbKoro
3acoby
154. | CTPO®PAHTUH | po3uvH ans MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/5059/01/01
K iH'exuin, 0,25 "rannudapm "ranuudapm" marepianis: peyernmom
Mmr/mano1mns " 3MiHa yNOBHOBaXEHOT 0co6bu,
amnynax Ne 10y BiAMNOBiAa/IbHOI 3a 3[iCHEHHS
KOHTYPHUX hapmakoHarnsgy
YapyHKOBUX
yrnakoBkax y
naykax, no 1 mn
Ne 10 y kopobkax
155. | TAKCABAN KOHLeHTpaT 415 AnBoreH Jiokcembypr BUPOGHUK, Benuka BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/5812/01/01
pO34unHy onA INKO BifnoBiganbHN BputaHisa/ MaTepianis: peyenmom
iHdpy3ili, 6 mr/mn C.AP.J. 1 3a BMNyCK AscTtpanis/ nojaHHA HOBOro cepTudpikara
no 5 mn, 16,7 mn, cepiii: Xocnipa | Higepnangu/ | BignosigHocTi E® Big HOBOrO BUPOGHMKA
25 mn, 50 mny FOK NimiTen, Yecbka
thnakoHax Ne 1 Benvka Pecny6nika/
BpuTaHis; Benebris
BUPOGHULITBO
"in bulk",
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b
SAKOCTi
BUMYLLLEHNX
cepiii: Xocnipa
AscTpanisa MTI
nTa,
ABcTpanis;
BUPOGHUK,
BifnoBiganbHN
1 32 BTOPUHHE
nakyBaHHs:
HOrMNC CKC
(Higepnangn)
B.B.,
HipepnaHnaw;

BUPOGHUK,
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KopnopeiH,

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BiANOBiAaIbHN
1 3a BTOpUHHE
nakyBaHHs:
CBYC dapwma,
a.c., Yecbka
Pecnyb6nika;
BMPOGHUK,
Bi4NOBIANbHNIA
3a BTOPVHHE
naxkyBaHHs:
EHecrif
Benbria HB,
Benebris
156. | TAPAU®EPOH | Tabnetku, BKpUTI Mep ®abp ®paHuis Mep ®abp ®paHLis BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/2978/01/01
060/OHKOH0, MeavkameHT MegnkameHT MaTepianis: 3miHu | TUNy - 3MiHKN WoA0 peyenmom
NPOIOHTOBaHOI Aji MpoaakwH 6e3nekn/eddeKTUBHOCTI Ta
no 80 mr Ne 30 thapmakoHarnsagy. BeegeHHs abo 3MiHu
(10x3) y [0 y3arasibHeHUX faHUX Npo CUCTEMY
6nictepax thapmakoHarnsgy (BefeHHs y3arasibHeHnX
AaHux npo cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/ILHOT 3a 34iCHEHHSA
hapmakoHarnsgy; KOHTakTHOT ocobm 3
thapmakoHarnsgy sasiBHuka an1s
3[ilicHEHHS hapMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, YNOBHOBaXKEHOI
oco6w, BiANOBiAa/IbHOT 3a 3[iICHEHHS
hapmakoHarnsagy (BKoYaum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI MacTep-
thalina cuctemn dhapmakoHarnsgy); 3miHun
I Ta Il TMny,3miHa 3anBHuKa (Mepepava
npas iHWOMY 3as1BHUKY)
157. | TEPA®JIEKC kancynu Ne 60, Ne Baiiep Lseinuapis BUPOGHUK, CWA BHECEHHS 3MiH 40 peecTpaLiitHmx 6e3 UA/4142/01/01
AOBAHC® 120 y chnakoHi KoHcblomep BifnoBiganbHN MaTepianis: peyernma
Kep Al 3a BUMNPAaB/IEHHA TEXHIYHOT NOMW/IKN B TEKCTI
nakyBaHHs, MapKyBaHHS
KOHTPO/b Ta
BUMYCK cepii:
KoHTpakT
dPapmakan
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
CLUA;
BMPOGHUK,
BiANOBiAa/TbHM
3a
BUPOBGHULITBO
in bulk:
KoHTpakT
dapmakan
KopnopeiiLuH,
CLIA
158. | TEPA®/IO cnpei gns HosapTtic Lseiuapis HosapTic LBeiiLapis BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/7506/01/01
NnAP poToBoOil KoHcblomep KoHcblomep MaTepianis: peyenma
NOPOXHUHK no 30 Xenc CA Xenc CA 3MiHa po3Mipy cepii roTOBOro /1iKapCbKOro
MA Y dhf1akoHi i3 3aco0y; 3MiHM BUNpobyBaHb abo
3aXNCHUM [ONyCTMMX MEX, BCTAHOBIEHUX Y
KOBMA4ykoMm Ta cneumdikauisx, nig yac BUPoGHMLTBA
HacazKoto- roTOBOrO JIiKapCbKOro 3acoby
po3nuatoBademM Ne
1
159. | TUrAUMN NMOpPOLLOK A/1A Mdbainzep CWA BUPOGHULITBO ITania/ BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/12347/01/01
PO34UNHYy ans Eny.Ci.Mi. npoaykuii in Benuka MaTepianis: 3miHu Il Tuny - Jlikapcbki peyenmom
iHoy3iii no 50 mry | KopnopeiiwH bulk, BpuTaHis/ 3aco6u. 3miHa(n) Ao TepaneBTUYHUX
donakoHax Ne 10 nepsuHHe IpnaHpis nokasaHb (4ofaBaHHA HOBOro
nakyBaHHs, TepaneBTUYHOIO NokasaHHs abo 3MiHK
KOHTPOS1b 3aTBEPPKEHOrO NokasaHHA) (3MiHn [0
AKOCTI: IHCTPYKUiT y po3ainu: MNoka3aHHs,
MaTeoH Itanis Ocob6nmBocCTi 3acTocyBaHHs, Crnocio
C.n.A., Itanisi; 3acTocyBaHHA Ta fo3u, 4itn. MNobiyHi
BTOPUHHE peaku,ii, PapmakosioriuHi B1acTMBOCTI)
nakyBaHHs Ta
BUMYCK cepii:
Baet
dapmaceyTuk
auic, Benuka
BpuTaHis;
BUPOGHULITBO
npoaykuii in
bulk,
nepBrHHE Ta
BTOPVIHHE

NnakyBaHHA,
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOHTPO/b
AKOCTI Ta
BUNYCK cepil:
Baer Jlenepne
C.p.N., ITanis;
KOHTPO/b
AKOCTI:
Mdpaiizep
Ipneng
dPapmaceyTnk
auc, lpnaHgis
160. | TOPACEMIA, NMOPOLLIOK MAT Ykpaina Xy6eii biokos KuTaii BHECEHHS 3MiH A0 peecTpaLintHnx - UA/8657/01/01
BE3BOAHUI (cyb6eTaHuin) y "dbapmak” XeineH MaTepianis:
nakertax dapmacbloTika noAaHHsA OHOBJMIEHOrO cepTudiikata
noaBiiHMX n Ko., Nrg Bi4noBiAHOCTI € Bif 3aTBEPAXEHOIO
nosieTuIeHoBUxX BMPOGHMKa
ANnst BUpo6HuULTBA
HEeCTepPU/IbHUX
nikapcbkux hopm
161. | TOPACEMIA, NMOPOLLIOK MAT Ykpaina Xy6eii biokos KnTaii BHECEHHS 3MiH A0 peecTpaLitHnx - UA/10597/01/01
MIKPOHI3OBA | (cybcTaHuis) y "dbapmak” XeineH MaTepianis:
HWUA nakeTax dapmacbloTika noAaHHs OHOBJIEHOrO cepTudlikaTa
nonieTuIeHoBUX n Ko., nra. Bi4noBigHOCTI € Bif 3aTBEPAXEHOIO
noAiiHMX ans BMpPOGHMKa
BMPOGHULTBA
CTEPW/IbHMX
nikapcbkux hopm
162. | TPABATAH® Kpanni ouHi, 40 ANKOH Benuvka ANKOH- Benebris BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/12422/01/01
MKr/M no 2,5 mn Na6opaTtopi3 BpuTaHis KyBpbop marepianis: peuenmom
y thnakoHax- (OK) NTa. 3MiHu Il TMny - 3MiHK 3 AKocTi. FoTOBMWIA

KpanenbHuLsAx Ne
1, Ne 3 y kopobuj

nikapcbkuii 3aci6. Cuctema
KOHTenHep/3aKynopoBasIbHWIA 3aci6.
3MiHa Yy NepBUHHI ynakoBL,i roTOBOro
NiKapcbKoro 3acoby (SKICHWIA Ta KiflbKicHUIA
cknag) - CTepunbHi nikapcbki 3acobu Ta
nikapcbki 3aco6m
6i0N10rYHOro/iMyHOIONYHOrO MOXOMKEHHS
- BBE[IeHHA a/lbTepHaTMBHOIO Martepiasny
(h1akoHy Ta HakoHeuHuKa gofiakoHy —
nonieTuneHy HM3bKoi WinbHocTi (LDPE),
AK HacNifgoK 3miHW B p. "Ynakoska" B MKA
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

Ta IHCTPYKUIT 418 MegnyHoro
3acTocyBaHHs. BBeieHHs 3MiH NPOTAroM
6-Tn MicALiB NicNa 3aTBePXKEHHSA. 3MiHU |
TMNYy - 3MiHW 3 AKOCTi. OTOBWIA NiKapCbKuii

3aci6. Cucrtema
KOHTeliHep/3akynopoBasibHWiA 3aci6.
3miHa napameTpiB cneumdikauin Ta/abo
[0NYCTUMNX MeX NePBUHHOT YNaKoBKU
rOTOBOTO JIiKaPCbKOro 3aco6y (iHLi 3MiHW)
— 3MiHa pO3MipiB 3aTBEPAKEHOIO
noninponisieHoro HakoHeYHMKa iakoHy
(BMnNpaBneHHsA NOMUMKK, Lo 6yna
JonylieHa npv nepesefeHi oanH1Lb
BMMIpIOBaHHS 3 AIOAMIB B MifliMeTPU, HE €
3MiHOK (PaKTUYHOTO PO3Mipy
HaKOHEYHUKa)

163.

TPAHKBITAP®
IC

Tabnetkmno 0,3 r
Ne 20 (10x2) y
6nictepax

TosapucTso
3
[0[aTKOBOIO
Bignosigab
HiCTIO
"IHTEPXIM"

YkpaiHa

TosapucTso 3
[04aTKOBOIO
BiANOBifaNbHI
CTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavliliHnX
mMaTepianis: 3miHu | Tuny - Jlikapcbki
3aco6u. 3MiHa Y KOPOTKIll XxapakTepucTuLi
nikapcbKoro 3acoby, IHCTPYKLi Ans
MeAUYHOro 3aCTocyBaHHsS abo MapKyBaHHi
ynakoBOK (NOTpebye BHECEHHSA BiANOBIAHO
[0 iHhopmauii
pedyepeHTHOro/opuriHa/IbHOro
nikapcbKoro 3acoby 6e3 HafaHHs XOAHUX
HOBMWX A0AATKOBUX AaHVX 3asBHUKOM)
(3MiHM [0 IHCTPYKUIT ANS MEANYHOTOo
3acTocyBaHHA y po3ainu: "INokasaHHA",
"dhapmakoTepaneBTuyHa rpyna” (Loa0
chapmakonoriyHux BnactusocTteit), "Aitn",
"Mepepo3yBaHHs", "MobivHi echekTn”
3rigHO 3 iHhopMaLi€elo WoA0 MeaNYHOro
3acTocyBaHHs pedepeHTHoro (AJAMTONM)
nikapcbkoro 3aco6 (TepMiH BBEAEHHS 3MiH
- NpoTArom 3-X micsAuiB nicns
3aTBEPKEHHSA)

6e3
peuyenma

UA/8851/01/01

164.

YKPNIB®

Tabnetkn no 250
mr Ne 30 (10x3),
Ne 100 (10x10) y
6nictepax

TOB
"KYCYM
PAPM"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLitHnX
MaTepianis: 3MiHu | TMNYy - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpOoTKiii
XapakTepucTuLi flikapcbKkoro 3acoby,

3a
peuenmom

UA/11750/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

TEeKCTi MapKyBaHHS Ta iHCTPYKLUiT AnA
MeJMNYHOro 3aCTOCyBaHHA Ha nigcTasi
perynspHo OHOB/IIOBAHOrO 3BiTY 3 6e3neKkn
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiitnii nepioa, abo
K pe3ynbTaT OLiHKM 3BIiTY 3 AOCNIAKEHD,
npoBeAeHNX BigNOBIAHO A0 NaaHy
negiatpuyHux gocnigpxkeHs (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoMm) (BHECTU 3MiHK
[0 IHCTPYKUiT y po3ainu: MNokasaHHs,
MpoTunokasaHHs, Oco6NBOCTI
3acTocyBaHHsA. Cnoci6 3acTocyBaHHSA Ta
£o3n, NMepenosysBaHHs, MobivHi peakwi,
dapmakoTepaneBTUYHa rpyna,
dapmakonoriyHi BNacTUBOCTI, 3riHO 3
iHpopMaLieto LWoa0 MeguyHOoro
3aCTOCYBaHHA pedhepeHTHOro
(YPCO®A/bK) nikapcbkoro 3acoby)
(TepMmiH BBEAEHHSA 3MiH NPOTArOM 3-X
MiCALLIB NAC/A 3aTBEPKEHHS)

165.

YHOEBIT

Apaxe Ne 50 B
KOHTeliHepi Ne 1 B
nauui; Ne 50 y
KOHTENHepi

MAT
"BiTamiHn"

YkpaiHa

MAT
"BiTamiHmn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliliHNX
marepianis:
3MiHa y napamMeTpax cneuyucikauii Ta/abo
JONyCTUMMX MEX, BUSHAUEHUX Y
cneundikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCA Y NPOLIECi
BMPOGHULTBa API; cynyTHSA 3MiHA: 3MiHa Y
meTogax BunpobysaHHs APl abo
BMXiAHOrO MaTepiany/npomiKHOro
NpoayKTy/peareHTy, WO
BMKOPUCTOBYETBCA Y NPOLIECI
BMPOGHULTBa A®I; 3amiHa BUpoOHMKa
Lito40i pevyoBrHN

6e3
peyenma

UA/5605/01/01

166.

YPOJIECAH®
EKCTPAKT
ryctmm

EeKCTPaKT rycTui
(cyb6eTaHuin) B
60uKax
nonimMepHux ans
BMpPOGHULITBA

MAT
"Tannuchapm

YkpaiHa

MAT
"Tannucpapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLitHnX
MaTepianis:
3MiHV Y MeToZaxX KOHTPOJIH0 SAKOCTi
nikapcbKoro 3acoby y po3gini "Ynakoeka"

UA/10363/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
HecTepuIbHUX
Nikapcbknx doopm
167. | YPOPEK Kancynu Teepgi no Pekoppari Ipnangais Pekoppari ITanis BHEEHHS 3MiH A0 peecTpaviiHux 3a UA/11926/01/02
8 mr Ne 10 (10x1), Ainenp Ntp, IHpacTpia marepianis: BeleHHS y3ara/ibHeHX faHux | peyernmom
Ne 30 (10x3), Ne Ximika e npo cuctemy chapmakoHarnsgy, smiHa
50 (10x5), Ne 90 dapmaceBTika YNOBHOB&XEHOT 0C06M, BiANOBIAa/IbHOT 38
(10x9) y C.n.A. 34iicCHEHHS chapMakoHarnsay; KOHTakTHOT
6nictepax B ocobu 3 chapmakoHarnagy 3asaBHuKa ans
KapTOHHIi navuj 3filicHEeHHS hapMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOI
oco6w, BiANOBiAa/IbHOT 3a 3[iICHEHHS
hapmakoHarnsagy (BKYaym KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI MacTep-
dhaiina cuctemn dhapmakoHariagy
168. | YPOPEK Kancynu Teepgi no Pekopparti IpnaHais Pekopparti ITania BHEEHHS 3MiH 10 peecTpauiiHux 3a UA/11926/01/01
4 mr Ne 10 (10x1), Aineng Ntp IHoacTpia MaTepianis: Be4eHHA y3ara/ibHeHUX faHnx | peyernmom
Ne 30 (10x3), Ne Ximika e npo cuctemy hapmakoHarnsaay, 3amiHa
50 (10x5), Ne 90 dapmaceBTika YNOBHOBaXKEHOI 0co6U, BiANOBIAaNLHOT 38
(10x9) y C.n.A. 3[jicCHEeHHS1 hapMakoHar1aay; KOHTaKTHOI
6nictepax B ocobu 3 thapmakoHarnagy 3asasHuKa ans
KapTOHHIN navi 34iICHEHHS thapmakoHarnsay B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOI
0oco6wu, BigNoBigasbHOI 3a 3[ilNCHEHHS
hapmakoHarnagy (BKnoyarum KOHTaKTHi
[aHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
dharina cucteMu oapmakoHarnsay
169. | PACHIK rpaHynu ans 3am60H ITanisa 3amboH Lsenuapis BHECEHHS 3MiH 0 peecTpaLinHnX 6e3 UA/5137/01/01
opasibHoro C.M.A. CaiTuepnaHg MaTepianis: peyenma
PO34MHy 3 NTa. BU/TYYEHHS BUPOOHNYOI AiNbHUL
M'ATHAM CMaKoM (Bkntovaroum ginbHUUE ana APl abo gitoyoi
no 200 mrno 3 r peYOBMHU, NPOMDKHOTO NPOAYKTY abo
rpaHyny rOTOBOTO JIiKAPCbKOTrO 3acoby, AifbHUL
cnapeHux naketax ONs NpoBefeHHA NakyBaHHsA, BUPOOHWKA,
Ne 12 y KapTOHHilA BiANOBiAa/IbHOTO 3a BUMYCK Cepiii, Micue
nauu,i NpOBEAEHHS KOHTPOSIHO cepii) abo
nocravasibHvKa BUXigHOro matepiasny,
peareHTy abo [,OMNOMIXHOI PEHOBUHM
(SIKLLLO 3a3HAYEHO Y peecTpalintHoMy
[OCbE)
170. | PACHIK rpaHynun ans 3am60H ITanis 3am60H Liseliyapis BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/5138/01/01
opasibHOro C.MN.A. CaiTuepnaHg MaTepianis: peyenma
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
pPO34nHy 3 nrga. BU/TYYEHHS BUPOBHNYOI AiNbHUL
abprKoCcoBNM (Brtovatoun ainbHuLi ana A®l abo girovol
cmakom no 400 mr peyoBuHU, NPOMIKHOTO NPOAYKTY abo
no 3 rrpadyny roTOBOrO JliKapCbKOro 3acoby, AiNbHUL
naketi Ne 12 [ONs NpoBefeHHS NakyBaHHSA, BUPOOHWKa,
crnapeHux nakeTis BiINOBifa/IbHOrO 3a BUNYCK Cepiii, Micue
Y KapTOHHIl navui NpoBeAEeHHS KOHTPOIO cepii) abo
nocTtavyasibHuKa BUXigHOro mMatepiany,
peareHTy abo JONOMDKHOT pEHOBUHU
(AKLLLO 3a3HAYeHOo y peecTpauiiHomy
00CbE)
171. | ®dACHIK rpaHynu ans 3amb0oH ITanisa 3amboH LLseliyapis BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/5139/01/01
OpasIbHOro C.IM.A. CeiTuepnaHg MaTepianis: peyenma
PO34YMHY 3 M'ATHO- Nrp. BUTYYEHHS BUPOOHNYOI [iNbHUL
raHycoBuM (Brovatoun ginbHuLi ana A®l abo girovol
cmakom no 400 mr peyoBMHU, NPOMDKHOTO NPOAYKTY abo
no 3 rrpanHyny roTOBOrO JliKapCbKOro 3acoby, AiNbHUL
nakeTi Ne 12 A5t NPOBEfEHHS NaKyBaHHs, BUPOOHNKA,
crnapeHnx nakeTiB BiANOBifa/IbHOrO 3a BUNYCK Cepiii, Micue
Y KapTOHHII navui NpoBeAEHHS KOHTPOIO cepii) abo
nocrtayasibHMKa BUXigHOro matepiany,
peareHTy abo 4OMOMiIXXHOI PEYOBMHU
(AKLLLO 3a3HAYeHOo y peecTpauiiHomy
[0CbE)
172. | ®ENOCANN TabneTtku 3 TeBa I3painb BUPOGHULITBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLitHnx 3a UA/4378/01/03
MoAMiKOBaHUM dapmaueBTi Hepo3sgacoBa Yecbka MaTepianis: peyenmom
BVBINIbHEHHAM MO Kan HOI NpoayKu,i: Pecnyb6nika BUNPAaB/IEHHA TEXHIYHOT MOMW/IKA B
10 mr; no 10 IHpacTpi3 Knoke ®apma- MapKyBaHHi yrnakoBKu
TabneTok B Nra. Cepsic 'M6X,
6nictepi, no 3 abo HimeuunHa;
10 6nicTepiB y nepBuHHa Ta
Kopoo6ULi BTOPUHHA
yrnakoBKa:
Mepkne M'mbX,
HimeuunHa;
nepsBrHHA Ta
BTOPUHHA
ynakoBka,
KOHTpO/b cepii
Ta [03BiN Ha
BUNYCK cepii:
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Tesa Yex
IHoacTpi3
C.p.0., Yecbka
Pecny6nika
173. | ®ENOAMN Tabnetkn 3 TeBa I3painb BUPOGHULTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/4378/01/02
MoAMdiKOBaHUM PapmaueBTi Hepo3dgacosa Yecbka marepianis: peyernmom
BUBI/IbHEHHAM M0 Kan HOT NpPOAYKLUT: Pecny6nika BUMPAaB/IEHHSA TEXHIYHOT NOMWUSIKN B
5 wmr; no 10 IHpacTpi3 Knoke ®apma- MapKyBaHHIi yrnakoBKu
TabneTok B nra. Cepsic 'M6X,
6nictepi, no 3 abo HimeuunHa;
10 6nicTepiB y nepBrHHA Ta
Kopooui BTOPWHHA
ynakoBka:
Mepkne M'méX,
Hime4yunHa,
nepBuHHa Ta
BTOPUHHA
ynakoBKa,

KOHTpONb cepii
Ta [03BiN Ha
BUMYCK cepii:

TeBa Yex
IHoacTpi3
C.p.0., Uecbka
Pecny6nika

174. | ®ENOAMNN Tabnetku 3 TeBa I3painb BUPOBHULTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/4378/01/01
MoAMiKOBaHUM PapmaueBTi Hepo3dacosa Yecbka marepianis: peyenmom
BVBINIbHEHHAM MO Kan HOI NpoayKu,ii: Pecnyb6nika BUNPAaB/EHHA TEXHIYHOT MOMW/IKA B
2,5wmr; no 10 IHaacTpi3 Knoke dapma- MapKyBaHHi yNakoBKM
TabneTok B Nra. Cepsic 'm6X,
6nictepi, no 3 abo HimeyunHa;
10 6nicTepiB y nepBuHHa Ta
Kopooui BTOPMHHA
ynakoBKa:
Mepkne M'méX,
HimeuunHa;
nepBuHHa Ta
BTOPUHHA
ynakoBKa,
KOHTPOSb cepii
Ta [03BiN Ha
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BUMYCK cepii:
Tesa Yex
IHpacTpi3
C.p.0., Yecbka
Pecny6nika
175. | ®OPTES3A cnperi gns JenbTa LLseliyapis ABAI IBPAXIM | TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiHnX 6e3 UA/13797/02/01
poToBoi Megiken Inay CaHai Be MaTepianis: 3miHu | TUNy - 3MiHKN Woa0 peyenma
nopoxHuxu 0,15 MpomoyLuH3 TiopxapeT A.LL. 6e3nekn/edpeKTUBHOCTI Ta
% no 15 mn, 30 Al hapmakoHarnsgy. 3MiHu y KOPOTKiiA
MYy donakoHi Ne 1 XapakTepucTuLi nikapcbkoro 3acoby,
3 po3nunoBayem TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeJMNYHOr0 3aCTOCYBaHHA
reHepu4HnX/riopngHnx/éionogibHmx
NiKapcbKMx 3ac06iB NiC/1s1 BHECEHHS Tiel
camoi 3MiHN Ha ped)epeHTHUIA Nnpenapar
(3miHa He NOTpebye HaJaHHS XOLHUX
HOBUX A0AATKOBUX AaHWX) (3MiHK 0
IHCTPYKLIT 415 MeANYHOro 3aCTOCYBaHHSA Yy
po3pinu: NokasaHHA 15 3aCTOCYBaHHS,
Oco6¥Bi 3acTepexeHHs, 3aCToCyBaHHA y
nepiog BaritTHoCTi abo rogyBaHHs rpyaato,
34aTHICTb BNAMBATMW Ha LWBUAKICTb peakuii
npu KepyBaHHi aBTOTPAHCNOPTOM abo
po6OTi 3 IHWMMKU MexaHi3amamu, HanexHi
3axoau 6e3neku nNpu 3actocyBaHHi, Oitn,
Cnocib 3acTocyBaHHA Ta J03MK,
Mepepno3ysBaHHs, Mob6iuHI edhekTy,
B3aemogis 3 iHLLIUMY NiKapCbKMMM
3aco6amu Ta iHLWi BUAW B3aEMOAIN,
dapmakoTepaneBTUMYHa rpyna, 3rigHo 3
iHpopMmaLieto LWoa0 MeguyHoro
3acTocyBaHHs pedoepeHTHoro (TAHTYM
BEP/JE) nikapcbkoro 3aco6y0 (TepMmiH
BBE/leHHS 3MiH - MPOTArom 3-x MicsliB
nicns 3aTBepKeHHS)
176. | ®POMINIA® rpaHynv ans KPKA, 8.4., CnoBeHis BiANOBIA&/TbHM CnoseHis BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/5026/01/01
opasibHOT HoBo mecTo 7 3a KOHTPO/b MaTepianis: peyenmom
cycneHasii, 125 cepii Ta noAaHHs OHOBJIEHOrO cepTudlikaTa
Mr/5 mn no 60 mn BUMYCK cepii: BignoBigHOCTI EP Bif Ail0YOro BUPOOHMKAE,;
y tpnakoHax Ne 1 KPKA, o.4., BUTYYEHHS BUPOBGHNYOI AinbHWLi Fermic,
y Kopoo6ui Hoso mecTo, S.A. de C.V., Mexico BignosiganbHoi 3a




143

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

CnoBeHis; BMPO6HULTBO ADI
BiANoOBiAaIbHU
n3a
BUPOGHULITBO
«in bulk»,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
KPKA, o.4.,
HoBo mecTo,
CnoBeHis

177. | ®TOPOKOPT® | masb, 1 mr/r no 15 BAT YropLuHa BAT "l'efeoH YropwuHa BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/7093/01/01
ry Ty6ax Ne 1 "l'epeoH PixTep" MaTepianis: peyenmom
PixTep" nofaHHA OHOB/EHOTO cepTudikaTy
BiAMOBIAHOCTI €Bponelicbkin ®apmakonei
BiZ Ail0YOro BUPOGHYMKa Ha Aitouy
peyoBuHy TpiaMUMHOOH aLeToHig;
noflaHHA HOBOro cepTuduikaty
BiANOBIAHOCTI EBponeiickbkiii ®apmakonel
Bif Ail04Oro BUPOGHYWKA; 3MiHWN [0
Cneuymdpikauii Ha gitouy pevoBuHY
TpiaMLMHOMOH aueToHIf: NpUBEAEHHS 40
BumMor EP; 3miHa y napameTpax
cneuundikauiii Ta/abo 4ONyCTUMUX MEX,
BMU3Ha4YeHux y cneundikadisx Ha APl abo
[it04y peyoBuHY

178. | XIBEPUKC™ | niodpinizat ans "nakcoCmitK Benuka nakcoCmiTKn Benebris BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/13048/01/01
HIBERIX™ pPO34unHYy AnA NAAH BpuTaHis ANH marepianis: peyenmom
BAKUWHA ANA | iH'exuin no 1 gosi EkcnopTt Bionogxikans 3MiHa napameTpiB cneundikauin Ta/abo
MPODINAKTUK | y chnakoHi Ne 1 B Nimitep, C.A. [ONyCTUMUX MEX rOTOBOrO NiKapCbKoro
n KOMIM/IEKTi 3 3aco6y (4ONOBHEHHS cneumdikaLii HOBUM
3AXBOPHOBAH | po34vHHWKOM Y NOKa3HMKOM 3 BiZnoBigHUM MeTO40M
b, nonepegHL0 BUNPOGYBaHHSA)
36Y4AHNKOM HanoBHeEHOMY
AKNX € wnpuyi Ne 1 ta

HAEMOPHILUS | nBoma rosikamu;
INFLUENZAE no 1 gosiy
TANY B onakoHax Ne 100
Yy KOMMNEKTi 3
PO3UYMHHMKOM Y
hnakoHax abo
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
amnynax Ne 100
179. | LE®OBIA® NopoLLOK A/1A Mdpaiizep CWA XaynT ®apma ITania BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/5957/01/01
NpUroTyBaHHA IHK. Natina C.p.n. marepianis: peyenmom
pPO34unHYy AnA 3MiHa y napameTpax cneuudikauiii Ta/abo
iHekyiinolry OOMYCTUMUX MEX, BU3HAUYEHUX Y
hNakoHi cneundikauisx Ha A®l, abo
BMXiZHUA/NPOMDKHUIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYIOTbCA Y NPOLiECi
BUPOo6HULTBA A®I; 3MiHa y MeToaax
BMNpobyBaHHA ADI abo BMXiAHOTO
MaTepiany/npoMiKHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCH Y NPOLIECI
BMPOGHULTBA A®I; 3MiHK B npoueci
BMpOGHULTBa ADI; CynyTHS 3MiHa: 3MiHa Y
napameTpax cneundikauiii Ta/abo
[ONyCTUMUX MEX, BUSHAUEHUX Y
crneungikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA NPOAYKT/pearexT, wo
BMKOPWUCTOBYIOTBLCA Y MPOLIECI
BNPOGHNLTBa ADI
180. | LE®POMNEKTAM | nopoLiok ans My6niuHe YkpaiHa My6niuHe YKpaiHa BHECEHHS 3MiH 0 peecTpavinHnx 3a UA/13412/01/01
pO34unHYy ons akuioHepHe akuioHepHe MaTepianis: peyenmom
iH'ekuiin, 500 TOBapUCTBO TOBapUCTBO TeXHiYHa NOMUJIKa B TEKCTI MapKyBaHHS
Mr/500 mry "HaykoBo- "HaykoBo- NepBUHHOT Ta BTOPUHHOT YNakoBKN B
onakoHi Ne 1, y BMPOGHNYMIA BMPOGHNUNIA po3aini «itodi pevoBuHN»
hnakoHi Ne 1y LeHTp LeHTp
naJui, y "BopLuariscb "BopLuariBcbku
onakoHax Ne 5y KWiA XimiKo-  Ximiko-
KaceTi Ne 1y hapmaueBTu thapmaueBTuy
neHani YHuii 3aBoA" HWIA 3aBoa”
181. | LE®OMNEKTAM | nopoLiok ans My6niuHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH [0 peecTpavliliHnX 3a UA/13412/01/02
pOo34nHy a4 akuioHepHe akuioHepHe MaTepianis: peyenmom
iH'ekuin, 1r/lry TOBapUCTBO TOBapUCTBO TEeXHiYHa NOMW/IKa B TEKCTI MapKyBaHHS
hnakoHi Ne 1,y "HaykoBo- "HaykoBo- NepBUHHOI Ta BTOPUHHOI YNakoBKK B
hnakoHi Ne 1y BMPOGHWYNIA BMPOGHNUNIA po3gini «[jto4i pevyoBUHU»
naJui, y LEeHTp LUeHTp
onakoHax Ne 5y "bopLyariscb "BopLyariBCbku
kaceTi No 1y KW XiMiko- 7 ximiko-
neHani hapmaueBTu thapmaueBTny
YHWii 3aB0g" HWi1 3aBog"
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
182. | LE®@TPAKTAM | nopoLok ans My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/13736/01/01
pO34unHy onA akuioHepHe akuioHepHe MaTepianis: peyenmom
iH'ekuiin, 500 TOBapuCTBO TOBapucTBO TEeXHiYHa NOMW/IKa B TEKCTI MapKyBaHHSA
Mr/250 Mry "HaykoBo- "HaykoBo- NepBUHHOT Ta BTOPUHHOT YNakoBKN B
hnakoHax Ne 1 B BUPOGHNYMIA BMPOGHNUNI po3gini «[ljito4i pevyoBUHN»
nauyui abo 6e3 LEHTp LUEeHTP
nauku; y "BopLuariscb "BopLuariBcbku
onakoHax Ne 5 KWiA XimiKo-  Ximiko-
(5x1) y kaceTi B hapmaueBTu thapmaueBTny
neHani YHuii 3aBoA" HWIA 3aBoa”
183. | LE®PTPAKTAM | nopoliok ans My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/13736/01/02
pOo34nHy a4 akuioHepHe akuioHepHe MaTepianis: peyenmom
iH'ekyii, 1000 TOBapUCTBO TOBapUCTBO TeXHiYHa NoOMU/IKa B TEKCTI MapKyBaHHS
Mmr/500 mry "HaykoBo- "HaykoBo- NepBUHHOI Ta BTOPUHHOI YNakoBKK B
chnakoHax Ne 1 B BMPOGHNYMI BMPOGHNUNIA po3gini «[lio4vi pevyoBUHN»
nauui abo 6e3 LEeHTp LeHTp
nauku; y "bopLuariscb "BopLLariBcbku
hnakoHax Ne 5 KW XiMiko- 7 ximiko-
(5x1) y kaceTi B thapmauesTn thapmaueBTny
nexani YHWii 3aB0g" HWi1 3aBoa"
184. | ULUBOP PO34uH Ans MeHapiHi Jiokcembypr Bupo6HnyTtBO IcnaHis BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/12257/01/01
iH'ekyini, 25000 IHTepHeLLoH "in bulk", MaTepianis: 3miHu | TMny - FoTOBMIA peyenmom
MO an nepsuHHe Ta nikapcbkuii 3aci6. KOHTpob roToBoro
aHTUdakTopa- OnepeiwoH BTOPUHHE nikapcbKoro 3acoby. 3miHa napameTpis
Xa/mn, no 0,2 mn c nakyBaHHs, cneuudikauin Ta/abo gonycTuMmx Mex
(5000 MO NMokcembypr KOHTPO/b Ta roTOBOrO J1iKapCbKOro 3acoby
aHTuakTopa-Xa) C.A. BUMYCK Cepiii: (LonoBHeHHSA creuudikaLii HOBUM

a6o 0,3 mn (7500
MO
aHTuchakTopa-Xxa),
a6o 0,4 mn
(10000 MO
aHT1hakTopa-Xa)
M1y nonepeaHbo
3anoBHEHMX
wnpuuax Ne 2x1,
Ne 2x5, Ne 2x50 y
6nictepax y
Kopobui

MEHIO®EKYE

POBI
KOHTPAKT

PIHI, C.J1.

NOKa3HWKOM 3 BiAMNOBIAHUM METOA0M
BUNPOGYBaHHS) («MexaHiuHi
BKJ/THOUEHHS»); 3MiHM | TUnY - JlikapCbki
3aco6u. 3MiHa y KOPOTKili xapakTepucTuuj
nikapcbKoro 3acoby, IHCTPYKL,i Ans
MeMYHOro 3acTOCyBaHHA ab0 MapKyBaHHi
ynakoBoK (iHLWi 3miHK) (MpoekT
MapKyBaHHS yrnakoBKW Bifnosigae
BuMoram po3giny XVIII Mopsaky
NpoBeAEHHS ekcnepTM3n maTepiasnis Ha
nikapcbki 3acobu, Wo nogatTbCs Ha
JepxaBHy peecTpalito (nepepeecTpadis),
a TaKkoX eKkcrnepTusn mMatepiasis npo
BHECEHHS 3MiH A0 peecTpauiitHmx
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

marepianis NpoTArom Aii peecTpauiiiHoro
NOCBiJYEHHS, 3aTBEPAKEHOrO HaKasam
MO3 Ykpainu Big 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Ykpainu Big,
04.01.2013 Ne 3)); 3minu Il Tuny - FrotoBwuii
nikapcbknii 3aci6. BUpobHULTBO. 3MiHuU,
LLIO CTOCYIOTbCS BMMYCKY cepii Ta
KOHTPOJ110 SIKOCTi FOTOBOrO J1iKapCbKOro
3acoby (3amiHa abo foAaBaHHSA
BMPOOHMKA, BiAMNOBI4a/ILHOMO 3a BUMYCK
cepii) - BKIOYaun
KOHTPONL/BUNPOBYBaHHA cepii Ans
nikapcbKoro 3acoby
6i0N10rYHOro/iMyHO/ONYHOr0 NOXOMKEHHS
Ta OfVH 3 METOAiB aHanisy, Wwo
3aCTOCOBYETbLCSA Ha AiNbHULI, €
6i0N0rYHUM/IMYHONOTYHUM/IMYHOXiIMIYHN
M MeTogoMm); 3MiHu Il Tuny - Jlikapcbki
3ac06U. 3MiHK, L0 NOB’A3aHi 3i 3HAYHUMN
3MiHaMu y KOPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, IHCTPYKLi Ans
MeMYHOro 3aCTOCyBaHHS 3rifHO 3 HOBUMM
OaHVIMK 3 SIKOCTi, AOKMIHIYHMMM,
KNIHIYHMMW JaHUMK Ta JaHUMK
hapmakoHarnagy (B iHCTPYKUii Ans
MeLMYHOro 3aCTOCYBaHHA y po3ginax:
"PpapmakonoriyHi BlacTuBoCTi",
"MpoTunokasaHHaA", "OcobnmnBsi 3axoau
6e3nekn”, "34aTHICTb BNANBATK HA
LWBWAKICTb peakuii npy KepyBaHHi
aBTOTPaHCMNOPTOM ab0 iHWNMK
MexaHiamamm”, "Cnocib 3acTocyBaHHs Ta
po3n" (peparyBaHHs po3giny), "Mo6iyHi
peakuii" (TepMiH BBEA€HHSA 3MiH NPOTArom
3-x micauiB nicnsa 3aTBepkKeHHs). 3MiHu |
TMny - FOTOBWUIA NiKapcbkuii 3aci6.
Brpo6HMuTBO. 3MiHa po3mipy cepii
(BKktoYatoum gianasoH po3mipy cepii)
roTOBOrO JliKapCbKOro 3acoby (macwtad
ONs nikapcbkoro 3acoby
6i010riYHOro/iMyHO0rNYHOro NOXOAKEHHS
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

36i/1bLUNBCSA/3MEHLLMBCS 6€3 3MiHN
BMPOGHMYOro npouecy (Hanpvkniag,
Oy6n0BaHHA NiHiil) (4oaaHHA po3mipy
cepii); 3MiHn | TMNY - FOTOBWMIA NiKaPCbKNIA
3aci6. Cuctema ynakoska/ykynopka. 3MmiHa
6yAb-AKOI YaCTUHW Matepiasy nepBUHHOI
YMakoBKK, LLIO HE KOHTAKTYE 3 FOTOBUM
nikapcbknM 3aco6om (Hanpukiag, Konip
KPMLLEYOK 3 KOHTPOJIEM MEPLLOro
BiAKPUTTA, KONip KOAOBUX Kinelb Ha
amnynax, KoHTeliHepa A5 rosok (PisHi
BMAM nnacTmacu) (3MiHa, fka He BNvMBae
Ha KOpPOTKY XapakTepuCTUKy NMikapCbKoro
3aco0y) (BBeAEHHS 404aTKOBOro
30BHILUHBOrO 3aXMCHOM0 NMOKPUTTS i3
noninponineny. [ilunii 3axucHui
€1eMEHT TOJIK1 BUrOTOB/IEHWIA 3
06p06/1EHOr0 HATYPASTBHOTO KayuyKy);
3miHu | TUNY - FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpOs1b FOTOBOIO NiKapCbKoro 3acooby.
3MiHa y meTogax BunpobyBaHHSA roToBOro
nikapcbKoro 3acoby (iHwWi 3MiHK y MeToaax
BMNPOGYBaHb (BK/IOYa0UM 3amiHy abo
[OMOBHEHHS) (3MiHa Yy MeTogax
BMNPOOYBaHHsA NN13, a caMme He3HauHi
3MiHM B MeToax BU3HAYEeHHS aKTUBHOCTI
anti Xa i Anti lla, y 38’A3Ky 3i 3MiHOIO
obnagHaHHs); 3MiHW | TNy - FoToBMiA
nikapcbkuii 3aci6. BUpoGHULTBO. 3MiHU Y
npoLeci BUPOGHMLLTBA FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHK)
(BBEAEHHSA a/lbTEPHATUBHOIO QINLTPY Ha
cTagii BUpoGHMYOro npouecy: ginbTpawis
Ta HanoBHeHHSA MN3. Ha aaHwit yac , 0,22
W thinbTpK, Wwo supobnsae Milipore,
BMKOPUCTOBYBANNCA A1 CTEPUITBHOT
inbTpaLii Ta aCeENTUYHOIO HaNOBHEHHS.
3 [laHoto 3MiHO0, NPOMNOHYETLCA
anbTepHaTtuBHi 0,22 p inbTpyBasibHi
Karncysin, BUroTOBJIEHI LLISAXOM NOKPUTTS,
Ha TOMy X eTarni Npouecy, OAuH Lwap
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

nokputta — Pall Fluorodyne filter ans
CTepwIbHOT (oinbTpauii Ta iHWwWiA gns
acenTUYHOro HarnoBHEHHSA); 3MiHu Il Tuny -
loTOBWIA Nikapcbkuii 3aci6. Cuctema
ynakoBka/ykynopka. 3MmiHa y nepBuHHil
ynakoBLii FOTOBOro NikapcbKoro 3acoby
(AKICHWIA Ta KiNbKICHWIA ckag) - CTePUIIbHI
nikapcbki 3acobu Ta nikapcbki 3acobm
6i0/10rYHOro/iMyHOI0TYHOTO NOXOAKEHHSA
(3amiHa 3aTBepmKeHoro cknagy 4640
3axucTy rosiku Hosum — 4800.
MponoHoBaHwWit cknag, 3axX1cTy rosikn €
CUHTETUYHMM eN1acTOMEPOM, Lo He
MiCTUTb NnaTekcy. HoBuii matepian
MOBHICTHO BigNOBiga€e BUMoram ans
nakyBasibHUX maTepianis €P g8 rymoBmx
NOKPUTTIB BOAHMX NapeHTepasibHUX
npenaparis); 3miHu Il Tvny - A®Il abo
Aitoya pevyoBuHa. Bupo6bHuuTBO. 3MiHa
BMPOGHUKA BUXiZHOro/MPOMIKHOIO
NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y BUPOOHUYOMY
npoueci A®Il abo Aito4oi peyoBnHU, abo
3MiHa BUpOoGHMKa (BKNHOYarouun, ge
HeobxigHo, MicLe NpoBeAEHHA KOHTPO/IHO
sKocTi) A®| abo fjtoyoi pevoBuHM (3a
BifiCyTHOCTI cepTudikata BifnNoBIgHOCTI
€Bponeiickkiit hapmakonei y maTepianax
peecTpauiiiHoro gocbe) (3miHa y Ad®l abo
Lit040i pevyoBUHM 6i0NOTYHOTO
NOXOMKEHHS abo BUXiAHOMY
MaTepiani/peareHTi/NpoMiKHOMY NPOAYKTI,
LLIO BUKOPUCTOBYETLCS A/151 BUPOOHULITBA
nikapcbKoro 3acoby 6ionoriyHoro
noxomxkeHHs) (Shenzen Hepalink
Pharmaceutical Co., Ltd BBognTbCA y
AKOCTi 404aTKOBOro BUPOGHYMKa BUXIQHOTO
mMatepiany (renapvH HaTpito), Lo
BMKOPWCTOBYETLCS Y BUPOBHNYOMY
npoueci A®dl)

185.

LIMKNOCIMNOPU

Kancyam mM'siki no

ANKANOIA,

Pecny6nika

ANKANOIL ALL

Pecny6nika

BHECEHHS 3MiH 10 peeECTpaLiiHNX

3a

UA/13324/01/01




149

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
H ANTKANOIA 25 mr Ne 50 AL, Ckon'e MakefoHis Ckon'e MakefoHis MaTepianis: peyernmom
(5x10) y 3MiH [0 IHCTPYKUii 4519 MegnuyHoro
6nictepax 3aCTOCYBaHHS; 3MiHa YNOBHOBaXeHOT
ocobu, BiANoBiganbLHOT 3a
thapmakoHarnsg; cynyTHs 3MiHa: 3MiHa B
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0cobw,
BiANOBiZabHOI 3a thapmakoHarnag; 3MiHun
[0 cucteMun dpapmakoHarnsgy
186. | LMUKNOCIMOPW | kancynv M'siki no AJTKANOIA, Pecny6nika AJIKANOIO ALL | Pecny6nika BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/13324/01/02
H ANTKANOIA 50 mr Ne 50 AL, Ckon'e MakefoHis Ckon'e MakefoHis MaTepianis: peyernmom
(5x10) y 3MiH [0 IHCTPYKLT 418 MeguyHoro
6nictepax 3aCTOCYBaHHS; 3MiHa YNOBHOBaXeHOT
0oco6u, BiANOBIgaNbLHOT 3a
thapmakoHarnsg; cynyTHs 3MiHa: 3MiHa B
KOHTaKTHUX JaHMX YNOBHOBaXXEHOT 0cobu,
BiANOBiZabHOI 3a thapmakoHarnag; 3MiHun
[0 cucteMun dpapmakoHarnsagy
187. | LMUKNOCIMOPW | kancynu M'siki no AJTIKANOIA, Pecny6nika AJIKANOIO ALL | Pecny6nika BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/13324/01/03
H ANKANOIL, 100 mr Ne 50 AL Ckon'e MakeoHis Ckon'e MakepoHis MaTepianis: peyenmom
(5x10) y 3MiH [0 IHCTPYKLT 418 MeguyHoro
6nictepax 3acToCyBaHHS; 3MiHa YNOBHOBaXKeHOT
0oco6wu, BiANOBIgaNbLHOT 3a
thapmakoHarnsg; cynyTHs 3miHa: 3MiHa B
KOHTaKTHUX JaHMX YNOBHOBaXEHOT 0cobMu,
BiANOBifabHOI 3a thapmakoHarnag,; 3MiHun
[0 cucteMun dpapmakoHarnsagy
188. | LUK/IOCMOPU | po3unH opanbHuii, | AJIKANOI[ Pecny6nika | AJIKANIOIA AL | Pecny6nika BHECEHHS! 3MiH 40 peecTpaLiiiHnX 3a UA/13324/02/01
H ANKANOIL, 100 mr/mn no 50 AL Ckon'e MakeoHis Ckon'e MakepoHis MaTepianis: peyenmom
M1y chriakoHi 3MiH [0 IHCTPYKLi 419 MeguyHoro
pasom 3 2 3acToCyBaHHS; 3MiHa YNOBHOBaXKeHOT
wnpuuamu (no ocobn, BignoBsiganbHOI 3a
OfHOMY A/15 thapmakoHarnsg; cynyTHs 3mMiHa: 3miHa B
BMKOPUCTaHHSA KOHTaKTHUX AaHnX YNOBHOBaXEHOT ocobw,
npw NikyBaHHi BiANOBifabHOI 3a thapmakoHarnag,; 3MiHun
AiTei Ta [0 cuctemn papmakoHarnagy
gopocnux) Ta 2
N1acTMKOBUMU
npobkamu 3
KaHtonet (no
OfHil ans
KOXHOrO LUNpu1LLa)
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Y KapPTOHHIi
Kopoo6ui
189. | LMUHAPU3VH TabneTtku no AT "Nekxim- YkpaiHa AT "Nlekxim- YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/3384/01/01
0,025 1 Ne 25 Xapkis" Xapkis" mMarepianis: peyenmom
(25x1), Ne 50 BUMPAB/IEHHS TEXHIYHMX MOMU/IOK B
(25x2), Ne 500 IHCTPYKU,T A/19 MEeQNYHOr0 3aCTOCYyBaHHS
(25x20), Ne 1000 POCIICbKOK MOBOIO p. «YNaKkoBKa»
(25x40) y
6nicTepax B nayui
190. | LUTEPAN® TabneTkn, BKPUTI Ankanoig AL, Pecny6nika Ankanoig AL - | Pecny6nika BHECEHHS 3MiH 40 peecTpaviliHnX 3a UA/1079/01/01
nNiBKOBOIO - Ckon'e MakeoHis Ckon'e MakepoHis mMaTepianis: 3miHu | Tuny - peyenmom
060/10HKOI0, NO AZMiHICTpaTMBHI 3MiHW. 3MiHa Ha3BU
250 mr mo 10 nikapcbkoro 3acoby (6yno -
TabneTok y LWNTEPAN/CITERAL). B TekcTi
6nictepi; no 1 MapKyBaHHsi Ha BTOPVHHI Ta NepBUHHIl
6nicTepy y nauui yNakoBLi BHECTW 3MiHY LLOAO0
KapTOHHIM ToprosenbHOT Ha3ew M13. MNpoekT
MapKyBaHHS ynakoBKM Bignosifae
Bumoram flogatky 23 MNopagky
NpoBefEHHA eKcnepTu3n MaTepianis Ha
nikapcbki 3acobu, Wo nogatTbCs Ha
[OepXaBHy peecTpauito (nepepeecTpadis),
a TakoX eKkcnepTusn matepiasis Npo
BHECEHHS 3MiH 4O peecTpaliliHnX
marepianis NpoTArom fii peecTpauiiHoro
NOCBiAYEHHS, 3aTBEPAKEHOrO HaKa3am
MO3 Ykpainu Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Ykpainu Big
23.07.2015 Ne 460)
191. | LUTEPAN® TabeTKn, BKPUTI Ankanoig AL, Pecnyb6nika Ankanoig ALl - | Pecnyb6nika BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/1079/01/02
NNiBKOBOIO - Ckon'e MakefoHis Ckon'e MakepoHis mMaTepianis: 3miHu | Tuny - peyenmom
060/10HKOI0, MO AMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
500 mr no 10 nikapcbKoro 3acoby (6yno -
Tabnetoky LINTEPAN/CITERAL). B TekcTi
6nictepi; no 1 MapKyBaHHsi Ha BTOPVHHI Ta NepBUHHIi
6nicTepy y nauui yNakoBL,i BHECTW 3MiHY LLOA0
KapTOHHIi ToprosesibHOI Ha3ew /13. MNpoekT

MapKyBaHHs1 yNakoBKM Bignosigae
Bumoram flogatky 23 MNMopsaaky
NpoBefEeHHS eKCnepTusn Matepianis Ha
nikapcbki 3acobu, LWo nogatTbes Ha
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
JepxaBHy peecTpaLito (nepepeecTpadis),
a TakoX eKkcnepTusun matepiasis npo
BHECEHHS 3MiH A0 peecTpaLitHnx
marepianis NpoTArom fii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO Hakasam
MO3 Ykpainu Big 26.08.2005 Ne 426 (y
pegaxuii Hakasy MO3 YkpaiHu Big,
23.07.2015 Ne 460)
192. | LIAHOKOBAN pPO34uH AnA MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/7360/01/01
AMIH (BITAMIH | iH'ekuiid, 0,5 mr/mn | "Tanuudapm "Tannudpapm” MaTepianis: peyernmom
B12) no 1 mn B amnyni; " 3MiHa YyNOBHOBaXEHOT ocoou,

no 10 amnyny BiANOBIAANLHOI 3a 34iiCHEHHS

Kopoo6u,i 3 hapmakoHarnagy

rochpoBaHoO

BKNaAKow; no 1

M/ B amnyni; no

10 amnyny

KOHTYpHii

YapyHKOBI

ynakosLi; no 1

KOHTYPHIl

YapyHKOBIi

ynakoBL,i B nauj

HayanbHuK YnpasniHHA chapmayeBTUYHOT
OIANBHOCTI Ta AKOCTI (papmavueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu




NEPENIK
NIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIONONYHUX NPEMNAPATIB), AKAM BIAMOB/IEHO Y AEP)XXABHIN PEECTPALIJ,

AopaTtok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

12.05.2016 Neo 436

NMEPEPEECTPALLII TA BHECEHHI 3MIH O PEECTPALIAHUX MATEPIANIB
TA LEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma suUMnyckKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa riocmasa lMpoyedypa
n/n | nikapcbKo20
3acoby
1. KETOTUDEH cupon, 1 mr/5 mn no 50 My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa 3acigaHHa TEK Ne | BigmoBuTM y 3aTBepfpkeHHi 3MiHW -
M y donakoHi akuioHepHe TOBapuCTBO "HaykoBO- 10 Big 22.03.2016 | BMNpaBAEHHSA TEXHIYHOT MNOMWUAKA B
nonimepHomy Ne 1 pasom TOBapUCTBO BUPOBHNYNIA LLEeHTP peecTpauiiiHomy gocbe B po3gini ILA.1
i3 [103yBa/IbHOI J10XKOHO; "HaykoBo- "BopLuariBCbKnin XiMiko- «Cknag nikapcbkoro 3acoby» - HeBipHO
no 100 mn B GaHui BMPOGHNYMIA hapmMaLeBTNYHUIA BKa3aHa Ki/IbKiCTb JOMOMiKHOT pe4yOBMHH,
noniMepHii, donakoHi LEeHTp 3aBof” OCKi/IbkM He Bignosigae n.4.2.3. posginy
CKNAHOMY abo | "bopuariBcbkuii IV Hakasy MO3  YkpaiHu Big,
nonimepHomy Ne 1 pasom XiMiKo- 26.08.2005p. Ne 426 (y pegakuii Hakasy
i3 O3YBa/ILHOIO JIOXKKOIO hapmaueBTUYH MO3 Ykpainu Big 04.01.2013 Ne 3)
nin 3aBog”
2. MOJEN/b NMPO | Tabnetkw, BKPUTI Tesa I13painb OmaH ®apmacbloTuKan CynrtaHar, 3acigaHHa TEK Ne | BiaMOBUTU Yy 3aTBepMXeHHi 3MiHu -
nniBkoBok 060n0HKo Ne | dapmaueBTikan Mpopaxktc KomnaHi OwmaH/ 12 Big 05.04.2016 | BuNpaB/ieHHA TEXHIYHOI MOMWSIKM B
21 (21x1), Ne 63 (21x3) Ta | IHpacTpi3 114, TOB, CyntaHat, OmaH Xopsaris po3gini "IpadchiuHe 306paXKeHHs
Ne 126 (21x6) y 6nictepax (BMpOGHMLTBO ynakoBKN" B MeTOoAax KOHTPO/ SAKOCTI,
Hepo3dacoBaHoi npeacTaBfeHi mMaTepianm He
NpoAayKLii, NnepBMHHA Ta BignoBigaloTb  npouefypi  BHECEHHS
BTOPUHHA yNaKoBKa, TEXHIYHOT NOMUJIKW, OCKISIbKU CTOCYHOTbCSA
KOHTpOb cepii); MIBA 3MiHMW B wpudptax |y rpadivyHomy
XopsaTtcka 4,.0.0, 306padKeHHi yNnakoBKu Ta He
XopsarTisa (803Bin Ha NigTBEPAXYOTLCA MaTepianamm
BUNYCK cepii) peecTpauiiHoro gocbe, ki npefcTaBieHi
B apxiBHMX Mmartepianax. Kpim TOro,
NPOMNOHYETLCA 3aTBEpPAUTH po3ain
«MapkKyBaHHs», 3aMmicTb po3ainy
«[pachiyHe 306paxeHHs ynakoBKW», LU0
He BiAMOBIigae npoueaypi BUMpPaBIEHHSA
TEXHIYHOT NOMU/IKN
3. MOZAEN/b TIH TabneTku, BKpUTI TOB "TeBa YkpaiHa M/IBA XpBatcka 4.0.0, Xopsartis/ 3acigaHHa TEK BigMoBUTU y 3aTBepAXEHHi 3MiHU -
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Ne Hassa ®dopma surnycky 3assHUK KpaiHa Bupo6Huk Kpaina riocmasa lMpoyedypa
n/n | nikapcbko20
3acoby
N1iBKOBOKO 060/10HKOI0, Ne Ykpaina" Xopsaris (803Bin Ha HimeuunHa | Ne 12 Big, BUMPAB/EHHA  TEXHIYHOI MOMWUMKM B
28 (24+4) x1) y 6nictepax BUNYyCK cepil); XaynT 05.04.2016 po3gini "IpadhiuHe 306paXKeHHs
dapma MioHcTep M'vmbX, yNakoBku" B MeToAax KOHTPOJIO0 SKOCTI,
HimeuunHa npeacTaBneHi mMaTepianm He
(BUpo6HMLTBO BignosigaloTb  npouefypi  BHECEHHS
Hepo3dacoBaHoi TEXHIYHOT MOMWJIKW, OCKIIbKN CTOCYHTbCS
NpoAyKLii, NnepBMHHA Ta 3MiHMW B wpuptax y rpadiyHomy
BTOPUHHA YNaKoBKa, 306paKeHHi yNakoBKu Ta He
KOHTpO/b cepil NiaTBEPLKYHOTHCS mMarepianamu
peecTpauiiHoro AoChbe, SKi NpeAcTaBneHi
B apxiBHUX Mmartepianax. Kpim TOro,
NPOMNOHYETLCA 3aTBeEpAUTU po3ain
«MapKyBaHHs», 3aMmicTb po3sginy
«['pachiyHe 306paxeHHs ynakoBKW», LU0
He Bignosigae npoueaypi BUNPaBfeHHs
TEXHIYHOT NOMUIIKA
4. CTOMNAHIIH cnpeii ana poToBOI Tesa I13painb TeBa Uex IHgacTpi3 Yecbka 3acigaHHa HTP BigmoBuUTM y 3arBepmKeHHi 3MiHU -
NOpoXHuHW, 1,92 wmr/mn | PapmauesTikan c.p.o. Pecny6nika | Ne 06 Bif, 3MiHKM | TUNY - 3MiHa TOpProBesibHOI Ha3BK
no 30 mn y chnakoHax 3 | IHgacTpis /TA4. 31.03.2016 (1.2. 1B), 3riiHO BWCHOBKY Ynpas/iHHA

MeXaHiYHUM
po3nuoBayem,
annikatopom Ans poToBoi
MOPOXHUHM Ta KPWLLKO
Ne 1 B kOopo6Ui

IHCTPYKLA Ta HOMEHKNaTypW, y 3B'A3KY 3
HeHaJaHHAM  [0oJaTKoBMX — martepianis
(amB. nuct Ne320/16¢p Big 15.01.16.),
3rigHo Haka3sy Ne3 Big 04.01.13. po3giny
IV. n. 4.4, nigTBEpPA)KEHHSA 3aTBEP)KEHHSA
3anpornoHOBaHNX 3MiH YMNOBHOBaXXEHUM
opraHom KpaiHu BUpobOHUKa/3aABHMKaA

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI
OIANBHOCTI Ta AKOCTiI (papmavueBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUA
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