MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
11.05.2018 Ne 908
Kuis

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

11.05.2018 Ne 908

NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUNX NPEMNAPATIB), SKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamysa Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy HHSA peecmpayjiliHo2o
3acoby ynakoBskKa) nocsioYeHHs1
1. IPUHOTEKAHY nopoLUoK (cybeTaHuis) y TOB "®epmioH" PiHNAHAIA TOB "®depmioH" PiHNAHAIA peecTpaduis Ha 5 pokis - He nidnsizae UA/16686/01/01
rigpoxnoprung nonieTnIeHoBmX
KOHTeliHepax ans
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
2. | NOONKCEM pO34MH A4 iH ekuiin 50 TOB "tOpis- YkpaiHa TOB "lOpis-®apm” YkpaiHa peecTpauisi Ha 5 pokis 3a He nidnsizae UA/16708/01/01
Mmr/mn, no 2 Ma no 5 Papm” MepioAnYHICTb NOAAHHSA peyernmom
amnys B KOHTYPHIi perynspHo OHOB/IHOBAHOTO
YapyHKOBIli ynakoBLj, no 2 3BiTy 3 6e3neku BiANOBIAHO A0
KOHTYPHI YapyHKOBI Mopsaaky 34jiicHeHHs
ynakoBKM B mauui; no 5 mn thapmakoHarnsgy,
no 5 amnyn B KOHTYpPHIli 3aTBEPAKEHOIO HakasoM
YapyHKOBIli ynakoBLj, no 1 MiHicTepcTBa OXOpPOHU
KOHTYPHIli YapyHKOBIi 340pOB’A YKpainu Big, 27
ynakoBLji B mauui rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHM
340pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3
nignyHKTOM 1 NyHKTY 2 rnasu 3
po3ainy V
3. HEWPOTUNIH Kancynu m siki no 400 mr ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina peecTpauist Ha 5 pokis 3a He nionsizae UA/16687/01/01
Nel10 (10x1), Ne20 (10x2), o6MexeHo obmexeHo MepioAnYHICTb NOAAHHSA peyenmom
Ne30 (10x3), Ne60 (10x6) y | BignosiganbHiCT Bi4NoBiAa/IbHICTIO perynsipHo OHOB/IIOBAHOTO
6nictepax () "hapmaLeBTyHa 3BITYy 3 6e3neku BiANOBIAHO A0
"®GapmaueBTUUH KoMnaHis "3popos'a” Mopsaaky 34jiicHeHHs
a KoMnaHis hapmakoHarnagy,
"3p0pos'a” 3aTBepKeHOro Haka3om
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apEeECTpoBaHuii B
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
MiHicTepcTBi tocTuLi YKpaiHn
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HavyeHVMu1 y nepiognyHoCTi
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
4, HIMECYNIA MOPOLLIOK KpUCTasTivHuiA MpAT YkpaiHa Bitan abopatopuc IHais peecTpadist Ha 5 pokis - He nidnsizae UA/16688/01/01
(cybeTaHuis) y noasiiHmnx "®apmaueBTnyH Met. N1A4.
nonieTuIeHoBMX nNakeTax a thipma
Ons apmaleBTUYHOro "OapHuus"
3aCTOCyBaHHs
5. PAMINPUN-TEBA | tabnetkv no 2,5 mr no 10 TOB "TeBa YkpaiHa Mepkne Mm6X HimeuuunHa peecTpaduis Ha 5 pokiB 3a He nidnsizae UA/16689/01/01
Tabnetok y 6nictepi; no 3 YkpaiHa" (BUPOGHNLTBO MepioAnyHICTb NOAAHHSA peuenmom
ab6o 6 6nicTepiB B KOpoOLi Hepo3g)acoBaHOro perynsipHo OHOB/IIOBAHOTO
NpoAYyKTY, A03BIN Ha 3BiTy 3 6e3neku BiANOBIAHO A0
BUMYCK cepil; Mopsaky 34iiCHEHHs
nepBuHHa Ta hapmakoHarnsgy,
BTOPVHHA YMakoBKa, 3aTBEPAKEHOIO Haka3oM
KOHTPO/Ib SAKOCTI) MiHicTepcTBa OXOpOHM
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0XOPOHHU
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamMm,
3a3HavyeHVMu1 y nNepiognyHoCTI
NnofaHHsA perynsipHux 3BiTiB 3
6e3neku
6. PAMINPUN-TEBA | Tabnetku no 5 mr no 10 TOB "TeBa YkpaiHa Mepkne M'm6X HimeuunHa peecTpaduis Ha 5 pokis 3a He nidnsizae UA/16689/01/02
Tabnetok y 6nictepi; no 3 YkpaiHa" (B1pPOGHULTBO MepioAnyHiCTb NoAaHHSA peyenmom
ab6o 6 6nicTepiB B KOpoobLi Hepo3g)acoBaHOro perynsipHo OHOB/IIOBAHOTO
NpoAayKTY, A03BIN HA 3BiTYy 3 6e3neku BiANOBIAHO A0
BUNYCK cepil; Mopsaky 34iicHeHHs
nepBuHHa Ta thapmakoHarnsgy,

BTOPVHHA YMakoBKa,
KOHTPO/Ib SKOCTI)

3aTBEPKEHOro Haka3oM
MiHicTepcTBa OXOPOHU
3[10pOB’sl YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHiCTepCTBi cTuUil YKpaiHu
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamu,
3a3HavYeHVMU Y NepiognNYHOCTI
nofaHHsA perynsipHux 3siTiB 3
6e3neku
7. | PAMINMPUN-TEBA | Ttabnetku no 10 mr no 10 TOB "TeBa YkpaiHa Mepkne M'm6X Himeuunna peecTpauisi Ha 5 pokiB 3a He nidnsizae UA/16689/01/03
Tabnetok y 6nictepi; no 3 YkpaiHa" (BUPOGHULTBO MepioAnYHICTb NOAAHHSA peuenmom
ab6o 6 6nicTepiB B KOpoOLi Hepo3ghacoBaHOro perynsipHo OHOB/IIOBAHOTO
NpoayKTy, A03BiN Ha 3BiTy 3 6e3neku BiANOBIAHO A0
BUMYCK cepil; Mopsaky 34jiiCHeHHs
nepBuHHa Ta thapmakoHarnsgy,
BTOPVHHA YMakKoBKa, 3aTBEPAKEHOIO HakasoM
KOHTPO/1b AAKOCTI) MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHHM
340pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamMm,
3a3HavYeHVMU Y NepiognNYHOCTI
nofaHHsA perynsipHux 3siTiB 3
6e3neku
8. LE®PTAINANM MOPOLLIOK (Cy6CTaHuis) y NAT YkpaiHa Linny AHTibioTiKC Kutai peecTpaduis Ha 5 pokis - He nidnsizae UA/16690/01/01
HATPIO KOHTeliHepax astomiHieBux | "KuiBmeanpenap dapmac'iotikan Ko.,
CTEPU/IbHNIA ans dpapmauleBTUYHOro ar" nra.
3aCTOCYBaHHS
9. | ONEPIO TabneTkun, BKPUTI HoBapric ®apma | Lseliuapis BVMPOGHMLTBO, ITanis/ peecTpadist Ha 5 pokis 3a He nionsizae UA/16691/01/01
NNiBKOBOK 060/I0HKOID, MO Cepsices Al KOHTPO/Tb SIKOCTI, Cinranyp/ MepioAnyHICTb NOAAHHS peyenmom
50 mr, Ne 28 (14x2), Ne 56 nepBuHHE Ta LLiBefiuapis perynsapHo OHOB/OBAHOIoO

(14x4) y 6nictepax

BTOPVHHE
nakyBaHHS, BUMyCK
cepii:
HosapTic ®apma
C.n.A,, ltanis;
BVMPOGHMLTBO,
KOHTPO/b AKOCTI:
Hosapric CiHranyp
dapmacbloTuKan
MaHydekTypiHr MNte.
Nita., CiHranyp;

3BITY 3 6e3neku BiANOBIAHO A0
MopsigKy 34iiCHEHHS
chapmakoHarnsagy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULIT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
BVMPOGHMLTBO, MiHicTepcTBa 0XOPOHHK
KOHTPO/1b SIKOCTI: 3[10pOB’A YKpaiHu Big 26
HosapTic ®apma BepecHs 2016 poky Ne 996),
LTeliH AT, CTaHOBUTb: 3riHO 3i CTpoKamu,
LLiBeiiuapis 3a3HavyeHVMu1 y nepiognyHoCTi
NoAaHHA PerynspHuX 3BiTiB 3
6e3neku
10. FONEPIO TabneTku, BKPUTI HoBaprTic ®apma | LlBeiiuapis BUPOGHULTBO, ITania/ peecTpadist Ha 5 pokis 3a He nidnsizae UA/16691/01/02
NAiBKOBOK 060/I0HKOID, MO Cepsices Al KOHTPO/Ib SIKOCTI, Cinranyp/ MepioAnyHICTb NOAAHHS peyenmom
100 mr, Ne 28 (14x2), Ne nepBUHHe Ta LLiBefiuapis perynsipHo OHOB/IOBAHOT0
56 (14x4) y bnictepax BTOPVHHE 3BiTYy 3 6e3neku BiANOBiAHO A0
nakyBaHHs, BUMYCK Mopsaky 34jincHeHHs
cepii: hapmakoHarnsgy,
HosaprTic ®apma 3aTBEPAKEHOIO Haka3oM
C.n.A., ltanis; MiHicTepcTBa 0OXOPOHM
BVMPOGHMLTBO, 300pOB’A YKpaiHu Big 27
KOHTPO/Ib SIKOCTI: rpyaHsa 2006 poky Ne 898,
Hosapric CiHranyp 3apeecTpoBaHuii B
dapmacboTrKan MiHicTepcTBi tocTuLii YKpaiHn
MaHydekTypiHr MNre. 19 rpygHs 2016 poky 3a Ne
Ntp., CiHranyp; 1649/29779 (y pegakuii Hakasy
BVMPOGHMLTBO, MiHicTepcTBa 0XOpOHHM
KOHTPO/Ib SIKOCTI: 3[10pOB’A YKpaiHu Big 26
HosapTic ®apma BepecHst 2016 poky Ne 996),
LTeliH AT, CTaHOBUTb: 3riAHO 3i CTpOKamu,
LLiBeiiuapis 3a3HavyeHVMu1 y nepiognyHoCTI
NOAAaHHA PerynsipHuX 3BiTiB 3
6e3neku
11. FONEPIO TabneTtku, BKPUTI HoBaprTic ®apma | LUBseiiuapis BUPOGHULTBO, ITania/ peecTpadist Ha 5 pokis 3a He nidnsizae UA/16691/01/03
nAiBKOBOK 060/I0HKOID, MO Cepsices Al KOHTPO/Ib SIKOCTI, Cinranyp/ MepioAnYHICTb NOAAHHS peyenmom
200 mr, Ne 28 (14x2), Ne nepBrHHe Ta LLiBefuapis perynspHo OHOB/IOBAHOTO

56 (14x4) y 6nictepax

BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
HosapTic ®apma
C.n.A,, ITanis;
BVMPOGHMLTBO,
KOHTPO/b AKOCTI:
Hosaprtic CiHranyp
dapmacboTuKan
MaHydekTypiHr MNte.
N1a., Civranyp;
BVMPOGHMLTBO,
KOHTPO/b AKOCTI:
HosapTic ®apma
LLTeiiH AT,
LLiBeiiuapis

3BiTy 3 6e3neku BiANOBIAHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOPOHHU
3[10pOB’A YKpainuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULIT YKpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3/10pOB’A YKpaiHuu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTbL: 3riJHO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
NoAaHHA perynsipHuX 3BiTiB 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs

6e3neku

HauanbHuK YnpaBniHHA chapmMmaueBTUYHOI

DIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NpoAYKLUil

T.M. IacKOoBCbKUM




NMEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
11.05.2018 Ne 908

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

Ne

Hassa

dopma sunycky

3asiBHUK

Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHSA peecmpayiliHo2o
3acoby ynakoska) nocBi0YeHHs1
1. | AKT-XIB (ACT- niodpinizoBaHnit NOPOLLOK CaHodi MacTep ®paHuisa CaHodi MacTtep, PpaHuis/ nepepeectpauisa Ha 3a He nionsieae UA/16685/01/01

HIB) no 1 gosi 4na po3umHy C.A. dpaHuis; YropuymHa/ HeobMeXeHui TepMiH peyenmom

BAKUWHA AnsA ONs iH'eKUii y doakoHi B 3AT "CaHodpi- ®paHuis 3MiHu Il TUnNY - 3MiHK Woao

MPODINTAKTUKN KOMMNAEKTi 3 PO3YNHHUKOM ABeHTIC", YropLuHa,; 6e3nekun/edhekTVBHOCTI Ta

IHtDEKLl,II'/'I, no 0,5 mn y nonepeaHb0 NOBHWIA UMK hapmakoHarnisgy. 3mMiHn y

CNMPUYNHEHUNX 3arnoBHEeHOMY LnpuLi 3

HAEMOPHILUS
Tuny B,
KOH'HTOFOBAHA,
CYXA

MPUKPINIEHOO FOJIKOK
(abo 2-ma okpemummn
rofikamu)

BUPOGHULTBA,
KOHTPO/b AKOCTI
PO34MHHVKA B
Lnpumuax:
CAHO®I BIHTPOIN
IHOACTPIA,
®paHuis

KOPOTKIili XapakTepucTuui
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIiT 455
MeAMYHOro 3acTOCYBaHHSA y
3B’AA3KY i3 HOBUMU JaHUMU 3
SIKOCTi, AOK/iHIYHUMMU,
KNiHIYHUMY faH MK Ta JaHMuy
3 thapmakoHarnsagy (3miHun
BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA
npenapary [0 po3ginis
"dapMakosioriyHi BMacTuBoCTi",
"Moka3aHHA" (YTOYHEHHS
iHchopmawii),
"MpoTmnokasaHHa", "B3aemogis
3 HLWMMK NiKapCbKUMU
3aco6amu Ta iHLWi BUAn
B3aemMogiii", "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepiog BariTHocTi a6o
roflyBaHHs rpyaar”,
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakLii npn
KepyBaHHi aBTOTPaHCNOPTOM
ab6o po6oTi 3 iHWUMK
mexaHismamu", "Cnoci6
3acTocyBaHHsa Ta gosn"
(yTouHeHHs iHcbopmauii), "ditn"
(po3gain 6yB BiAcyTHiit; cTano:
BakLMHy 3acTocoByBaTtH AiTAM
BikOM Bif, 2 MicAuiB (ouB.
po3ain «Cnoci6 3acTocyBaHHs
Ta [03u»)), "MNepenosyBaHHs",
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

"Mo6iuHi peakwy,i”,
"HecymMicHicTb" BignoBigHoO [0
marepianis peectpauiiHoro
[0CbE Ta BUCHOBKY
KOHCY/bTaTUBHO-EKCMNepTHOI
rpynu "BakuuHu Ta
iMyHosoriyHi npenapatun')

MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

AMNIOAMMNIH-
DAPMAK

Tabnetkn no 5 mr; no 10

Tabnetok y 6nictepi, no 1
abo no 2 6nictepy B navw,i

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHuin TepMiH. 3miHu |
TUny - 3MiHM WoAao
6e3nekun/ehekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepucTumui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHnx/éionoi
BGHMX NiKapCbKKX 3acobiB nicns
BHECEHHS Tiel caMoi 3MiHV Ha
pedhepeHTHMI Npenapar (3miHa
He noTpebye HafaHHSA XOLHMX
HOBUX J0LATKOBUX AaHNX) -
3MiHW BHECEHO [0 IHCTPYKLIT
[ONs MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao
po3zinis "MobivHi peaxuii”,
"Oc06/1MBOCTI 3aCTOCYBaHHSA",

3a
peyenmom

He nionsicae

UA/4556/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

"3acTocyBaHHsA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaar0" (YTOUHEHHSN
iHcbopmaui), "B3aemogis 3
HLWMMK NikapcbkrMK 3acobamu
Ta iHWi BUAW B3aemopiii"

BiANOBIAHO A0 iHdopMaLii
pechepeHTHOro Nikapcbkoro
3acoby (HOPBACK®,
Tabnetkv no 5 mr a6o 10 mr).

MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

AMNO4MMNIH-
DAPMAK

Tabnetkn no 10 mr; no 10
Tabnetok y 6nictepi, no 1
abo no 2 6nictepy B navw,i

MAT "®apmak”

YKpaiHa

MAT "®dapmak”

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHnin TepMiH. 3miHu |
TUny - 3MiHM WoAao
6e3nekn/ehekTVBHOCTI Ta
hapmakoHarnsagy. 3miHu y
KOPOTKIil XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHnx/éionoi
BGHMX NiKapCbKKX 3acobiB nicns
BHECEHHS Tiel caMoi 3MiHV Ha
pedhepeHTHMIH Npenapar (3miHa
He NoTpebye HafaHHSA XOLHMX
HOBUX [0LATKOBUX AaHNX) -
3MiHW BHECEHO [0 IHCTPYKLIT
[N15 MeNYHOro 3acToCcyBaHHS

3a
peyenmom

He nionsicae

UA/4556/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbKoro 3acoby Ao
po3zinis "Mo6iyHi peaxuii”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs
rpyaar0" (YTOUHEHHSR
iHcbopmawi), "B3aemogis 3
HLWMMK NikapcbkrMK 3acobamu
Ta iHWi BUAW B3aemopiii"
BiANOBIAHO A0 iHdopMaLii
pechepeHTHOro Nikapcbkoro
3acoby (HOPBACK®,
Tabnetkv no 5 mr a6o 10 mr).

MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0OXOpOHU
300pOoB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

AHANbIH

Tabnetkm no 0,5 r no 6
abo no 10 TabneTok y
6nictepax

MAT
"Ximchbapm3sasog
"UepBoHa 3ipka"

YKpaiHa

MAT
"Ximchapmsasog
"YepBoHa 3ipka"

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHuin TepMiH. 3miHu |
TUny - 3MiHM WoAao
6e3nekn/ehekTVBHOCTI Ta
hapmakoHarnsagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BITYy 3 6e3nekn
nikapcbKkoro 3acoby, abo
nocnimkeHs 3 6e3neku
3aCTOCYBaHHS N1iKapCbKOro

6e3
peuyenma

nionsieae

UA/8299/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1

3acoby B nicnisipeecTpavinHuii
nepiod, abo K pe3ynbtart
OLjiHKW 3BITY 3 AOCAIXEHD,
npoBeAeHUX BigNoBiAHO A0
nnaaHy negiaTpuyHux
pocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKLiT
AN MeANYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby o posginy
"MokasaHHa" (Byno: Bonbosuii
CUHAPOM Pi3HOTO NOXOLKEHHSI:
rO/I0BHUIA, 3yGHWIA Ginb,
HeBpaUTris, Miasris, Tpasmu,
oniku, paguKyniT, Mio3uT, 6inb
nig vyac meHcTpyauii. Ak
[OMOMiXHWIA 3aci6 MOXHa
3acTocoByBaTu Ans
3MeHLLEHHS 607110 nicns
XIpYPrivyHnX i AlarHOCTUYHNX
BTpYyYaHb. [inepTepMiyHuii
cuHgpom. Ctano: bonbosuii
CVMHOPOM Pi3HOTO MOXOAXKEHHS:
rO/I0BHWIA, 3y6HWIA Ginb,
HEeBPaUTrisa, pagukyniT, Mianris,
6inb nig Yac MeHcTpyauii. Ak
[LOMOMIKHWIA 3acio ans
3MeHLLEHHS 607110 nicns
XIpYPrivyHnX i AlarHOCTUYHNX
BTpyYaHb. [inepTepMiyHuii
CVHAPOM NpU iHAIEKLiHO-
3anasibHMX 3aXBOPIOBAHHSAX), a
TakoX A0 po3ainis
"Oco611MBOCTI 3aCTOCYBaHHSA",
"Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHeHHs iHdhopmadii),
"Mepepno3yBaHHA", BiANOBIAHO
[0 OHOB/EHOT iHhopMmaLi 3
6e3neku Ailo4oi pevoBrHN
nikapcbKoro 3acoby.

MepioguyHicTb NogaHHsA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3neku BigNOBIAHO A0
Mopsaaky 34iicHeHHS
thapmakoHarnagy,
3aTBEPKEHOTO HaKa3oM
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Ymosu

Peknamysa

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

HHA

peecmpayiliHo2o
nocsioYeHHs1

3acoby

ynakoska)

MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6e3nekn

3a

He nionsizae

UA/6426/02/02

BEPJIITIOH® 600
KAMCynn

Kancysm m'saki no 600 mr,
15 kancyn y 6nictepi; no 1
abo no 2 6nictepn y
KapTOHHI KOpoo6Li

BEPNIH-XEMI
Al

HimeuyunHa

BUpPOGHKK,
BiANOBiAa/IbHWIA 32
BMPOBHULTBO «in
bulk», KOHTpO/b
cepiii:
KataneHt
HimeuunHa E6epbax
vM6X, HimeyunHa;
BUPO6HYK,
BiANOBIAa/IbHUI 3a
nepBrHHE Ta
BTOPUHHE
nakyBaHHS:
KataneHt
HimeuunHa
LLopHaopd M6X,
HimeuyumnHa;
BUPO6HYK,
BiANOBIAa/IbHUN 3a
nepBrHHE Ta
BTOPUHHE
nakyBaHHs Ta
BUWMYCK Cepiii:
BEP/IIH-XEMI AT,
HimeuunHa

HimeuunHa

MepepeecTpauia Ha
HeoOMeXeHuin TepMiH. 3MiHu I
TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMUW JaHUMU 3
SIKOCTi, AOK/iIHIYHUMMU,
KNHIYHUMW faH MK Ta JaHMuY
3 thapmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA
niKapcbKoro 3acoby Ao
po3gainis "®apMakonoriyHi
BNaCTUBOCTI"(YTOYHEHHS
iHchopmawii), "B3aemogis 3
iHLWMMKN NiKapcbKMMK 3acobamm
Ta iHWi BUAY B3aemogiii",
"Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHeHHs iHchopmadii),
"[iTn"(pegaryBaHHs TEKCTY)
BiANOBIAHO A0 mMaTepianis
peecTpauiiHoro JochbeE.

MepiognyHICTb NOgAHHSA
perynsipHo OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsiaky 34iINCHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm

MiHicTepcTBa 0XOpOHU

peyermom
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMy y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

BAJIEPIAHN
EKCTPAKT

TabneTku, BKpUTI
060/10HKO0, M0 20 Mr Mo
50 TabneTok y dpnakoHax,
no 50 Tabnetok y
6nictepax

MPAT
"OITOPAPM"

YKpaiHa

MPAT "®ITODAPM"

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHnin TepMiH. 3miHu |
TUny - 3MiHM WoAao
6e3nekun/ehekTBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTumui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo
nocnimkeHs 3 6e3neku
3aCTOCYBaHHS NMikapCbKOro
3acoby B nicrisipeecTpavinHuii
nepiog, abo sk pesynbrart
OLjiHKW 3BITY 3 AOCAIAXEHD,
npoBefeHUX BigNoBiAHO A0
nnaHy negiaTpuyHux
pocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHU BHECEHO [0 IHCTPYKLUT
AN MeAnYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby o posgainy
"Oco6nMBOCTI 3acTOCYBaHHA"
BiANOBIAHO 0 iHGopMaL;i 3
6e3rnekn JOMOMDKHUX PEYOBUH.

MepioguyHicTb NogaHHA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3neku BigNOBIgHO A0
Mopsaaky 34iicHeHHs
thapmakoHarnsgy,
3aTBEPKEHOTO HaKa3oM

6e3
peuyenma

nionsieae

UA/8139/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6esneku.

BITPYM® B’HOTI

TabneTkun, BKpUTI
060/10HKOI0, No 10
Tabnetok y 6nictepi; no 1
6nictepy B kopobu,; no 30
abo no 60 Tabnetok y
dhnakoHi; no 1 dpakoHy B
Kopoo6Li

FOHicbapm, IHK.

CLWA

tOHicbapm, IHK.

CLIA

MepepeecTpauia Ha
HeobMeXeHuin TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPyKLUii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro
3acoby B nicnsipeecTpavinHunii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeAeHnX BifnoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT
AN MeAnYHOro 3acToCcyBaHHsA
niKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHWMMK
nikapcbkvMu 3acobamu Ta iHLWi
BMAM B3aemogiin", "3paTHiCTb
BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMK
mMexaHizmamm”,
"Mepeno3yBaHHA" Bi4NOBIAHO
[0 OHOBJIEHOI iHhopMmaLji 3

6e3
peyenma

nidnsieae

UA/12898/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

6e3nekun AiloUnx pevyoBuH

MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0OXOPOHU
300pOoB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamy,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

FNIOKO3A-TECT

MOPOLLOK A/15 OpasIbHOro
po3unMHy no 75r; 1
KOHTeliHep abo calue 3
MOPOLLKOM; 1 KOHTelHep
abo calle y KapTOHHIl
Kopoo6Li

TOB "UcToK-
Mntoc"

YKpaiHa

TOB "UcTok-Moc"

YKpaiHa

MepepeecTpavis Ha
HeobMeXeHWn TepMiH

MepiognyHICTb NofAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNoBiAHO A0
Mopsiaky 34iCHEHHs
thapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/13157/01/01

AEKCAMETA30
HY HATPIO
DPOCDAT

NnopoLUoK (cybcTaHuis) y
MiLLKax noAagiliHMx
nonieTuIeHoBNX Ans

MAT "dapmak”

YKpaiHa

Kpuctan dapma
C.AY.

IcnaHis

MepepeecTpadis Ha
HeoOMEXEeHWI TEPMIH

He nionsicae

UA/0030/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
BUPOBHNLTBA CTEPUBHUX
NiKapcbknx hopm
10. E3OMPEKC TabneTku, BKpUTI TOB "3eHTiBa" Yecbka BMPOBHMLTBO in CnoBaubka MepepeecTpauia Ha 3a He nidnsieae UA/12852/01/01
NAiBKOBOK 000JI0HKOIO, MO Pecny6nika bulk: Pecny6nika HeobMeXeHuin TepMiH. 3MiHu | peyenmom

10 mr, Ne30 (10x3), Ne60
(10x6): no 10 TabneTok y
6nicTepi, no 3 abo no 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

Eiiu.Bi.Em. dapwma,
c.p.o., Cnosaubka
Pecny6nika;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii:

AT "CaHeka
dapmacbioTikans",
Cnosaubka
Pecny6nika

TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y

KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acToCyBaHHSA
reHepnyHuX/ribpugHnx/6ionogi
BGHMX NiKapCbKMX 3acobiB nicns
BHECEHHS TiEl caMol 3MiHM Ha
pedoepeHTHUIA npenapaT (3mMiHa
He noTpebye HafaHHA XOLHNX
HOBUX [0AATKOBUX AaHWX) -
3MiHV BHECEHI [0 IHCTPYKLi Yy
po3ginu: "B3aemMogis 3 iHLLIMK
nikapcbkrMun 3acobamu Ta iHLWi
BMAW B3aemogiin”,
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "Aitn" (yTouHeHHs
iHchbopmawii), "MoGiyHI peakujii™
BiANOBIAHO A0 iHGopMaLiT
pedepeHTHOro NikapcbKoro
3acoby (Lmnpanekc, TabneTku,
BKPWTI NNiBKOBOIO 060/10HKOIO
no 10 wr).

MepiognyHICTb NofaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNoBiAHO A0
Mopsiaky 34iCHEHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
11. | 3BIPOBOHO TpaBano 50 ra6o 751y MAT Ykpaina MAT "Ny6Hucbapm” YkpaiHa MepepeecTpavis Ha 6e3 nignsrae UA/8280/01/01
TPABA naykax 3 BHYTpILLHIM "ly6Hnchapm" HeobMeXeHu TepPMIH. peuyenma
naketom; no 1,5ry
inbTp-nakeTi; no 20 MepioguyHicTb NogaHHA
iNbTp-nakeTiB y navui 3 perynsipHO OHOB/IKOBAHOIO
KapTOHY 3BiTYy 3 6e3neku BigNoBigHO A0
Mopsaaky 34iicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHY
34,0p0B’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognyYHOCTI
NoAAaHHS perynspHux 3BiTiB 3
6esneku.
12. mnon PO34MH 415 30BHILLHBOTO nn "Kinadpg" Ykpaina M "Kinadhg" YkpaiHa MepepeecTpauia Ha 6e3 nidnsieae UA/8324/01/01
3aCTOCyBaHHS, CUPTOBUIA HeobMmexeHuii TepMiH peyenma
5 %, no 20 mn, 100 mn y
tnakoHax; no 1l ny
KaHicTpax
13. IMOAIYM® TabneTku, Wo MakHin Benuvka KataneHT HOK Benvka MepepeecTpavia Ha 6e3 nionsieae UA/9831/02/01
EKCMNPEC OMCMepryTbesa B POTOBIl Mpopaktc BpwvTaHis CBiHgoH 3ugic BpwuTaHis/ HeobMeXeHui TepMiH. 3miHn I peyenma
NOPOXHWHI, Mo 2 Mr, 1Mo 6 Nimiteq NimiTen, Benuka ®paHuin TMny - 3MiHN WoA0

Tabnetok y 6nictepi; no 1
6nicTepy B KApTOHHIl
ynakoBL;i

BputaHis;
BTopuHHa ynakoBka,
[103BiN Ha BUMNYCK
cepii:
AHcceH Cinar - Ban
e Proii, ®paHuis

6e3nekun/edhekTVBHOCTI Ta
hapmakoHarnisgy. 3mMiHn y
KOPOTKIili XapakTepucTuui
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIiT 455
MeJZIMYHOrO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMUW JaHNMU 3
SIKOCTi, AOK/iHIYHUMMU,
KNiHIYHUMY faH MK Ta JaHMuy
3 chapmakonarnsgy (B.1.4. 1)
3MiHV BHECEHO [0 iHCTPYKLT
[ONs MenyHOro 3acTocyBaHHS
npenapary [0 po3ginis
"dapMakoorivyHi B1acTUBOCTI",
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

"MpoTrnokasaHHs", "OcobnmBi
3axoau 6esnekn”, "Cnoci6
3acTocyBaHHsA Ta 4o3u",
"MepepnosyBaHHa", "MoGiYHI
peakuii" BignosigHo Ao
marepianis peectpauiiHoro
[0CbE.

MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

14.

KANbL|O
rNMIOKOHAT Ans
IH'EKLLIA
(TMFIOKOHAN)

MOPOLLOK KPUCTaiuHUiA
abo rpaHy/IbOBaHMi
(cybcTaHuis) B Milkax
noAgiliHMx
nonieTuNeHoBnx Ans
BUPOOHNLTBA CTEPUIBHUX
NiKapcbkux hopm

MAT "®apmak”

YKpaiHa

MYPAK BIOKEM BB

HigepnaHamn

MepepeecTpavis Ha
HeobMeXeHWn TepMiH

He nionsicae

UA/13103/01/01

15.

KAHAUNBIOTUK

Kpanni BYLUHi M0 5 mny
dhnakoHi, No 1 dpnakoHy
pa3om 3 nineTkoto-
KOBMNAyKkoM BKNafEHOMY Y
nonieTUNeHoBUIi NakeTuk
Y KapTOHHiIli KopoobLi

neHmapk
PapmacboTuKa
3 NIta.

IHais

"neHmapk
dapmMacbloTKan3
nra.

IHais

MepepeecTpauia Ha
HeobMexeHuin TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIili XxapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta IHCTPYKLUIT A51A
MeAMYHOro 3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo
AocnimpkeHb 3 6esneku

3a
peyermom

He nionsizae

UA/8208/01/01




Hassa

dopma sunycky

3asBHUK
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n/n

JliKapcbKO20
3acoby

(nikapcbka chopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

16.

KAHAIA

3aCTOCyBaHHSA NiKapCbKOoro
3acoby B nicnsipeecTpavinHuii
nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeeHnX BifnoBigHoO A0
nnaHy negjatpuyHmx
pocnigxenb (PIP) (iHwi 3miHW) -
3MiHV BHECEHO [0 iHCTPYKLT
NS MeAMYHOro 3acToCyBaHHS
nikapcbKoro 3acoby A0 po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA"
BIANOBIAHO A0 mMaTepianis
peecTpauiiHoro Jocke

MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0OXOpOHU
300pOoB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku

PO34MH 419 POTOBOI
NOPOXHWHN 1 %, no 15 mn
y dhnakoHi i3 npobkoto-
KpanenbHuLeto Ta
KoBNaykoMm; no 1 dpiakoHy
B KQpPTOHHI ynakoBLi

nenmapk
dapmacbloTukan
3 114,

IHais

nenmapk
PapmMacbioTVKan3
nra.

IHais

MepepeecTpalis Ha
HeobMeXeHuin TepMiH. 3miHu |
TUny - 3MiHM WoAao
6e3nekn/ehekTVBHOCTI Ta
hapmakoHarnsagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BITYy 3 6e3nekn
nikapcbKkoro 3acoby, abo
nocnimkeHs 3 6e3neku

3aCTOCYBaHHS N1iKapCbKOro

bes
peyernma

nionsieae

UA/8209/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

3acoby B nicnisipeecTpavinHuii
nepiod, abo K pe3ynbtart
OLjiHKW 3BITY 3 AOCAIXEHD,
npoBeAeHUX BigNoBiAHO A0
nnaaHy negiaTpuyHux
pocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHU BHECEHO [0 IHCTPYKLT
AN MeANYHOro 3acToCyBaHHsA
niKapcbKoro 3acoby y po3ainu:
"MpoTmnokasaHHsa",
"Oco6MBOCTI 3aCTOCYBaHHSA"
BiANOBIAHO O OHOBNEHOT
iHchopmawii 3 6e3neku gjroyoi
PeyoBUHM.

MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0OXOpOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

17.

JTOHFOKAIH®

PO34UH NS iH'eKLii, 2,5
mr/mn no 200 mny
nAsLwkKax

TOB "tOpisi-
Papm"”

YKpaiHa

TOB "lOpis-dapm”

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHnin TepMiH. 3miHu |
TUny - 3MiHM WoAao
6e3nekun/ehekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepucTumui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHnx/éionoi
BGHUX NiKapCbKKX 3acobiB nicns

3a
peyenmom

He nionsicae

UA/12900/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1

BHECEHHS Ti€l caMoi 3MiHV Ha
pedhepeHTHWIT Npenapar (3MiHa
He nNoTpebye HafaHHSA XOLHUX

HOBUX [OLATKOBUX AaHNX) -
3MiHV BHECeHi [0 IHCTPYKLi Y
po3ain "MokasaHHs". 3MiHK
BHECEHI y po3ainu:
"PpapmMakonoriyHi BnactusocTi”,
"MpoTunoka3aHHs", "B3aemogis
3 iHWWMU fliKapCbKMMn
3aco6amu Ta iHLWi BUAn
B3aemogiit”, "OcobamBocCTi
3actocyBaHHs" (y T. u.
"3acTocyBaHHSA y nepiog,
BariTHocTi abo rofyBaHHsA
rpyaar”, "3aatHicTe BnMBaTtu
Ha WBUAKICTb peakuii npn
KepyBaHHi aBTOTPaHCMoOpPTOM
ab0 iHWKYMK MexaHi3amammn™),
"Cnoci6b 3acTocyBaHHA Ta
nosun", "MepenosysaHHA",
"Mo6iuHi peakwyi*;
3aCTOCyBaHHSA AiTAM:
3aTBEPKEHO - AITAM Bif,

HapoaKeHHs (AMB. po3gin

"Cnocib 3acTocyBaHHA Ta
[031"), 3anpornoHOBaHo - AiTaM

BikOM Bif 1 poky (po3ginu
"Cnoci6b 3acTocyBaHHA Ta
fosn", "[itn"). 3MiHN BHECEHI

[,0 KOPOTKOT XapakTepucTukn
niKapcbKoro 3acoby y po3ainu:

"TepaneBTUYHI MOKa3aHHS",

"[lo3n Ta cnocio

3acTocyBaHHs", "OiTn",
"MpoTunokasaHHa", "OcobaumBi
3acTepexeHHs Ta 3anobikHi
3axofy Npu 3aCTOCYBaHHI",

"B3aemogis 3 iHW1MK
nNikapcbkvMK 3aco6amm Ta iHLWi

BMAW B3aemogii",
"3acTocyBaHHs nig yac
BariTHOCTI Ta roflyBaHHs
rpyaar”, "Bnave Ha 3gaTHiCTb

KepyBaTu TpaHCNOpPTHUMU
3acobamu abo npaurosaTu 3
iHLWMMW aBTOMaT30BaHUMM

cuctemamu”, "rNoGivHi peakuii”,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

"MNepepno3yBaHHA",
"papmMmakogmHaMiyHi
BNACTUBOCTI",
"®apMaKoKiHETUYHI
B1acTMBOCTI". 3MiHU
BIANOBIAHO A0 iHdopmaLii
pedhepeHTHOro ikapCbKoro
3acoby Marcain Polyamp
Steripack 0,25% Ta
ypaxyBaHHsAM eKCrepTHOro
BWCHOBKY KOHCY/lbTaTUBHO-
eKcnepTHoI rpynu.
MepioguyHicTb NogaHHs
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
370poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUyYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6esneku.

18.

JNIOHIOKAIH®

PO34nH ANs iH'eKLin, 5
Mr/M1 no 5 Mn'y donakoHi;
no 1 a6o no 5 cnakoHiB y
nauuj; no 5 mn B amnyni;
no 10 amnyn y navuj; no
20 Mn y donakoHi; no 5
hnakoHiB y nadui; no 50
My donakoHi; no 1
dhnakoHy B naywi

TOB "lOpis-
Papm”

YkpaiHa

TOB "tOpis-®Papm”

YKpaina

MepepeecTpauia Ha
HeobMeXeHuin TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHSA
reHepnyHux/ribpugHnx/6ionogi
BGHMX NiKapCbKMX 3acobiB nicns
BHECEHHS TiEl caMol 3MiHM Ha
pedoepeHTHUIA npenapaT (3mMiHa
He noTpebye HafaHHA XOLHNX
HOBUX [0AATKOBUX AaHWX) -
3MiHN BHECEHI A0 IHCTPYKLi Y

3a
peyerimom

He nionsizae

UA/12900/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1

po3gain "MokasaHHs". 3MiHK
BHECEHIi [0 IHCTPYKLi y
po3ainu: "®apmakooriyHi
BNacTMBOCTI", "B3aemopis 3
HLWMMK NikapcbkrMK 3acobamu
Ta iHWi BUAY B3aeMOgit",
"Oco6nMBOCTI 3aCTOCYBaHHSA"
(y T. 4. "3acTtocyBaHHs Y
nepiog, BariTHocTi a6o
rogysaHHsa rpyaato”,
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakuii npn
KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK MexaHi3mammn™),
"Cnocib 3acTocyBaHHA Ta
posn", "MepeposysaHHA",
"Mo6ivHi peakui™. 3MiHn
BHECEHI 10 KOPOTKOI
XapakTepucTHKM NikapcbKoro
3acoby y po3ginu:
"TepaneBTuUYHI MOKa3aHHS",
"[lo3n Ta cnocio
3acTocyBaHHs", "Ocob6uBi
3acTepeXeHHs Ta 3anobikHi
3axo4M Npu 3acTocyBaHHiI",
"B3aemogis 3 iHW1Mmn
nikapcbkrMmn 3acob6amu Ta iHLWi
BMAW B3aeEMOSin",
"3acTocyBaHHS Mif yac
BariTHOCTi Ta rogyBaHHs
rpyaAao”, "Bnnve Ha 34aTHICTb
KepyBaTu TPaHCMOPTHUMMU
3acobamu abo npautosaTu 3
iHLWMMW aBTOMATV30BaHUMM
cuctemamu”, "roGivHi peakuii”,
"MNepepo3yBaHHA",
"®apmakoguHaMmiyHi
B/1acTMBOCTI",
"®apMaKoKIHETUYHI
B/1ACTVBOCTI". 3MiHM
BiANoBIAHO A0 iHdopMaLiT
pecepeHTHOro Nikapcbkoro
3aco6y MAPKAIH, posunH ans
iH'ekuil, 5 mr/mn.
MepiognyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 34iicHeHHs
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0OXOpOHU
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHVMy y nepioguyHoCTi
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

19.

ME3M® ®OPTE
10000

TabneTkun
KMLLKOBOPO34MHHI, no 10
Tabnetok y 6nictepi; no 1
abo no 2, abo no 5
6nicTepiB y KAPTOHHIN
Kopoo6Li

BEP/IH-XEMI
Al

HimeuyunHa

Bupo6HMLTBO "in
bulk", kOHTpPONb
cepiii:
BEP/IH-XEMI AT,
HimeuumnHa;
Bupo6HuyTBO "in
bulk", nakyBaHHs,
KOHTPOb Cepiii:
MeHapiHi-®oH
XeligeH Mv6X,
HimeuumnHa;
MaKyBaHHs,
KOHTPO/b Ta BUMNYCK
cepii:
BEP/NIH-XEMI AT,
HimeuyunHa

HimeuunHa

MepepeecTpalis Ha
HeobMeXeHun TepMiH. 3minu I
TUny - 3MiHM WoAao
6e3nekn/ehekTVBHOCTI Ta
hapmakoHarnsagy. 3miHu y
KOPOTKIil XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMUW JaHNMU 3
SIKOCTi, AOK/iIHIYHUMMU,
KNiHIYHUMW JaHMK Ta JaHuMy
3 hapmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao
po3ginis "®apMakonoriyHi
BnactusocTi", "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHs
y nepiog BariTHOCTI Ta
rogyBaHHS rpyaa0" (yTOUHEHHS
iHbopmawii), "3aaTHicTb
BN/IMBATY Ha LUBUAKICTb
peakuii Npu KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWIMMU
MexaHisMamu'(YyTOUHEHHS
iHchopmaui), "Croci6
3acTocyBaHHA Ta
[031"(YTOUHEHHS iHdhopmadii),
"[iTn"(yTouyHeHHs iHdopmaLii),
"Mepepno3yBaHHA", "MOGIYHI
peakuii" BianosigHo A0

6e3
peuyenma

nionsieae

UA/7977/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

Marepianis peecTpayjiiiHoro
[0Cbe

MepioguyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
370poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUyYHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6esneku.

20.

MEMOMN/TAHT

TabneTku, BKpUTI
060/10HKO0, M0 40 Mmr, No
10 Tabnetok y 6nictepi;
no 2 6nicTepy B KAPTOHHIi
Kopo6Li; no 20 TabneTok y
6nictepi; no 3 6nictepu B
KapTOHHI KOpoo6Li

[Op. Binbmap
LLIBabe M'm6X i
Ko. KI

HimeyunHa

[Op. Binbmap LLiBabe
vM6X i Ko. KI

HimeuunHa

MepepeecTpauia Ha
HeobMeXeHuin TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
ab0 3MiHM [0 y3arasibHeHNX
[aHux npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3arasibHeHUX faHnx npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&aXEHOI 0co6H,
BiANOBIAANLHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
0co6u 3 chapmakoHarnsgy
3asBHUKA A4N15 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YMNOBHOBaXEHOI 0cobu,
BiANOBIAaAbHOI 3@ 34i/iCHEHHS
hapmakoHarnsgy (Bkouyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLeHHI MacTep-gaiina
cuctemn chapmakoHarnagy).
3MiHa KOHTaKTHUX AaHuX.
3MiHu | TMNY - 3MiHK Woao

6e3
peyenma

nidnsieae

UA/0204/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. 3miHa 'y

KOPOTKili xapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3acToCyBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHunii
nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOCNIOKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negiaTpuyHux
pocnipkeHb (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHO [0 iHCTPYKLT
[ONA MeNYHOro 3acTocyBaHHs
nikapcbKoro 3acoby Ao
po3ginis "B3aemopis 3 iHWMMU
nikapcbkrMun 3acob6amu Ta iHLWi
BMAW B3aeEMOSin",
"Oco6NMBOCTI 3aCTOCYBaHHSA"
Ta "Mob6iuHi peakuii" BignNoBiAHO
[0 OHOBJEHOT iHdhopMmaL;i 3
6e3nekn 3acTocyBaHHs fitouol
peyoBUHN.

MepiognyHICTb NogaHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26

BepecHs 2016 poky Ne 996),
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
CTaHOBWTb: 3riAHO 3i CTPOKamy,
3a3HavyeHnMy y nepioguyHoCTi
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.
21. HATPIO pO34unH aNns iHgysiii 40 TOB "HOpis- Ykpaina TOB "lOpis-dapm” YkpaiHa MepepeecTpavia Ha 3a He nidnsieae UA/8602/01/01
rNaPOKAPBOHA mr/mn, no 100 mn a6o 200 Papm"” HEOOMEXEHN TEPMIH. peyenmom
T M, abo 400 mny
nnsAwWKax cknadmx; no 100 MepiognyHICTb NofAHHSA
M abo 250 mny perynsapHo OHOBJ/IHOBAHOro
KOHTeliHepax NosliMepHuX; 3BiTy 3 6e3neku BigNoBiAHO A0
no 2 mna6o5wmny Mopsaaky 3aiicHeHHs
KOHTeliHepi thapmakoHarnagy,
0fHOA,030BOMY; NO 10 3aTBEPAKEHOrO Haka3oMm
KOHTEHepiB y nauuj 3 MiHicTepcTBa OXOpPOHU
KapTOHY 300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
22, HEO-AHINH® NbOAAHUKM no 12 [vsacapma HimeyunHa [Oveacapma Mm6X, HimeyunHa MepepeecTpavia Ha bes niossieae UA/7674/01/01
NbOASAHUKIB y 6AicTepi; no 6X HimeuuunHa; HeobMexeHui TepMiH. 3MiHu | peuyenma
2 abo no 4 6nictepu B Knoctepdpay UMy - 3MiHM LWoAo
KapTOHHIA KOpooLi BepniH T'M6X, 6e3nekn/edpeKTNBHOCTI Ta
HimeyunHa thapmakoHarnsgy. BeegeHHs

a60 3MiHW [0 y3arasibHeHnX
JaHnx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx npo
cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6U,
BiANOBIAA/bHOI 3@ 34i/iCHEHHSA
thapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHVKa AN 34iCHEHHSA
hapmakoHarnsgy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif
YNOBHOBaXXEHOI 0COo6Y,
BiANOBIAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy (Bkitodaioum
KOHTaKTHI faHi) Ta/abo 3MiHu y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
pO3MilLeHHi macTep-ghaina
cuctemu chapmakoHarnagy) -

KoHTakTHa ocoba 3asiBHVKa B
YkpaiHi 4§ 34iiCHEHHS
thapmakoHarnagy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0co6u 3asBHUKA B YKpaiHi Ans
3[iiCHEHHSI hapMakoHariaay.
3MiHa micus 3gilicHeHHs
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHn | Tuny
- 3MiHn Wwopo
6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili xapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHuii
nepiog, abo sk pe3synbtart
OLiHKM 3BITY 3 AOCNIOKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negiatpuyHnux
pocnipkeHb (PIP) (iHWi 3miHwW) -
3MiHU BHECEHO [0 IHCTPYKLT
AN MeANYHOro 3acTOCyBaHHsA
nikapcbKoro 3acoby Ao
posginis: "MpoTunokasaHHs",
"Oco611BOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog,
BariTHOCTi Ta rogyBaHHs
TPYAAH0" (YTOUHEHHS
iHchopmawii ), "Cnoci6
3acToCyBaHHA Ta
[031"(YTOUHEeHHs iHdhopmaui ),
"Mepeno3yBaHHs", "Mo6Gi4HI
peakujii " BignosigHo A0
Marepianis peecTpayjiiiHoro
[OCbE.

MepioguyHicTb NogaHHs
perynsipHo OHOBJIOBAHOTO

3BiTY 3 6€3neku BiANOBIAHO A0
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOI0 Haka3oMm
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.

23.

HITPOCOPBIJ,

Tabnetkn no 0,01 r no 20
TabneTok y 6nictepi; no 2
6nictepu y nauui 3
KapTOHY

MNAT
"MoHdapm"

Ykpaina

MAT "MoHdapm"

YkpaiHa

MepepeecTpauia Ha
HeobMeXeHuin TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCTOCyBaHHSA NiKapCcbKoro
3aco6y B nicnsipeecTpavinHunii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHM BHeCeHO A0 IHCTpyKL;i
AN MeAnYHOro 3acToCcyBaHHsA
niKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHWMMK
nikapcbkvMu 3acobamu Ta iHLWi
BMAW B3aemogiin",
"Oco6MBOCTI 3acTOCyBaHHS",
"Mepepno3yBaHHA", "MOGIYHI
peakuii" BianosigHo A0

3a
peyermom

He nionsizae

UA/7349/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

OHOB/IEHOI iHdhopMmaLii 3
6e3nekun Ajto4oi pevoBuUHU
nNikapcbKoro 3acoby.

MepiognyHICTb NofaHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsiaky 34iCHEHHS
thapmakoHarnagy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

24.

NIHOBIT®

Kpanni HazanbHi no 10 mn
y thnakoHi; no 1 onakoHy
B nayLi 3 KapTOHY

MAT "dapmak”

YKpaiHa

MAT "®apmak"

YkpaiHa

MepepeecTpadis Ha
HeobMexeHui TepMiH. 3MiHu |
TMny - 3MiHM WoAo
6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT A1
Me[MYHOro 3aCTOCYBaHHA Ha
nigctaBi perynsipHo
OHOB/IIOBAHOTIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro
3acoby B nicnsipeecTpavinHuia
nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negiaTpuyHux
pocnimpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) -
3MiHV BHeceHi A0 IHCTpyKuil
[N15 MeNYHOro 3acToCcyBaHHS

6e3
peyenma

nidnsieae

UA/6606/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

25.

TOP3AKC®

nikapcbKoro 3acoby Ao
po3ginis
"PapmakoTepanesTnyHa
rpyna" (yTouHeHHs), "[Mo6iyHi
peakuii" BignosigHo Ao
OHOB/IEHOI iHdopmaLii 3
6e3nekun Ajlounx PeyoBUH.

MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

TabneTku, BKpUTI
NAiBKOBOK 06010HKOIO, MO
20 mr, no 10 TabneTok B
6nictepi; no 3 6nicTtepu B
KapTOHHI KOpoo6Li

Ankanoig AL -
Ckon'e

Pecny6nika
MakefoHist

Ankanoig AL -
Ckon'e

Pecny6nika
MakefoHis

MepepeecTpavis Ha
HeobMeXeHW TEPMIH.

MepiognyHICTb NofaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNoBiAHO A0
Mopsiaky 34iCHEHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,

3a
peyenmom

He nionsicae

UA/12770/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

26.

3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

TOP3AKC®

TabneTku, BKpUTI
NNiBKOBOIO 060J10HKOID, MO
80 mr no 10 TabneTok B
6nicTepi; no 3 6rictepn B
KapTOHHI KOpooLi

Ankanoig AL -
Ckon'e

Pecny6nika
MakefoHis

Ankanoig AL -
Ckon'e

Pecny6nika
MakefioHis

MepepeecTpadis Ha
HeobMeXeHu TepPMIH.

MepioguyHicTb NogaHHA
perynsipHo OHOBJ1OBAHOTO
3BiTYy 3 6e3neku BigNoBigHO A0
Mopsaaky 34iicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHY
34,0p0B’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognyYHOCTI
NoAAaHHS perynspHux 3BiTiB 3
6esneku.

3a
peyenmom

He nidnsiecae

UA/12770/01/04

27.

TOP3AKC®

TabneTku, BKpUTI
N/1iBKOBOI 060/OHKOI0, MO
40 mr no 15 Tabnetok y
6nictepi; no 2 6nictepn y
KapTOHHIA KOpooLi

Ankanoig AL -
Ckon'e

Pecny6nika
MakepoHis

Ankanoig AL -
Ckon'e

Pecny6nika
MakepoHis

MepepeecTpauia Ha
HeobMeXeHW TepPMIH.

MepiognyHICTb NOgAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiZNOBIAHO A0
Mopsiaky 34iNCHEeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpOHY
3[,0p0B’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HavYeHMU y NepioANYHOCTI
NoAAaHHSA perynsipHux 3BiTie 3

3a
peyermom

He nionsizae

UA/12770/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

6e3neku.

28.

TOP3AKC®

TabneTku, BKpUTI
NAiBKOBOK 06010HKOIO, MO
10 mr no 10 TabneTok B
6nictepi; no 3 6nicTtepu B
KapTOHHI KOpoo6Li

Ankanoig AL -
Ckon'e

Pecny6nika
MakefoHist

Ankanoig AL -
Ckon'e

Pecny6nika
MakefoHis

MepepeecTpavis Ha
HeobMeXeHW TEPMIH.

MepiognyHICTb NofaHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNoBiAHO A0
Mopsiaky 34iCHEHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsicae

UA/12770/01/01

29.

DTAMOTIPE/1Ib
75

TabneTku, BKpUTI
NNiBKOBOIO 060/10HKOID, MO
75 mr no 10 TabneTok y
6nictepi; no 1, 3 a6o 10
6nicTepis y nayui

AHaHTa
Megikeap /114.

Benuka
BpuTaHis

dnamiHro
PapmacboTuKanc
nra.

IHAjiA

MepepeecTpadis Ha
HeobMexeHui TepMiH. 3MiHu |
TUny - 3MiHM WoAo
6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUiT Ans
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpavinHuia
nepiogd, abo Ak pe3ynbtar
OLLiHKM 3BITY 3 AOCAIOKEHD,
npoBefeHnX BignoBigHO A0
nnaaxy negiaTpuyHux
pocnimpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHI [0 IHCTPYKL,i
[N15 MeNYHOro 3acTocyBaHHS

3a
peyenmom

He nionsicae

UA/7441/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbKoro 3acoby y po3ginum:
"Moka3aHHA" (pefaryBaHHs
TeKcTy), "B3aemogis 3 iHWnMmn
nNikapcbkMK 3aco6amMm Ta iHLWi
BMAW B3aemogii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii" BiANOBIAHO
[,0 OHOBJEHOI iHdhopMaLiT 3
6e3nekun Ajitoyoi pevoBUHN.

MepiognyHICTb NofaHHSA
perynspHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBIAHO A0
Mopsiaky 34iCHEHHS
thapmakoHarnagy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHU
300poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOpOHU
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

30.

®NEBOTOH

Kancynm Teepgi no 300 mr
no 10 kancyn y 6nictepi,
no 5 6nicTepiB y KAPTOHHIN
nauuj

AT "Codpapma"

Bonrapis

AT "Codpapma"

Bonrapis

MepepeecTpadis Ha
HeobMexeHui TepMiH. 3MiHu |
MMy - 3MiHM WoAo
6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT A1
Me[MYHOro 3aCTOCYBaHHA Ha
nigctasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpavinHuia
nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BignoBigHO A0

bes
peuyenma

nidnsieae

UA/0747/02/01
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n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

3acoby

nnaxy negiaTpuyHux
pocnipkeHb (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) -
3MiHM BHECEHO A0 IHCTpyKU;i
ONA MenYHOro 3acTocyBaHHs
nikapcbKoro 3acoby A0 po3giny
"T'oka3aHHA" a TakoxX [0
po3ainis: "B3aemogis 3 iHWMMUK
nNikapcbkvMK 3aco6amMm Ta iHLWi
BMAW B3aemogii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii" BiANOBIAHO
[0 matepianis peecTpauiiHoro
[0CbLE Ta OHOB/IEHOT
iHchopmawii 3 6e3neku gjroyoi
PeyOoBMHM NiKapCbKOro 3acoby.
MepiognyHICTb NogaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0OXOpOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

UA/7158/01/01

31.

LETUPU3NH-
TEBA

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
10 mr, no 7 TabneTok y
6nictepi; no 1 6nictepy y
Kopobui; no 10 TabneTok y
6nicTepi; no 1 a6o no 2,
abo no 3, abo no 5
6nicTepis y kopoobu,i

TeBa
dapmauesTikan
IHpacTpi3 /174,

13painb

Mepkne 'vbX,
HimeuunHa
(B1po6HMLTBO
Hepo3dacoBaHoro
NpoAyKTY, A03BiN Ha
BWMNYCK Cepil;
nepBuHHa Ta
BTOPVHHA ynakoBkKa,
KOHTPO/Ib SIKOCTI)

HimeuunHa

MepepeecTpalis Ha
HeobMeXeHnin TepMiH. 3miHu |
TUny - 3MiHM WoAao
6e3nekun/ehekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTumui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BiTY 3 6e3neku

6e3
peuyenma

nionsieae
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o

32.

LMUHY

KBITKM Nno 25 r a6o no 50 r

nikapcbKkoro 3acoby, abo
JocnimkeHb 3 6e3neku
3aCTOCYBaHHS NMikapCbKOro
3acoby B nicnisipeecTpavinHuii
nepiod, abo K pe3ynbtart
OLjiHKW 3BITY 3 AOCAIXEHD,
npoBefeHUX BigNOBIAHO A0
nnaaHy negiaTpuyHux
pocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHI [0 IHCTPYKLi Y
po3ginu: “MpoTunokasaHHs",
"B3aemogis 3 iHWuMmn
nikapcbkrMun 3acob6amu Ta iHLWi
BMAW B3aEMOSn",
"Oco611MBOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakwyji" 3rigHo 3
iHhopmauieto Lwoao 6e3neku
Lit040i pevOBUHN.

MepioguyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YKkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
370poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6esneku.

nocsBi0o4YeHHs

MNILLAHOrO
KBITK/

y Maykax 3 BHyTPiLLHIM
nakeTom

MpAT
"NikTpasn”

Ykpaina

MpAT "NikTpasn”

YkpaiHa

MepepeecTpauia Ha
HeobMeXeHW TepMiH.

MepiognyHICTb NOgAHHSA
perynsipHo OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0

MopsigKy 34iNCHEeHHS

6e3
peyenma

nifnarae

UA/8896/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1

dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0OXOpOHU
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHVMy y nepioguyHoCTi
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

HauvanbHuK YnpaBniHHA (hapmaleBTUYHOI AiIANBHOCTI Ta
AKOCTI hapmMmaueBTUUHOI NPOAYKLiT

T.M. JIacKOBCbKUi




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

11.05.2018 Ne 908

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

Ne
n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

Ymosu
BionycKy

PeecmpayjitiHa npoyedypa Homep
peecmpayjiliHo2o

nocsio4YeHHs1

L-BANIH

nopoLuUoK (cybcTaHuis) y
nonieTMneHoBKX naxkeTax
AN BUPO6GHMLTBA
CTEPUNbHUX NiKapCbKMX

thopm

MpAT
"MynbTichapma”

YKpaiHa

KioBa Xakko bio Ko.,
nTg

AnoHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: - UA/12025/01/01
TEXHIYHa NOMWIIKA Y KpUTEPIAX NPUAHATHOCTI 3a

MOKa3HWKOM «pH po3unHy S»

A3ANIH

Tabnetkv no 25 wr; no 10
Tabnetok y 6nictepi; no 5
6nicTepiB y nauui

AT

"KUIBCbKIN

BITAMIHHM
3ABOJ"

YkpaiHa

AT "KTBCBKIT
BITAMIHHU
3ABOS"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/4763/01/02
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
HaliMeHyBaHHs Ta/abo aApecy 3asiBHMKA
(BnacHviKa peecTpauiiiHoro nocBig4YeHHs) (3MiHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tn micsuis nicns
3aTBEPMKEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, Bk/IoYaoun AinbHUL BUNYyCKy cepii abo
MicLie NPOBEAEHHS KOHTPO/IHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpTEp, BK/IHOYAKUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHSA BUPOBHYKA, 6€3 3MiHM
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTArom 6-Ty MicsILiB NicNs 3aTBEPKEHHS)

A3AMH

Tabnetkv no 100 mr; no 10
TabneTtok y 6nictepi; no 5
6nicTepis y nauui

AT

"KNIBCbKN

BITAMIHHM
3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasis: 3a UA/4763/01/01
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
HalimeHyBaHHs Ta/abo agpecu 3asBHMKA
(BnacHuKa peecTpauiinHoro noceig4eHHs) (3MiHa
HalilMeHyBaHHs 3asBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLst NPOBaKEHHS Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BKOYaKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHsS1 BUPOGHUKa, 6€3 3MiHK
Micus Bupo6HuuTea) (TepmiH BBEEHHS 3MiH
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
NpOTSArom 6-T MicsILiB Mic/si 3aTBEPAKEHHST)
4. | A30MT® Kpanni o4Hi, 10 mr/mn; no HoBaprTic ®apma | LUBeiiuapis AnkoH-Kyspbop Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/2300/01/01
5 mn 'y dpnakori- Al 3MiHM | Tuny - 3mMiHK B npoueci BupobHuytBa Ad| peyenmom

KpanenbHuLi «fpon-
TeiiHep®»; no 1 hnakoHy-
KpanesibHuLj y Kopobu,i 3
KapTOHY

- HE3HaYHI 3MiHM y NpoLieci BUPO6GHMLTBA
NPOMIXHUX NPoAyKTiB PS-4998 Ta PS-4999 Ha
eTani 2 Ta 4; 3miHu | Tuny - 3MiHa y napameTpax
cneuudikauin Ta/abo fonycTUMUX MEX,
BM3HAUYeHuUX y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
- 3MiHM y cneuudikauii NPOMXHOIo NPoAykTy PS-
4999, 110 BUKOPUCTOBYETLCA Y BUPOOGHULTBI AD|
BpvH30namig; - 3ByXXeHHA [OMyCTUMUX MEX 3a
nokasHnkom «Assay (HPLC)»; - OHOB/IeHHS
BMMOT crieumdikavii 3a 7. «Appearance»,
BHECEHHS pefakLUiiH1X 3MiH; y cneuudikauii
npomixHoro npoaykty Crude AL-4862, o
BMKOPUCTOBYETHLCS Y BUPOGHMLTBI ADI
BpuH3onamify, 3By>KeHHs1 AOMYCTUMKX MeX 3a
nokasHukom «Purity (HPLC)»; 3MiHu | Tuny -
3MiHa y napameTpax crneumdikauinn Ta/abo
[ONYCTUMKX MEX, BU3HA4YeHMX y crevmdikanisax
Ha A®I, a60 BMXigHWIA/NPOMIKXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTea A®I - 3mMiHM y
cneumaikaii BUXiAHOTO NPOAYKTY, L0
BMKOPUCTOBYETHLCS Y BUPOGHMLTBI ADI
BpuH3onamia: - BUNy4YeHHs BEPXHbOI MEXi Y
cneumdikauii ansa Tecty «Melting Point»; -
[OMOBHEHHS KiZTbKOX AOMILLIOK Y cneumdikaiio 3a
T. «Purity HPLC»; - oHOBNeHHs cneuudikauii 3a
T. «ldentity IR»; - BBegeHHA TecTy «Residual
Solvents by GC»; 3miHM y cneumdikauii peareHTy
p-Toluenesulfonyl chloride, wo
BUKOPUCTOBYETLCA Y BUPOOGHULITBI AD]
BpuH3onamigy: - 3By)eHHs BUMor 3a T. «Solution
clearness»; - BBeeHHs TecTiB «Purity (HPLC)»,
«ldentity (HPLC)», «Water (KF)»; BunpasneHHs
ApyKapcbKoi NOMUIKY 3a M. «Assay»; 3MiHu |
TUMy - 3MiHa y MeToAax BunpobysaHHA A®l abo
BUXIQHOIO MaTepiasny/npoMixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I -

He3HauHi 3MiHW B MeTo/i BUNpobyBaHHS
KiNibKicHOro Bm3HaveHHs Hydroxylamine-O-
sulfonic acid (HOSA) — BuxigHOro NpoaykTy, Lo
BUKOPUCTOBYETHLCA Y BUPOOHULITBI AD]
BpuH3onamig
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

5. | AKHETIH® Kancysm no 8 wmr; no 10 Aapan- XopBartis C.M.B. TexHonogxi Benebris BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/10316/01/01

Kancyn y 6nicrepi; no 3 [aneHcbkumit CA 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
6nicTepun y KapTOHHiIl JlabopaTopiii HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKA
Kopoo6Li a.a. (BnacHviKa peecTpauiiiHoro NnocBig4YeHHs) (3miHa
Ha3BW 3asBHVKa (BNacHMka peecTpaLiiHoro
nocsigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTArOM
6-TK MicALIB Nicnis 3aTBEPKEHHS)

6. | AKHETIH® Kancynu no 16 mr; no 10 Anpax- Xopsaris C.M.B. TexHonomxi Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/10316/01/02
Kancyn y 6nictepi; no 3 [aneHcbkumit CA 3MmiHu | TUny - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nicTepun y KapTOHHIl NabopaTopiii HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
KopoobLi a.a. (BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa

Ha3BW 3asiBHMKa (Bf1acHMKa peecTpauiiiHoro
noceigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTAroMm
6-TN MicsLIB Nicns 3aTBEPKEHHS)

7. AKT-XIB (ACT- nioghinizoBaHWin NOPOLLIOK CaHodi MNacTep ®paHuis CaHodi MacTep PpaHuin/ BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: 3a 235/12-
HIB) no 1 gosi Ana po3unHy C.A. C.A., ®paHuis; YropumHa/ 3MiHu 1l TUny - 3MiHn 3 AkocTi. AdI. peyenmom 300200000
BAKUWHA AN ONs1 iH'eKUiiA y donakoHi B 3AT "CaHodhi- PpaHuis Bupo6bHMLTBO. 3MiHK B NpoLeci BUpO6HULTBA
MPO®DINAKTUKA KOMMEKTi 3 PO3YMHHMKOM ABeHTIC", YropwuHa; A®I (iHWi 3MiHM) - 3MiHW Yy NPOLIEC] OYUULLLEHHS
IHOEKLLIIA, no 0,5 mn y nonepegHbo NOBHUIA LMK nonicaxapugy Haemophilus tuny b
CNPUYNHEHUNX 3anoBHEHOMY LUNpuL 3 BMPOBHMLTBA,

HAEMOPHILUS NPUKPIN/IEHOO FOJIKOK KOHTPO/Ib SKOCTI
TUny B, (abo 2-ma okpeMumu PO3YMHHKKA B
KOH'FOFOBAHA, rofikamu) wnpuuax:
CYXA CAHO®I BIHTPOI
IHOACTPIA,
PpaHuis

8. AKT-XIB (ACT- niocpinizoBaHuMiA NOPOLLIOK CaHodpi Nactep ®paHuis CaHodpi MNactep, dpaHuisn/ BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasii: 3a 235/12-
HIB) no 1 gosi Ana po3vnHy C.A. PpaHuis; YropumHa/ 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom 300200000
BAKUVHA Ansa ANA iH'eKUiiA y chnakoHi B 3AT "CaHoi- ®paHuisa HalimeHyBaHHs Ta/abo agpecu micus
MPODINAKTUKA KOMMEKTi 3 PO3YNHHUKOM ABEHTIC", YropLuHa; NPOBaKEHHS AisIbHOCTI BUpO6HMKa/iMnopTepa
IHOEKLLIIA, no 0,5 mny nonepeaHbLo NOBHUIA LMK rOTOBOrO /iKapCbKOro 3acoby, BKIKYakum
CNPUHYNHEHNX 3aMoBHEHOMY LWNpuULi 3 BMPOGHULITBA, AiNbHUL BUNYCKY cepii abo micle npoBefeHHs

HAEMOPHILUS
TUny B,
KOH'FOFOBAHA,
CYXA

MPWKPINIEHOIO FOJIKOLO
(abo 2-ma okpeMumu
roniKkamm)

KOHTPO/b AKOCTI
PO34MHHVKA B
Lnpuuax:
CAHO®I BIHTPOI
IHOACTPIA,
®paHuisa

KOHTPOJTH0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BigMNoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(MpuBeAeHHA HanucaHHA Ha3BU BUPOBHNIKA,
IOPUANYHOT agpec BUPOGHUKa Ta agpecu
BMPOGHUKIB, LLIO BiANOBIAA0TL 3@ BUMYCK cepii y
BiANOBIAHICTb A0 BUCHOBKY LL0A0
nigTBEPAKEHHS BiANOBIAHOCTI BUPOGHNLITBA
nikapcbkux 3acobiB Bumoram HBIM); 3miHu | Tuny
- AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpauiiHoro noceigyeHHst) (YTOUHEeHHS
ajipecy Ta Ha3BW 3asBHKKA); 3MiHK | TUNy -
3MiHuM 3 IKOCTi. [OTOBWIA Nikapcbknii 3aci6.
KOHTpos1b roTOBOro NikapcbKoro 3acoby (iHLwi
3MiHW) (MepesaTBepmxeHHss AHaNITUYHOT
HOpMaTMBHOI AokyMeHTauii (AHA) Ha MeToaun




42

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTposito sikocTi (MKS) 3 meToo npuBeAeHHs f0
BUMOr Haka3y MO3 YkpaiHu Ne460 Big,
23.07.2015 p. Cneuudbikauis Ta metoau
KOHTPOJI0 HE3MiHHI); 3MiHM | TUnY - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta dapMakoHarnsgy
(iHwWi 3miHW) (3amiHa rpadivyHOro 306paxeHHs
YNaKoBKM Ha TEKCT MapKyBaHHA A4/15 NEPBUHHOI
Ta BTOPVMHHOT YNakoBKN AN NPUBEAEHHS Y
BiAnoBigHiCTb Ao Hakasy MO3 Ykpainn Ne 426
Bif 26.08.05 (y pepakuii Hakazy MO3 Ykpainn
Ne460 Big 23.07.2015 p.)

AKT-XIB (ACT-
HIB)

BAKLUMHA AN
MPOMINAKTUKN
IHOEKLLIA,
CMPUYMHEHUX
HAEMOPHILUS
ANy B,
KOH'IOrTOBAHA,
CYXA

nioghinizoBaHWin NOPOLLIOK
no 1 fo3i 4Ns po3unHy
ONs iH'eKUii y donakoHi B
KOMMEKTI 3 PO3YMHHMKOM
no 0,5 mn 'y nonepefHsL0
3anoBHEHOMY LUMPULL 3
NPUKPIN/IEHOO FOJIKOH
(abo 2-ma okpeMumu
rofikamu)

CaHodpi Nactep
C.A.

®paHuis

CaHodpi Nactep
C.A., ®paHuis;
3AT "CaHodhi-
ABEHTIC", YropLwuHa;
NOBHWIA LMK
BUPOGHMLTBA,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
Lnpuruax:
CAHO®I BIHTPOI
IHOACTPIA,
PpaHuis

PpaHuin/
YropumHa/
PpaHuis

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3miHu | TUNY - FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneundikaiii Ta/abo 4onycTuMmx
MeX roTOBOrO /iKkapCbKOro 3acoby (40MOBHEHHS
crneuudikaLii HOBUM NOKAa3HUKOM 3 BiZNOBIAHUM
MeToA0M BUNPo6yBaHHs) (JonoBHeHHA AHJ,
cneuudikaljiero Ta METOAAMU KOHTPO/O AN
po3unHHKKa (0,4% PO34nH HATPIO X/10pUAaY);
3MiHn | TUNYy - 3MiHK 3 aKocTi. FoToBMi
nikapcbknii 3aci6. 3MiHM Y BUPOGHMUTBI. 3amiHa
ab0 BBeZleHHA A04aTKOBOT AiNbHULI
BMPOGHMLITBA A4/15 YACTUHU abo BCbOroO
BMPOBGHNYOro NpoLecy roToBOro NikapcbKoro
3acoby (AinbHULA, Ha Skl NPOBOAATLCA BYAb-SiKi
BMPOGHMYI CTagji, 3a BUHATKOM BUNYyCKy cepil,
KOHTPOJTH0 AKOCTi Ta BTOPMHHOTO MakyBaHHA A1
CTePU/IbHUX NiKapCbKUx 3acobiB (BKIOUaUn
BMPOGNEHI acenTUYHUM METOA0M), KpiM
nikapcbKnx 3aco6iB 6io/10rivYHOro/iMyHOMOriYHOro
NoXo/xeHHs) (BBeaeHHs 40AATKOBOro
BUPOGHMKA PO3UMHHMKA A1 BaKLMHN Ta
3a3HaYeHHs Moro qoyHKLNn)

3a
peyerimom

235/12-
300200000

10.

ANEPOH

TabneTku, BKpUTI
060/10HKOI0, M0 5 Mr Ne 10
(10x1), Ne 30 (10x3) y
6nictepax

AkTasic rpyn AT

IcnaHgis

Ewmkitop
dapmacboTikanc
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHuM |l TMny - 3MiHa BUPOGHMKa
BWXiAHOro/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCH Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BUpoOHyKa (Bkovatouu, ae
HeobxiAHO, MicLe NPOBEAEHHS KOHTPOJIHO SIKOCTI)
AD| — 3a3HaYeHHA BUPOGHMKA Ait0H0i pevOBUHM
nesounTepusuHy gurigpoxnopugy SYMED LABS
LIMITED, IHgis 3 HagaHHAM oHoBsieHoro DMF

6e3
peuyenma

UA/5615/01/01

11.

ANONYPUHON-
KB

Tabnetkn no 100 wr; no 10
Tabnetok y 6nictepi; no 5
6nicTepiB y nayli 3 KApTOH

AT

"KNIBCbK

BITAMIHHWI
3ABOJ"

Ykpaina

AT "KUIBCbKWIA
BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHM | TMNY - AgGMiHICTPATUBHI 3MiHN. 3MiHa
HaliMeHyBaHHs Ta/abo aapecy 3asiBHMKa
(BnacHvKa peecTpaLiiHoro noceig4yeHHs) (3MiHa
HaliMeHyBaHHs 3asBHUKa) (TepMiH BBEAEHHS

3a
peyenmom

UA/12636/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBepXeHHs); 3MiHu | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HallMeHyBaHHA Ta/abo aapecu
MiCLiAl NPOBAKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbKoro
3acoby, BK/IYaoun AinbHULI BUNYyCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJTIO AKOCTI.
(BisnbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUpOGHULTBA) (TepMiH BBEEHHS 3MiH
npoTArom 6-Tn MicAUiB NicNs 3aTBepPAKEHHS)

12.

ANnonyPUHoON-
KB

Tabnetku no 300 wr; no 10
Tabnetok y 6nictepi; no 3
6nictepu y nauui 3
KapTOoHYy

AT

"KNIBCbKIN

BITAMIHHI
3ABOJ"

YkpaiHa

AT "KVTBCBKIT
BITAMIHHWI
3ABOL"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3miHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBEAEHHS
3MiH NpPOTArom 6-Tn MicsLiB nicns
3aTBEpPMXEHHS); 3MiHM | TNy - AAMiHICTpPaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLiA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, Bk/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTB, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili)
(3MiHa HallMeHyBaHHA BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBa) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCAILIB NiCNs 3aTBEPKEHHS)

3a
peyenmom

UA/12636/01/02

13.

AlNMTb®A
HOPMIKC

TabneTku, BKpUTI
N/1iBKOBOI 060/OHKOI0, MO
200 mr no 12 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIA KOpoo6Li

Anbcha
BaccepmaHH
C.n.A.

ITanis

Anbtha BaccepmaHrH
C.n.A.

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHu || TUNy - 3MiHW A0 IHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA [0 po3ainis

"®apmakonoriyHi BractmsocTi", "B3aemogis 3

HLIMMKM NikapcbKMK 3acob6amMu Ta iHLWi B1uam

B3aemogiit", "Ocob/IMBOCTi 3aCTOCyBaHHA",
"Mo6iuHi peakuji”. BBeAeHHA 3MiH NpOTArom 6-
TU MicAILiB Nicna 3aTBepAXEHHSA

3a
peyerimom

UA/9360/01/01

14.

AMIHAJ/IOH®-KB

Kancynu Teepgi no 250 wr;
no 10 kancyn y 6nictepax;
no 10 kancyn y 6nicTepi;
no 5 6nictepis y nauui

AT

"KNIBCbK

BITAMIHHWI
3ABOJ"

Ykpaina

AT "KUIBCbKWIA
BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHM | TMNY - AgMiHICTPATUBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvKa peecTpaLiiHoro noceig4eHHs) (3MiHa
HaliMeHyBaHHs 3asBHUKa) (TepMiH BBEAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepMKEHHs); 3MiHW | Tuny - AAMiHICTpaTUBHI
3MiHK. 3MiHa HallMeHyBaHHs Ta/abo agpecu
Micusi NPOBaPKEHHSA Aii/IbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapcbKoro
3acoby, BK/IKYaK4M AiNbHMLI BUMYCKY cepii abo

6e3
peyenma

UA/1210/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(BisnbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6€3 3MiHK
Micus BUpOGHULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB NicNs 3aTBEPAKEHHS)

15.

AMNIOAUNIH-
DITODAPM

Tabnetkn no 5 mr no 10
Tabnetok y 6nictepi; no 2
abo no 3 6nictepn y nauui
3 KapTOHY

MPAT
"®ITOPAPM"

YkpaiHa

MPAT "®ITOPAPM"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TUNy - 3MiHa agpecu Micusa NPOBaKEeHHS
AiSNbHOCTI BUPO6HMKa APl 6e3 3MiHK
(PaKTMYHOrO MicLisi po3TallyBaHHA Ai/TbHULL

3a
peyenmom

UA/2802/01/01

16.

AHACTPO30/
CAHAO3®

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
1 mr no 14 tabnetok y
6nicTepi; no 2 6nictepu B
KapTOHHI KOpoo6Li

CaHpo3
dapmacbloTikan
3 4.4

CnoBeHisa

BMPOBHMUTBO "in
bulk", nakyBaHHs,
BUNYCK Cepil;
BTOPWHHE
nakyBaHHS:
Canotac ®apma
M6X

HimeuunHa

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHNX AaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAANbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0cobM 3 (hapMakoHarnAgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3a8BHUKa ANA 3AiICHeHHs hapMakoHarnaay:
MponoHoBaHa pegakuis — Mabpiena Xekep-
Baps/Gabriele Hecker-Barth. KoHTakTHa ocob6a B
YKpaiHi ynoBHOBaXKeHOI 0c06M 3asiBHVKa ANns
3fificHeHHs chapmakoHarnsagy: NMponoHoBaHa
pepakuis — Opnos B’ayecnas BiktopoBuy. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6U. 3MiHa
MicuUs1 3AiACHEHHA OCHOBHOI AisIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu macrep-
dhaiina. 3miHa Homepa mactep-daiina

3a
peyenmom

UA/13575/01/01

17.

AHTUCENTO/T H

HacTolika aHTUCENTUYHA
A5 30BHILLHBOrO
3actocyBaHHs rno 100 mny
CK/ISAHMX dh1aKkoHax

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

YKpaiHa

ToBapucTso 3
0bMeXeHo0
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu Il Tuny - 3MiHK Wwoao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YMOB
BUAAui peecTpauiiHoro nocBigYeHHs,
BK/OYaoUM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasbLIOro 06r'pyHTYBaHHS HOBUMMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagasaTucs
KOMNETeHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CyTTEBA OLiHKa KOMMETEHTHUM OpraHom)
(BnkKoHaHHS1 3060B'si3aHb BignoBigHO 10

3a
peuyenmom

UA/11796/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
nignyHkty 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY 2
poaartky 15 o MNMopAagky npoBefeHHA
eKCnepTn3n peecTpauiiHnx Mmatepianis Ha
nikapcbki 3acobwu, Lo NOAAaKTbCA Ha AepXaBHy
peecTpavuito (nepepeecTpadito), a Takox
eKkcnepTu3n marepianis NPo BHECEHHS 3MiH O
peecTpauiiHnx maTepianis NpoTArom Al
peecTpauiiHoro nocBiAYeHHs, 3aTBEPAKEHOr0
Haka3om MO3 Bif 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
18. | APAHECH PO34UH NS iH'eKUiR, 25 AmpkeH €spona | HigepnaHaun MapKyBaHHS, Higepnaxnaw/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/11437/01/01
MKr/MA, no 0,4 mny b.B. BTOPUHHE CLA 3MiHKM | TUNy - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
nonepegHL0 nakyBaHHS Ta A®| abo BMXigHOrO Matepiany/npoMixKHOro
HanoBHEHOMY LUNPUL 3 BUMyCK cepii: NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
aBToOMaTUYyHUM AmkeH €spona npoteci BupobHuuTea A®I - pegakuiiiHi 3MiHM o

3ano6iXHNKOM ronku; no 1
wnpuyy y 6nictepi; no 1
6nictepy B kopobuj; no 0,4
My nonepeaHbo
HanoBHEHOMY LUNPULi; MO
1 wnpuuy B kOpobuyj; No
0,4 mn y nonepefHbL0
HanoBHEHOMY LUNPULi; MO
1 wnpwuy y 6nictepi; no 1
6nicTepy B KOpo6Li

B.B., HinepnaHnaw;
BUPOBHMLTBO,
nepBuHHe
nakyBaHHS: AMKeH
MaHydekuypiHr
Nimiteq, CLWA

po3ginis «BMicT npoTeiHy», «pH»; 3miHu | Tuny -
3MiHM BUNpobyBaHb abo JOMYyCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikayisx, nig vac
BMPOGHMLITBA FOTOBOTO /1iKapCbKOro 3acoby -
BU/TYYEHHA A1 CTepPUIbHOIO (iNlbTPOBaHOIO
Hepo3gracoBaHOro NPOAYKTY Ha eTani
acenTVYHOTO HaNOBHEHHS Y NpoLeCi
BMPOBHULTBA rOTOBOrO NiKapCbKoro 3acoby
BMNPOBYBaHHA CTEPUIBHOCTI; 3MiHK | TNy -
3MiHV BUNpoGyBaHb abo AOMYCTVMUX MEeX,
BCTaHOB/IEHUX Y cneuudpikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby -
BUJTYYEHHS AN NOMYNPOAYKTY Ha eTani
acenTWYHOrO HaNOBHEHHS Y NPOLECi
BMPOGHMLITBA rOTOBOrO J1iKapPCbKOro 3acoby
BMNpoGyBaHHA pH Ta cuiu aii; 3mivm | Tuny -
3MiHM BUNpo6yBaHb abo AOMYCTUMUX MEX Y
npoueci BUpo6HuLUTBa A®I, L0 BCTAHOBNEHI Y
cneumdikauisix - BBEAEHHS A04ATKOBMX
NOKA3HWKIB KOHTPO/IKO NPOTEIHIB BiNIKY KNITWUH-
Xas3fiHy Ha eTani BUANEHHS Ta KOHTPOSIIO Ailoyol
PEYOBUHK; 3MiHM | TUMY - 3MiHM B Mpoueci
BMpobHULUTBa APl - foAaBaHHSA
aNbTEPHATVBHOIO BMXIZHOTO PO34MHY NpK
XpomaTtorpadpyBaHHi Ha oHOMY i3 eTanis
oumLeHHa ADL; 3miHu Il TURY - 3MiHK, AKi
CTOCYHOTbCS BUPOOHNYOrO NPOLIECY Y peasibHOMY
yaci abo BMMycKy 3a napameTpamu f1si roTOBOro
niKkapcbKoro 3acoby - BNPoBaMKEeHHS KOHLenLiT
TecTyBaHHA Ha BUMNYCK y peasibHOMY 4aci 3a
napameTpom «OB6€EM, LLIO BUTAraEeTbCA». B
pe3ynbTaTi 3anponoHOBaHOI 3MiHW NOKAa3HKK
«O6eMm, Lo BATATAETbCA» byfe ouiHBaTUCS 3a
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
pesynbTaramMu BUNpobysaHb B Npoueci
BMPOOHULTBA; 3MiHU || TUNY - 3MiHa Y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaueHux y cneuudikayisx Ha Ad®l, abo
BVXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npoueci BUpobHuytea API
- BWIYYEHHS] KOHTPOJTI0 BMICTY AOMILIOK GisikiB
KMITUH-Xa3aiHa (Ae4HUKaA KUTaliCbKOro XOMsYKa
CHO) i3 cneuudikayji Aito4oi peyoBUHN.
BBefieHHA 3MiH NpoTArom 6-Tu MicsauiB nicnA
3aTBepAKEHHSA
19. | APAHECH PO3unH ANs iH'ekuin, 100 AwvpkeH €spona | Higepnanan MapKyBaHHS, Higepnangun/ BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a UA/11437/01/03
Mkr/mn, no 0,3 Mny B.B. BTOPUHHE CWA 3MiHM | TUMy - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
nonepegHL0 nakyBaHHs Ta A®| abo BUXigHOro MaTepiany/NpomMiKHOro
HanoBHEHOMY LINPUL 3 BUMyCK cepii: NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
aBTOMaTUYHUM AmMppxeH €spona npoteci BupobHuutea A®I - pefakuiliHi 3MiHV 0

3ano6iXHNKOM ronku; no 1
Lwnpuuy y 6nictepi; no 1
6nictepy B kopobuj; no 0,3
My nonepeaHbLo
HanoBHEHOMY LINPULi; MO
1 wnpuuy B kOpobu,j; No
0,3 Mn y nonepeaHbLO
HanoBHEHOMY LUNPULi; MO
1 wnpwuy y 6nicTtepi; no 1
6nictepy B KOpobL;j

B.B., HigepnaHgu;
BMPOGHMLTBO,
nepBuHHE
nakyBaHHS: AMKeH
MaHydhekuypiHr
Nimiteq, CLUA

po3ginis «BmicT npoTeiHy», «pH»; 3MiHu | Tuny -
3MiHV BUNpo6yBaHb abo AOMYyCTUMUX MEX,
BCTAHOBJIEHVX Y cneumdikauisx, nig vac
BMPOOHULITBA FOTOBOrO NiKapCbKoro 3acoby -
BWTYYEHHS /19 CTEPWU/IBHOIO (iSIbTPOBAHOTO
Hepo3acoBaHOro NPoAyKTy Ha eTani
acenTWYHOrO HaNOBHEHHS Y NPOLEeCi
BMPOGHMLITBA rOTOBOTO J1iKapPCbKOro 3acoby
BMNPOBYBaHHA CTEPUILHOCTI; 3MiHK | TNy -
3MiHM BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vac
BMPOGHMLITBA FOTOBOTO /iKapCbKOro 3acoby -
BUTYYEHHS ANS NONYNPOAYKTY Ha eTani
acenTUYHOro HanoOBHEHHS Y MPOLECi
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby
BMNPO6YBaHHA pH Ta cunu aii; 3MiHu | Tuny -
3MiHM BUNpo6yBaHb abo JOMYCTUMUX MEX Y
npoueci BupobHuuTBa A®I, L0 BCTAHOB/EHI Y
cneumikalisx - BBeAEHHS 404aTKOBUX
MOKa3HWKIB KOHTPO/TI0 NPOTEIHIB BiNKY KITUH-
Xas3siHy Ha eTani BUANIEHHS Ta KOHTPO/IIO Aitoyol
peyoBUMHM; 3MiHM | TUNY - 3MiHW B NpoLeci
BMpo6HMUTBa ADI - AOfaBaHHSA
a/IbTEPHATVBHOIO BMXIAHOIO PO34MHY Npu
XpomartorpadyBaHHi Ha 0HOMY i3 eTanis
ouneHHa API; 3miHW | Tvny - 3MiHK, AKi
CTOCYITbCA BUPOOHNYOrO NpoLecy y peasibHOMy
yaci abo BMMNycKy 3a napameTpamu A5 roTOBOro
NiKapCcbKOro 3acoby - BNPOBaKEHHA KOHLenLjil
TeCcTyBaHHS Ha BUMNYCK Y peasibHOMY Yaci 3a
napameTpoMm «O6€EM, LLLO BUTAraeTbCA». B
pe3ybTaTi 3anponoHOBAHOI 3MiHW NOKa3HUK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

«O6eMm, Lo BATATaeTbCA» Gyae ouiHIBaTUCS 3a
pesynbTatamMu BUNpo6ysaHb B Npoueci
BMPOOHULITBA; 3MiHM Il TUny - 3MiHa Y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
- BUYYEHHS KOHTPO/IK0 BMICTY [AOMILLOK GiNKiB
KNMITUH-Xa3siHa (S€YHUKA KUTACbKOr0 XOMsYKa
CHO) i3 cneuudikayji Aito4oi peyoBUHN.
BBeAeHHA 3MiH NpoTArom 6-Tu micauiB nicns
3aTBEpPAKEHHSA

20.

APAHECH

PO34uH NS iH'ekuiin, 500
MKr/MA, no 1,0 mny
nonepegHL0
HanoBHEHOMY LNpuLi 3
aBTOMaTUYHUM
3ano6i>XHNUKOM rosiku; no 1
Lwnpuuy y 6nictepi; no 1
6nictepy B kopobuj; no 1,0
My nonepesHbLo
HamnoBHEHOMY LINPULi; MO
1 wnpuuy B KOpobLi; No
1,0 mn y nonepegHL0
HamnoBHEHOMY LINPULi; MO
1 wnpuuy y 6nictepi; no 1
6nicTepy B KOpo6Lyi

AvIKeH €spona
B.B.

HigepnaHgu

MapKyBaHHS,
BTOPWHHE
nakyBaHHS Ta
BWMYCK Cepil:
AmMaxeH €spona
B.B., HinepnaHngw;
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs: AMIKeH
MaHychekuypiHr
Nimiten, CLIA

Higepnavgu/
CLIA

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TUNy - 3MiHa y MeTofax BUNpobyBaHHS
A®| ab0 BMXigHOrO MaTepiany/MpoMiXKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci Bupo6HuLTBa A®I - pefakuiliHi 3MiHK 0
po3ainis «BmicT npoTeiHy», «pH»; 3MiHu | Tuny -
3MiHV BUNpoGyBaHb abo AOMYCTVMUX MEeX,
BCTaHOB/IEHUX Y cneuudpikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby -
BUTYYEHHS 719 CTepUIbHOrO (iNlbTPOBAHOIO
Hepo3hacoBaHOro NPoAyKTy Ha eTani
acenTUYHOro HaNnoOBHEHHS Y MPOLECi
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby
BUNPOGYBAHHSA CTEPUNBLHOCTI; 3MiHU | TUny -
3MiHV BUNpo6yBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHVX Y cneumdikauisx, nig vac
BMPOOHULITBA FOTOBOrO NiKapCbKoro 3acoby -
BWYYEHHS A1 NOAYNPOAYKTY Ha eTani
acenTWYHOTO HaNOBHEHHS Y NpoLeCi
BMPOBHULTBA rOTOBOrO NiKapCbKoro 3acoby
BMNPOOYBaHHA pH Ta cunu aii; 3MiHu | Tuny -
3MiHM BUNpoGyBaHb abo AOMYCTUMUX MEX Y
npoueci BUpo6HuLTBa A®I, L0 BCTAHOBNEHI Y
cneundikauisix - BBEAEHHS A04aTKOBMX
NMOKa3HWKIB KOHTPOJIH0 MPOTEIHIB GiNIKY K/ITUH-
Xas3siHy Ha eTani BUAINIEHHS Ta KOHTPOJIO Aitoyoil
PEeYOBUHK; 3MiHW | TUMY - 3MiHM B NMPOLECI
BMpO6HMUTBa ADI - fOfaBaHHS
aNbTePHATVBHOIO BMXIAHOIO PO34MHY Npu
XpomaTtorpadpyBaHHi Ha ogHOMY i3 eTanis
ouneHHs A®I; 3miHuW || TMny - 3MiHK, SAKi
CTOCYITbCA BUPOBHNYOro NpoLecy y peasibHOMy
Yyaci abo BUMYCKy 3a napameTpamu 4715 F0TOBOro
NikapCcbKoro 3acoby - BNPOBaKEHHS KOHLenLil
TeCTyBaHHS Ha BUNYCK Y peasibHOMY Yaci 3a
napameTpom «OB6EM, L0 BUTATAETbCA». B

3a
peyenmom

UA/11437/01/05
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pe3ynbTaTti 3anponoHOBaHOI 3MiHW NOKa3HWK
«OBEM, L0 BUTAraeTbCs» Gyae oLiHIBaThCS 3a
pesynbTatamu BUNpobyBaHb B NPOLEC
BMPOGHULTBA; 3MiHM Il TUny - 3MiHa Y
napameTpax cneuudikauii Ta/abo JonycTUMmx
MeX, BU3HaueHux y cneuudikanisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BUpobHuutea AdI
- BUTYYEHHS1 KOHTPOJI0 BMICTY AOMILLOK GinkiB
KNITUH-Xa3siHa (A€YHMKa KUTaCbKOro XomMsvka
CHO) i3 cneuuaikaLii Aito4oi pe4yoBUHN.
BBepfieHHA 3MiH npoTArom 6-Tm Micauis nicna
3aTBEpPAKEHHSA

21.

ACKOPYTUH

Tabnetku, no 10 Tabnetok
y 6nictepax; no 10
TabneTok y 6nictepi; no 5
6nictepis y nayui

AT

"KUIBCbKN

BITAMIHHW
3ABOA"

YKpaiHa

AT "KUIBCbKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXeHHS); 3MiHu | Tuny - AAMiHICTpaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBAKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BK/IKYaun AiNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO AKOCTI.
(4isanbHICTb, 3a Ky Bignosifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEPAKEHHS)

6e3
peyenma

UA/4875/01/01

22,

ATEPOKAP/[,

TabneTku, BKpUTI
NNiBKOBOIO 060/10HKOID, MO
75 wr; no 10 TabneTok y
6nictepi; no 1, 4 abo no 7
6nicTepis y nauui

AT

"KUIBCbKIN

BITAMIHHI
3ABOJ"

YKpaiHa

AT "KNIBCbKMN
BITAMIHHW
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tu MicsuiB nicns
3aTBepKeHHs); 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLiA NPOBaMKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /likapcbKoro
3acoby, BK/IYaoun AinbHUL BUNYyCcKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(BisAnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilmeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCSILiB MiCNs 3aTBEPAKEHHS)

3a
peyenmom

UA/3926/01/01

23.

ALL® TOHT

TabeTkn Wwunydi no 600

CaHpo3

CnoBeHis

BMNYCK cepil:

HimeyunHa

BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasliB:

6e3

UA/15591/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NMMOH

Mr no 1 tabnetuyi y cauue;
no 6, 10 a6o 20 cawe y
KapTOHHiiA Kopo6Ll

dapmacbloTikan
34.4.

Canotac ®apma
M6X, HimeuunHa,;
BMPOGHULITBO in
bulk, nakyBaHHs,
TecTyBaHHS:
Xepmec
ApuHaiimitTTens
mM6X, HimeuunHa

3MiHY | TUNY - 3MiHK WoAao
6e3nekn/ehekTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHOBaXeHOi ocoou,
BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEHHA dhapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MmilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3as1BHUKA AN1A 34IICHEHHA (hapMakoHarnaay:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Fabpiena
Xekep-baps/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YkpaiHi ynoBHOBaXKEHOT
0co6U 3asBHMKa A5 34iAICHEHHS
thapmakoHarnagy: [irova pegakuis — BaleHko
BikTopis CepriiBHa. [MponoHoBaHa pegakuis —
Opnos B’avecnas BikTopoBuY. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-
dhaiina. 3miHa Homepa mactep-daiina

peyernma

24,

BEPOBEHT-M®

aepo30/b A5 iHransuii,
[o3oBaHuiA, 100 MKr/go3y
no 15 mn (300 po3) y
MeTasieBoMy 6anoHi 3
po3nuaoBayem Ta
3aXMCHUM KOBMAYKoMm, No
1 6a10Hy B KapPTOHHIl
navu,i

TOB
"Mikpochapm"

YKpaiHa

TOB "Mikpochapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/ibHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaNbHOI 3a 34iliCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHHSA hapMmakoHarnsgy
(BK/IKOYAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
YnosHoBaxeHa ocoba, BifnoBifabHa 3a
3[jiicHeHHs hapmakoHarnagy — XoHga Banepii
BacuniboBuy, NPoNoHoBaHa peaakuis:
YnosHoBaxeHa ocoba, BifnosifabHa 3a
34ilicHeHHs papMakoHarnsay — MypasiioBa

3a
peyenmom

UA/4347/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
OkcaHa OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXeHOT 0cobu, BiANOBiAabHOI 3a
hapmakoHarnsg
25. | BEPOBEHT-M® aepo30/b A4 iHransuii, TOB YkpaiHa TOB "Mikpodpapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/4347/01/02
[no3oBaHuii, 200 MKr/go3y "Mikpodpapm" 3MiHKM | TUNYy - 3MiHK Woao peuenmom
no 15 mn (300 go3) y 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
MeTasieBoMy 6aoHi 3 BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX AaHNX
posnunioBayem Ta npo cuctemy chapmakoHarnsgy (BBefeHHs
3aXMCHUM KOBMa4KoMm, Nno y3arasibHeHNX faHnx Npo cuctemy
1 6anoHy B KapTOHHIi thapmakoHarnagy, 3miHa ynoBHOBaXeHOT ocobw,
nauui BiANOBiAaANbHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
YnoBHOBaXeHa 0coba, BignoBigasibHa 3a
3[jiCHeHHs1 hapmakoHarnagy — XoHza Banepiii
BacunboBuy, NponoHoBaHa pefakuis:
YnoBHOBaXeHa 0coba, BignoBigasibHa 3a
3ailicHeHHs hapMakoHarnsagy — MypasiioBa
OxkcaHa OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6M, BiAMNOBIAA/IbHOI 3a
hapmakoHarnsag
26. BETACEPK® Tabnetkn no 24 mr no 10 AG6OTT Xenckea | Higepnangn MalinaH ®paHuis BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: 3a UA/0489/01/03
Tabnetok y 6nictepi, no 1 MpopakTc b.B. Na6opaTtopiz CAC 3MiHu [ TMNYy - 3MiHW [0 IHCTPYKLT ANs peyenmom
abo 5 6nictepiB y MeAMYHOro 3aCTOCyBaHHSA [0 pPO34inis
KapTOHHIN ynakosui, no 20 "3acTocyBaHHS y nepiog BariTHOCTi abo
TabneTok y 6nictepi, no 1, rofyBaHHA rpyaato”. BBegeHHs 3MiH NPOTAromM
3 abo 5 6nicTepiB y 3 MicauiB nicnsa 3arBepaKeHHs
KapTOHHI ynakosLi, no 25
TabneTok y 6nictepi, no 2
abo 4 6nictepu B
KapTOHHI ynakosLii
27. BETACEPK® Tabnetku no 16 mr no 15 ABG6OTT Xenckea | HigepnaHgu MaiinaH PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/0489/01/02
abo no 21 TabneTtuiy Mpopaktc 6.B. Na6opaTtopiz CAC 3MiHM | TUNY - 3MiHKM [0 IHCTPYKUiT Ans peuyenmom
6nicTepi; no 2 6ictepn B MeAMYHOro 3acTOCyBaHHS 40 pPO34iiB
KapTOHHI ynakosLi, no 20 "3acTocyBaHHs y nepiog BariTHocTi abo
TabneTok y 6nictepi, no 3 roflyBaHHs rpyaaro”. BBegeHHs 3MiH NpoTarom
6/1icTepn B KAPTOHHIN 3 micsauiB nicnAa 3aTtBepAKeHHs
ynakoBLii
28. BETACEPK® Tabnetku no 8 mr no 15 AG60TT Xenckea | HigepnaHgn MaiinaH ®paHuis BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepianis: 3a UA/0489/01/01
TabneTok y 6nictepi, no 2 MpopakTc B.B. Na6opaTtopiz CAC 3MiHW || TMRy - 3MiHKM 80 IHCTPYKUIii Ans peyenmom

6nicTepy B KapTOHHIlA
ynakoBLi; no 30 TabneTok
y 6nicTepi; no 1 6nictepy

MeAMYHOro 3aCTOCyBaHHA [0 pPo3ainiB
"3acTocyBaHHA y nepiof BarirTHocTi abo
roflyBaHHs rpyaato”. BBefgeHHs1 3MiH NPOTSAromM
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
B KQpPTOHHI ynakosLi, no 3 MmicAuliB nicnsa 3aTBepKeHHSA
25 TabneTok y 6nicTepi,
no 4 6nicTepun B KAPTOHHIl
ynakoBLyj
29. BIOK/NOT A® niocpinizaT 4N po3umHy TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/16249/01/01
ons iH'ekyii no 250 MO, 1 "BIO®APMA MNA3MA", Ykpaina 3MiHK | TUNY - 3MiHa NPUCTPOIB A4/151 BUMIpIOBaHHS peyenmom
dhnakoH 3 niogpinizatom y MNA3MA" (BMpOGHMLTBO, [031 ab0o BBeAEHHS JliKapCcbKoro 3acoby - 3miHa
KOMMNEKTi 3 PO34YUHHNKOM nepBuHHe Ta hinbTpy ANA PO3UNHEHHS Ta BBEAEHHS
(Boga ans iH'ekuid) no 5 BTOPVHHE npenapary. 3anpornoHosaHo: inbTp Mix2VialTM
My donakoHi; no 1 nakyBaHHs, BUNYyCK
hnakoHy 3 nioginizatom cepiii; BTOPUHHE
Ta no 1 cpnakony 3 nakyBaHHs, BUNYCK
PO3YMHHMKOM pa3om i3 cepiif)
3acobamu ons
PO3YMHEHHS Ta BBEAEHHS
(2 pinbTp, 1 Wnpuy
0JHOPa30BWiA 3 FONKOO
Ans iH'ekujin, 1 kpunbyata
iHpysiiHa cuctema) y
nauili 3 KApToHY
30. BIOK/IOT A® niocpinizaTt 4N po3umHy TOB YkpaiHa TOB "BIO®PAPMA Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiis: 3a UA/16249/01/02
Ans iH’ekyin no 500 MO, 1 "BIO®APMA MNA3MA", YkpaiHa 3MiHK | TUNY - 3MiHa NPUCTPOIB 4715 BUMIpIOBaHHSA peyenmom
nakoH 3 niodpinizatom y MNA3MA" (BUPOGHMLTBO, 0031 abo BBeLEeHHS NiKapCbKoro 3acoby - 3miHa
KOMMEKTI 3 PO3YMHHMKOM nepBuHHE Ta hiNbTpy AN5 PO3UMHEHHS Ta BBEAEHHS
(Boza ans iH'ekuiid) no 10 BTOPVHHE npenapary. 3anponoHoBaHo: QinbTp Mix2VialTM
My chnakoHi; no 1 nakyBaHHs1, BUNYCK
hnakoHy 3 nliodhinizatom cepiil; BTOpUHHE
Ta no 1 chnakoHy 3 nakyBaHHS, BUNYCK
PO3UYMHHMKOM Pa3oM i3 cepiif)
3acobamu ans
PO3YMHEHHS Ta BBEAEHHS
(1 ginbTp, 1 Wnpuy,
0 HOpPa30BWi 3 FONKOKD
Ans iH’ekujin, 1 kpunbyata
iHpysiiiHa cuctema) y
nauj 3 KapToHy
31. BIOKNOT A® niodpinizaT 4N po3ymHy TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/16249/01/03
Ans iH’ekyin no 1000 MO, "BIO®APMA MNA3MA", YkpaiHa 3MiHK | TUNYy - 3MiHa NPUCTPOIB A/15 BUMIpOBaHHSA peyenmom
1 chnakoH 3 niodhinizatom MNA3MA" (BMPOGHMLTBO, 0031 abo BBeLEHHS MiKapCbKoro 3acoby - 3miHa
Y KOMMNEKTi 3 nepBuHHe Ta hinbTpy A9 PO3UYNHEHHS Ta BBEAEHHS
PO34nHHKKOM (BOAA A1A BTOPVHHE npenaparty. 3anponoHosaHo: inbTp Mix2VialTM

iH'ekyiin) no 10 mny
hnakoHi; no 1 dpnakoHy 3
niocpinizatom Ta no 1
h1aKoHY 3 PO3UYVHHUKOM
pasom i3 3acobamu ons
PO3UYMHEHHS Ta BBEAEHHS
(1 dinbTp, 1 Wwnpuy,

nakyBaHHS, BUMYCK
cepiii; BTOPVHHE
nakyBaHHs, BUNYCK
cepiin)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
0ZIHOPa30BUiA 3 FONKOKO
Ans iH’ekujin, 1 kpunbyata
iHpy3iiiHa cuctema) y
nauui 3 KApToOHY
32. BPIHTENNIKC TabneTkun, BKpUTI NyHpbek [JaHis BMPOBHULTBO 3a [Oanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/14150/01/01
NAiBKOBOK 06010HKOIO, MO Ekcnopt A/C NOBHUM LMK/IOM: X. ®paHuisa 3MiHM | TURY - 3MiHa BUPOOHMKa peyenmom
5 Mr no 14 tabnetok y Nynpbek A/C, OaHis; BVIXiZLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
6nictepi; no 2 6nictepu y nepBuHHE Ta BUKOPUCTOBYIOTbCH Y BUPOGHMYOMY npoueci AdI,
KapTOHHI KOPOOL BTOPUHHE a60 3MiHa BMPOGHUMKa (BKIHOYatoun, ge
nakyBaHHs: HeobxiAHO, MicLe NPOBeAEHHS KOHTPOJTHO SKOCTI)
Enasndhapm, A®I (3a BigcyTHOCTI cepTucpikata BianoBiAHOCTI
PpaHuis; €Bponeiicbki hapmakonei y 3aTBepapkeHoMy
BMNPOGYBaHHS 3a [0CbE)(iHLWi 3MiHW) - AOAAHHS B SKOCTI
NOKa3HUKOM aNlbTEPHATUBHOIO BUPOGHYMKA BUXiAHOT PeYOBUHN
"MikpobionoriyHa 1-bromo-2-iodobenzene, 110 BUKOPUCTOBYETLCS
yncToTa": EypodiHc y BUpOGHMYoMy npoueci Ad|
dapma A/C, aHia
33. BPIHTENNIKC TabneTkn, BKpUTI Nynabek [JaHis BMPOGHULITBO 3a [Janis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3a UA/14150/01/02
NAiBKOBOK 000J1I0HKOMO, MO Ekcnopt A/C NOBHUM LMKIOM: X. PpaHuis 3MiHM | TURY - 3MiHa BUPOGHMKa peyenmom
10 mr no 14 TabneTtok y NyHpbek A/C, OaHis; BUXiAHOro/NPOMiXXHOrO NPOAYKTY/peareHTy, Lo
6nicTepi; no 2 6nictepn y nepBuHHE Ta BVIKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoveci AdI,
KapTOHHIA KOpoo6Li BTOpPUHHE abo 3miHa BUpoOHWKa (BKoYarouu, ae
nakyBaHHs: Heob6XiAHO, MicLe NPOBEeAEHHSA KOHTPOSIIO AKOCTI)
Enasncphapm, A®I (3a BiacyTHOCTI cepTucpikata BignoBIAHOCTI
PpaHuis; €Bponeiicbkili hapmakonei y 3aTBepakeHoMy
BMNPOBGYBaHHA 3a [0CLE)(IHLWi 3MiHK) - AOAAHHS B SIKOCTI
MOKa3HNKOM anbTepHaTUBHOIO BMPOGHMKA BUXIAHOT PEHOBUHN
"MikpobionoriyHa 1-bromo-2-iodobenzene, 110 BUKOPUCTOBYETLCA
ynctoTa": EypodpiHc y BUpO6HMYOMY npoueci A®|
Papma A/C, faHis
34. BPOHXO BA/IM 6anb3am no 30 ry 6aHuj; MeHTOonaTym AHrnisA MeHTOnatym Benvka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/9758/01/01
no 1 6aHLi B KApPTOHHii KomnaHi flimiteq KomnaHi fMlimiteq BputaHis 3MiHY | TUNY - 3MiHW BUNPOGYBaHbL abo peyenma
Kopoo6Li J0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneyudikauisix, nig yac BUPo6bHULITBA FOTOBOrO
NiKapcbKoro 3acoby - BHECEHHS 3MiH 40
p.3.2.P.3. Mpouec BMpobHMLUTBA MikapCbKoro
3aco0y, 30KkpemMa: 3MiHa CXeMW KOHTPO/THO AKOCTI
nikapcbKoro 3aco6y. BBefieHHA 3MiH NPOTArom
6 MicsUiB nicns 3aTBEpPAKEHHs
35. BAKCIrPun / CyCneHs3is AN iH'ekwii no CaHodi MacTep PpaHLin CaHodi MacTep ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/16356/01/01
VAXIGRIP 0,25m1;n0 0,5mMnNe 1B C.A. 3MiHM | TUNY - 3MiHa BUPOOHMKa peyenmom
CNNIT-BAKUMHA | nonepefHbO 3anoBHEHUX BVIXiZHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
ana Lnpuuax 3 NpUKpIinIeHow BUKOPUCTOBYIOTbCH Y BUpOGHMUYOMY npoueci AdI,
MPODINAKTUKA ro/IKO0 a60 3MiHa BMPOGHWMKa (BKOYatoun, ae
reny HeobxiAHO, MiCcLe NPOBEAEHHS KOHTPO/THO SKOCTI)
IHAKTUBOBAHA A®I (3a BigcyTHOCTI cepTucpikata BianoBiAHOCTI
PIOKA €Bponeiicbkiii hapmakonei y 3aTBepaXeHOMYy

[0CbE) - AoaBaHHsA HOBOI KpaiHW NOXOMKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

(PpaHuin) 3annigHeHnx SPF seup ons Bxe

3apeecTpoBaHOro BUPOOHMKA; fofaBaHHS

HOBOro BMPOGHUKa 3annigHeHnx SPF seub

Cerveloup, France. TepMiH BB4EHHS 3MiH -

nunnexHb 2019
36. BAnoAain TabneTkn, BKpUTI KPKA, 4.4., CnoseHis BiANOBiAa/IbHNI 3a Xopsartisi/ BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a UA/14358/01/01
nAiBKOBOK 060JI0HKOIO, MO HoBo mecTo BMPOGHMLTBO "in CnoBeHis 3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA peyenmom

5 mr/160 Mr no 7 Tabnetok
y 6nicTtepi, no 2, no 4, no 8
abo no 14 6nictepiB y
KapTOHHI kopo6uj; no 10
Tabnetok y 6nictepi, no 3,
no 6, no 9 a6o no 10
6nicTepiB y KAPTOHHIl
Kopoo6Li

bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ccepil:
KPKA-®apwma 4.0.0.,
XopBaris;
BiAnoBiganbHUIA 3a
KOHTPO/b Ta BUMYCK
cepii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
BiANOBiAA/IbHWIA 3a
KOHTPO/b cepii:
KPKA, 4.4., Hoso
mecTo, CnoBeHis

nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
ab0 BBefleHHS [04aTKOBOT AifIbHUL
BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro
BMPOBHMNYOro NpoLecy roToBOro NikapcbKoro
3acoby (AinbHWLA, Ha AKili NPOBOAATLCSA ByAb-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NePBMHHOIO Ta BTOPUHHOMO
nakyBaHHS, 4151 HECTEPUSIbHUX NIKAPCbKNUX
3ac06iB) CynyTHS 3MiHa - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3amiHa abo BBeAEHHS [,04aTKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro
BMPOBHMYOro NpoLecy roToBOro NikapcbKoro
3aco6y (AiNbHWLUA AN BTOPUHHOTO NakyBaHHS); -
3MiHu 3 SKoCTi. F0TOBMIA NiKapcbknii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[0[aTKOBOI [iTbHUL BUPOBGHMLTBA A5 YACTUHN
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
NiKapcbKoro 3acoby (AiNbHULA 4151 NEPBUHHOIO
nakyBaHHs) (3amiHa BUPOGHMYOT AiNbHULI, Ha
AKili 34iACHI0ETLCA BUPOGHMLTBO “in bulk”,
nepBUHHE NakyBaHHA Ta BTOPWHHE NakyBaHHS)
(TepmiH BBELEHHS 3MiH NPOTAroM 6-T1 MicALIB
nicnsa 3aTBepmkeHHs); 3MiHu | Tuny - 3MiHu 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHy, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
O0AaBaHHA AiNbHUL, Ha SKI 34JiACHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) (BBeAEHHS
[0[aTKOBUX AiNTbHULL A8 KOHTPOsIto cepii: 1.
KPKA, a.4., HoBo mecTo, CnoseHist/ KRKA, d.d.,
Novo mesto, Slovenia, Lmap'ewka uecta 6,
8501 Hoso mecTo, CnoBeHisi/Smarjeska cesta 6,
8501 Novo mesto, Slovenia;

2. KPKA, a.a., HoBo mecto/ KRKA, d.d., Novo
mesto, MNMosxosa yniua 5, 8501 Hoso mecTO,
CnoseHis/Povhova ulica 5, 8501 Novo mesto,
Slovenia; 3. KPKA-®apma a.0.0./ KRKA-Farma
d.o.o., B. Xonesua 20/E, 10450 Actpebapcko,
Xopsaris/V. Holjevca 20/E, 10450 Jastrebarsko,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Croatia) (TepMiH BBeAEHHS 3MiH NPOTAroM 6-Tn
MicALiB nicna 3aTBepAkKeHHs); 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BWyYEHHS cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns
BMXiAHOro marepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; ona fonoMikHOT pevyoBuHN (cepTudpikat
BifnoBigHoCTI €Bponelicbkili hapmakoner) -
OHoBrEeHWIA cepTUdikaT Bif yXe 3aTBepKEHOro
BMPO6GHMKa (MOAaHHSA OHOBJIEHOTO cepTudikata
BignoBigHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2002-184-Rev 06 ans fito4oi peyoBuHM
Amlodipine besilate Big Bxe 3aTBepkKeHoro
BMpo6HUKa Unichem Laboratories Limited 3
BBE/IEHHSIM HOBOI BUPOGHMYOT AinbHuli Plot
Ne197, Sector 1 District Dhar India-454 775
Pithampur, Madhya Pradesh B fonosHeHHs [0
3aTBepmxeHoi (3atBepmxeHo: Ne R1-CEP 2002-
184-Rev 05); 3MiHuK | TUNY - 3MiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l' E-cepTudikart
BiANOBIAHOCTI €BpONenchbkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BWyYEHHS cepTudikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BWXiAHOro marepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BifnoBigHoCTI €Bponelicbkili hapmakoner) -
HoBwuii cepTudpikar Bif BXe 3aTBEpPAKEHOr0
BMpOGHUKa (NOAAHHS HOBOrO cepTudikara
BifnoBigHOCTI €Bponelickkili hapmakonei (CEP)
NeRO-CEP 2011-148-Rev 02 ans pgjtouoi
peuoBuHM Valsartan Bif, 3aTBepKeHOro
Brpo6HmKa KRKA d.d., Novo mesto, Slovenia)

37.

BANOAIN

TabneTku, BKpUTI
NiBKOBOK 060/I0HKOIO MO
5 mr/80 mr no 10 TabneTok
y 6nictepi, no 3, no 6, no 9
ab6o no 10 6nictepiB y
KapTOHHI kopo6uj; no 14
TabneTok y 6nictepi, no 1,
no 2, no 4 a6o no 7
6nicTepiB y KAPTOHHIN

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BiANOBiAA/IbHWIA 3a
BMPOBHULTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA-®apma f.0.0.,
Xopsarisi;
BiANOBiAa/IbHNIA 3a

Xopsarisi/
CnoseHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbKnii 3aci6. 3MiHN y BUPOGHMLTBI. 3amiHa
abo BBeeHHS A04aTKOBOT AiNbHULI
BMPOGHMLITBA 415 YaCTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro
3acoby (ginbHMLA, Ha Sk NpoBOAATLCA By Ab-SKi
BMPOGHUWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJT0 AAKOCTi, NEPBMHHOIO Ta BTOPUHHOIO

3a
peyenmom

UA/14357/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Kopoo6Li KOHTPO/Ib Ta BUMYCK

cepi:
KPKA, a.4., Hoso
mecTo, CroBeHis;
BiANoBigabHNIA 3a
KOHTpONb cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis

nakyBaHHS, 415 HECTEPUSIbHUX NIKAPCbKUX
3aco6iB) CynyTHS 3MiHa - 3MiHU 3 SIKOCTI.
[OTOBWIA NiKapCbKWii 3aci6. 3MiHU Y BUPOGHULITBI.
3amiHa ab0 BBeEHHS 40AATKOBOI Ai/TbHULL
BMPOGHMLITBA 415 YaCTUHM abo BCbOro
BMPOGHMYOro NpoL,ecy roToBOro NikapcbKoro
3aco6y ([iNbHWUSA AN BTOPUHHOTO NakyBaHHS); -
3MiHM 3 siKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA A5 YACTUHN
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nNikapcbKoro 3acoby (AinbHWUA A5 NePBUHHOMO
nakyBaHHs) (3amiHa BUPOGHMYOT AiNbHULI, Ha
AKili 34ilicHI0ETECA BUPOGHMLTBO “in bulk”,
NepBUHHE NaKyBaHHSA Ta BTOPUHHE NaKyBaHHS)
(TepmiH BBEZIEHHS 3MiH MPOTAroMm 6-T1 MicALIB
nicns 3aTBepkeHHs); 3MiHu | Tuny - 3miHu 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHa iMnopTepa/3MiHuy, Lo
CTOCYIOTbCSA BUMNYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[04aBaHHS AiNbHWLI, Ha SKilA 34iNCHIOETLCS
KOHTPO/b/BMNPOGYBaHHSA cepii) (BBEAEHHS
[0AAaTKOBUX AiNbHULL 418 KOHTPO/IO cepii: 1.
KPKA, a.4., HoBo mecTto, CnoBeHisi/ KRKA, d.d.,
Novo mesto, Slovenia, lWmap'ewwka uecta 6,
8501 Hoso mecTo, CnoBeHis/Smarjeska cesta 6,
8501 Novo mesto, Slovenia;

2. KPKA, a.a., HoBo mecto/ KRKA, d.d., Novo
mesto, MNMosxosa yniua 5, 8501 HoBo mecTO,
CnoseHis/Povhova ulica 5, 8501 Novo mesto,
Slovenia; 3. KPKA-®apma f.0.0./ KRKA-Farma
d.o.o., B. Xonesua 20/E, 10450 Actpebapcko,
Xopsartis/V. Holjevca 20/E, 10450 Jastrebarsko,
Croatia) (TepmiH BBeeHHS 3MiH NPOTArom 6-Tu
MicALiB MiCNA 3aTBEPLKEHHSR); 3MiHM | Tuny -
3MiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTIi abo
BW/TyYEHHS cepTudikaTa BignosigHOCTI
€sponelicbkili hbapmakonei: gns A®l; ans
BMXiQHOrO marepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; Ana [ONOMDKHOI peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTudiKaT Bif yXe 3aTBEPKEHOr0
BMPO6HMKA (MOAAaHHA OHOB/IEHOTO cepTudikara
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAHOCTI EBponeiickkilii hapmakonei Ne R1-
CEP 2002-184-Rev 06 ans fjito4oi pevyoBuHU
Amlodipine besilate Bif Bxe 3aTBEpPAXEHOTO

BMpobHuka Unichem Laboratories Limited 3

BBEJEHHSIM HOBOI BUPOGHMYOT AinibHUL Plot

Ne197, Sector 1 District Dhar India-454 775
Pithampur, Madhya Pradesh B gonoBHeHHs g0

3aTBepxeHoi (3aTBepaxeHo: Ne R1-CEP 2002-

184-Rev 05); 3miHu | TNy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l' E-cepTuddikart
BiANOBIgHOCTI EBpoNechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTIi abo
BW/TyYEHHS cepTudikaTa BignosigHOCTI

€sponelicbkili hbapmakonei: gns A®l; ans
BMXiAHOro marepiany/peareHTy/npoMiKHOro

NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; Ana [ONOMIKHOI peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEPAXEHOT0

BMPO6HMKA (NOAAHHA HOBOro cepTudikaTa
BiANoBigHOCTI EBponeiickkilt hapmakonei (CEP)
NeRO-CEP 2011-148-Rev 02 ans gito4ol
peyoBuHM Valsartan Big, 3aTBEpAXEHOI0

BnpobHmka KRKA d.d., Novo mesto, Slovenia)

38.

BANnoAin

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOIO NO
10 mr/160 mr no 7
Tabnetok y 6nictepi, no 2,
no 4, no 8 a6o no 14
6nicTepiB y KAPTOHHIN
Kopobui; no 10 TabneTok y
6nictepi, no 3, N0 6, No 9
a6o no 10 6nictepiB y
KapTOHHI KOpooLi

KPKA, a.4.,
Hoso mecTo

CnoseHisa

BiAnoBiganbHUIA 3a
BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii:
KPKA-®apma 4.0.0.,
Xopsarisi;
BiANOBiAA/IbHWIA 3a
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CroBeHis;
BiANOBiAa/IbHNIA 3a
KOHTpO~b cepii:
KPKA, a.4., Hoso
mecTo, C/ioBeHis

Xopsaris/
CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHn | TUNY - 3MiHK 3 aKocTi. FoToBMi
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeZleHHA A04aTKOBOT AiNbHULI
BMPOGHMLITBA A4/15 YACTUHU abo BCbOro
BMPOBGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHULA, Ha Skl NPOBOAATLCA 6YAb-SiKi
BMPOGHMYI CTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJTI0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTePUSIbHUX NIKAPCbKUX
3ac06iB) CynyTHA 3MiHa - 3MiHUM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3amiHa abo BBeLleHHA 00AaTKOBOI Ai/TbHULL
BMPOGHMLITBA A4/15 YACTUHU abo BCbOroO
BMPOBGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHULUA A8 BTOPUHHOMO NakyBaHHS); -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOBHULITBA [/151 YHACTUHN
ab0 BCbOro BUPOOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUSA 415 NePBYHHOMO
nakyBaHHs) (3aMiHa BUPOBGHWYOI AiNbHUL, Ha
AKili 30iCHI0ETbCA BUPOBHMLTBO “in bulk”,

3a
peyenmom

UA/14357/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
nepByHHe NakyBaHHA Ta BTOPMHHE NaKyBaHHS)

(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TW MicALiB
nicnsa 3aTBepmkeHHs); 3MiHu | Tuny - 3MiHu 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHULL, Ha Kl 34jCHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) (BBeAEHHSA
[0[aTKOBUX AiNbHULLL 47181 KOHTPOsIo cepii: 1.
KPKA, a.4., Hoso mecto, CnoseHisi/ KRKA, d.d.,
Novo mesto, Slovenia, lWmap'ewka uecta 6,
8501 Hoso mecTo, CnoBeHisi/Smarjeska cesta 6,
8501 Novo mesto, Slovenia;
2. KPKA, pg.4., HoBo mecto/ KRKA, d.d., Novo
mesto, MNMosxoBa yniya 5, 8501 Hoso mecTo,
CnoseHis/Povhova ulica 5, 8501 Novo mesto,
Slovenia; 3. KPKA-®apma f.0.0./ KRKA-Farma
d.o.o., B. XoneBua 20/E, 10450 Actpebapcko,
Xopsaris/V. Holjevca 20/E, 10450 Jastrebarsko,
Croatia) (TepMiH BBeEHHS 3MiH NPOTATrOM 6-Tn
MicALIB MiCNA 3aTBEPKEHHS); 3MiHM | Tuny -
3MmiHu 3 aKocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWyYEHHS cepTudpikaTta BiANoBIiAHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns
BMXiAHOro MaTepiany/peareHTy/NMPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI
A®I; ons f[oNoMixHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponelickkili hapmakonei) -
OHoBNeHUiA cepTUdhikar Bif yXKe 3aTBEpAKEHOro
BMPO6HMKa (MOAAHHSA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2002-184-Rev 06 ans fito4oi peyoBuHM
Amlodipine besilate Big Bxe 3aTBepxeHoro
BMpo6HMKa Unichem Laboratories Limited 3
BBE/IEHHAAM HOBOI BUPOGHMYOT AinbHuLi Plot
Ne197, Sector 1 District Dhar India-454 775
Pithampur, Madhya Pradesh B fonoBHeHHS [0
3arBepmxeHoi (3atBepmxeHo: Ne R1-CEP 2002-
184-Rev 05); 3miHu | Trny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikart
BifNoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWIYYEHHS cepTudpikaTta BiANOBIAHOCTI




Hassa

dopma sunycky

3asiBHUK

KpaiHa
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n/n JliKapcbKo20

3acoby

(nikapcbka chopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

39.

BEHOCMIH®

TabneTku, BKpUTI

MPAT

€Bponelicbkin hapmakonei: ana Ad®l; pns
BMXiAHOro MaTepiany/peareHTy/NMPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI
A®I; ons [onoMixHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponelickkili hapmakonei) -
HoBwii cepTudikaT Bif, BXe 3aTBEPIAXKEHOTO
BMPOGHMKa (MOAAaHHSA HOBOro cepTudikaTa
BignoBigHOCTI EBponeiickkili hapmakonei (CEP)
NeRO-CEP 2011-148-Rev 02 gns gjtoyoi
peyoBuHM Valsartan Bif, 3aTBepKeHOro
Bupo6HmKa KRKA d.d., Novo mesto, Slovenia)

40.

BITAMIH E -

NAiBKOBOK 060JI0HKOIO, MO
10 Tabnetok y 6nictepi,
no 3 abo 6 6nictepis y
nauuj 3 KapToHy

Kancynu m'aki no 100 mr

"OITOPAPM"

AT "3eHTiBa"

Ykpaina

BiANOBiAa/IbHNIA 3a
BMPOGHMLTBO,
nepBUHHE/BTOPUHHE
nakyBaHHS,
KOHTPO/1b SIKOCTi Ta
BUNYCK cepil:
MPAT "®ITO®APM",
YKpaiHa;
BiAnoBiganbHUIA 3a
BMPOGHMLTBO,
nepBUHHE/BTOPUHHE
nakyBaHHA Ta
KOHTPO/b AKOCTI:
MAT "Bitaminun",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
TepMmiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapcbKoro 3acoby (36inbLUeHHs
TepMiHy NpuAaTHOCTI FOTOBOro NikapcbKoro
3acoby) - 1519 TOpProsoi ynakoBku
(nigTBEPOXKYETLCA AaHMMN peasibHOro vacy)
(36iNbLUEHHA TepMiHY NPUAATHOCTI FTOTOBOrO
nikapcbkoro 3acoby 3 2-x A0 4-x pokis) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X MicsiB nicns
3aTBEPKEHHS)

6e3
peyenma

UA/9747/01/01

3EHTIBA

Ne 30 y dhnakoHax Ne 1y
Kopoo6Li

Cnosaubka
Pecny6nika

AT "CaHeka
dapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAANbLHOI 3a 3filicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y

po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsag. 3arsepmkeHo: Amel Benkritly.
3anponoHoBaHo: Eric Teo/Epik Teo. 3miHa
KOHTaKTHOI 0cO6U B YKpaiHi yNnoBHOBaXeHOT
0co6U 3asiBHMKA 151 34iAICHEHHS

hapmakoHariagy: 3aTsepakeHo: BoliTeHko

6e3
peyenma

UA/3392/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AHTOH [eopriioBny. 3anponoHoBaHo: KniwwH
AHTOH MuKonaioBuy. 3MiHa KOHTaKTHUX OaHuX
YMNOBHOB&XeHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOi 0cobm

41.

BITAMIH E 200 -
3EHTIBA

Kancynu m'ski no 200 mr
Ne 30 y donakoHax Ne 1y
Kopoo6Li

AT "3eHTiBa"

Cnosaubka
Pecny6nika

AT "CaHeka
dapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/ibHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaNbHOI 3a 34iliCHEHHSA chapmakoHarnagy;
KOHTaKTHOI 0c0o6U 3 (hapMakoHarnfgy 3asBHuKa
ONA 34iCHEeHHS dhapMakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHHSA hapMmakoHarnsagy
(BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
pPO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0cobu 3asiBHMKa, BIANOBIAA/ILHOT 38
thapmakoHarnag. 3aTeepgkeHo: Amel Benkritly.
3anponoHoBaHo: Eric Teo/Epik Teo. 3miHa
KOHTaKTHOI 0CO6M B YKpaiHi yNOBHOBaXEHOT
0co6u 3asBHMKa A5 34ICHEHHSA
thapmakoHarnsgy: 3aTsepakeHo: BoiTeHko
AHTOH [eopriioBuy. 3anponoHoBaHo: KniwwH
AHTOH MuKonaoBmny. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI ocobu

6e3
peuyenma

UA/3392/01/01

42,

BITAMIH E 400 -
3EHTIBA

Kancynm m'aki no 400 mr
Ne 30 y dprnakoHax Ne 1y
Kopoobui

AT "3eHTiBa"

Cnosaubka
Pecny6nika

AT "CaHeka
PapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX faHnx npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c0o6U 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
0co6u 3asBHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnsag. 3arsepmkeHo: Amel Benkritly.
3anponoHoBaHo: Eric Teo/Epik Teo. 3miHa
KOHTaKTHOI 0CO6M B YKpaiHi yNnoBHOBaXeHOI

6e3
peyenma

UA/3392/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
0Cc0o6u 3asiBHMKA A/151 34iACHEHHS
thapmakoHarnsgy: 3aTBepakeHo: BoiTeHko
AHTOH eopriioBny. 3anponoHoBaHo: KnilumH
AHTOH MyKoNanoBuy. 3mMiHa KOHTaKTHUX AaHuX
YMNOBHOBaXEHOT 0C06U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobm
43. | TAQOBICT 1,0 PO34uH ANs iH'ekuin, 1 Baiiep Al HimeuunHa Baiep Al HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/6664/01/01
MMOb/MA, No 5 mn abo 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom

no 7,5 wmn, abo no 10 mny
CKISTHOMY LMWL,
BK/1afleHOMY Y Npo3opy
NNacTMKOBY KOPOOKY,
3aKpuTy nanepom; no 5
LINPULIB Yy KAPTOHHIl
Kopob6ui; no 5 mn abo no
7,5 mn, abo no 10 mny
NAacTUKOBOMY LUMPULL,
BK1aA,€HOMY Y Npo30py
NAacT1KoBy KOPOOKY,
3aKpuUTy NONIETUIEHOM; NO
5 WNpWLiB Y KAPTOHHIN
Kopoo6Li

HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIYatoun
AinbHUL BUNYCKy cepii abo micue npoBegeHHs
KOHTPOJIH0 AKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKUM BUMYCK Cepili)
(3miHa Ha3Bu BUpOGHMYOI AinbHULi Baiiep ®apma
AT, HimeuunHa, BignosiganbHOI 3a BUNYyCK cepii,
6e3 3MiHK Micusa BUPO6HMLTBA); 3MiHU | TUny -
AAMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
BMpPOGHMKa (BK/IKOYAKOUM, 38 HEOOXIAHOCTI, Micue
NpPOBeAEHHS KOHTPO/IO SIKOCTI), ab0 BlacHuMka
macTep-aiina Ha Adl, abo nocTayanbHuKa
Ad|/BMXxigHOrO MaTepiany/peareHTy/npoMKHOIro
NPOAYKTY, L0 3aCTOCOBYHOTLCSA Y BUPOOGHULTBI
A®| (KW 3a3HAYEHO Y [OChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikarta BiANoOBIAHOCTI
€Bponeiicbkii hapmakonei y 3aTBepapkeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3Bu BNPOGHMYOT AinbHuui AP Baiiep Papma
AT, BepniH, HimeuuunHa, 6€3 3mMiHM Micus
BUPOGHMUTBA); 3MiHK | TNy - AAMIHICTPaTUBHI
3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLii MPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA
(BK/KOYatoUM, 3a HeOBXiAHOCTI, Micue
NPOBeAEHHS KOHTPO/IO SKOCTI), ab0 BlacHuMka
macTep-aiina Ha Adl, abo nocTavanbHyKa
Ad|/BMXxigHOrO MaTepiany/peareHTy/npomMiKHOIro
NPOAYKTY, L0 3aCTOCOBYHOTLCSA Y BUPOOGHULTBI
A®| (KW 3a3HAYEHO Y [OChE Ha NikapCbKuii
3acib) 3a BiACYTHOCTI cepTudikarta BiANoBiAHOCTI
€Bponeiicbkii hapmakonei y 3aTBepapkeHomy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3Bu BNPOGHMYOT AinbHuui AP Baiiep Papma
AT, BeprkameH, HimeuuuHa, 6e3 3mMiHu Micus
BMPOOHULTBA); 3MiHa 3asBHMKa (BNnacHuKa
peecTpaLiinHoro Noceig4YeHHs)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
44. | TENb renb, 1000 MO/r, no 251 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 6e3 UA/16419/01/01
rEMAPUHOBUN a6o no 50 ry Ty6i; no 1 06MeXeHo 06MeXeHo 3MiHKM | TUNY - 3MiHK Woao peyenma
Ty6i y KOPOO6LLi 3 KAPTOHY BignoBigasbHICT BiANOBIAA/ILHICTIO 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
10 "dapmaneBTnyHa BeegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
"@apmaueBTUYH thipma "BepTekc”, npo cuctemy hapmakoHarnsgy (BBefeHHs
a cthipma YkpaiHa y3araslbHeHNX faHunx npo cuctemy
"Beprekc" (BMPOGHMLTBO 3 thapmakoHarnagy, 3miHa ynoBHOBaXeHOT ocobw,
npoaykuii in bulk BiANOBiAaANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
ToBapuctsa 3 KOHTaKTHOI 0Cc061 3 hapmakoHarnsay 3asiBHMKa
0bMexeHo ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
BiANOBIAA/ILHICTIO AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
"®apmMaueBTnYHa BiiNOBIfaNbHOI 3a 3iiCHEHHS hapmakoHarnsgy
KOMMaHis (BK/IHOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
"3p0poB'a", pO3MilLieHHi MacTep-thaiina cuctemm
YkpaiHa) thapmakoHarnagy) - 3miHa ynoBHOBaXeHoi
0oco6w, BignoBiga/bHOI 3a 34iACHEHHS]
thapmakoHarnagy: [irova pegakuis — KosaseHko
lOnis BagumisHa; MponoHoBaHa pegakuis —
KagywxkuHa HOnis BonognmupisHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOi 0cobu,
BiiNOBIAaNbHOI 3a 3/iiCHEHHS hapmakoHarnsay
45. | TEMUUTABIH KOHLEHTpAaT 4719 PO34nHY EBEBE dapma ABCTpIsi EBEBE ®apma ABcTpist BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/10475/01/01
"EBEBE" ans iHgysili, 10 mr/mn no lec.m.6.X. Hdpr. Fec.m.6.X. Hdpr. KI 3MiHKM | TUNYy - 3MiHK Woao peuenmom
20 mn (200 mr), a6o no 50 K 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

mn (500 mr), abo no 100
M1 (1000 Mr) y do1akoHi;
no 1 chakoHy y KapTOHHIl
Kopoo6Li

BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOT ocobw,
BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHMKa
ONA 34jiiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOHAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLLeHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3asBHUKA ANA 34iICHEHHSA hapMmakoHarnsagy:
[litoua pepakuin — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YKpaiHi ynoBHOBaXeHOI
0cobu 3asBHMKa A5 34ICHEHHSA
hapmakoHarnsgy: [itoua pegakuis — BalleHko
BikTopist CepriiBHa. MNponoHoBaHa pefakuis —
Opnos B'ayecnas BikTopoBuY. 3mMiHa KOHTaKTHUX
JaHNX YNOBHOB&XEHOT 0CO6W. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu. 3MiHa micua
3[iICHEHHS1 OCHOBHOI AiSNIbHOCTI 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

chapmakoHarnagy. 3miHa agpecu mactep-
chaiina. 3miHa Homepa MacTep-alina

46.

FTEMUUTABIH
"EBEBE"

KOHLEHTpAaT A/151 PO3UnHY
Ans iHdysiii, 40 mr/mn no
5 mn (200 mr), a6o no 25
mn (1000 mr), a6o no 50
M (2000 mr) y donakoHi;
no 1 chnakoHy B KapTOHHii
Kopoo6Li

EBEBE ®apma
lec.m.6.X. Hdr.
Kl

ABCTpIs

EBEBE dapma

lec.m.6.X. Hoor. KI

ABcTpis

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHu | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiCHEeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3anBHVIKa AN 34iiCHEHHSA thapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bapa/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YkpaiHi ynoBHOBaXKeHOT
0Cco6U 3asBHMKA 4151 3AIAICHEHHS
thapmakoHarnagy: [irova pegakuis — BaweHko
BikTopist CepriiBHa. [MponoHoBaHa pefakuis —
Opnos B’avecnas BikTopoBuY. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-
chaiina. 3miHa Homepa mactep-daiina

3a
peyerimom

UA/10475/01/02

47.

FrEMUUNTABIH-
BICTA

NOPOLLIOK NiodinizoBaHwmit
A5 pO34MHY Ans iHdy3ii
no 200 mr, 1 dpnakoH 3
NMOPOLLUKOM B KapPTOHHil
Kopoo6Li

MicTtpan Kenitan
MeHeKMeHT
Nimiteq

Benvka
BpuTtaHis

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis:
BUMNpPaB/IEHHS TEXHIYHOI MOMUIIKW Y TEKCTI
cneumaikauii (Ha MOMEHT BUNYCKY) Ta Y TEKCTi
cneuundikauii (Ha NpoTA3i TepMiHY NPUAATHOCTI)
B po3aini "8. bakTepiasibHi eHA0TOKCUHN":
Pazgen: «CMNEUNOUNKALNA (Ha MOMEHT
Bbinycka)», Pasgen: «CNEUNOUNKALNA (B
TeyeHne cpoka rogHocTw)»

3a
peyenmom

UA/14136/01/01

48.

FrEMUUNTABIH-
BICTA

NOPOLLIOK NiodinizoBaHwmi
[ANSA PO34MHY ANA iHAy3ii
no 1000 wmr, 1 chnakoH 3
MOPOLLUKOM B KapPTOHHiIl
Kopoo6Li

MicTpan Kenitan
MeHeaXMeHT
Nimiteq

Benuka
BpuTtaHis

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
BUMNpPaB/IEHHS TEXHIYHOI NOMWUIIKW Y TEKCTI
cneumagikauii (Ha MOMEHT BMNYCKy) Ta 'y TEKCTi
cneuuagikauii (Ha NpoTA3i TEPMiHY NPUAATHOCTI)
B po3gini "8. bakTepiasibHi eHA0TOKCUHN":
Pasgen: «CNELUNOUNKALINA (Ha MOMEHT
Bblnycka)», Pasgen: «CNEUNOUNKALUNA (B
TeyeHne cpoKa rogHocTm)»

3a
peuyenmom

UA/14136/01/02

49.

FrEMUNTABIH-

NOPOLUOK JliodpiNizoBaHwi

MicTtpan Kenitan

Benvka

AKTaBic ITanis

ITanis

BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasliB:

3a

UA/14136/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BICTA 0715 pO34VHY AnS iHAy3ii MeHepKMeHT BpuTtaHis C.n.A. BMMNpPaB/IEHHS TEXHIYHOI MOMUIIKA Y TEKCTI peyenmom
no 2000 wmr, 1 dpnakoH 3 NimiTeq cneumaikauii (Ha MOMEHT BUNYCKY) Ta Y TEKCTi
NMOPOLLUKOM B KapPTOHHil cneumdikauii (Ha NPOTA3i TePMiHY NPUAATHOCTI)
Kopoo6Li B po3gaini "8. bakTepiasibHi eHAOTOKCUHN":
Pazgen: «CMNEUNOUNKALNA (Ha MOMEHT
Bbinycka)», Pasgen: «CNELUNOUNKALNA (B
TEYEeHNe CpoKa rogHoOCTH)»
50. FIAPACEK Kancynu TeepAi no 100 mr AGGOTT HimeuyunHa CodthapTekc PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/13273/02/01
no 10 kancyn y 6nictepi; JTabopatopi3 3MiHu || TURy - 3MiHK A0 IHCTPYKLT ANs peuyenma
no 1 6nictepy B KapTOHHIl M6X MeJMYHOro 3aCTOCYBaHHS y po34in
KopoobLi "Oco611BOCTI 3acToCyBaHHA". BBeAeHHA 3MiH
npoTArom 6-TM MicsilliB 3 AaTu 3aTBePAKEHHS
51. FAPACEK rpaHynu ons opasibHol ABGGOTT HimeyunHa CodthapTekc ®paHuis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/13273/01/01
cycneHsii no 10 mr no 16 Nabopatopi3 3MiHu || TURy - 3MiHK A0 IHCTPYKLT ANs peuyenma
calle B KapTOHHI KopoobLi M6X Me[MYHOro 3aCTOCYBaHHS Y po34inu
"Oco61BOCTI 3acTocyBaHHs", "Mepefo3yBaHHs".
BBeAeHHA 3MiH NpPOTArom 6-Tu micauiB nicns
3aTBEpPAKEHHsA
52. FIAPACEK rpaHynun ons opasibHoi ABGGOTT HimeuyunHa CothapTekc PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/13273/01/02
cycnensii no 30 mr no 16 Na6opaTtopis 3MiHM | TUNY - 3MiHKM [0 IHCTPYKUiT Ans peyenma
calle B KapTOHHiIll Kopobu,i X MEeAMNYHOrO 3aCTOCYBaHHSA y pO34inn
"Oco6n1BOCTI 3acTocyBaHHs", "MNepeao3yBaHHs".
BBefieHHA 3MiH npoTArom 6-Tm Micauis nicna
3aTBepAKEHHSA
53. rIAPOKCUETUN nopoLUokK (cybcTaHuis) B TOB "®eniyata Ykpaina ®peseHiyc Kabi ABCTpis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: - UA/12503/01/01
KPOXMA/Ib MiLLKax nosieTnIeHoBUX YkpaiHa" ABcTpis TM6X 3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
200/0,5 NaMiHOBaHVX asTloMiHIEM HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
ONs BUpoGHULTBA (BnacHvKa peecTpauiiHOro Noceig4eHHs) (3MiHa
CTEPUNIbHUX NiKapPCbKMX afipecy 3asBHVKa)
thopm
54. FPUNMNOCTAA® NOPOLLOK A/151 OPa/IbHOI0 CTALA HimeuyunHa BUWMYCK Cepiii: HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/4718/01/01
FAPSIYNIA HAMIA | posunHy, 120 mr/r no 51 ApuHalimitTTens CTALOA 3MiHn | TUNYy - 3MiHK 3 aKocTi. FoToBMi peyenma
NOPOLLIKY B MaKeTUKy; no 5 Al ApuHaiimitTTens Arl, nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
ab6o no 10 nakeTukis y HimeuuunHa; TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
KapTOHHI KOpoo6Li BVMPOGHMLTBO rOTOBOrO /1iKapCbKOro 3acoby (3MEHLUEHHS
Hepo3dacoBaHoro TepMiHy NpuaaTHOCTI FOTOBOTO JliKapCbKoro
NpOAYKTY, NepBUHHE 3aco0y) - [na ToproBoi ynakoBkn (3MEHLUEHHS
Ta BTOPVHHE TepMiHy NpuaaTHOCTI FOTOBOTO /iKapCbKOro
nakyBaHHs, 3acoby 3 5-T1 A0 2-X pokKiB)
KOHTPO/b Ccepili:
ancaveg PAPBI
ApuHaiimitTTens
M6X, HimeuunHa
55. | AANAUVH Cyno3uTopii BariHasbHi Nno Mdpaiizep IHk. CLIA dapmauia i AngKoH CWA BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/11124/01/01
100 wmr, no 3 cynosuTopii y Komnai /INC 3MiHW | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peuenmom

namiHoBaHii honb3i
(cTpuni); no 1 ctpuny 3 1

npuBeLEeHHs y BiANOBIAHICTb A0 MOHorpadii Y
abo €sponeiicbkoi hapmakonei, abo iHLwoi
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
HaLjoHasIbHOI hapmakonei aepxasu €C - 3MiHK

ansikaTopoM y KapTOHHIi
KopoobLi

[0 cneumdikauii Ta MeTo4iB KOHTposo AP, y
3B'A3KY 3 NPUBEAEHHAM [10 BUMOT OHOB/IEHOT
MoHorpadii EP «Clindamycin phosphate» Ta
oHosneHoro CEP, 3a nokasHukamu: - «KinbkicHe
BU3HAYEHHS» - 3BY)XEHHS MeX KpuTepiis
NPUIAHATHOCTI: 3anponoHoBaHo (96,0 — 102,0% B
nepepaxyHky Ha aHrigpug); - «Boga» - 3ByXeHHs
MeX KpUTEpIiB NPUAHATHOCTI: 3anponoHOBaHO
(5,0 %); - «CynyTHi JOMILLKN» — KpUTEPpIT
NPUAHATHOCTI NPMBEAEHO Y BINOBIAHICTL A0
BMMOT MoHorpacpii €®; 3miHM | Tuny - 3miHa 'y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikauisax Ha Adl, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
- BUNY4YeHHs 3i cneundikaLii 4o4aTKOBUX TeCTiB
Ha BMICT [OMILLIOK, L0 BUKOHYBaBCS 3a
BHYTpIiLWHIM MeTogom BEPX, ockinbku B
MOHorpadii gjto4oro BuaHHA € 3a3HauyeHi BCi
OOMILLIKM, L0 paHille TecTyBasncs 3a
BHYTPILLHBOIO NpoLeAypoto; 3MiHu | Tuny -
nofaHHsa oHossieHoro Ceptudikaty
BifnoBigHOCTI €Bponelickkili hapmakonei Bif,
3aTBepaxeHoro BupobHuka Carelif R1-CEP
2005-033-Rev 00; 3miHu | TMNYy - nogaHHsA
oHoBrieHoro CepTudikaty BifnoBigHOCTI
€Bponeiicbkiin hapmakonei Bif 3aTBEpAKEHOr0
Bupo6Huka Carelif R1-CEP 2005-033-Rev 01,
3MiHM | TUNy - 3MiHa y MeToax BunNpobyBaHHs
A®| abo BMXigHOrO Matepiany/npomMiKHOTo
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoveci BupobHuuTea A®| - BuganeHHs 3
METOZIB KOHTPO/II0 &/IbTEPHATUBHMX BHYTPILLHIX
MeToZiB aHanidy 3a po3ainioM «CynposigHi
[OMILLKV», OCKINIbKY Y Aitouiii MOHorpaddii €®
nepegb6ayeHo rpagieHTHy BEPX ans BusHaueHHs
CYNYTHIX AOMILLOK, W06 3a6e3neuntun
BM3HAYEHHA BCiX KOHTPO/IbOBAHUX AOMILLIOK. [pu
LbOMY BiAgnagae HeOOXigHICTb 4OAATKOBUX
BMNPO6YBaHb 3a BHYTPILLHIM METOAOM; 3MiHU |
TUny - 3MiHa y napameTpax cneuudikauii Ta/abo
[OMNyCTUMKX MEX, BU3HA4YeHWX y creumdikanisax
Ha A®I, a6o BUXigHWA/NPOMIXHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYOTHCA Y
npoueci BUpo6HuyTBa A®| - BUNYyYEHHS TECTY Ha
BMICT 3a/MILLIKOBOrO OpraHi4yHOro po3ynHHMKa

MeTuaeHxnopuay 3i cneuudikadii A®l, y 38'a3ky




65

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3 BUJyYEHHAM BUPOGHMYOT AinbHuui A®I Pfizer
Arecibo. laHa BUpo6GHMYa OiNbHULSA He
3aTBepMAKEHa B YKpaiHi, ane faHuii nokasHukK
6yB BK/IO4EHMUI B cneyudikaviio Ha ADI; 3MiHu |
TUNY - NOAAHHS OHOB/IEHOTO cepTudikary
BifNoBigHOCTI €Bponelickkili dapmakonei Big,
3aTBepmxeHoro BupobHuka Carelife - R1-CEP
2005-033-Rev 02
56. AEHOBE/NDb 30 TabneTkun, BKpUTI mi6e Tm6X HimeuyunHa Mmi6e M6X HimeuunHa BHECEHHS 3MiH 4O peeCcTpaLiiHnX MmaTepiais: 3a UA/15836/01/01
NAiBKOBOK 000JIOHKOI, MO | ApuHaiMiTTeNb ApuHaiimitTTens 3MiHM | TUMy - NoA4aHHA OHOB/IEHOTO peyenmom
0,03 mr/2 mr no 21 Ceptuchikata signosigHocTi EP - R1-CEP 1996-
TabneTui y 6nictepi; no 1 079-Rev 07 Ha A®| ETuHinectpagion Big,
abo no 3, abo no 6 3aTBEPAXEHOr0 BUPOOHUKA, 3i 3MiHOK Ha3BU
6nicTepiB y KAPTOHHIl BMpoOHUKa Ta agpecu BnacHuka CEP
Kopoo6ui
57. | AENAKIH® 400 niodpinizaT 4N po3unHy TOB "CaHoi- Ykpaina BMPOGHUK, ITania/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/10138/01/01
Mr Ons iH'ekuii no 400 mr Ne ABeHTIC BiAnoBiganbHUIA 3a YropwmaH 3MiHu | TUnYy - 3MiHK Woao peuenmom
4 (no 1 chnakoHy 3 YkpaiHa" BUNYCK Cepiii: 6e3nekn/epeKkTBHOCTI Ta hapMakoHarisagy
niopinizaToMm y KOMMIEKTi CAHO®I C.IM.A,, (iHWi 3MiHK) (3MiHa TEKCTY MapKyBaHHA Ha
3 1 amnynoto po3yrHHMKa ITanis; BTOPUHHI ynakoBL,i (kapToHHa kopobka No2):
(Boga ons iH'ekyii) no 4 BMPOBHMUK HaHECEHHS MIKTOrpamMmn BariTHOT XiHKM i
MY KapPTOHHIli KOpo6Lyi Ne PO3YMHHYKA: OHOB/IEHHS 3aCTEPEXEHHA Ha BTOPUHHIi
1; No 4 KapTOHHUX XIHOIH, 3aBog, ynakoBLi 3 METOK MiHiMi3aLil pu3nky
KOpo6kn Ne 1y KapTOHHii PapmauleBTUYHUX Ta 3aCTOCYBaHHS NiKapCbkUx 3acobis, L0 MICTATb
Kopob6ui Ne2) XimiyHux MNpoaykTis Ba/1bNpoarT y BaritTHux) (TepMiH BBe4EHHS 3MiH
Mpaiisit Ko. NiT4,, NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS);
YropLmHa 3MiHu | TMNYy - 3MiHK 3 AKOCTI. FOTOBUIA
nikapcbkuid 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (3MEHLUEHHS
TEpPMiHy NpuAaTHOCTI FOTOBOro NiKapCbKoro
3aco6y) - [1na Toprosoi ynakoBku (3MEHLUEHHS
TepMiHy NpuaaTHOCTI FOTOBOTO JliKapCbKOro
3acoby 4/15 TOproBoi ynakoBku 3 5-Tu pokiB o 3-
X POKiB MOB’A3aHO 3 MNOAITUKOK KOMNaHii, sika
nonsrae B rapMoHi3auii TepmiHy 36epiraHHs
npenapary 3 3aTBepgkeHummn B EC nikapcbknmu
3acobamu Ta He 06yMOB/IEHO Henepen6aveHMu
obcTaBmMHamy y npoveci BupobHuuTea abo
nepecTtoporamu wWoAo crabinsHocTi) (TepMiH
BBEAEHHS 3MiH MPOTArOM 6-TW MicALIB nicns
3aTBEPKEHHS)
58. | AENO- CyCneHsist ANs iH'eKuiiA, Mdpaiizep IHkK. CLA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/0499/01/01
NMPOBEPA® 150 mr/mn no 3,3 mny MeHtodekuypuHr 3MiHKM | TUNY - 3MiHa Ha3BM Ta agpecu Micus peyenmom
chnakoHi; No 1 dplakoHy B Benbris HB BMPOBaKEHHS AisiNIbHOCTI BUPO6HMKa AdDI
KapPTOHHiii Kopo6Lli Me/JpOKCUNPOrecTepPOHy auerary
59. | AE®EHOPM kancynu Teepai no 500 mr AT Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepianis: 3a UA/5505/01/01
no 10 kancyn y 6nictepi, "KNIBCbKNW BITAMIHHW 3MiHM | TMNY - AAMIHICTPATUBHI 3MiHWN. 3MiHa peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

no 3 6nictepu y naui

BITAMIHH1N
3ABOL"

3ABOZ"

HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpaLiiiHoro nocBig4YeHHs) (3MiHa
HaliMeHyBaHHS 3asiBHVKa) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBepXeHHs); 3MiHu | Tuny - AaMiHICTpaTUBHI
3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo aapecu
MiCLiAl NPOBAKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbKoro
3acoby, BK/IYaoun AinbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJTIO AKOCTI.
(BisanbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6€3 3MiHK
Micus BUpOGHMLTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB NicNs 3aTBEPAKEHHS)

60.

[DKEHTAAYETO
®

TabneTku, BKpUTI
NAiBKOBOK 060J10HKOIO, MO
2,5 mr/850 mr no 10
TabneTok y 6nictepi; no 3
abo no 6 6nictepis B
KapTOHHI KOpoo6Li

Bepinrep
IHrenbxaim
IHTepHeLuHN

M6X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHK | TNy - 3MiHa y MeTofax BUNpobyBaHHS
A®| ab0o BMXigHOrO MaTepiany/MpPoMiXKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci Bupo6HMLUTBa APl — HE3HAUHI 3MiHM B
aHaNiTUYHNIA MeToAUL KiNIbKICHOTO BU3HAYEHHS
Ansa BuxigHoi pevosuHu Bl 1344 alkyne (CD 164
BS), 1110 BUKOPUCTOBYETLCA Y NPOLECI
BMPOGHULTBA AP| AiHarniNTUHY; 3MiHu | TRy -
3MiHa y MeTogax BunpobyBaHHs APl abo
BUXIQHOIO MaTepiasny/npoMixHoOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®| — He3HauHi 3MiHV B
aHaniTMYHUI MeToauL 3a NokasHMKoMm «Boga»
Ans suxigHoi peyosuHmn Bl 1356 phthalimide (CD
713 TD), L0 BUKOPUCTOBYETLCSA Y MPOLECI
BMpo6HULUTBa APl niHarninTuHy, a came
BW/TYYEHO LLOAEHHE BU3HAYEHHA TUTPY, Ta byae
NPOBOAMTUCA LLIOHEAINi Tak K 3HAYEHHS TUTPY
AilicHe NpoTArom 1-ro Micaus; 3MiHu | Tuny -
3MiHa y MeTogax BunpobysaHHa APl abo
BYVXiHOTO Matepiany/MpoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl — 3miHn fo
cneuudikaLiin 4ns BUXigHMX pevyoBuH Bl 1344
alkyne (CD 164 BS) Ta Bl 1356 chloromethyl (CD
605 BS), LL10 BUKOPUCTOBYIOTLCS B NPOLIEC
BMpO6HMLUTBA AD| fiHarninTMHy, gogaHo
aNbTepHaTMBHY MeToAWKY ineHTudikauii -
attenuated total reflectance (ATR) (nopyLieHoro
NMOBHOrO BHYTPILUHLOTrO BiAGUTTS); 40AATKOBO
BHECEeHi pefakLiiiHi npasku y po3gain 3.2.5.2.3.
KoHTponb maTepianis; 3MiHW | Tuny - 3miHa y

3a
peyenmom

UA/14274/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea Ad|
— 3aMiHa ABOX aHa/TITUYHUX METOANK
BU3HAYEHHA POAito Ta NNaTUHM MeTo0M
aToMHO-abcop6bLiiHOT cnekTpockonii Ha Mac-
CNEeKTOMETPIIO 3 iHAYKTUBHO 3B’A3aHOI0 N1a3MOI0,
ans BuxigHoi pevosuHn Bl 1356 phthalimide (CD
713 TD), L0 BUKOPUCTOBYETLCS Y NPOLLEC
BUpPo6HMUTBA AD| fiHarAinTUHYy
61. | IHXEHTAALYETO TabneTku, BKpUTI BepiHrep HimeuyunHa BepiHrep HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/14275/01/01
® NAiBKOBOK 000I0HKOIO, MO IHrenbxainm IHrenbxaiv ®apma 3MiHM | TUny - 3MiHa y MeToAax BunpobyBaHHS peyenmom
2,5 mr/1000 mr no 10 IHTEpHEeLLHN vM6X i Ko. KI' A®| abo BMXigHOrO Matepiany/npoMixKHOro
Tabnetok y 6nictepi; no 3 6X

abo no 6 6nicTepis B
KapTOHHI KOpooLi

alkyne (CD 164 BS) ta Bl 1356 chloromethyl (CD

BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HuuTBa Ad|

NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpo6HuUTBa APl — HE3HAYHI 3MiHM B
aHa/TITUYHUIA MeToANL, KiNIbKICHOrO BU3HAYEHHS
ans BuxigHoi pevosuHn Bl 1344 alkyne (CD 164
BS), L0 BUKOPUCTOBYETLCS Y NPOLECI
BMpO6HULTBA AP| AiHarinTuHy; 3MiHu | TRy -
3MiHa y MeToAax BunpobysaHHsA APl abo
BVXifHOrO Matepiany/npoMixXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpo6HMLTBa APl — HE3HAUHI 3MiHM B
aHaniTMYHUIA MeToauLi 3a NokasHMKOM «Boga»
Ans BuxigHoi pevosuHmn Bl 1356 phthalimide (CD
713 TD), L0 BUKOPUCTOBYETLCA Y NPOLLECI
BMPO6HMLUTBA AD| fiHarninTuHy, a came
BW/TYYEHO LLOAEHHE BU3HAYEHHS TUTPY, Ta byae
NPOBOAMTUCA LLOHEAINi Tak K 3HAYEHHS TUTPY
AivicHe npoTArom 1-ro mMicaus; 3MiHu | Tuny -
3MiHa y MeTogax BunpobyBaHHs APl abo
BUXIQHOIO MaTepiasny/npoMixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea APl — 3miHn 1o
cneuudikaLiin Ans BUXigHUX pevyoBuH Bl 1344

605 BS), LL10 BUKOPUCTOBYIOTLCS B MPOLIECI
BMpo6HULUTBa API niHarninTuHy, oAaHo
anbTepHaTUBHY METOAMKY ifeHTudikawi -
attenuated total reflectance (ATR) (mopywueHoro
NMOBHOMO BHYTPILUHLOrO Bif6UTTA) 404ATKOBO
BHECEeHI pefakuiiHi npasku y po3gin 3.2.5.2.3.
KoHTponb maTepianis; 3miHM | Tuny - 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro
marepiany/npomMiKHOr0 NPoayKTy/peareHTy, Wwo

— 3aMiHa [BOX aHa/liTUYHUX METOANK

BU3HAYEHHA pO,EI'iI'O Ta naatTuHM MeTogom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

aToMHOo-abcopbuiiHOT cnekTpockonii Ha Mac-
CNeKTOMETPIIO 3 iHAYKTMBHO 3B’A3aHOI0 N1a3Molo,
Ans BuxigHoi peyosuHmn Bl 1356 phthalimide (CD
713 TD), L0 BUKOPUCTOBYETLCSA Y MPOLECI
BUPOGHMLUTBA ADI niHarAinTUHY

62.

JVMELPON-
JAPHULA

Tabnetku no 50 mr no 10
Tab1eToK Yy KOHTYPHIi
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIi
ynakoBuj B nayyj; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX YNakoBKax

MpAT
"®apmaueBTUYH
a ipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TUny - 3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuytea A®l; cynyTHa 3miHa: 3miHa
y MeTogax BunpobysaHHa APl abo BuXigHOro
mMaTtepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUPo6HMLTBa ADI.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS; 3MiHUM | TNy - 3MiHa NnapameTpis
cneundikauin Ta/abo AONyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby; CynyTHSA 3MiHa: 3MiHa Y
MeToAax BUNPobyBaHHA rOTOBOTO J1iKapCbKoro
3aco6y; 3miHu Il Tuny - BBeAEHHSA BUPOOGHMKa AD|
Ha 3aMiHy 3aTBEpXEHOMY, SIK HacNifokK, 3aMiHa
«TepMiHy 36epiraHHsa» Ha «TepMiH
NepeKkoHTPONo». BBeAeHHs 3MiH npoTarom 6-
TU MicsILiB Nicnisi 3aTBePAKEeHHA

3a
peyerimom

UA/4851/02/03

63.

ANMPOCATIK®

Masb no 30 ry Ty6i; no 1
Ty6i B KAPTOHHI KOpPOGLi

LWepinHr-Mnay
CeHTpan lct Al

LLiBeiiuapis

LepiHr-Mnay Na6o
H.B.

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS chapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - lNponoHoBaHa peaxuis:
yNOBHOBaXKeHa 0coba, BifnoBiganbHa 3a
3AjiicHeHHs hapmakoHarnagy: floktop ai
Jemon. 3MiHa KOHTaKTHUX faHuX. 3MiHa y
PO3MiLLEeHHI MacTep-dhainy

3a
peyenmom

UA/4114/02/01

64.

ANNPOCATIK®

nocbioH no 30 Mny
hnakoHi 3 Npo6Koto-
KpanenbHuLeto; no 1
h1aKoHY B KAPTOHHIl

LepiHr-Mnay
CeHtpan lct Al

LLIseliyapis

CEHEKCI HSC -
EPYBI/Ib CEHT
KNEP

dpaHuis

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHEeHNX JaHux

3a
peyenmom

UA/4114/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Kopoo6Li npo cuctemy chapmakoHarnsgy (BBeAeHHS
y3araibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOo! ocoou,
BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 3giicCHEHHA dhapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUMN KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - lNponoHoBaHa peakuis:
yNOBHOBaXKeHa 0co6a, BignoBigasibHa 3a
3pjiicHeHHs hapmakoHarnagy: fokrop ai
Jemon. 3MiHa KOHTaKTHUX faHuX. 3MiHa Yy
po3MilLeHHI MacTep-thaiiny
65. | AIPEHOA TabneTku, BKpUTI AnsoreH IMKo Mokcembypr | Jlabopatopioc JleoH Icnanis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/13227/01/01
nNiBkOBOI 060/10HKOI0, 3 C.ap.n dapma C.A. 3MiHKM | TUNYy - 3MiHK Woao peuenmom
mr/0,02 wr, no 28 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
TabneTok y 6nictepi (24 BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX OaHNX
TabneTkn poxesoro Ta 4 npo cuctemy chapmakoHarnsgy (BBefeHHs
TabneTkn nnaue6o 6inoro y3arasibHeHVX faHnx npo cuctemy
Konbopy); no 1 6nictepy y thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
nauui 3 KapToHy BiANOBiAaANbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHMKa
ONA 34jiiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAaA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0Cco6y 3as1BHMKA, BigNoBiAa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy: MponoHoBaHa pefakLis —
CopiHa JliaHa Mato/Sorina Liana Paiu, MD. 3miHa
KOHTaKTHUX [aHWNX YNOBHOBaXeHOT 0cobum. 3miHa
MiCLLe3HaXOMKEHHST MacTep-haiiny. 3MiHa
MiCLLe3HaXOMKEHHS BNPOBAAXEHHS OCHOBHOT
AiSNIbHOCTI 3 hapmakoHariagy
66. | JOKTOP MOM® NbOASAHUKM MO 4 TOB "[>KOHCOH i Ykpaina HOHiK IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/2411/01/01
31 CMAKOM NbOASAHUKM Yy CTpunNi; No 5 [>KOHCOH dapmacboTUKas 3MiHK | TUNy - 3MiHa NapameTpiB cneumdikavii peyenma:
nonyHuul CTpYNIB Y KAPTOHHIl YkpaiHa" Na6opaTopi3 Ta/abo fonyCTUMUX MEX A5 [ONOMIXHOT Ne 1, Ne 16,
Kopobui; nNo 8 NboAsAHMKIB (BipAineHHs chipmun peyoBUHU Ne 20, Ne
y 6nicTepi; no 2 abo no 3 "Ix. b. Kemikans 24; 3a
6nicTepy B KapTOHHIl eHf peyenmom:
KopobLi; No 1 NbOAAHNKY B PapmacboTrKan3 Ne 100
nnisui; no 100 NboAsAHWKIB nta")
B MNiBLi y 6aHLj
67. | AONIIT® rENb renb, 50 mr/r no 20 r abo [onoprit TM6X i HimeuunHa [Honoprit F'm6X i Ko. HimeuunHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 6e3 UA/4117/02/01
no50r,abono100rB Ko. KI KIr 3MiHuM | TMNy - 3MiHK 3 AKOCTI. FoTOBUIA peuyenma
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Ty6i, no 1 Ty6i B KAPTOHHIi nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
KopoobLi TepMiHax npuaaTHoCcTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (3MEHLUEHHS
TepMiHy NpuaaTHOCTI FOTOBOTO JliKapCbKoro
3aco6y) - [1na Toprosoi ynakoBku (3MeHLUEHHS
TepMiHy NpUAaTHOCTI FOTOBOTO /iKapCbKOro
3aco6y 3 3-x pokiB A0 30-Tv MicsiB)
68. | AOP3ITIM® OYHi Kpanni, po34yumH; no 5 AT Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/16271/01/01
My doNaKoHi "KNIBCbKW BITAMIHHWIA 3MmiHu | TUny - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
nonieTuieHoBoMy 3 BITAMIHHWIA 3ABOA" HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
KpanesibHULEel Ta 3ABO4" (BUPOBHMLTBO 3 (BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa
KOHTpO1EM MepLuoro npoaykuii in bulk HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
pO3KpUTTS; Mo 1 chnakoHy "Pacpapm C.A.", 3MiH NpoTArom 6-Tu MicAuiB nicns
y nayi 3 KapToHy peuis) 3aTBepPXEHHS); 3MiHu | Tuny - AAMiIHICTpaTUBHI
3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaKEHHS AiS/TIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BK/IKYaoun AiNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IIO AKOCTI.
(BisanbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK CEpili)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepPAKEHHS)
69. | AHOPOrE3IK® nnactmp TOB "[IXXOHCOH Pocilicbka AHCCceH Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/1362/01/01
TpaHcaepMasibHuiA, 25 & [XOHCOH" denepauis PapmauesTmka HB 3MiHu Il TUny - 3MiHu Woao peyenmom
MKr/rog, 1 nnactup

TpaHcAepMasibHUi y
nakeTi; no 5 nakeTis y
KapTOHHI KOpoo6Li

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBUMM
LAaHVMW 3 AKOCTI, [OKAIHIYHUMM, KNIHIYHUMN
OaHuMK Ta gaHumn 3 papmakoHarnsagy (3mMiHu
BHECEHO A0 IHCTPYKLiT 4719 MeaNYHOro
3acToCyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"apmakonoriyHi BnacTnsocTi”,
"MpoTunokasaHHa","B3aemogis 3 iHWmMn
nikapcbkrMun 3acobamMu Ta iHLWi BUan B3aeMogiii",
"Oco6nmBOCTI 3acTOCyBaHHA", "3acToCyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHS Ta fo3u", "IMo6iyHi
peaxuii"); 3miHu 1l Tuny - 3mMiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y TepaneBTUYHUX MoKa3aHHSAX (4oAaBaHHsA
HOBOro TepanesBTUYHOro NnokasaHHsA abo 3miHa y
3aTBEPA)KEHOMY NOKa3aHHi) (3MiHW BHECEHO [0
IHCTPYKUIT 415 MEeANYHOT0 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3giny "MNokaszaHHA"

(6yno: XpoHiuHuiA 6e3nepepBHUii 6ib Ta 6inb,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

CNPUYMHEHWUI OHKOOTIYHVMI 3aXBOPIOBaHHAMM
y Aopocnux nauieHTis. JloBrotTpvsania Tepanis
XPOHIYHOr0 6O/ TSHKKOTO CTYMNeHs Y AiTeli Bikom
Bif 2 POKiB, SIKi OTPMMYIOTb JliKyBaHHS
onioiAHUMN aHanreTukamu.; cTasno: JlikyBaHHs
TSXKKOTO XPOHIYHOro 601110 y AOPOCANX NALEHTIB,
SKi NOTPebyoTh 6Ge3nepepBHOro TPUBAIOT0
3acTocyBaHHsA onioigis. JoBroTprvsana Tepanis
TSKKOTO XPOHIYHOro 60110 y fliTeld BikoM Bif 2
POKiB, iKi OTPUMYIOTb MliKyBaHHS OMioiAHUMM
aHasIbreTnkamm)

70.

AIOPOIE3IK®

nnactup
TpaHcaepmasibHuiA, 50
MKr/rog, 1 nnactup
TpaHcAepMasibHUIA Y
nakerti; No 5 nakeTiB y
KapTOHHI KOpooLi

TOB "[>XOHCOH
& HKOHCOH"

Pociiicbka
depgepauis

AHCcceH
dapmauesTuka HB

Benbris

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii ons
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU
OaHUMM 3 SKOCTI, AOKAIHIYHUMU, KAIHIYHMUN
AaHVMK Ta JaHumuy 3 hapmakoHarnsagy (3miHm
BHECEHO A0 [HCTPyKLii Ana MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"®apmMakooriyHi B1acTuBocTi",
"MpoTunokasaHHA","B3aemogis 3 iHWMu
nikapcbkrMmn 3acobamu Ta iHLWi BUAmn B3aemogiii",
"Oco6MBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3actocyBaHHs Ta fo3u", "Mo6iyHi
peakuii); 3MiHu |l Tuny - 3mMiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHN y TepaneBTUYHMX NOKa3aHHSX (4oAaBaHHSA
HOBOro TepaneBTUYHOrO NnokasaHHsa abo 3miHa y
3aTBEPAKEHOMY MokasaHHi) (3MiHW BHECEHO A0
IHCTPYKUiT 4N MEeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3giny “lMNokasaHHsa"
(6yno: XpoHiuHuii 6e3nepepBHUii 6isb Ta Ginb,
CMPUYNHEHNI OHKOMTOTIYHUMIW 3aXBOPIOBAHHAMM
y [opocnux naujieHTis. [joBrotTpuBana Tepanis
XPOHIYHOTrO GO0 TSHKKOTO CTYNEHS Y AiTel BiKoM
Bifl 2 POKiB, SIKi OTPUMYIOTb JliKyBaHHS
onioigHUMK aHanreTMkamu.; ctano: JlikyBaHHS
TSXKKOTO XPOHIYHOro 607110 Y fOPOCINX NaLieEHTIB,
AKi NOTpebyloTb 6e3nepepBHOro Tp1Basioro
3acTocyBaHHs onioigis. JosroTpusasna Teparnis
TSKKOTO XPOHIYHOro 60110 y fiiTeli BikoM Bif 2
POKiB, SIKi OTPUMYIOTb flikyBaHHS OMiOiAHUMM
aHasIbreTukamm)

3a
peyerimom

UA/1362/01/02

71.

AIOPOTE3IK®

nnactup
TpaHcaepmasibHuii, 100

TOB "[>XOHCOH
& [IXOHCOH"

Pociiicbka
depnepauis

AHcceH
PapmauesTmka HB

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu |l TMRy - 3MiHK Woao

3a
peyenmom

UA/1362/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MKr/rog, 1 nnactup
TpaHcaepMasibHUii y
naketi; no 5 nakeTiB y
KapTOHHI KopooLi

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMU
AaHVMK Ta fJaHumuy 3 chapmakoHarnsagy (3miHm
BHECEHO A0 IHCTPYKLiT 4719 MeaNYHOro
3acToCcyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"apmakonoriyHi BiacTneocTi”,
"MpoTunnoka3aHHsa","B3aemogis 3 iHWmMn
nikapcbknMun 3acobamu Ta iHLWi BUAmn B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Yy
nepiog, BaritTHoOCTi abo rogyBaHHs rpyaat”,
"Cnoci6 3actocyBaHHs Ta fo3u", "Mo6iuHi
peakui™); 3MiHn Il Tuny - 3MiHu WoAao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS
HOBOrO TepaneBTUYHOrO NnokasaHHsA abo 3miHa y
3aTBEP)KEHOMY NOKa3aHHi) (3MiHU BHECEHO [0
IHCTPYKUIT 415 MEAUYHOTO 3aCTOCYBaHHSA
nNiKkapcbKoro 3acoby A0 po3ainy "MNokasaHHA"
(6yno: XpoHiuHuiA 6e3nepepBHUii 6inb Ta Ginb,
CNPUYMHEHUIA OHKOOTIYHVMI 3aXBOPIOBaHHAMM
y [opocnux naujieHTis. [josrotTpusana Tepanis
XPOHIYHOTO 6O/I0 TSHKKOTO CTYNEHS Y AiTel BiKoM
Bif} 2 pOKiB, SIKi OTPUMYIOTb JliKyBaHHS
onioiAHUMY aHasIreTmkamu.; ctano: JlikyBaHHs
TSHKKOTO XPOHIYHOro 60110 y AOPOCNX NALEHTIB,
AKi NOTpebyloTb 6e3nepepBHOro TpUBasioro
3acTocyBaHHs onioigis. [JoBroTpusasia Tepanis
TSHKKOTO XPOHIYHOro 607110 y AiTeld BikoM Bif 2
POKiB, SIKi OTPUMYIOTb JliKyBaHHS OMioigHUMUN
aHanbreTvkamu)

72.

[IOPOTE3IK®

nnacrtvp
TpaHcaepMasibHuiA, 75
Mkr/rog, 1 nnactup
TpaHcAepMasibHUi y
nakeri; no 5 nakeTis y
KapTOHHI KOpoo6Li

TOB "[>XOHCOH
& [IXOHCOH"

Pocilicbka
denepauis

AHcceH
dapmauesTuka HB

Benbris

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu Il TUny - 3MiHu Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOr0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU
OaHUMU 3 SIKOCTi, AOKNIHIYHUMU, KNIHIYHUMUN
[aHumK Ta gaHumm 3 papmakoHarnsagy (3mMiHv
BHECEHO 0 IHCTPYKLiT 4719 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"apmakonoriyHi BacTneocTi”,
"MpoTunokasaHHa","B3aemogis 3 iHWmmMn
nikapcbkMun 3acobamu Ta iHWi BUamn B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTOCyBaHHSA Y
nepiog BariTHOCTi abo rogyBaHHA rpyaar”,

3a
peyenmom

UA/1362/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"Cnoci6 3acTocyBaHHA Ta go3un", "MobiyHi
peakuii"); 3miHu 1l Tuny - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS
HOBOro TepaneBTUYHOrO NnokasaHHsa abo 3miHa y
3aTBEPL)KEHOMY NoKasaHHi) (3MiHW BHECEHO [0
IHCTPYKUIiT NS MEeAWNYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainy "MNokaszaHHA"
(6yno: XpoHiuHuii 6e3nepepBHUii 6inb Ta 6Ginb,
CNPUYMHEHWUIA OHKOOTIYHVMI 3aXBOPIOBaHHAMM
y Aopocnux nauieHTis. [JloBrotpysasia Tepanis
XPOHIYHOr0 GOS0 TSHKKOTO CTYNeHs Y AiTeli Bikom
Bif 2 POKiB, SIKi OTPMMYIOTb JliKyBaHHS
onioiAHUMN aHanreTukamu.; cTasno: JlikyBaHHs
TSXKKOTO XPOHIYHOro 601110 y AOPOCNNX NALEHTIB,
SKi NOTPebyoTh 6Ge3nepepBHOro TPUBAIOTO
3acTocyBaHHsA onioigis. JoBroTpysana Tepanis
TSKKOTO XPOHIYHOro 60110 y fliTeld BikoM Bif 2
POKiB, SiKi OTPUMYIOTb MliKyBaHHS OMiOiAHUMM
aHasIbreTnkamm)

73.

E30ONPAM

TabneTkn, BKpUTI
N/1iBKOBOI 060/OHKOI0, MO
10 mr no 10 TabneTtok y
6nicTepi; no 3 6nictepn B
nauvj KapToHHIi

AxTasic rpyn AT

Icnangis

AkTasic 1T/,
ManbTa,;
BankaHdapma-
OynHuusa AT,
Bonrapis

Manbta/
Bonrapis

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasis:
3miHu | Tuny - BUpo6HKK AP, KomnaHis Hetero
Labs Ltd., IHgjs oHOB/MOE MacTep haiin Ha fitouy
peyoBUHY ecuuTanonpamy okcanary.
MpepcTtaBneHa aktyansbHa Bepcis EDMF AP-03
(December 2016) Ha 3amiHy cxBasleHOl BepCil
BiAKpMTOI YacTuHn EDMF AP-18 (July 2015).
HoBa Bepciss EDMF RP-00 (November 16)
3aMiHIOE paHillie cxBasieHy BepcCito 3aKpuTol
yactuHm EDMF RP-08 (January 2016)
BUpo6HMKa A®I Hetero Labs Limited, India

3a
peyerimom

UA/7029/01/02

74.

E3OMNMPAM

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
20 mr no 10 TabneTok y
6nictepi; no 3 6nicTtepu B
nauLj KapToHHIi

AkTasic rpyn AT

IcnaHgis

AkTasic 1T,
ManbTa;
BankaHdapma-
OynHuusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis:
3miHuM |l Tvny - BUpo6HKK AP, KomnaHis Hetero
Labs Ltd., IHgja oHOB/OE MacTep haiin Ha fitouy
peyoBMHY ecuuTasionpamMy okcanary.
MpepcTasneHa aktyanbHa Bepcis EDMF AP-03
(December 2016) Ha 3amiHy cxBasieHOI Bepcil
BiAKpUTOI YacTuHn EDMF AP-18 (July 2015).
HoBa Bepcis EDMF RP-00 (November 16)
3aMiHIOE paHillie cxBasieHy BepcCito 3aKkpuToi
yactuHn EDMF RP-08 (January 2016)
Brpo6HMKa AP| Hetero Labs Limited, India

3a
peyenmom

UA/7029/01/04

75.

ENAEN®

KPeM A1 30BHILLHbOTO
3acTtocyBaHHA 1% no 15
y Ty6i, no 1 Ty6i B Kopobui

MEJA dapma
'mM6X eHg, Ko.
Kl

HimeyunHa

MEJA
MeHbrodhekyepuHr

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3araJlbHeHUX flaHnX npo cucTemy

3a
peuyenmom

UA/7137/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobw,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapMakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfaANbLHOI 3a 3[iiCHEHHS hapmakoHarnsgy
(BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - [irova pegakuis:
yMOBHOB&XeHa 0coba BiAnoBigasibHa 3a
3pjiicHeHHs1 hapmakoHarnagy — Dr. Thomas
Stuhr, kOHTakTHa ocoba BignoBigabHa 3a
thapmakoHarnag Ha Teputopii Ykpainu -
MeTpywaHko Makcum MukonaioBuy.
[MponoHoBaHa pefakLis: ynoBHOBaXeHa ocoba
BiANOBiga/IbHA 3a 34iICHEHHSA hapMmakoHarnsay
— Balwant Heer, koHTakTHa ocoba BignosiganbHa
3a 34ilicCHEHHA dhapmakoHarnsgy B YkpaiHi —
Basnnescbka KOnis BanepiisHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU.
3MiHa KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6M.
3MiHa Micus 34jiCHEHHS1 OCHOBHOI Aisi/TbHOCTI.
3MiHa HoMepy Ta MicLie3HaxXoMKeHHA macTep-
chaiiny

76.

ENOKCATUH®

KOHLeHTpaT 415 po3unHy
Ons iHgysil, 5 mr/mn Ne 1:
no 10 mn KoHueHTpary,
L0 MicTATb 50 mr
okcaninaaTuHy, y qiakoHi
a6o no 20 mn
KOHLieHTpaTy, WO MiCTATb
100 mr okcaninnaTtuHy, y
dhnakoHi; B NigaoHi,
3anasHoOMy KpULLKOIO, B
KapTOHHI KOpooLi

TOB "CaHodpi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHodi-ABEHTIC
[Hoiunang Tm6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAaANbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34jiiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0cobw, BignoBiganbHOI A1s 34iACHEHHS
thapmakoHarnagy: fivova pefakuis - BoiTeHko
AHTOH [eopriiioBny. MponoHoBaHa pefakyis -
KniwmH AHTOH MuKonainosuy.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI AN 34ICHEHHS
dhapmakoHarnsgy

3a
peyenmom

UA/9385/02/01

77.

ENIPYBILUVH
AMAKCA

PO3YUH ANst iH eKLiid, 2
mr/ma no 5 mn, 10 mn, 25

Amakca ®apma
nTa

Benvka
BpuTtaHis

KOHTPO/Ib SIKOCTI,
BTOpWHHE

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MmiHu | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa

3a
peyenmom

UA/16215/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
M a6o 100 mn y dhrakoHi; nakyBaHHs, HaliMeHyBaHHs Ta/abo agpecu Micus
no 1 chnakoHy B KapTOHHIi MapKyBaHHSs1, BUMYCK NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa
Kopoo6Li cepiii: rOTOBOTO JIiKapCbKOro 3acoby, BKIYaUn
Cragachapm 'm6X, AinbHUL BUNYyCKy cepii abo micle NpoBeaeHHs
HimeuunHa; KOHTPOJII0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
BMPOGHMLTBO BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
po3uuHy bulk, (3miHa Ha3Bwu BUpo6HMKa CTALAPAPM 'M6X,
3anoBHEHHS, HimeuumnHa, 6e3 3MiHM MicLst BUPOGHULITBA)
KOHTPONb AKOCTI, (TepmiH BBELIEHHS 3MiH NPOTAroM 6-T1 MicALIB
nepBuHHe Ta nicns 3aTBepapKeHHs)
BTOPUHHE
nakyBaHHS:
TumoopraH
dapmatie MM6X,
HimeyunHa
78. | ETONO3UA, KOHLEHTpAaT 4719 PO34nHY AxTasic rpyn AT IcnaHgis CingaH ®apma CP/1 PymyHis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/8122/01/01
Ons iHgysili, 20 mr/mn no 3MiHu | TUnYy - 3MiHK Woao peuenmom
5 M1 po3umnHy y (hr1akoHi; 6e3nekn/edpeKTNBHOCTI Ta hapMakoHarisgy
no 1 conakoHy B KapTOHHIi (iHwWi 3miHK) (3amiHa rpadhiuHOro odopMIIEHHS
KopoobLi NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT
MapKyBaHHS1 yNakoBOK 3 BiAMNOBIAHUMW 3MiHAMW
8o posgainisB MKA N13 (po3gin «padiuHe
0(hOpMNEHHS» 3aMiHEHO PO34iN10M
«MapkyBaHHs») (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPAXKEHHS);
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIYatoun
AinbHUL BUNYCKy cepii abo micue npoBegeHHs
KOHTPOJIH0 AKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili)
(3MiHa Ha3BM Ta agpecyt BUPOGHWYOI AibHUL
CinpgaH ®apma CPJ1, PymyHisi, 6€3 3MiHM micus
BMpo6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM
6-T MicALIB MiC/1A 3aTBEPKEHHS)
79. | XXACTIHAOA TabneTku, BKpUTI AnsoreH IMNKo Mokcembypr | Jlabopatopioc JleoH IcnaHis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/13217/01/01
NNiBKOBOI 060/10HKOI, 2 C.ap.n dapma C.A. 3MiHu | TUNy - nogaHHs HoBoro CepTudiikaty peuenmom
mr/0,03 mr no 21 Tabnetui BiAgnoBigHOCTI €Bponeiicbkili hapmakonei RO-
y 6nicTtepi, no 1 a6o 3 CEP 2013-030-Rev00 ans gitoyoi pevoBuHu
6nictepu B nauui 3 eTVHINecTpasion ans 3aTBepLKEHOr0 BUPO6HMKA
KapToHY IHpacTpian Ximika CP/1, ITania 3amicTe macTtep-
chaiiny Ha aKTMBHY PeYOBUHY
80. | 304AK® TabneTku, BKpUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/4070/03/01
060/10HKO10, Mo 10 Mr Ne Pecny6nika Pecny6nika 3MiHKM | TURY - 3MiHKU WoA0 peuyenma

10, Ne 30 (10x3) y
6nicTepax

6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy.
BeefieHHs1 ab0 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

y3ara/ibHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0c0o6M 3 (hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEeHHS dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BK/IKOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0cobu 3asiBHUKa, BIANOBIA&/ILHOT 3a
thapmakoHarnag. 3anponoHoBaHo: Eric Teo/ Epik
Teo. 3MiHa KOHTaKTHOI 0CO6M 3asiBHUKA A5
3[jiCHEHHSI hapMakoHarsay B YKpaiHi.
3anponoHoBaHo: KnilwmH AHTOH MukKonaiioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6M.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0cobu

81.

30[lAK®

cupon, 5 mr/5 mn no 100
My donakoHax Ne 1

TOB "3eHrTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis:
3MiHu | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHU [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX JaHunx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
0cob6u 3asBHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnsg. 3anponoHoBaHo: Eric Teo/ Epik
Teo. 3MiHa KOHTaKTHOI 0cobu 3asBHUKa 415
3[iicHeHHs hapmakoHarnsgy B YkpaiHi.
3anponoHoBaHo: KnilwmH AHTOH MukonaioBuy.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU.
3MiHa KOHTaKTHMUX A@H1X KOHTaKTHOI 0cobu

6e3
peyenma

UA/4070/02/01

82.

30[AK®

Kpanni opanbHi, 10 mr/mn
no 20 mn y donakoHax Ne 1

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 dhapmakoHarnsay 3asiBHMKa

6e3
peyenma

UA/4070/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

ONA 34jiiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif yNOBHOBaXKeHOI ocobu,
BiiNOBIfANbLHOI 3a 3iiCHEHHS hapmakoHarnsgy

(BK/HOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y

pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi

0cobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
hapmakoHarnsag. 3arsepmpkeHo: Ludmila

Filipova. 3anponoHosaHo: Eric Teo/ Epik Teo.

3MiHa KOHTaKTHOT 0CO6Y 3asiBHVKA A5
3[jificHEeHHs1 hapMakoHarnsay B YkpaiHi.
3aTBEpAKEHO: BoliTeHKO AHTOH MeoprilioBuy.
3anponoHoBaHo: KniwmvH AHTOH Mukonaiosuy.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU.
3MiHa KOHTaKTHWUX Ai@HNX KOHTaKTHOI 0cobu

83.

30/IEAPOHOBA
KNCNOTA-
DAPMEKC

KOHLeHTpaT 415 pO3UnHy
ons iHgysil, 0,8 mr/mn no
5 My dhnakoHi, no 1
hN1aKoHY Y KOHTYPHIl
YapyHKOBIli ynakoBLj, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLj B navLi
KapTOHHIl

TOB
"®APMEKC
reyn"

YKpaiHa

TOB "®APMEKC
reymn"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
aapecy 3asaBHuKa) (TepMiH BBeEHHSA 3MiH
NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPAXKEHHS);
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapPCbKOro 3acoby, BKIUaoUn
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJIHO AKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUPO6HKKa, 6€3 3MiHN Micus
BMPO6HMLTBA) (TEPMIH BBELEHHS 3MiH MPOTAroM
6-TV MiCALIB MiC/1A 3aTBEPMXEHHS); 3MiHM | Tuny
- 3MiHU 3 siKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KOHTelHep/3aKynoproBasibHWIA 3aci6.
3MiHa po3Mipy yrnakoBKM FOTOBOTO NiKapCbKOro
3aco06y (BUyYEHHS yNakoBKM NEBHOIO po3Mipy)
(BUNYyYeHHs ynakoBku no 5 mn y chnakoHi; no 4
bN1aKoHW Y KOHTYPHI YapyHKOBIlA ynakoBLj; no 1
KOHTYPHIli YapyHKOBI ynakoBLji B nayLi
KapToHHiI (Ned); no 5 mn 'y chnakoHi; no 5
h1aKOHIB Yy KOHTYPHIiA YapyHKOBIli ynakoBLj; no 2
KOHTYPHIli YapyHKOBI ynakoBLi B nayi
KapToHHiI (Nel10) 3 BignoBigHUMY 3MiHAMWK Y p.
"YnakoBka") (TepmiH BBEAEHHSA 3MiH MPOTAroM 6-
TV MicALIB Nic/a 3aTBEPAKEHHS)

3a
peyenmom

UA/13545/01/01

84.

IBOKET®

po3uunH ans iHdysiii 0,1 %
no 10 mn B amnyni; no 10
amnys y KapTOHHIl nayui

Nab6opmeg-
dapma C.A.

PymyHis

BMPOGHULITBO Ta
nakyBsaHHs: EBep
®dapma Mena Mm6X,
HimeuumnHa,;

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHuM | TUNY - 3MiHa Ha3BM Ta agpecu Micus
BMPOBaMKEHHS AisANIbHOCTI BUPO6HMKa API

i3ocopbigy AnHITpaTy

3a
peyerimom

UA/3055/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BiANOBIAA/IbHWIA 32
BUNyck cepii: Eiicika
dapmacbioTikans
'm6X, HimeyunHa
85. IKCIDKEBA® PO34uH NS iH'eKUiin, 70 AmpkeH €spona | HigepnaHaun BUPOBHUK cuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/15390/01/01
mr/mn no 1,7 mn (70 b.B. Hepo3dgacoBaHOl HigepnaHngmn 3MiHK | TUNY - BHECEHHSA 3MiH, L0 nepegbayeHi y peyenmom
Mr/Mi) y donakoHi; no 1 npoayKuii, NnepBuHHe 3aTBEpPXEHOMY NPOTOKO/Ii yNPaB/liHHA 3MiHaMK
(pN1aKOHY B KApPTOHHIl nakyBaHHs: AMIXeH - AofaBaHHs BMpPO6HUYoro kopnycy AML-14 Ha
Kopoo6Li MaHydhekuypiHr 3aTBEPMKEHIN BUPOOHUYIN AinbHAL AMOKEH
Nimiten, CLUA, MaHydhekuypiHr flimiTea, B AKOCTi
BTOPUHHE albTepHaTMBHOI BUPOBHMYOI NAOLWMHN AN
nakyBaHHs Ta BMPOOHMLITBA Ta aCenTUYHOrO HanoBHeHHSA /13.
BWMYCK Cepil: BBefieHHA 3MiH NpoTArom 6-Tm MicsauiB nicns
AmMIxeH €spona 3aTBepPMKEHHA
B.B., Higepnanam
86. IHBAH3® niodpinizaT 4N po3unHy Mepk LWapn i LLiBefiuapis Hepo3gacoBaHa ®paHuia/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/9179/01/01
onsiiH'ekuiino 1r, 1 [oywm lgea, IHK npoayKuis, HigepnaHnamn 3MiHKM | TUNy - 3MiHK Woa0 peuenmom
CKNSAHWI hNakoH y nepBuHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KapTOHHiiA KopooLli nakyBaHHS, BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
BTOPWHHE npo cuctemy chapmakoHarnsgy (BBefeHHs
nakyBaHHs, y3arasibHeHVX faHnx Npo cuctemy
KOHTPO/b Ta BUMYCK dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coou,
cepii: labopaTtopii BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
Mepk Wapn i Joym KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHMKa
LLn6pe, ®paHujs; ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
BTOPVIHHE SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
nakyBaHHs BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(anbTepHaTMBHWMIA (BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
BUPOBHUK): Mepk po3MilLieHHi MacTep-thaiina cuctemm
Wapn i foym B.B., thapmakoHarnsgy) - [iroya pegakuis:
HigepnaHamn yrMoBHOBaXKeHa 0co6a, BiAnoBigasibHa 3a
3ailicHeHHa hapMakoHarnsgy: Xaxet
Xopmb6peii. MponoHoBaHa pegakuis:
ynoBHOBakeHa 0co6a, BignosigasibHa 3a
3pjlicHeHHs chapmakoHarnagy: Jokrop lai
[Jemon. 3miHa KOHTaKTHUX AaHunx. 3MiHa y
po3MilLeHHI MacTep-daiiny
87. IHOAHPUKC™ cycnensis (DTPa-IPV) ons nakcoCmiTKns Benuvka FnakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/15832/01/01
INB XIB | iH'ekyii no 0,5 mn (1 gosa) H ExcrnopT BpuTaHis Bionogxikans C.A. 3MiHK | TUNY - BUAYy4YeHHs npuMileHHsa 15 (RX peyenmom
INFANRIX™ IPV y nonepesHbo NimiTeq 15), slke po3TalloBaHe Ha BUPOGHWUIN AiNbHULL

HIB
KOMBIHOBAHA
BAKUWHA Ansi
MPODITAKTUKN
ONODTEPII,
NPABLSA,
KALLHOKY
(ALEMONSAPHN

HanoBHEHOMY
0IHOPa30BOMY LUMPULL Ne
1y KOMNNeKTi 3 ABOMA
rofikamu Ta niodpinisat
(Hib) y donakoHi Ne 1, wo
3MiLLYyOTbCA Nepes
BMKOPUCTaHHAM; no 1
nonepeaHbLo

GlaxoSmithKline Rixensart 3a agpecoto Pio ge
N'lHcTiTio, 89 1330 M. PikceHcapT, benbris, 3
nepeniky 3apeecTpoBaHuX caiTiB, A& NPOXOAUTb
cTafis hopmyBaHHS BaKLUHK
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
N KOMMOHEHT), | HanoBHeHOMY
noniomienity 0oZiHOpa3oBOMY LLNpULY Y
TA KOMMEKTi 3 ABOMa
3AXBOPIOBAHb, | ronkamu Ta 1 chnakoHoMm 3
36YAHNKOM niocpinizatom (Hib) y
AKX € BaKyyMHili CTepU/IbHIiA
HAEMOPHILUS ynakoBLi; No 1 BakyyMmHil
INFLUENZAE CTepusbHili ynakoBuj y
TMny B KapTOHHiiA Kopo6Lli
88. | KAMbLUIYM®ONI PO34uH NS iH'ekuiin, 10 EBEBE dapma ABCTpIsi BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/1638/01/01
HAT "EBEBE" mr/mn, no 3 mn (30 mr), lec.m.6.X. Hdpr. Hepo3dhacoBaHOl ABCTpis 3MiHKM | TUNYy - 3MiHK Woao peuenmom
a6o 5 mn (50 mr), a6o 10 K NpoAyKLuii, NepBUHHa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
M (100 mr), a6o no 20 mn i BTOpUHHA BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX AaHNX
(200 wr) y chnakoHi; no 1 yrnakoBKa, KOHTPO/1b npo cuctemy hapmakoHarnsgy (BBefeHHs
hN1aKoHy B KapTOHHIi cepii: Faynt ®apma y3araJibHeHNxX AaHux npo cuctemy
Kopoo6Li BonbdhparcxayseH thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
Mv6X, HimeuunHa; BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
[03BiN Ha BUMYCK KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
cepii: EBEBE ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
dapma Nec.m.6.X. AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
Hdor. KI, ABcTpis BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3asBHUKA ANA 34iICHEHHSA hapmakoHarnsagy:
[litoua pepakuis — CebacTbsaiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3a/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yrnoBHOBaXeHOT 0CO6M 3asBHNKaA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pepakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pefakuisa — Opnos B'ayecnas
BikTOpoBMY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI fii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
agpecu mactep-chaiina. 3MiHa HoMepa mMacTep-
chaiina
89. KANbLUIYM®OI pO3unH ANs iH'ekuiin, 10 EBEBE ®apma ABCTpIs EBEBE ®apma ABcTpis BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: 3a UA/1637/01/01
HAT "EBEBE" mr/mn, no 3 mn (30 mr), lec.m.6.X. Hor. lec.m.6.X. Hoor. KI 3MiHuM | TUNYy - 3MiHK Woao peyenmom
a6o 5 mn (50 wmr), abo no KIr 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.

10 mn (100 mr) B amnyni;
no 5 amnyn y KapTOHHiiA
Kopoobui

BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBeeHHS
y3arasibHeHVX JaHux Npo CUCTeMy
hapMakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0co6U 3 chapMakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarnagy B YkpaiHi,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3as1BHUKA AN19 34IICHEHHA (hapMakoHarnaay:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pefakuis — Fabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXXeHOI 0C06M 3asBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pefakuis — BaweHko Biktopist CepriiBHa.
MponoHoBaHa pefakuis — Opnos B'suecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOB&XeHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0cO6U. 3MiHa Micusl 34iCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-chaiina. 3MiHa HoMepa mMacTep-
dharina

90.

KANTOMNPUN

Tabnetkn no 25 mr, no 10
Tabnetok y 6nictepi; no 2

6nicTepy B navy,

MAT
"Knismegnpenap
ar"

YKpaiHa

MAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHW | TUNY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy -
OHOBJIEHO TEKCT MapKyBaHHSA yNakoBKM
nikapcbKoro 3acooby.

BBefieHHA 3MiH NpoTArom 6-Tm MicsauiB nicns
3aTBepAKEHHSA

3a
peyenmom

UA/7638/01/01

91.

KETO n/toC

LwamnyHb no 60 mn abo no

150 M1y donakoHi; no 1
(p1aKOHY B KapPTOHHIl
Kopoo6Li

rneHmapk
PapmacboTuKa
3 JITa,.

IHais

neHmapk
dapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM Il TNy - 3MiHa napameTpiB cneyudikawii
Ta/abo fonyCcTUMUX MEX roTOBOrO NikapCbKoro
3aco6by (3MiHa 3Haxo4MTbCA nosa
3aTBEPAKEHNMUN JONYCTMUMU MEXaMU
cneumdikadiii) - 3MiHa foNyCTUMUX MEX
KOHTPOJTH0 FOTOBOIO /iKapCbKOro 3acoby 3a
MoKasHUKOM «B’A3kicTb». BBeA€HHA 3MiH
NPOTArom 6-T1 MicsiLiB NicnA 3aTBEPAKEHHSA

6e3
peyenma

UA/10142/01/01

92,

KETOJTAK

Tabnetku no 10 mr, no 10
Tabnetok y 6nictepi; no 1

6nicTepy B navi

AT

"KUIBCbKIN

BITAMIHHN
3ABOJ"

YkpaiHa

AT "KTBCBKIT
BITAMIHHW
3ABOS"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKA
(BNacHvKa peecTpauiintHoro NocBigYeHHs) (3MiHa
HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tn micsuis nicns
3aTBEPKEHHS); 3MiHK | Tuny - AgMiHiCTpaTMBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLA NPOBaMKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro /likapCbKoro
3aco0y, BK/IOHaKUM AiNbHNLi BUNYCKY cepii abo
MicLie NpOBEeAEHHS KOHTPOJIHO AKOCTI.
(AisNbHICTb, 3a SKY BignoBigae

3a
peyenmom

UA/4802/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK CEpili)
(3MiHa HallMeHyBaHHS BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HULTBa) (TEpMiH BBEEHHS 3MiH
NpOTSArom 6-T MicsILiB Mic/si 3aTBEPAKEHHS)
93. Knoniaorpre/nb TabneTkun, BKpUTI ToBapucTBO 3 Ykpaina BUPOBHULTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/15618/01/01
060/10HKOI0, N0 75 Mr No 06MexeHot npoaykuii in bulk, 3MiHW | TMny - 3MiHK Woao peyenmom
10 Tabnetok y 6ricTepi; BiANOBIgabHICT BWMNYCK Cepii: 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 1 a6o 3 6nictepu B 10 ToBapucTBO 3 BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
KapTOHHIN nayui "papmMaLeBTUyH 06MexeHo npo cuctemy thapmakoHarnsgy (BBefeHHA
a chipma BiANOBIAA/LHICTIO y3arasibHeHVX AaHnX Npo cuctemy
"BepTekc" "®apmaueBTnyHa thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
thipma "BepTrekc", BiANOBIAaNbHOI 3a 34iliCHEHHSA chapmakoHarnagy;
Ykpaina KOHTaKTHOI 0cO6M 3 thapMakoHarnsgy 3asBHVKa
(BUPOBHMLTBO 3 ONA 34iCHEeHHS dhapMakoHarnagy B YkpaiHi,
npoaykuii in bulk AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BMpOoGHKKa TOB BiANOBIAa/IbHOI 32 34iiCHEHHSA hapMmakoHarnsagy
"®APMEKC Irepyn-, (BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
YKkpaiHa); pPO3MiLLEHHI MacTep-thaitna cuctemm
BMPOGHMLTBO thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
npoaykuii in bulk: ocob6u, BiANoBigabHOI 3a 3A4iICHEHHS
TOB "®APMEKC thapmakoHarnagy: MNponoHoBaHa pefakLis —
rPYM", YkpaiHa KagywkuHa tOnis BonognmupisHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy
94, KNOTPUMA3ON TabneTku BariHa/bHi Mo OpraHocvH IHais EBepTomxeH flaiid IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/8794/02/01
100 mr, no 6 TabneTok y Naiigp CaeHcns CaeHcus Jlimiteq, 3MiHM | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
cTpuvni; no 1 ctpuny 3 Mer. N14. HalilMeHyBaHHs Ta/abo agpecy Micus
ansikaTopoM Yy KapTOHHIlA NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
naui; no 6 TabneTok y rOTOBOrO JIiKapCbKOro 3acoby, BKIYaoUn
6nicTepi; no 1 6nictepy 3 AiNbHUL BUNYCKy cepii abo micLe npoBegeHHs
an/ikaTopoM y KapTOHHIlA KOHTPOJIH0 SIKOCTI. (AiANIbHICTb, 3a Ky BiAnosigae
nauui BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUPOGHKKa, 6€3 3MiHK Micus
BMPO6HULTBA) (TEepMiH BBELEHHSI 3MiH MPOTSAroM
3-x MicsiLiB nicns 3aTBEPAKEHHS)
95. KO-AIOBAH® TabneTku, BKpUTI HoBaprtic ®apma | LUBeiiuapis HoBapTic ®apma LLseliyapisi/ BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis: 3a UA/8688/01/02
NAiBKOBOK 000J10HKOLO, MO Al LLTeiH AT, ITania TexHiyHa nomusika (3rigHo Hakasy MO3 Bifg, peuenmom
160 mr/12,5 mr, n; no 14 LBeliuapis; 23.07.2015
Tabnetok y 6nictepi; no 1 HoBapTic ®apma Ne 460). TexHi4Hy NOMUIKY BUNPaBNEHO B
abo 2 6nictepn y KopooLi C.n.A, Itanis; IHCTPYKLiT ANA Me4MYHOro 3aCTOCyBaHHA
3 KapToHYy MepBuHHE Ta nikapcbKoro 3acoby y p. "Cknag" (40noMikHi
BTOPUHHE peyoBuHKM). 3a3HaueHe BUMpPaB/IeHHS Bi4NOBIAAE
nakyBaHHS: maTepianam peecTpauiiiHoro JoCbe.
Michapm C.n.A.,
ITania
96. KO-AIOBAH® TabneTkun, BKpUTI HoBaprTic ®apma | LUBeiiuapis HosapTic ®apma LLBeiiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/8688/01/03
NNiBKOBOI 060/I0HKOHD, MO Al LLTeitH AT, ITanis TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenmom

160 mr/25 mr; no 14

LLIBeliapis;

23.07.2015
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
TabneTok y 6nictepi; no 1 HoapTic ®apma Ne 460). TexHi4Hy MOMW/IKY BANPaB/IEHO B
abo 2 6nicTepn y KopooLi C.n.A, Itanis; IHCTPYKLiT ANA MeAUYHOro 3aCTOCyBaHHA
3 KapToHYy MepBuHHE Ta nikapcbkoro 3acoby y p. "Cknag" (40nomikHi
BTOPUHHE peyoBuHKM). 3a3HaueHe BUMpPaB/IeHHs BigNOBIAAE
nakyBaHHS: maTepianam peecTpauiiiHoro JoCbe.
Michapm C.n.A.,
ITania
97. KO-AIOBAH® TabneTku, BKpUTI HoBaprTic ®apma | LUBeiiuapis HosapTic ®apma LLiBeiiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/8688/01/04
NNiBKOBOI 060JI0HKOHD, MO LtenH AT, ITanis TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenmom
320 mr/12,5 mr; no 14 LLiBeiuapis; 23.07.2015
Tabnetok y 6nictepi; no 1 HosapTic ®apma Ne 460). TexHi4Hy NOMU/IKY BUNpPaBneHO B
abo 2 6nictepn y Kopobui C.n.A, Itanis; IHCTPYKLU|ii 415 MEAMYHOr0 3aCTOCYBaHHS
3 KapTOHY MepBuHHE Ta nikapcbKoro 3acoby y p. "Cknag" (onomikHi
BTOPWHHE peyoBuHKM). 3a3HaueHe BUMpPaB/IeHHS BigNOBIAAE
nakyBaHHs: marepiasiaMm peecTpaLiiHoro 4OCheE.
Michapm C.n.A.,
ITanis
98. | KO-AIOBAH® TabneTkn, BKpUTI HoBaprTic ®apma | LUBenuapis HoapTic ®apma LLisenuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3a UA/8688/01/05
NAiBKOBOK 000J1I0HKOMO, MO Al LTeiH AT, ITanis TexHiyHa nomuska (3rigHo Hakasy MO3 Bif, peyenmom
320 mr/25 wr; no 14 LLBeiiuapis; 23.07.2015
Tabnetok y 6nictepi; no 1 HoBapTic ®apma Ne 460). TexHi4Hy NOMUKY BUNPaBAEHO B
abo 2 6nictepn y KopoobLi C.n.A, Itanis; IHCTPYKLiT ANA Me4MYHOro 3aCTOCyBaHHA
3 KapTOHYy MepBuHHE Ta nikapcbkoro 3acoby y p. "Cknag" (40NoMixHi
BTOPVHHE peyoBuHYM). 3a3HayeHe BUNPaB/EHHS BiANOBIAaE
nakyBaHHS: maTepianam peecTpauiiiHoro JoCbe.
Micbapm C.n.A.,
ITanis
99. KO-AIOBAH® TabneTku, BKpUTI HoBaprTic ®apma | LUBeiiuapis HosapTic ®apma LLBenuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/8688/01/01
NNiBKOBOIO 060JI0HKOHD, MO LLTeitH AT, ITania TexHiyHa nomusika (3rifHo Hakasy MO3 Big, peyenmom
80 mr/12,5 mr; no 14 LLIseliapis; 23.07.2015
Tabnetok y 6nictepi; no 1 HosapTic ®apma Ne 460). TexHi4Hy NOMU/IKY BUNPaBneHO B
abo 2 6nictepu y Kopobui C.n.A, Itanis; IHCTPYKLiT ANA MeAMYHOro 3aCTOCyBaHHSA
3 KapTOHY MepBuHHE Ta nikapcbKoro 3acoby y p. "Cknag" (4onoMixHi
BTOPUHHE peyoBuHKM). 3a3HaueHe BUMpPaBeHHS BigNOBIAAE
nakyBaHHS: maTepianam peecTpavuiiiHoro JoCbe.
Micbapm C.n.A.,
ITanis
100. | KOMMNEBIT® Kancynv Teepgi, no 10 AT YkpaiHa AT "KUIBCbKNIA YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 6e3 UA/2090/01/01
Kancyn y 6nictepi, no 2 "KUIBCbKW BITAMIHHWIA 3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
6nictepu y nauui BITAMIHH 3ABO4" HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
3ABO" (BnacHvKa peecTpaviiHoro noceig4yeHHs) (3MiHa

HaliMeHyBaHHs 3asBHUKa) (TepMiH BBeEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepMKEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
Micusi NPoOBaKEHHSA Aii/IbHOCTI
BMPOGHMKa/imMnopTepa roToBoro fikapcbKoro
3aco6y, BK/IKYaK4M AiNbHMLI BUMYCKY cepii abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(BisnbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6€3 3MiHK
Micus BUpOGHULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB NicNs 3aTBEPAKEHHS)
101. | KOHTPO/IOK® NMOPOLLIOK A1 PO34UHY Takepga 'm6X HimeuunHa BMPOGHULITBO 3a Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/0106/02/01
Ons iH'ekuii no 40 wr, 1 NOBHUM LMK/IOM: ITania/ 3MiHK | TUNy - 3MiHK y NpoLeci BUPO6HULTBA peuenmom
h1aKOH 3 MOPOLLUKOM Y Takega M'm6X, MopTyranis rOTOBOTO JIiKapCbKOro 3acoby, BKIYaUn
KapTOHHI KOpooLi HimeuumnHa; NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA MpU
BUPOGHMLTBO BUPOGHMLTBI rOTOBOrO NiKapCbKoro 3acoby -
Hepo3dgacoBaHOl He3HauHi 3MiHM Y NpoLeci BUPOGHMLTBA FOTOBOIO
npoayKuii, NnepBuHHe nikapcbkoro 3aco6y; 3MiHu | Tuny - 3miHa po3Mipy
nakyBaHHs: MaTteoH cepil (BKIOYaOUM gjianasoH po3mipy cepii)
ITania C.IN.A,, roTOBOro MikapcbKoro 3acoby (36inbLueHHs go 10
ITanis; pasiB NOPIBHSAHO i3 3aTBEPAXXEHUM PO3MIpOM) -
Baccepbyprep 36i/1bLLEHHSI PO3MIPY Cepii rOTOBOrO J1iKapCbKOro
ApuHalimiTTensBepk 3aco6by 3 170 «kr (84800 dhnakoHis) 4o 190 kr
vM6X, HimeuunHa; (93500 dhnakoHiB)
Xikma
dapmacbtoTika
(Moptyranis), C.A.,
MopTyranis
102. KOPBANO/- Kpanni opasibHi, PO34uH Mo MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 UA/14817/01/01
AAPHUNLA® 25 mn abo no 40 mny "papmMaueBTUyH "®apmMaueBTNYHa 3MiHuM | TUNYy - 3MiHK Woao peyenma -
donakoHi, no 1 dpnakoHy B a hipma ipma "OapHuua”, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy. no 25 mn; 3a
navu,i "fapHnus” YkpaiHa (nakyBaHHs BBefeHHst ab0 3MiHUN [0 y3araslbHeHUX AaHnX peyenmom -
i3 in bulk cipmu- npo cuctemy hapmakoHarnsgy (BBefeHHs o 40 mn
BUpo6HMKa TOB y3arasibHeHUX AaHuX Npo cuctemy
"®apmxim", YKpaiHa) thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c06U 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
oco6u, BiANOBIAA/IbHOI 3a hapMakoHarnsag;:
[itova pegakuisa - CmoBx CTtaHicnasa
AHatoniiBHa; MponoHoBaHa pegakuis - Cipaxos
Irop OnekcaHgpoBuY
103. KPANMI Kpanni opasibHi no 25 mny MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 6e3 UA/8872/01/01
3ENEHIHA dhnakoHax "PITOPAPM" 3MiHu | TUNYy - 3MiHK 3 sikocTi. FoToBUIA peyenma

nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby (36inbLUeHHs
TepMiHy NPUAATHOCTI FOTOBOr0 NiKapCbKoro
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3acoby) - 115 TOproBoi ynakoBku
(niaTBEPOXKYETHCA AAHUMU PEasILHOIO Yacy)
(36iNbLUEHHA TEPMiIHY NPUAATHOCTI NiKapCbKOro
3aco6y 3 2-x A0 3-x pokiB) (TepMiH BBeAEHHS
3MiH NpOTAroM 3-X MicsUiB Nicns 3aTBEPAYKEHHS)
104. NAHOTAH® Kpanni o4Hi, 0,05 mr/mn, MAT "®apmak” YkpaiHa MAT "®apmak" YKpaina BHECEHHS 3MiH 4O peecTpaLiiHnx MmaTepiais: 3a UA/11416/01/01
no 2,5 mn y cpriakoHi 3 3MiHM | TURY - 3MiHa agpecu BUpobHunka Ad| peyenmom
KpanesibHuueto, no 1 NataHonpocT 6e3 3MiHM MicLA BUPO6HULTBA
dhnakoHy B mayui
105. | JIEBO®JIOKC po3uunH Ans iHdoysiid, 500 CKAH BIOTEK IHais AJIKOH IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/7828/01/01
IHDY3IA Mr/100 mn no 100 mny nTa MAPEHTEPAJIC 3MiHM | TUNY - 3MiHK WOoA0 peuenmom
nnacTvKoBoMy hN1akoHi; (HAIA) NTA 6e3nekn/edeKTMBHOCTI Ta dapmakoHarnsgy -
no 1 conakoHy B KapTOHHIi 3amiHa rpadiyHoro opopmMAIEHHS NEPBUHHOI Ta
KOpo6Li BTOPVHHOI YNaKoBOK HA TEKCT MapKyBaHHS
yMnakoBOK 3 BiANOBIAHUMY 3MiHaMK 40 po34inis
METOZIB KOHTPOJIIO SKOCTi NiKapCbKoro 3acoby
(po3pin «pachiyHe ohopMneHHS» 3aMiHEHO
po3AinoM «MapKyBaHHs»)
106. | JIEBO®J/IOKC po3uunH ans iHdysiid, 500 CKAH BIOTEK IHais AJTIKOH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: - UA/10119/01/01
IHDY3IA Mr/100 mn in bulk: no 100 nTa MAPEHTEPAJC 3MiHM | TUNY - 3MiHK WoA0
M/1Y N1aCTUKOBOMY (HAIA) NTA 6e3nekn/edekTMBHOCTI Ta hapmakoHariagy -
donakoHi; no 50 a6o no 3amiHa rpadiyHoro opopmMIEHHS NEPBUHHOI Ta
100 ¢hnakoHiB y KapTOHHIl BTOPWHHOI YNakOBOK Ha TEKCT MapKyBaHHsA
Kopoo6ui yNakoBOK 3 BiAMnoBigHMMK 3MiHaM1 40 po3A4inis
METO/IB KOHTPOJIIO SKOCTi NiKapCbKoro 3acoby
(po3pin «pachiyHe ohopMneHHs» 3aMiHEHO
po3ainom «MapKyBaHHsI»)
107. | JIETKOJIAKC NOPOLLOK 47191 OPa/IbHOI0 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 6e3 UA/15646/01/01
po3unHy no 4,0 r, no 4 a6o | "KviBmeanpenap "Kuismegnpenapar" 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA peyenma
10 a6o 20 nakeTiB-caile y at" nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
nauui TepMiHax npuaaTHoCcTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36inbLUeHHs
TepMiHy NpuaaTHOCTI FOTOBOTO JliKapCbKoro
3acoby) - 519 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy)
(36inbLIeHHs TepMiHY NpMAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3 1,5 pokiB fo 3-X poKiB)
(TepmiH BBELIEHHS 3MiH NPOTAroM 6-T1 MicALIB
nicnsi 3aTBEPAKEHHS)
108. | JIETKOJIAKC NOPOLLOK A/151 OPa/IbHOI0 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/15646/01/02
po3sunHy no 10,01, no 4 "Kuismegnpenap "Kuismegnpenapar" 3MiHn | TUNYy - 3MiHK 3 aKocTi. FoToBMi peyenma
a6o 10 a6o 20 nakeTiB- at" nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y

cawle y nauui

TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby (36inbLUeHHs
TepMiHy NpuAaaTHOCTI FOTOBOTO JliKapCbKoro

3acoby) - /19 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHMMKN peasibHOro Yacy)
(36inblUeHHA TepMiHY NPUAATHOCTI FOTOBOro
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
nikapcbKoro 3acoby 3 1,5 pokie A0 3-X pokiB)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TW MicALiB
nicns 3aTBepAXeHHs)
109. | NEANPOPENIH iMmnnaHTar no 3,6 mrmo 1 CaHpos CnoBeHis BMPOGHMLTBO "in Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/13229/01/01
CAHAO3® wnpuuy 3 iMnaadTatom 1a | PapmacbioTikan bulk", nakyBaHHs, ABCTpis 3MiHKM | TUNYy - 3MiHK Woao peuenmom
BOJIOTONOr/IMHA4YeM y 34.4. BUMNYCK cepii: EBep 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
nakeTi, no 1, aéo 3, a6o 6 dapma Vena Mv6X, BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX AaHNX
nakeTiB B KAPTOHHIlA HimeuuunHa; npo cuctemy hapmakoHarnsgy (BBefeHHs
Kopoo6Li BTOPUHHE y3arasibHeHNX faHnx Npo cuctemy
naxkysaHHsa: EBEP thapmakoHarnagy, 3miHa ynoBHOBaXeHOT ocobw,
®dapma Nena Mv6X, BiANOBiAaANbHOI 3a 34ilicHEHHS thapmakoHarnaay;
HimeuuunHa; Bmunyck KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
cepii: EBEBE ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
dapma Nec.m.6.X. AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
Hdor. KI, ABcTpis BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3asBHUKA ANA 34iICHEHHA hapmakoHarnsaay:
MponoHoBaHa pepakuis — Mabpiena Xekep-
Baps/Gabriele Hecker-Barth. KoHTakTHa ocoba B
YKpaiHi ynoBHOBaXKeHOi 0cobu 3asiBHMKa A/1A
3ailicHeHHs thapmakoHarnsgy: MponoHoBaHa
pegakuis — Opnos B’siuecnaB BiktopoBuy. 3miHa
KOHTaKTHUX [aHWNX YNOBHOBaXeHOT 0cobum. 3miHa
KOHTaKTHUX [ aHWX KOHTaKTHOT 0co6U. 3MiHa
MicLA 3AiACHEHHS OCHOBHOI AisNIbHOCTI 3
chapmakoHarnsgy. 3miHa agpecu mactep-
chaiina. 3miHa HomMepa MacTep-alina
110. NETPO30/1- TabneTku, BKpUTI TeBa 13painb BUPOBHMLTBO, I3paine/ BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiis: 3a UA/13315/01/01
TEBA NNiBKOBOK 000I0HKOH, $apmaueBTikaU nepBuHHE Ta YropwumHa 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
2,5 mr no 10 TabneTok y IHpacTpi3 NTa,. BTOPVIHHE HaliMeHyBaHHs Ta/abo agpecy Micus
6nictepi; no 3 6icTepn B nakyBaHHs1, NPOBaKEHHS AiSIbHOCTI BUpo6HMKa/iMnopTepa

KopooLi

KOHTPO/b SIKOCTI,
BUWMYCK Cepii:
TeBa
dapmaveBTikan
lHpacTpis NTg,.,
13pains;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK Cepii:
AT
dapmayleBTUYHNI
3aBof TEBA,
YropwmHa

roTOBOrO NiKapPCbKOro 3acoby, BKIYatoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOJIH0 AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3miHa agpecu Bupo6HKKa /13, BignoBigabHOro
3a nepBUHHe Ta BTOPUHHE NaKyBaHHSA,KOHTPO/Tb
AKOCTI, BUNYCK Cepiii, 6e3 3MiHN MicLs
BMpO6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTArOoM
6-TV MiCALIB MiCNS 3aTBEPAKEHHS)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

111.

nisoenn™

Tabnetkn no 5 mr Ne 28
(14x2) y 6nictepax

Inka
Na6opatopi3
Nimiten

IHais

Inka SlabopaTopi3
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BeegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHNX faHunx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOT ocobw,
BiANOBiAaANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3asBHuKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiiNOBIfaNbHOI 3a 3iiCHEHHS hapmakoHarnsgy
(BK/IHOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - Aivoua pegakuis: LLnm
Lnmmxy. MNponoHoBaHa pedakuis: YaHgpa
Caril i3 3a3Ha4eHHSIM KOHTaKTHUX AaHuX

3a
peyenmom

UA/8162/01/02

112.

nisoenn™

Tabnetkn no 10 mr Ne 28

(14x2) y 6nicTepax

Inka
NabopaTtopis
NimiTeq

IHais

Inka Nabopatopi3
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis:
3MiHu | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHU [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX JaHunx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - Aivoya pegakuis: LLnm
LLnmmpky. MponoHoBaHa pepakuin: YaHapa
Caril i3 3a3HaYeHHSAM KOHTaKTHUX AaHUX

3a
peyerimom

UA/8162/01/03

113.

nisoenn™

Tabnetkn no 20 mr Ne 28

(14x2) y 6nictepax

Inka
JTabopatopi3
Nimiteq

IHais

Inka Na6opatopi3
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS chapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm

3a
peyenmom

UA/8162/01/04




87

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
thapmakoHarnagy) - firoua pegakuis: Wum
Lvmmopky. MponoHoBaHa pefakuin: YaHapa
Carill i3 3a3Ha4YeHHSIM KOHTaKTHUX faHnX
114. | NO3AN® TabneTku, BKpUTI AT "3eHTiBa" CnoBaubka BMPOGHMLUTBO 13, CnoBaubka BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/3906/01/01
060/10HKO10, M0 12,5 mMr Ne Pecny6nika nepBuHHE Ta Pecny6nika/ 3MiHKM | TUNYy - 3MiHK Woao peuenmom
30 (10x3), Ne 30 (15x2), BTOPVHHE Yecbka 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
Ne 60 (10x6), Ne 60 nakyBaHHs, Pecny6nika BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX AaHNX
(15x4), Ne 90 (10x9), Ne KOHTPOb Ta BUMYCK npo cuctemy hapmakoHarnsgy (BBefeHHs
90 (15x6) y 6nictepax cepiii: AT "CaHeka y3araJibHeHNX AaHux npo cuctemy
dapmacbloTikans”, thapmakoHarnagy, 3miHa ynoBHOBaXeHOT ocobw,
CnoBaubka BiANOBiAaANbHOI 3a 34ilicHEHHS thapmakoHarnaay;
Pecnyb6nika; KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
TOB "3eHrTiBa", ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
Yecbka Pecny6nika AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLieHHi MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3anponoHoBaHo:
yNoBHOBakeHa 0coba 3asBHMKa, BifnoBigasibHa
3a thapmakoHarnag: Eric Teo/ Epik Teo, i3
3a3HaYEHHSIM KOHTaKTHUX JaHUX Ta Micus
OCHOBHOI AisiNIbHOCTI; KOHTaKTHa ocoba
YNOBHOBaXeHOI 0C06M 3asaBHUKa A1 3MiACHEHHSA
thapmakoHarnsgy B Ykpaini: KnilwmH AHTOH
MwukonanoBuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U. 3a3HaYeHHs1 HOMepy MacTep-
thariny cuctemu chapmakoHarnsgy ta ioro
MiCLIe3HaxXOKEHHS
115. | JIO3AN® TabneTku, BKpUTI AT "3eHTiBa" CnoBaubka BUPOGHMLTBO 13, CnoBaubka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/3906/01/03
060/10HKOI0, N0 50 Mr Ne Pecny6nika nepBuHHE Ta Pecny6nika/ 3MiHW | TMny - 3MiHK Woao peyenmom
30 (10x3), Ne 30 (15x2), BTOPVHHE Yecbka 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
Ne 60 (10x6), Ne 60 nakyBaHHs, Pecny6nika BBeaeHHsA abo 3MiHM [0 y3arasibHeHVX AaHnx

(15x4), Ne 90 (10x9), Ne
90 (15x6) y 6nictepax

KOHTPO/b Ta BUMYCK
cepiii: AT "CaHeka
dapmacbioTikans",
Cnosaubka
Pecny6nika;
TOB "3eHrTiBa",
Yecbka Pecny6nika

npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAANbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3anpornoHoBaHo:
YNOBHOBaXKeHa 0coba 3asBHUKA, BignoBiganbHa
3a thapmakoHarnsag;: Eric Teo/ Epik Teo, i3
3a3HaYeHHSAM KOHTaKTHUX AaHuX Ta micus
OCHOBHOI AisiNIbHOCTI; KOHTaKTHa ocoba
YMOBHOB&XEHOI 0C06M 3asBHMKA AN15 3iNCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnagy B Ykpaini: KniwmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U. 3a3HayYeHHs1 HOMepy MacTep-
chaiiny cuctemun chapmakoHarnsgy Ta horo
MiCLie3HaXOMKEHHS

116.

NO3AN®

TabneTku, BKpUTI
060/10HKOH0, Mo 100 mr Ne
30 (10x3), Ne 30 (15x2),
Ne 60 (10x6), Ne 60
(15x4), Ne 90 (10x9), Ne
90 (15x6) y 6nictepax

AT "3eHTiBa"

Cnosaubka
Pecny6nika

BMPOGHMLUTBO N3,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii: AT "CaHeka
dapmacbloTikans”,
Cnosaubka
Pecnyb6nika;
TOB "3eHrTiBa",
Yecbka Pecnybnika

Cnosaubka
Pecny6nika/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHY | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnx npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
chapmakoHarnsgy) - 3anponoHoBaHo:
yrnoBHOBaXKeHa ocoba 3asaBHVKa, BignosiganbHa
3a hapmakoHarnsag;: Eric Teo/ Epik Teo, i3
3a3HaYEHHSIM KOHTaKTHUX AaHUX Ta micus
OCHOBHOI AisiNIbHOCTI; KOHTaKTHa ocoba
YNOBHOB&XEHOI 0CO6U 3asBHMKA 151 34iACHEHHS
hapmakoHarnagy B YkpaiHi: KnitmH AHTOH
MwukonanoBmy. 3mMiHa KOHTAKTHUX JaHUX
KOHTaKTHOI 0c0bu. 3a3HaveHHss HoMepy macTep-
chaiiny cuctemmn chapmakoHarnsgy Ta inoro
MiCLie3HaXOMKEHHS

3a
peyerimom

UA/3906/01/04

117.

NIOPATAOVH-
JOAPHULA

Tabnetkn no 10 mr no 10
Tab1eToK Y KOHTYPHIi
YapyHKOBIli ynakosLj; no 1
KOHTYPHIli YapyHKOBIl
ynakoBLi y navui

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
oco6w, BignoBigasbHOI 3a 34iNCHEHHS]
thapmakoHarnagy. [irova pegakuis - CMOBX
CranicnaBa AHaToniiBHa. MponoHoBaHa

6e3
peyenma

UA/2191/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pegakuisi - Cipaxos Irop OnekcaHapoBuy

118.

MAAJIOKC®

cycneHsisi opasibHa Nel:
no 250 mn y cnakoHi; no 1
hN1aKoHy B KapTOHHIl
KopoobLi

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YKpaiHa

Eii. HatTepmaHH
eHg Caiii 'mbX,
HimeuunHa;
CaHodpi C.n.A,
ITanis

Himeyunna/
ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3minn | TMRY: 3MiHK 3 aKkocTi. FoToBwMiA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIH0 SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHA BUPOOHUKA, LU0
BignoBigae 3a BBe3eHHA Ta/abo BUNyck cepii) -
Bkntoyaroun KOHTPOb/BUNPo6YyBaHHSA cepii
(mopaBaHHA BUpOGHMYOT AinbHuLi CaHodi C.n.A,
ITanis) (TepMiH BBe4EHHS 3MiH NPOTATOM 6-Tn
MicsLiB nicns 3aTBepAKEHHSR); 3MiHu | Tuny:
3MiHu 3 SKoCTi. F0TOBMIA Nikapcbknii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa abo BBeAEHH:A
[0[aTKOBOI [i/TbHUL BUPOBHMLTBA A5 YACTUHN
ab60 BCbOro BUPOGHNYOro NpoLiecy roToBOro
nikapcbKoro 3acoby (AinbHWLS, Ha AKil
npoBoAATLCA OyAb-AKi BUPOGHWYI cTagii, 3a
BVIHSITKOM BWMYCKY Cepiii, KOHTPO/IO SKOCTI,
NepBUHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCTepuIbHUX Nikapcbknx 3acobis) (BBEAEHHSA
[04aTKoBoT BUpo6HMYOT AinbHuui CaHodi C.n.A,
ITanis) (TepMiH BBe4EHHS 3MiH NPOTATOM 6-Tn
MicsLiB Nicns 3aTBepAKEHHSR); 3MiHu | Tuny:
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbknii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa abo BBeAEHH:A
[0[aTKOBOI [i/TbHUL BUPOBHMLTBA A5 YACTUHN
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
NiKapcbKoro 3acoby (AiNbHULA 4151 NEPBUHHOIO
nakyBaHHs) (BBefEHHS f04aTKOBOI BUPOOHUYOI
ginbHUUi CaHodi C.n.A, ITanis) (TepMiH
BBEEHHS 3MiH MPOTAroM 6-TW MicALiB nicns
3aTBEPMKEHHS); 3MiHM | TUNY: 3MiHM 3 AKOCTI.
[oTOBWIA Nlikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3amiHa abo BBeleHHA 00AAaTKOBOI Ai/TbHULL
BMPOGHMLITBA A4/15 YACTUHU abo BCbOro
BMPOBGHNYOro NpoLecy roToBOro NikapcbKoro
3acoby (ginbHULA 418 BTOPUHHOMO NakyBaHHS)
(BBEAEHHA [0AATKOBOI BUPOOHNYOI AiNbHUL
CaHodpi C.n.A, Itanis) (TepmiH BBeAEHHS 3MiH
NPOTSArom 6-Tv MiCAILB MiCNs 3aTBEPKEHHS)

6e3
peuyenma

UA/9220/01/01

119.

MATHIHO
CYNb®AT

NOPOLLOK No 25Ty
KOHTeliHepax; no 25 r abo
no 10 r y nakeTtax

MpAT
dapmaLeBThyHa
thabpuka
"Biona"

Ykpaina

MpAT
dPapmaueBTnyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHY | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYatoun
OinbHUL BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/IH0 AKOCTI. (AifNbHICTb, 3a AKY BifgnoBifae

6e3
peyenma

UA/0764/01/01




90

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK CEpili)
(3miHa agpecu Bupo6HuKa MpAT
dapmaueBTMyHa habpuka "Biona”, YkpaiHa, 6e3
3MiHV MiCLi BAPO6HMLITBA (3MiHa Ha3BY BY/ULL)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsILiB
nicns 3aTBepmKeHHs); 3MiHn | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpaLiiHoro noceig4YeHHs) (3mMiHa agpecw)
(TepmiH BBEAEHHSA 3MiH MPOTAroM 3-X MicsiLiB
nicns 3aTBepKEHHS)
120. MAAIHET TabneTku, BKpUTI mi6e Tm6X HimeuyunHa Mmi6e M6X HimeuunHa BHECEHHS 3MiH 4O pPeecTpaLiiHnX MmaTepiasiis: 3a UA/15840/01/01
NAiBKOBOK 000JIOHKOM, MO | ApuHaiMiTTeNb ApuHaiimitTTens 3MiHM | TUNY - NOAAHHS OHOBMIEHOTO cepTudiikata | peyenmom
0,03 mr/2 mr no 21 BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
TabneTui y 6nictepi; no 1 CEP 1996-079-Rev 07 ans gito4oi peyoBuHn
abo no 3, abo no 6 Ethinylestradiol Big, BXe 3aTBEpAXEHOro
6nicTepiB B KAPTOHHIl BMPOOHUKA 3i 3MIHOIO Ha3BU
Kopoo6ui
121. MAPKAIH PO34UH NS iH'eKU, 5 AcrnieH ®apma IpnaHgais Pecidhapm MoHTC PpaHuis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/0663/01/01
mr/mn no 20 mny TpeigiHr 3MiHu | TUnYy - 3MiHK Woao peuenmom
dhnakoHi; no 5 dpnakoHis y Nimiteq 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

KapTOHHIA KOpoo6Li

BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAANbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) (fitova pefakuis:
ynoBHOBaXkeHa ocoba BignosigasibHa 3a
hapmakoHarnag - Magnus Ysander, KOHTaKTHa
ocoba BignosigasnibHa 3a hapmakoHarnag, - IpuHa
eplyH. MNponoHoBaHa pefakLis: ynoBHOBaXkeHa
ocoba BignosigansHa 3a hapmakoHarniag, -
Kaponina C3kyanapek/ Karolina Szkudlarek,
KOHTaKTHa ocoba BignosiganbHa 3a
thapmakoHarnsg - HaropHa KatepuHa IBaHiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT 0Co6MU.
3MiHa KOHTaKTHMUX AaHUX KOHTaKTHOI 0cobu.
3MiHa HoMepy Ta MiCLie3HaxXoMKeHHs1 MacTep-
thaiiny) (TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCALiB Micna 3aTBepKeHHs); 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
dhapmakoHarnagy (iHwi 3miHu) (3amiHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

rpachiyHoro ohopMIEHHS NEPBUHHOT Ta
BTOPVHHOT YNaKoBOK Ha TEKCT MapKyBaHHS
yrnakoBOK 3 BiANOBIAHUMY 3MiHaMK 40 po3ainis
MKSA N3 (po3gin «IpadiyHe ochopmIeHHs»
3aMiHeHO po3ginom «MapkyBaHHs») (TepMiH
BBE/IEHHS 3MiH NPOTArom 6-T1 MicALIB nicns
3aTBepMKeHHs); 3MiHa 3asBHMKa (BNacHuka
peecTpadujiiiHoro noceig4eHHs) (TepmiH BBEAEHHS
3MiH NpOTArom 6-Tn micsuis nicns
3aTBEPKEHHS)

122.

MAPKAIH
CMIHAN XEBI

PO34MH NS iH'eKUR, 5
Mmr/mn, no 4 ma B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIi
YMaKoBLji B KAPTOHHIl
KopoobLi

AcneH dapma
Tpenginr
Nimiteq

IpnaHgais

CeHekcli

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/ibHeHUX JaHnX npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAaNbHOI 3a 34iliCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHHSA dapMmakoHarnsagy
(BK/IKOYAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnagy) (fitova pefakuis:
yrNoBHOBaXeHa 0coba BiAnoBijabHa 3a
hapmakoHarnsg - Magnus Ysander, KOHTakTHa
ocoba BignoBigasnbHa 3a hapmakoHarnsag, - IpuHa
lepLuyH. MponoHoBaHa peAakLis: yNoBHOBaXeHa
ocoba BignosiganbHa 3a thapmakoHarnsg, -
Kaponina C3kyanapek/ Karolina Szkudlarek,
KOHTaKTHa ocoba BifnosifanbHa 3a
hapmakoHarnsg - HaropHa Katepuxa IBaHiBHa.
3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT 0CO6M.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0Cobu.
3MiHa HoMepy Ta MiCLe3HaxXOMKEHHSI MacTep-
thaiiny) (TepmiH BBeAEHHS 3MiH NPOTArom 6-Tu
MicALiB nicna 3aTBepAKeHHs); 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3amiHa
rpachiyHOro ohopmMIEHHS NEPBUHHOT Ta
BTOPWHHOI YNAaKOBOK Ha TEKCT MapKyBaHHsA
yMakoBOK 3 BiANOBIAHUMY 3MiHaMV 40 po34inis
MKSA N3 (po3gin «padiyHe ohopMaeHHs»
3aMiHEHO po3ainom «MapkyBaHHA») (TepMiH
BBEJEHHS 3MiH NPOTArom 6-T1 MicAuUiB nicns
3aTBEpKEHHS); 3MiHa 3asBHMKa (BNacHUka
peecTpaLujiiiHoro nocsigueHHsi) (TepmiH BBEEHHS

3a
peyenmom

UA/0615/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS)

123.

MEAVUXPOHANN®-
JAPHULA

rpaHynu, naket Ne 1 Ta
nakeT Ne 2 y nauui; 7
naketis Ne 1 Ta 7 naketis
Ne 2 y nauui; 21 nakeT Ne
1 1a 21 nakeT Ne 2 y nauui

MpAT
"®apmaueBTUYH
a ipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHu | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiCHEeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
0cobw, BignoBiga/IbHOI 3a 34iACHEHHS
chapmakoHarnsgy. MponoHoBaHa pefakLis:
Cipaxos Irop OnekcaHapoBmy

6e3
peyenma

UA/6504/01/01

124.

ME3/M® ®OPTE
10000

TabneTkun
KMLLKOBOPO34MHHI no 10
Tabnetok y 6nictepi; no 1
abo no 2, abo no 5
6nicTepiB y KApTOHHIl
Kopoobui

BEPNIH-XEMI
Al

HimeyunHa

Bupo6HuyTBO "in
bulk", kKOHTpO/Ib
cepiii:
BEP/IH-XEMI AT,
HimeuunHa,
Bupo6bHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/b Cepiit:
MeHapiHi-®oH
XengeH N'm6X,
HimeuunHa,
MakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii:
BEP/IH-XEMI AT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TUnYy - 3MiHK 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(4ONOMIKXHUX pEeYOBMHAX) FOTOBOTO NiKapCbKOro
3ac006y (iHWi 3MiHK) (3MiHa B CKNagi roToBoro
NiKapcbKoro 3acoby: OHOBMEHHSA CKNafy Yy 3B'A3Ky
3i 3MIHOI KiTbKOCTEl MOPOLLKY 3 MiALLTYHKOBUX
3aU103 | 1aKTo3u MoHorigpaty); 3miHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikavisx, nig yac BUPO6GHULTBA FOTOBOTO
NiKapcbKoro 3acoby (BUIy4YeHHs HECYTTEBOIO
BUNPOOYBaHHA B NpoLeci BUPO6HNLTBA)
(BMNYYEHHSI HECYTTEBOTO BUNPOGYBAHHSA B
npoueci BupobHuyTea - bulk and tapped
volume); 3miHu | Tuny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHUX Y cneuudpikauisx, nig vyac
BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(BUYYEHHS HECYTTEBOrO BUNPOOYBaHHSA B
npoveci BUpo6bHULTBA) (BUYYEHHSI HECYTTEBOIO
BMNPOGYBaHHSA B NpOLECi BUPO6GHMLTBA: ONnC);
3MmiHn | TURY - 3miHk 3 sKocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

6e3
peyenma

UA/7977/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

BiANOBIAHICTb A0 MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHWwoi
HaujioHasbHOT thapmakonei aepxasu €C (iHLWi
3MiHM) (3MiHa 3asBneHa, LWob BigobpasnTtn
BignoBigHiCTb 3 EP i BUAANNTM NOCUNaHHA Ha
BHYTPILLHI MeToA, BUNPo6yBaHb); 3MiHu | Tvny -
3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/b JONOMDKHUX PEHOBUH. 3MiHa Yy
MeToAax BUNPOGYyBaHHS AOMNOMIXHOI PeHOBUHM
(iHWi 3MiHW y MeTogax BUNpoOyBaHHSA
(BKOYatoumM 3aMiHy abo fofaBaHHs)) (3MiHa Y
MeToAax BUNPOGYBaHHS AOMNOMIXHOI PeHOBUHM
(OopaBaHHA anbTepHATVBHOTO METOAY
thapmakonei). MeTtog, onncanuii y USP,
BBAXAETbCA BaslifjoBaHUM); 3MiHU | TNy - 3MiHK
3 AKocCTi. FoToBWIA Nnikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX peyvoBUH (iHLWI 3MiHK) (3MiHa
napameTpis cneyudikauii Ta/abo gonycTummnx
MeX 4151 [ONOMiXHOT pevoBuHN (Azorubin
lacquer) 3 MeTOO Bi4NOBIAHOCTI NOSIOXEHHAM
PernamenTy Kowmicii (EC) Ne231/2012); 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB crneuudikauii Ta/abo gonycTuMmx
MEX roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW)
(nofaBaHHA NOKasHUKa PO3UYMHEHHS y
cneumdikauito Ha BUMYycK cepili (3anponoHOBaHo:
«He meHee 70 % (Q) MNONNTUYECKON
aKTMBHOCTM Yepe3 30 MUH») Ta 3MiHa napameTpa
cneundikauii Ha TepMiH NpugaTHocTi Ans
nokasHuka PO34YMHEHHS. 3aTBEPAKEHO: «B
TeyeHve 60 MUH He MeHee 5000 EJ] EBp. ®apm.
NINNOINTUYECKOW aKTUBHOCTU Ha TabneTky»,
3anponoHoBaHo: «He meHee 60 % (Q)
JIMNONINTUYECKON aKTUBHOCTY Yepe3 30 MUH»);
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIiA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NikapcbKoro 3acoby (4ONOBHEHHS cneumdikavii
HOBUM MOKa3HUKOM 3 BifMOBIAHUM METOAO0M
BMNPOOGYBaHHSA) (4ONOBHEHHS cneundikauii Ha
BWMYCK Cepiii HOBMM MokasHunkoM “lNoTepu npu
CyLLUKe: He 6onee 4 %" 3 BiANOBIAHUM METOA0M
BMNPOO6YBaHHSA); 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
niKkapcbkoro 3acoby. 3MiHa y MeToaax

BMNPO6YBaHHSA roTOBOrO SIIKAPCLKOro 3acoby
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
(iHwWi 3miHM y MmeTogax BunpobyBaHb

(BKKOYAKOYM 3aMiHy a60 [ONOBHEHHS))
(AONOBHEHHA BXe 3aTBEPAKEHOrO MeToay
KOHTpOo "NaeHTndmkaums nopoLuxka us
NoAXenyA0UHbIX Xenes" anbTepHaTVBHO
npoueaypoto: igeHTUdikaLis NopoLuKy 3
NifLLIYHKOBKX 3103 MOXe OyTy AOBELEHO 3a
[0MOMOroH0 Mof, KpoXMasibHOI peakuji. Ak
HacnifokK Ui 3MiHV Bifo6paxaoTbesa y
cneuudikaLii Ha BUNycK cepiit); 3miHum | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX rOTOBOr0 NiKapCbKoro 3acoby (3BYXXeHHs
[ONYCTUMUX MEX) (3BYXXEHHS [OMYCTUMUX MEX
Ansa napametpa KinbkicHoro aHanisy y
cneumdikaLisix Ha BUMYCK cepiii Ta TEPMIH
npugaTtHocTi); 3MiHn | TUNY - 3MiHK 3 SKOCTI.
oToBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
niKkapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO /iKAPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAAX
BMNPO6YBaHHSA) (He3HauyHa 3MiHa y Bxe
3aTBEPAKEHOMY METOAj BUNpoGyBaHHA 3a M.
«PacTBopeHue»); 3miHu | Trny - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOr0 /IiKapPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAXEHNX METOAaX
BUNPOOBYBaHHSA) (He3HauHI 3MiHW Y
3aTBEPAKEHOMY METOZi BUNPOOYBaHHSA
"ViaeHTudrkauma TutaHa guokemga (E 171)"
BHECEHHS He3HAYHWX pefakLiiHuX 3MiH [0
mMeToay «aeHTndhikaums asopbuHa (E 122)»);
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHS roTOBOrO J1iKkapCbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEepIKEHNX MeToAax
BMMNPOBYBaHHS) (HE3HaYHI 3MiHN Y
3aTBEPAKEHOMY METOfi BUNPOBYBaHHS
«KonnuecTBeHHbIN aHanu3 — Jiunonmtuyeckas
aKTMBHOCTb»); 3MiHW | TUMy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta dapmakoHarnsgy
(iHLWi 3MiHKW) (3MiHa rpad)iyHOro 306paxeHHs Ha
TEKCT MapKyBaHHS(3MiHa TEKCTY MapKyBaHHSA Ha
BTOPWHHIlA YNakoBL,i — 3aMLLIaeTbCs NnLle

BUPOGHUK, BiANOBIfaIbHWI 3a BUMYCK cepilf);




95

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby (iHLwi 3MiHK) (He3Ha4HiI 3MiHK
y Bavtijauii aHaniTMyHnx MeToavk (HOBI AaHi 3
Basnigauii fn1s NOTOYHOrO HE3MIHHOrO
aHaniTMyHoro mMetoay igeHTudikalii asopbiHy);
3minu | TURYy - 3miHk 3 sKocTi. CepTudikat
BignosigHocTI/lE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUYyYEHHS cepTudikata
BifnoBigHoOCTI €Bponelickkili hapmakonei: ans
A®I; gns BUXigHOTO
mMartepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[O0MOMIKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponelickkili hapmakonei) -
OHOBNeHUiA cepTUdhikar Bif yXKe 3aTBEpAKEHOro
BMPOGHMKa (NogaHHs oHoBneHoro CEP (Ne R1-
CEP 2001-280-Rev 02) ans A®l Pancreas
Powder Big, yxe 3aTBepXeHoro BMpo6Huka
Nordmark Arzneimittel GmbH & Co. KG,
Germany); 3miHu | Tuny - 3MiHW 3 SKOCTI.
[0TOBWIA NiKapCbKMii 3aci6. 3MiHW Y BUPOGHULITBI.
3MmiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudpikauisx, nig vyac
BMPOGHULITBA rOTOBOTO J1iKapPCbKOro 3acoby
(BVMNYyYEHHSI HECYTTEBOTO BUNPOGYBAHHSA B
npoueci BUPOGHULTBA) (BU/TYYEHHSI HECYTTEBOIO
BMNPOGYBaHHSA B NPOLIECi BUPOOHULITBA: BUCOTA);
3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU
BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTAHOBJIEHVX Y cneumdikauisx, nig vac
BMPOBHMLTBA rOTOBOrO NiKapCbKoro 3acoby
(BUYYEHHS HECYTTEBOIO BUNPOOYBaHHA B
npoveci BUpo6bHULTBA) (BUIYYEHHSI HECYTTEBOTO
BMNPOBYBaHHSA B NpoLeci BUPO6HULTBA: cepesHs
maca); 3MiHu | Tuny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0o AONYCTUMUX MEX,
BCTAHOB/IEHVX Y crneumdikayisx, nig vac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(BMNYYEHHSI HECYTTEBOTO BUNPOGYBaHHSA B
npoueci BUPOGHULTBA) (BU/TYHEHHSI HECYTTEBOIO
BMNPOGYBaHHA B NPOLLECi BUPOGHMLTBA:
3[aTHICTb A0 po3nagaHHs); 3MiHK | Tuny - 3miHn
3 5IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTposb
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHS roTOBOrO J1iKkapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepMKEHNX MeToAax
BMNPO6YBaHHS) (HEe3HaYHI 3MiHN Y
3aTBEPAKEHOMY METOfi BUNPOBYBaHHS
«KonmuecTBeHHbI aHaM3 — AMUIonMTMyeckas
aKTUBHOCTb»); 3MiHM | TUMY - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOr0 /IiKapPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAXEHNX MeToAaxX
BUNPOOBYBaHHSA) (He3HauHI 3MiHW Y
3aTBEPAKEHOMY METOZi BUNPOOYBaHHSA
«KonmuecTBeHHbI aHanns — O6Las
NPOTEONNTUYECKAA aKTUBHOCTb»); 3MiHu Il Tuny -
3MiHu 3 SKOCTi. F0TOBMIA Nikapcbknii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
OofaBaHHA AiNbHULL, Ha Kl 34jiACHI0ETbCS
KOHTPO/b AKOCTI/BUNPpOGYBaHHSA cepii ans
6i0N10ri4YHOro/iMyHO/OrYHOTO NiKapCbKOro
3acoby, Ta 6yab-KoT AiNbHUL, Ha SAKil
3aCTOCOBYETLCS BIONOrYHUIA/IMYHONOTIYHNIA
MeToZ BUNpo6yBaHHS) (foaaBaHHS yHKLiT
KOHTPO/b cepii AN BXe 3aTBEPAXKEHOrO
BUPOGHMKa MeHapiHi-®oH XeiigeH TM6X,
HimeyunHa)

125.

MEMOPIA®

Kpanni opanbHi no 20 mn,
a6o no 50 mn, a6o no 100
My d1aKoHi-
KpanenbHu; no 1
hnakoHy-KkpanenbHuL y
KapTOHHI ynakoBLi

Pixapg BiTTHep
Al

ABCTpist

Pixapg BittHep Al

ABCTpis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHn | TUNYy - 3MiHK 3 aKocTi. FoToBMi
nikapcbknii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(8ONOMDKHMX peyoBUHAX) rOTOBOrO NiKapCbKoro
3aco06y (iHWi 3MiHK) (ZogaBaHHA 40 ckiagy
[OMOMXXKHUX PEYOBWH BOAW OYULLEHOT
06yMOB/IEHO NPUBEAEHHSAM CKNaAdy AOMOMKHUX
PEeyYoBUH Y BiANOBIAHICTb A0 AOKYMeHTaLT
BMPOGHUWKA, 3 BiANOBIAHUMMN 3MiHAMW Y P.
«Cknaf» Ta «MapkyBaHHs») (TepmiH BBefleHHs
3MiH NpPOTArom 6-Tn MicsuiB nicns
3aTBEpPMAKEHHS); 3MiHK | TUny - 3MiHK LWoAo
6e3nekn/edyekTBHOCTI Ta hapMakoHarnagy
(iHwWi 3miHW) (3amiHa rpad)iuHOro odopMIIEHHS
YNakoBKM Ha TEKCT MapKyBaHHSA NepBUHHOT Ta
BTOPVHHOI YNakoBKM 3 BiANOBILHO 3aMiHO
po3giny "I'padhiuHe 0hopMAEHHS YNaKOBKN" HA
po3gain "MapkyBaHHs") (TepMiH BBe4EHHS 3MiH
NPOTSArom 6-Tv MiCAILIB NiCNs 3aTBEPKEHHS)

6e3
peuyenma

UA/8877/01/01

126.

METAMAKC

Kancynu no 250 mr no 10

MpAT

Ykpaina

MpAT

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx MaTepianis:

3a

UA/3572/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Karncys y KOHTYPHii
YapyHKOBIli ynakoBLj; no 4
KOHTYPHIi YapyHKOBI
ynakoBku B nayLi

"GapmMaueBTUyH
a hipma
"fapHnus”

"®apmMaueBTNYHa
hipma "OapHuus”

3MiHY | TUNY - 3MiHK WoAao
6e3nekn/ehekTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHOBaXeHOi ocoou,
BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEHHA dhapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MmilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO|
0Cco6U BiANOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy. MponoHosBaHa pefakLis -
Cipaxos Irop OnekcaHgpoBmy

peyerimom

127.

METOTPEKCAT
"EBEBE"

KOHLEHTpAaT A/151 PO3UnHY
Ans iHdysiii, 100 mr/mn no
5 mn (500 mr), a6o no 10
mn (1000 mr) a6o no 50
M (5000 mr) y donakoHi;
no 1 chnakoHy B KapTOHHii
Kopoo6Li

EBEBE ®apma
lec.m.6.X. Hdr.
Kl

ABCTpIs

NOBHUIA LMK
BMPOGHMLTBA:
EBEBE ®apma

lec.m.6.X. Hdor. KT,
ABCTpiIst;
TecTtyBaHHA: MM/
Mikpob6ionoriwec
Mptochnabop Mm6X,
ABCTpISi;
TecTyBaHHs: Jlabop
JNI+C AT, HimeyunHa

AscTpis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis:
3MiHu | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHU [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX JaHunx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3a0BHVIKa AN 34iiCHEHHSA thapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0co6M 3asiBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pepakuis — OpnoB B'auecnas
BikTOpoBWY. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0co6U. 3MiHa Micusl 34iCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-chaiina. 3MiHa Homepa macTep-
dhaiina

3a
peyerimom

UA/1209/02/01

128.

METOTPEKCAT
"EBEBE"

PO34uH ANs iH'ekuiin, 10
mr/mn no 1 ma (10 mr), no

EBEBE ®apma
lec.m.6.X.

ABCTpist

NOBHUIA LWKN
BMPOGHMLTBA:

ABcTpisi/
HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | Tuny - 3MiHK Wwoao

3a
peyenmom

UA/0513/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
5 mn (50 mr) y donakoHi; no Hdpr.KI EBEBE ®apma 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
1 donakoHy B KAPTOHHIi Fec.m.6.X. Hdpr. KT, BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
Kopo6ui; no 0,75 mn (7,5 ABCTPIst; npo cuctemy thapmakoHarnsgy (BBefeHHS
mr), no 1 mn (10 mr), no TecTtyBaHHA: MMM/ y3arasibHeHUX AaHux nNpo cuctemy
1,5 mn (15 mr), no 2 mn Mikpo6ionoriwec thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
(20 mr) y nonepefHL0 Mptochnadop M6X, BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
3anoBHEHOMY LUMPWL; N0 ABCTpIN; KOHTaKTHOI 0c06M 3 (hapMakoHarnfgy 3asBHMKa
1 a6o no 5 nonepeaHL0 TecTyBaHHs: Jlabop ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
3aMn0BHEHMX LWNpULLIB Y N+CArI, HimeuunHa SKLLO BOHA BigMiHHA Bif YyNOBHOBaXKeHOI 0cobu,
KapTOHHI Kopo6Lji pa3om BiANOBIAA/IbHOI 3a 34iiCHEHH: ddapmakoHarnsagy
3i CTepuIbHOI (BK/IKOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
iH'EKLiiHOIO TOMKOK Ta pO3MiLLeHHI MacTep-thaiina cuctemm
cepBeTKamu hapmakoHarnsgy) - YnosHoBaxeHa ocoba
3aABHUKa 419 34ilicHeHHs hapmakoHarnagy:
[Oitoua pepakuia — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXEHOT 0CO6OM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pefakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'sAuecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0C06U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0c06M. 3MiHa MicLs 3[iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu macTtep-taiina. 3miHa HomMepa macTep-
thaiina
129. | MET®OPMIH TabneTku, BKpUTI MpAT "o YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/15947/01/02
IHAAP NNiBKOBOIO 060J10HKOIO, MO BUPOGHULTBY BMPOOHULTBY BUNPaB/IEHHS TEXHIYHOT NOMUKM Y MeToAax peyernmom
1000 mr Ne 30 (10x3), Ne iHCyniHIB iHcyninis "IHOAP", KOHTPO/O SIKOCTi FOTOBOTO liKapcbKoro 3acoby y
60 (10x6) y 6nictepax "IHOAP" YkpaiHa MEeTOANLj KOHTPOJIIO 3a PO34ifIoM
(BUPOBHMLTBO 3 «7.PO34YNHEHHA»
nakyBaHHs in bulk
chipmu "IHOOKO
PEMEAI3 NTA",
1HAis)
130. MOMEAEPM® kpem, 1 mr/r no 15 r abo TOB "BANNIEAHT Ykpaina dapm3asog Enbha MonbLa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/10968/02/01
no 30 ry Ty6i, no 1 Ty6i B PAPMACBLIOTIK AT. 3MiHY | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
KapTOHHI KOpoo6Li AN3" HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIYyatoun
AinbHUL BUNYCKy cepii abo micLe npoBeaeHHs
KOHTPOJIH0 SIKOCTI. (AifNIbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUpOGHKKa, 6€3 3MiHN Micus
BUPO6GHMLUTBA)
131. | HATPIO PO34MH ANna iH'ekuiid, 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/2998/01/01
AOEHO3UHTPU Mr/mn; no 1 ma B amnyni; "PapmaueBTUYH "®apmaueBTnyHa 3MiHM | TMNy - 3MiHK WoA0 peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
DPOCPAT- no 10 amnyn y kopob6ui; no a chipma thipma "AapHuus" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
AAPHNLA 1 mn B amnyni; no 5 amnyn "fNapHuua” BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
Y KOHTYPHIil YapyHKOBIlA npo cuctemy papMakoHarnsay (BBefeHHs
yNaKoBLyj; N0 2 KOHTYPHI y3ara/ibHeHUX JaHnx npo cuctemy
YapyHKOBI YNaKkoBKu B thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
nauui BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0c06M 3 (hapMakoHarnfgy 3asBHMKa
ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH: ddapmakoHarnsagy
(BK/IKOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3milLeHHi MacTep-thalina cuctemm
thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0ocobu BigNoBiAaNbHOI 3a 34iCHEHHS
thapmakoHarnagy. [irova pegakuis - CMOBX
CranicnaBa AHaToniiBHa. NMponoHoBaHa
pegakuis - Cipaxos Irop OnekcaHgpoBmy
132. | HATPIO PO3unH ANs iH'ekuin, 300 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis: 3a UA/6106/01/01
TIOCY/Ib®AT- Mr/M no 5 mn B amnyni; "®apmaueBTUYH "®apmaueBTnyHa 3MiHu | TUNY - 3MiHK WoAo peyenmom
OAPHMLUA no 5 amnyn y KOHTYpHIiA a ipma hipma "JapHuus” 6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
YapyHKOBIl ynakoBL,i; no 2 "fNapHuua" BBegeHHs abo 3MiHM [0 y3arasibHeHVX AaHnX
KOHTYPHi YapyHKOBI npo cuctemy chapmakoHarnsgy (BBefeHHS
ynakoBKW B nauLyj y3arasilbHeHUX JaHunx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
ocobu BifgnoBifanbHOI 3a 34iNCHEHHS
thapmakoHarnsgy. fitoua pegakuis - CMOBX
CraHicnasa AHaTtoniiBHa. MponoHoBaHa
pegakuis - Cipaxos Irop OnekcaHgpoBmy
133. HATPIO PO34UH NS iH'eKUii, 9 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/7493/01/01
XnorPuna- Mmr/mn, no 5 mn B amnyni; "®apmaueBTUYH "®apmaueBTnyHa 3MiHKM | TUNy - 3MiHK Woao peyenmom
AAPHMNLUA no 5 amnyn y KOHTYpHIi a chipma ipma "AapHuus" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
YapyHKOBIli ynakoBLyj; Mo 2 "fapHuua” BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX OaHNX

KOHTYPHIi YapyHKOBI
ynakoBku B nauuj; no 10
M B amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
YMaKoBLii; N0 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
nauui

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0Cco6M BignoBiganbHOI 3a 34iACHEHHS
thapmakoHarnagy. [irova pegakuis - CMOBX
Cranicnasa AHaToniiBHa. lNMponoHosaHa
pegakuist - Cipaxos Irop OnekcaHapoBuy

134.

HEWPO-HOPM

kancynu no 10 kancyn y
KOHTYPHIli YapyHKOBIi
ynakoBLj; no 2 abo 6
KOHTYPHUX YapyHKOBUX
yMakoBOK y navi

MpAT
"papmMaLeBTUyH
a chipma
"fNapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuusg”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/ibHeHUX JaHnX npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHoI ocobu,
BiANOBIAaNbHOI 3a 34iliCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 (hapMakoHarnfgy 3asBHMKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHHSA dhapMmakoHarnsagy
(BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocob6u, BiAnNoBigabHOI 3a 3AiCHEHHS
thapmakoHarnsgy. MNponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHgpoBmY

3a
peyenmom

UA/3685/01/01

135.

HEOBITAM

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
10 TabneTok y 6nicTepi,
no 3 6nictepun B nauLi

AT

"KUIBCbKN

BITAMIHHWI
3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOJ"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvka peecTpauiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpPAXEHHS); 3MiHu | Tuny - AAMiHICTpaTMBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Micusi NpoBaKEHHSA Aisi/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro /ikapcbKoro
3acoby, BK/IUaoun AiNbHULI BUMYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPOJIO AKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHSA BUPOGHUKa, 6€3 3MiHK
MicLs BUPO6HULTBA) (TepMiH BBeAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEHHS)

6e3
peuyenma

UA/11551/01/01

136.

HEOTPUN30N®

TabneTku BariHasbHi no 4
TabneTkn y cTpuni; no 2
CTpVNV pa3om 3
ansikaTopoM Yy KapTOHHIlA
KopobLi; no 8 TabneTok y
6nicTepi; no 1 6nictepy

OpraHocuH
Nalicp CaeHems
Mer. Ni14,.

IHais

EBepToaKeH flaiid
CaeHcus NimiTeq,

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYaoun
OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs

3a
peuyenmom

UA/10674/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pas3oM 3 anikaTopom y
KapTOHHI KOpooLi

KOHTPOJIH0 AKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpTEp, BK/IHOYAKUM BUMYCK Cepili)
(3miHa agpecu BUpO6HKKa, 6€3 3MiHK Micus
BMPO6HULTBA) (TEpMiH BBEEHHS 3MiH MPOTSAroM
3-x MicsiLiB Nicns 3aTBEPAYKEHHS)

137.

HIKOTVHOBA
KUCMOTA-
JOAPHULA

PO3unH ANs iH'ekuin 10
Mr/mMa no 1 mn B amnyni;
no 5 amnyn y KOHTYpHil
YapyHKOBIli ynakoBLyj; Mo 2
KOHTYPHi YapyHKOBI
ynakoBkn B nayuj; no 1 mn
B amnyni; no 10 amnyn y
Kopoo6Li

MpAT
"®apmaueBTUYH
a ipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHY | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnx npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
0cobw, BignoBiga/IbHOI 3a 34iACHEHHS
thapmakoHarnagy. fitoua pegakuyis: CMoBx
CraHicnasa AHaTtoniiBHa. MponoHoBaHa
pegakuist: Cipaxos Irop OnekcaHgpoBuy

3a
peyerimom

UA/3224/01/01

138.

HIMEAAP

renb, 10 mr/rno30ry
Ty6i, no 1 Ty6i B nayuj

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
oco6w, BignoBigabHOI 3a 34iNCHEHHS]
chapmakoHarnsgy. MponoHoBaHa pefakuis:
Cipaxos Irop OnekcaHapoBuy

6e3
peyenma

UA/15433/02/01

139.

HIMELAP

rpaHynun gnsa opasibHoi
cycneHsii, 100 mr/2 r no 2
[ rpaHyn B 04HOA030BOMY
nakerti; no 9 a6o no 15,
ab6o no 30 nakeTiB y
Kopo6ui

MpAT
"papmaLeBTUyH
a hipma
"fapHuua”

YKpaiHa

MpAT
"®apmMaleBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3araJlbHeHUX flaHnX npo cucTemy

3a
peuyenmom

UA/15433/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobw,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapMakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfaANbLHOI 3a 3[iiCHEHHS hapmakoHarnsgy
(BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0oco6w, BignoBiga/bHOI 3a 34iNCHEHHS]
chapmakoHarnsgy. MponoHoBaHa pefakuis:
Cipaxos Irop OnekcaHaposuy

140.

HITPOKCO/IH

TabneTku, BKpUTI
060/10HKOt0, N0 50 Mr no
10 Tabnetok y 6rictepax;
no 10 TabneTok y
6nictepi; no 5 6nictepis y
navu,i

AT

"KNIBCbKIN

BITAMIHHI
3ABOJ"

YkpaiHa

AT "KVTBCBKIT
BITAMIHHWI
3ABOL"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3miHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBEAEHHS
3MiH NpPOTArom 6-Tn MicsLiB nicns
3aTBEpPMXEHHS); 3MiHM | TNy - AAMiHICTpPaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLiA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, Bk/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTB, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili)
(3MiHa HallMeHyBaHHA BUPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBa) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCAILIB NiCNs 3aTBEPKEHHS)

3a
peyenmom

UA/4581/01/01

141.

HOBO-MACUT

PO3unH opasibHUiA no 100
MY do1akoHi; no 1
dNakoHy 3 MipHUM
KOBMAYyKoM B KOPO6Lj; No 5
My cauwe; no 30 cawe y
Kopoobui

TeBa
$apmaueBTikaU
IHpacTpi3 NTa,.

13painb

Tesa Yex IHgacTpi3
C.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHuW | TUNY - NOAAHHA OHOBMEHOTO cepTudikaTy
BignoBigHOCTI EBponeiicbkol chapmakonei Ne R1-

CEP 1999-088-Rev 04 Big, 3aTBEPAKEHOIO
BMpo6HMKa A®I reaiicheHe3nH Synthokem Labs
Private Limited., IHAif, Ak HAcNiQoK, 4oAaBaHHS

BMPOBHMYOI AiNbHUL, L0 BiANOBigae 3a
BUPOGHMLITBO NPOMiXHOI PEYOBUHM Ta
YTOUYHEHHS afjpecy 3aTBepAKeHOro BUPOBbHNKa,

OHOBJ/IEHHS cneyudikaLii BXIAHOro KOHTPOSIO y

BignoBigHicTb oo EP, 6e3 3MiHn kpuTtepiis

NPUIAHATHOCTI. Bupo6HMya ginbHuus Ad|
3anmwmnnacs 6e3 3miH; NogaHHss OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €EBponeiicbKol
hapmakonei Ne R1-CEP 2002-194-Rev 01 Big
3aTBEPMAXEHOro BUpo6HNka Ad| realidheHesnH
ZHEJIANG HAIZHOU PHARMACEUTICAL CO.,
LTD., Kutaii. Ak HacnigoK, yTOYHEHHS Ha3BM Ta
agpecy BUPOOHMYOT AiNbHULL

6e3
peyenma

UA/9976/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
142. | ONTUKC TabneTkn, BKpUTI AT YkpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 6e3 UA/6929/01/01
NNiBKOBOIO 060JI0HKOIO; MO "KNIBCbKNW BITAMIHHW 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
10 Tabnetok y 6nictepi; BITAMIHHWIA 3ABO4" HaliMeHyBaHHs Ta/abo agpecu 3asBHMKa
no 3 abo no 6 6nictepis y 3ABOA" (BnacHviKa peecTpauiiiHoro NnocBig4YeHHs) (3miHa
nauui HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpOTArom 6-Tn micsuis nicns
3aTBEPMKEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaMKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, Bk/IoYaoun AinbHUL BUNYyCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpTEp, BK/THOYAKUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHSA BUPOOHYKa, 6€3 3MiHK
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MicAILiB NicNs 3aTBEPKEHHS)
143. | MAHIrPON® Kancynu Teepai 3 MeHapiHi NMokcembypr BMPOGHMLTBO "in ITanis/ BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis: 6e3 UA/6763/01/01
10000 KMLLKOBOPO3YMHHVMU MiHi- IHTepHeLLoHan bulk", kOHTponb HimeuunHa TeXHiYHa NOMUJIKa Y TEKCTi MapKyBaHHS peyenma
Tabnetkamu, no 20 a6o 50 OnepeiioHc cepiii: Anep ynakoBKM NikapcbKoro 3acoby: 17. IHwa
Kancysny 6aHui 3 TokcembBypr dapmacbHoTikIC iHchopmauis (Lo40 HasiBHOCTI CUMBOIB Ta
noninponisieHy; no 1 6aHui C.A. CP/, ITanis; KiHUeBe nikTorpam, a Takox iHwa iHchopmadlisi, sika
B KapTOHHI kopobui nakyBaHHs: AfiBaHC BiANOBIAAE KOPOTKili XapakTepucTuLji NikapcbKoro
dapma 'vbX, 3acoby Ta € KOPMCHO AN naujieHTa, 3a
HimeuunHa; AptesaH BUHATKOM OY/jb-AKMX €/1eMEHTIB PeK1amMHOro
dPapma 'mM6X & Ko. XapakTrepy, ski CpusoTb NPOCYBaHHIO LibOro
K, HimewunHa; nNikapcbKoro 3acoby Ha pUHKY
KOHTPO/b Ta BUMYCK
cepiii: BEPJIIH-
XEMI AT,
Himeuynna
144. MNAHIPON® Kancynu Teepai 3 MeHapiHi Nokcembypr BMPOBHMLTBO "in ITania/ BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis: 6e3 UA/6763/01/02
25000 KMLLKOBOPO3YMHHUMU MiHi- IHTepHeLloHan bulk", kOHTponb HimeuunHa TeXHiYHa NOMUIIKa y TEKCTi MapKyBaHHs peyenma
Tabnetkamu, no 20 a6o 50 OnepeiiwoHc cepiii: Agep yMakoBKM NikapcbKkoro 3acoby: 17. IHwa
Kancyny 6aHui 3 NMokcembypr dapmacbHoTiKIC iHbopmauis (Loa0 HassBHOCTI CUMBONIB Ta
noninponineHy; no 1 6aHui C.A. CP, ITanis; KiHUeBe nikTorpam, a Takox iHwa iHchopmadiisi, sika
B KapTOHHI kopobuj nakyBaHHs: AfBaHC BiANOBIAAE KOPOTKili XapakTepucTuLj Nikapcbkoro
$apma N'vbX, 3acoby Ta € KOPVCHO ANs nauieHTa, 3a
HimeuunHa; ApTesaH BUHSTKOM By b-SIKUX €/IEMEHTIB PeK1aMHOro
dapma M'mbX & Ko. Xapakrepy, ski CpusoTb NPOCYBaHHIO LibOro
K, HimeuuunHa; niKapcbKoro 3acoby Ha puHKY
KOHTPO/b Ta BUMYCK
cepiii: BEPJIH-
XEMI AT,
HimeyunHa
145. MEHTACA Tab1eTKN NPOSIOHrOBaHHOI PeppiHr LLiBefiuapis BMPOGHULITBO: LLBenuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/4990/02/01
Aii no 500 mr no 10 IHTepHeLLHN ®eppiHr HimeuunHa 3MiHM | TUNy - 3MiHa po3mipy cepii (BK/IYaoun peuyenmom

Tabnetok y 6aictepi; no 5

CeHtep CA

IHTepHewwHn CeHTep

AjanasoH po3mipy cepii) roToBOro JlikapcbKoro
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
abo 10 6nicTepiB y CA, WBeiiuapis; 3acoby (36inbweHHA Ao 10 pasiB MOPIBHAHO i3
KapTOHHI KOpooLi BiANoBigabHNIA 3a 3aTBEPXEHVM PO3MIPOM) - BBEAEHHS
BUMNYCK Cepil: [04aTKoBOro po3mipy cepii 400 kr.
PeppiHr MTM6X, 3anponoHoBaHo: 200 kr Ta 400 kr
HimeyunHa
146. NEHUMKNOBIP nopoLLoK (cybcTaHuis) y MPAT Ykpaina Lanxaii ®apma Kutaii BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: - UA/11547/01/01
noABIiHMX MilLKax 3 "®ITOPAPM" pyn YaHnkoy KoHi 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
nonieTunexy ans dapmacbioTikan Ko., HalilMeHyBaHHs Ta/abo agpecu Micus
hapmaLeBTUYHOIO nra. NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
3aCcTOCyBaHHS (BkntoYatoun, 3a HeobXiAHOCTI, Micue
NpoBeAEeHHS KOHTPO/IO SKOCTI), abo BlacHuMKa
macTep-aiina Ha A®l, abo noctayanbHuKa
Adl/BnxigHoro matepiasy/peareHTy/NpOMIXHOIo
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHWLTBI
A®| (KW 3a3HAYEHO Y [OCbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTudikata BifnoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbke, abo BMPOOHMKA HOBOI fLOMOMIXHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3BuW BUpPOOHUKa ADI, 6e3 3MiHN Micus
BMPOGHMLTBA)
147. NEPUTON® Tabnetku no 4 mr no 10 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/9035/01/01
Tabnetok y 6nictepi; no 2 dapmaLeBTUYHN dapmaleBTUYHNI 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS peuenmom
6nicTepy B KapTOHHIi  3aBog ErIC 3aBog ElC rOTOBOrO J1iKapCbKOro 3acoby - BBELEHHS TecTy
ynakoBLj «OpfHOPIAHICTb A03YBaHHA MNOSIOBUHOK
Tabnetok» 3 BiANOBIAHUMW 3MiHAMU B
cneumdikaLii; cynyTHs 3MiHa: 3MiHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nNiKapcbKoro 3acoby; 3miHu | Tuny - 3miHa y
MeToAax BUNPOGYyBaHHS rOTOBOTO J1iKapCbKOro
3aco0y - 3MiHa MeToAMKN BUNPOBYBaHHS 3a p.
«P0O34MHEHHS», 30KpEMa He3HavHa 3MiHa
npo6oniaroToBkW, BBEAEHHS aflbTEPHATUBHOIO
MeToAy KanibpoBKK N0 TPLOM TOUKam npu
aBTomMaTuyHoMy Bia6opi Npob
148. MIKNOH TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKN YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis: 3a UA/5283/01/01
NAiBKOBOK 000J10HKOLO, MO "KNIBCbKNW BITAMIHHW 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
7,5 wr; no 10 TabneTok y BITAMIHHW 3ABOL" HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKA
6nictepi; no 1 6nictepy B 3ABO4" (BNacHvKa peecTpauiintHoro NocBigYeHHs) (3MiHa

nauui

HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tn micsuis nicns
3aTBEPKEHHS); 3MiHK | Tuny - AgMiHiCTpaTMBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLA NPOBaMKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro /likapCbKoro
3aco0y, BK/IOHaKUM AiNbHNLi BUNYCKY cepii abo
MicLie NpOBEeAEHHS KOHTPOJIHO AKOCTI.
(AisNbHICTb, 3a SKY BignoBigae
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK CEpili)
(3MiHa HallMeHyBaHHS BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HULTBa) (TEpMiH BBEEHHS 3MiH
NpOTSArom 6-T MicsILiB Mic/si 3aTBEPAKEHHS)
149. MPUCMACON 2 pO34nH ons [am6po JlyHaja Lseuis [am6po facko ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/13428/01/01
remodpinbTpauii Ta ABb C.N.A. 3MiHW | TMny - 3MiHK Woao peyenmom
remogianisy no 5000 mny 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
[BOKOMMNOHEHTHOMY MiLLIKY BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
3 nonisininxnopugy (mane npo cuctemy thapmakoHarnsgy (BBefeHHA
BigadineHHsa 250 mn i y3arasibHeHVX AaHnX Npo cuctemy
BesnvKe BigaineHHsa 4750 thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
MJ1), SIKi PO34INSAE KPUXKNIA BIANOBIAA/IbHOT 3a 34iCHEHHSA hapMmakoHarnsay;
Hinenb i B NIOEPIBCbKOMY KOHTaKTHOI 0cO6M 3 thapMakoHarnsgy 3asBHVKa
3'e/iHyBaYi NPUCYTHIl ONA 34iCHEeHHS dhapMakoHarnagy B YkpaiHi,
KnanaH abo Kpuxkwi AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
Hinenb; No 2 miwka y BiANOBIAa/IbHOI 32 34iiCHEHHSA hapMmakoHarnsagy
KapTOHHI Kopobuj; no (BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
5000 mny PO3MiLLeHHI MacTep-chaiina cuctemm
[OBOKOMMOHEHTHOMY MiLLIKY thapmakoHarnagy) - [litoya pefakuisi: KOHTaKkTHa
3 nonionecpiny (mane ocoba BignosigansHa 3a hapmakoHarniag, -
BigadineHHsa 250 mn i Munosugosa AHHa. [ponoHoBaHa pegakuis:
BesvKe BiggineHHs 4750 KOHTaKTHa ocoba BignosiganbHa 3a
M), SIKi po3ainse hapmakoHarnag - bpacnascbka Hagis. 3miHa
isonsuiiHa nevartka i B KOHTaKTHUX AaHnX
JOEPIBCbKOMY 3'€HYBaui
NPUCYTHI kNnanaH abo
KPUXKWIA Hinenb; no 2
MiLLIKa Y KapTOHHIl
Kopobui
150. NMPUCMACON 4 po34nH AN [ambpo flyHgia Lsewis Fambpo facko ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/13428/01/02
remoqpinbTpavii Ta Ab C.MN.A. 3MiHuM | TUNYy - 3MiHK Woao peyenmom

remogianisy no 5000 mny
[BOKOMMOHEHTHOMY MiLLIKY
3 nonisiHinxopuay (mane
BigaineHHa 250 mn i
Be/nke BiaaineHHs 4750
M), SIKi PO3AiNIAE KPUXKUIA
Hinesb i B NHOEPIBCbKOMY
3'efjHyBaYi NPUCYTHIl
KnanaH abo Kpuxkuii
Hinesb; No 2 Miwka y
KapTOHHI kopobuj; no
5000 mn 'y
[BOKOMMNOHEHTHOMY MiLLIKY
3 nonionecpivy (mane
BigaineHHa 250 mn i
Besnvke BigaineHHsa 4750
MJ1), SIKi po3ainse

6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX JaHux Npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - fivoya pefakuisi: KOHTakTHa
ocoba BignosiganbHa 3a hapmakoHarnsg, -
MunosugoBa AHHa. MNponoHoBaHa peaakuis:
KOHTakTHa ocoba BifgnosifanbHa 3a
thapmakoHarnng - bpacnascbka Hagis. 3miHa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
isonsuiiHa nevatka i B KOHTaKTHUX AaHNX
NIOEPIBCLKOMY 3'€HYBaui
NPYCYTHIN knanaH abo
KPUXKWIA Hinenb; no 2
MilLLIKa Y KapTOHHil
Kopoo6ui
151. | MPOTEKOH® TabneTku, BKpUTI OpraHocvH IHAis EBepTomxeH Maiid IHAjis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/3347/01/01
060/10HKO10, o 10 Naiigp CaeHcns CaeHcms Jlimiteq, 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenma
Tabnetok y 6nictepi; no 3 Met. NTA,. HalilMeHyBaHHA Ta/abo agpecu Micus
6nictepu y nauui 3 NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
KapToHy; no 10 TabneTok y roTOBOrO NiKapCbKOro 3acoby, BkIYatoun
6nicTepi; no 3 6nictepn y AinbHUL BUNYCKy cepii abo micue npoBegeHHs
nauuj 3 kKapToHy; no 3 KOHTPOJIH0 AKOCTI. (AiANbHICTb, 3a AKy BignoBifae
naykn y nauui 3 KapToHy; BMPOGHUK/IMNOpPTEp, BK/IHOYAKUM BUMYCK Cepili)
no 30 abo 60 TabneTok y (3miHa agpecu BMPO6HUKa, 6€3 3MiHM Micus
KOHTeliHepax; no 1 BMPO6HULTBA) (TEepMiH BBELEHHS 3MiH MPOTSAroM
KOHTelHepy B nauuj 3 3-x MicsLiB NicNs 3aTBEP)KEHHS)
KapToHY
152. MPOTEKOH® TabneTku, BKpUTI OpraHocvH IHais EBepTomxeH flaiid IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: - UA/3348/01/01
060/10HKOH, in bulk: no Naiigp CaeHcus CaeHcus Jlimiteq, 3MiHY | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
2500 TabneTtok y naketax Mer. N14. HalilMeHyBaHHs Ta/abo agpecu Micus
y kopobLji 3 rodopoKapToHy NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIYyatoun
AinbHUL BUNYCKy cepii abo micle npoBegeHHs
KOHTPOJIH0 SIKOCTI. (AifNIbHICTb, 3a Ky BiAnosigae
BMPOGHUK/iMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUpOGHMKa, 6€3 3MiHK Micus
BMPO6HULTBA) (TEepMiH BBELEHHSI 3MiH MPOTSAroM
3-x MicsiLiB nicNs 3aTBEPAYKEHHS)
153. PENAKCUN Kancysnu Teepai; no 10 AT YkpaiHa AT "KMIBCbKN YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: 6e3 UA/5286/01/01
Kancyn y 6nicrepi; no 2 "KNIBCbKNW BITAMIHHW 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
6nicTepu B nayw, BITAMIHHWIA 3ABO" HaliMeHyBaHHs Ta/abo agpecy 3asBHMKA
3ABO4" (BNacHvKa peecTpauiintHoro Noceig4eHHs) (3MiHa
HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tn micsuis nicns
3aTBEPKEHHS); 3MiHu | Tuny - AgMiHiCTpaTMBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLA NPOBaMKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro /likapCbKoro
3aco0y, BK/OHAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NpoBefEHHS KOHTPOJIHO AKOCTI.
([isiNbHICTb, 3a SKy BigNoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHS BUPOBHYKa, 6€3 3MiHM
Micusi BUPOGHULTBA) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MicsILIB NicNsa 3aTBEPAKEHHS)
154. PECIUKC N® Tabnetkn no 10 TabneTok OpraHocvH IHais EBepToaKeH flaiig IHais BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepianis: 6e3 UA/15503/01/01
y 6nicTepi; no 1 a6o 2 Naiidp CaeHcms CaeHcms Jliviteq, 3MiHM | TMNY - AAMIHICTPATUBHI 3MiHWN. 3MiHa peuyenma
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6nictepu y nauui Met. NTa,. HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa
rOTOBOTO JIiKapCbKOro 3acoby, BKIYaUn
AinbHUL BUNYyCKy cepii abo micle NpoBeaeHHs
KOHTPOJII0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
BMPOGHWK/IMNOPTEp, BK/OYAOUN BUMYCK Cepild) -
3MiHa afgpecu BUpObHUKa, 6e3 3MiHU MicLA
BMpO6HULUTBA) (TEepMiH BBEAEHHS 3MiH NPOTAroM
3-X MicsLiB nicns 3aTBEpAYKEHHS)
155. | PECMUKC N® Tabnetku in bulk: no 5000 OpraHocvH IHAis EBepTomxeH Maiid IHAjis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - UA/15504/01/01
TabneTok y repMeTnyHo Naiigp CaeHcns CaeHcms Jlimiteq, 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
3anasHuX NoABINHNX Mer. N14. HalilMeHyBaHHs Ta/abo agpecu Micus
nonieTuIeHOBKX NakeTax NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
[ANS BUTOTOB/MIEHHSA roTOBOrO NiKapCbKOro 3acoby, BkIYatoun
rOTOBWX JTiKAPCbKNX AiNbHUL BUNYCKy cepii abo micue npoBeaeHHs
3aco6iB KOHTPOJIH0 AIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEP, BK/IOYAOUM BUMYCK CEpild) -
3MiHa agpecy BUPObHMKa, 6e3 3MiHN Micus
BMPO6HULTBA) (TEepMiH BBELEHHS 3MiH MPOTSAroM
3-x MicsILiB NicNs 3aTBEPAYKEHHS)
156. PECIMUNKC® TabneTkn BKpUTI OpraHocvH IHAis EBepTogxeH Maiid IHAiA BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/15549/01/01
NAiBKOBOK 000J10HKOMO, MO Naiidp CaeHcns CaeHcus Jlimiteq, 3MiHY | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
10 Tabnetok y 6nictepi, Met. N14. HaliMeHyBaHHs Ta/abo agpecy Micus
no 1 a6o 2, a6o 4 NPOBaPKEHHS AiS/IbHOCTI BUpo6HMKa/iMnopTepa
6nictepn y nauuj roTOBOrO NiKapPCbKOro 3acoby, BKIYatoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOJIH0 AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3miHa agpecu BUPO6HKKa, 6€3 3MiHK Micus
BMPO6HULTBA) (TEpMiH BBELEHHS 3MiH MPOTAroM
3-X MicsUiB nicNs 3aTBEPAKEHHS)
157. PECIMUNKC® TabneTkn BKPUTI OpraHocuH IHAiA EBepTomxeH Naind IHAis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: - UA/15550/01/01
NNiBKOBOI 060/I0HKOIO, in Naiidp CaeHcms CaeHcms Jliviteq, 3MiHM | TMNY - AgMiHICTPATUBHI 3MiHN. 3MiHa
bulk Ne10000 y nakeTtax MeT. N14. HaliMeHyBaHHs Ta/abo agpecy Micus
NpoBaKEHHSA AisNIbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO NiKaPCbKOro 3acoby, BK/IoUaoun
AinbHUU BUNYycKy cepii abo micle npoBeaeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bifgnosifae
BMPOGHUK/IMNOPTEp, BK/THOYAOUN BUMYCK Cepilf)
(3miHa appecu BMpO6HUKa, 6€3 3MiHU MicLs
BMPO6HULTBA) (TEPMIH BBELEHHS 3MiH MPOTAroM
3-x MicsiLiB micnsl 3aTBEPAKEHHS)
158. PU3EHAPOC® TabneTkun, BKpUTI TOB "3eHTiBa" Yecbka BUPOGHMLTBO Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/7150/01/01
35 060/10HKO0, N0 35 Mr Ne 2 Pecny6nika Hepo3cacosaHoro Pecny6nika/ 3MiHY | TUNY - 3MiHN WoA0 peyenmom
(2x1): no 2 TabneTkn B NpoayKTy, NepBUHHE CnoBaubka 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
6nicTepi; no 1 6nictepy B Ta BTOPVHHE Pecny6nika BBegeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx

KapTOHHi Kopobuj; Ne 4
(4x1), Neo 8 (4x2), Ne 12

nakyBaHHS,
KOHTPOJ1b Ta BUNYCK

npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHNX Npo cucTemy
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
(4x3): no 4 Tabnetkn B cepiii: TOB thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobw,
6nictepi; no 1 a6o no 2, "3eHTiBa", Yecbka BiANOBiAANbLHOI 3a 3ilicHEHHS thapMakoHarnaay;
abo no 3 6nictepu B Pecny6nika; AT KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3asBHuKa
KapTOHHI KopooLi "CaHeka ONA 34jiiCHeHHs dhapmakoHarniagy B YkpaiHi,
dapmacbioTikans", AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
CnoBaubka BiZiNOBIfaANbLHOI 3a 3[iiCHEHHS hapmakoHarnsgy
Pecny6bnika (BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0cobu 3asiBHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnag: ditoya pegakuis — Amel
Benkritly. MponoHoBaHa pegakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOI 0CO6U B YKpaiHi
YMNOBHOBaXXeHOI 0C06M 3asaBHUKa A1 3LiACHEHHA
hapmakoHarnagy: fivoua pegakuis —
HeuenypeHko MapuHa BacunisHa. MponoHoBaHa
pepakuist — KniwmH AHTOH MukonaioBuy. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0co6U. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0cobu. 3miHa
MicLA 34iACHEHHA OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy
159. | PUCCET® PO34uH opasibHUiA, 1 Mr/mn TeBa I13painb AinbHULS, SKa HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/13379/01/01
no 30 mn y donakoHi; no 1 dapmaueBTiKas Bignosigae 3a 3MiHK | TUNy - 3MiHa po3mipy cepii (BKo4aroum peuenmom
nakoHy pasom i3 IHgacTpi3 /Ta,. BUPOBHMLTBO AjianasoH po3mipy cepii) roTOBOro /likapcbKoro
a[anTopoMm i 403yHUnM Hepo3acoBaHoi 3aco0y - 36inbLUEeHHST po3Mipy cepii.
NPUCTPOEM Yy KOpPOO6LL; No NPOAYKLUT, NEPBUHHY 3anponoHoBaHo: Big 250 N go 1000 n; 3MiHu |
100 mn y dpnakori; no 1 Ta BTOPUHHY MMy - 3MiHW BUNPOGYBaHb ab0 AONYCTUMUX MEX,
dhnakoHy pasom i3 ynakoBky: Mepkne BCTaHOBJIEHVX Y cneumdikauisx, nig vac
afantepoM i J03yHUnMm Mv6X, HimeuunHa; BMPOOHULITBA FOTOBOrO NiKapCbKoro 3acoby -
NPUCTPOEM Y KOPOOLi AiNbHULSA, SKa 3MiHV KpUTEpIiiB NPOUNHATHOCTI BCTAHOBEHNX Y
BignoBigae 3a cneuudikauisix, nig yac BUpobHULITBA FOTOBOrO
[03BiN Ha BUMNYCK nikapcbKoro 3acoby 3a NokasHWKoMm pH; 3MiHu |
cepii: Mepkne 'm6X, TUMY - 3MiHa NPUCTPOIB A1 BUMIPIOBaHHSA A031
HimeuyunHa abo BBeAEHHA NikapcbKoro 3acoby - 3amiHa
NPUCTPOIO, AKWIA He € HEBIf'EMHOK YaCTUHO
NepBMHHOT YNakoBKK, a caMe 3amiHa «KOHIYHOT
NiNeTkyn 3 M/1» Ha «HEKOHIYHY MINeTKy 3 M»;
3MiHuM | TUNY - NOAAHHA OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiickkiln thapmakonei Ne R1-
CEP 2002-151-Rev 05 ans gito4oi peyoBuHM
Risperidone Big, Bxe 3aTBepAXeHOro BUPOOHUKa;
3MiHM | TMNY - NOAaHHA OHOBMIEHOTO cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2002-151-Rev 04 ans fito4oi pevyoBuHU
Risperidone Bif Bxe 3aTBEpAXEHOr0 BUPOOHUKA,
AKNIA 3MiHMB Ha3By Ha Jubilant Generics Limited,
IHais
160. PIHA3AN® Kpanni HasasibHi, PO34MH MpAT YKpaiHa MpAT YKpaina BHECEHHS 3MiH 0 pPeeECTpaLiiHNX MaTepiasliB: 6e3 UA/1751/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

0,5 mr/mn no 10 mny
hnakoHi 3 KpanesibHULELD;
no 1 conakoHy y naui

"GapmMaueBTUyH
a hipma
"fapHnus”

"®apmMaueBTNYHa
hipma "OapHuus”

3MiHY | TUNY - 3MiHK WoAao
6e3nekn/ehekTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHOBaXeHOi ocoou,
BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEHHA dhapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MmilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO|
ocobu, BiAnoBifanbHOI 3a hapmakoHarnag.
3arBepmkeHo: Cmoex CTaHicnaBa AHaToNiBHA.
3anponoHoBaHo: Cipaxos Irop OnekcaH4poBuY

peyernma

161.

PIHA3AN®

Kpanni HazanbHi, po3unH 1
Mr/ma no 10 mn y dpriakoHi
3 kpanenbHuueto; no 1
dhnakoHy y nauui

MpAT
"®apmaueBTUYH
a ipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis:
3MiHu | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHU [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX JaHunx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
ocobu, BignoBifabHOI 3a hapmakoHarnag.
3arBepmkeHo: Cmoex CTaHicnaBa AHaToNiBHA.
3anponoHoBaHo: Cipaxos Irop OnekcaHApoBuY

6e3
peyenma

UA/1751/01/02

162.

PO34YMH
MNCTAMIHY
AUrigPOXNoOPU
oy 0,01% Ansa
LUKIPHOI
BIATHOCTUKN
ANEPIYHNX
3AXBOPIOBAHb

po3uuH, 0,1 mr/mn no 4,5
My onakoHax Nel, NelO

TOB "ImyHosor"

Ykpaina

TOB "ImyHonor"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis:
3MiHu 1l TUny - 3MiHn Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(u1) fo 3060B'si3aHb Ta YyMOB
BMAAui peecTpauiiHoro nocBig4YeHHs,
BK/OYatoum Mnax ynpasniHHA pusnkamn
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
noAasibLLIOro 06r'pyHTYBaHHS HOBUMU
[04AaTKOBMM AaHMMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCcs
CYTTEBA OLliHKa KOMMETEHTHUM OpraHom)
(BukoHaHHs 3060B'13aHb BifnoBigHO L0
nignyHkTy 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY 2

3a
peyerimom

UA/16344/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

poaartky 15 o MopAagky npoBefeHHA
eKcnepTn3n peecTpauiiHnx maTepianis Ha
nikapcbki 3acobu, Lo NOAaTLCA Ha AepXaBHy
peecTpadjio (MepepeecTpaLii), a Takox
eKkcnepTu3n MaTepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHix MaTepianis npoTsrom faii
peecTpauiiHOro NoCBigYEHHS, 3aTBEPIKEHOTO
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

163.

POKCUNIA®

TabneTku, BKpUTI
060/10HKOt0, NO 150 Mr no
10 TabNeToK y KOHTYpHIl
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIl
ynakoBLji y nauui

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOT 3a hapmakoHarniag.
3arBepmxeHo: CmoBx CTaHicnaBa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHaposumy

3a
peyenmom

UA/0280/01/01

164.

CENTE®PUN®-
JAPHULA

Tabnetkn no 0,2 mr; no 10
Tab1eToK Y KOHTYPHIi
YapyHKOBIli ynakosLj, no 1
ab0 Mo 2 KOHTYpHI
YapyHKOBI YNakoBKu y
nauuj; no 10 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoBkax

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAANbLHOI 3a 3filicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBiganbHOI 3a hapMakoHarnisag.
3arBepaxeHo: CmoBx CTaHicnasa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHgposumy

6e3
peyenma

UA/6210/01/01

165.

CUNAEHA®IN

TabneTku, BKpUTI
060/10HKO0, N0 25 Mr no 1
Tabnetui y 6aictepi; no 1

ToBapucTso 3
06MeXeHot
BignoBiga/IbHICT

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edekTVBHOCTI Ta ddapMakoHarisay.

3a
peuyenmom

UA/16390/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
abo 4 6nictepn y 10 "®apmavueBTUYHa BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHNX
KapTOHHI KOpooLi "papmMaueBTUYH thipma "BepTekc”, npo cuctemy hapmakoHarnsgy (BBefeHHs
a cthipma YkpaiHa y3araslbHeHVX faHunx npo cuctemy
"Beprekc" (BMPOGHMLTBO 3 thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobw,
npoaykuii in bulk BiANOBiAaANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
ToBapuctsa 3 KOHTaKTHOI 0Cc061 3 hapmakoHarnsay 3asiBHMKa
0bMexeHot ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
BiANOBIAA/ILHICTIO AKLLO BOHa BiAMiHHA Bif yNOBHOBaXKeHOI ocobu,
"®apmMaueBTnYHa BiZiNOBIfaNbLHOI 3a 3iiCHEHHS hapmakoHarnsgy
KOMMaHis (BK/HOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
"3popos’a”, pO3MilLieHHi MacTep-thaiina cuctemm
YkpaiHa) thapmakoHarnagy) - YnoBHosaxeHa ocoba
3aABHVKa AN 34iiCHEHHA chapmakoHarnagy:
gitova pepakuis — KoaneHko HOnis BagumisHa,;
npornoHoBaHa pegakuisa — KagylikuHa tonis
BonognmupisHa. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOB&XEHOT 0CO6U
166. CUNOEHA®IN TabneTku, BKpUTI ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4O pPeeCcTpaLiiHnX MmaTepiais: 3a UA/16390/01/02
060/10HKOt0, Mo 50 Mr no 1 06MeXeHOo 06MeXeHOo 3MiHu | TUNY - 3MiHK WoAo peyenmom
Tabnetuiy 6nictepi; no 1 BignosiganbHICT BiANOBIAAILHICTIO 6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
abo 4 6nictepn y 10 "®apmavueBTuyHa BeefeHHst ab0 3MiHU [0 y3araslbHEHUX AaHnX
KapTOHHI KOpooLi "®dapmaneBTUYH thipma "BepTekc”, npo cuctemy chapmakoHarnsgy (BBefeHHS
a ipma YKpaiHa y3arasibHeHUX AaHux Npo cuctemy
"BepTekc" (BUPOGHMLTBO 3 thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
npoaykuii in bulk BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;
ToBapwucTBa 3 KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
06MexeHo ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
BiANOBiAA/IbHICTIO SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
"®apMaueBTUYHA BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
KOMMNaHis (BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
"3popoB’a", pO3MilLieHHi MacTep-chaiina cuctemm
YkpaiHa) thapmakoHarnagy) - YnosHosaxeHa ocoba
3a0BHVIKa AN 34iiCHEHHSA thapmakoHarnagy:
Aitova pepakuis — KosaneHko KOnis BagumiBHa;
nponoHoBaHa pejakLisi — KagywkuHa Honis
BonogumunpiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOI 0CO6U
167. CUNOEHA®IN TabneTku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/16390/01/03
060/10HKOt0, Mo 100 mMr no 06MexeHot 06MexeHo 3MiHW | TMny - 3MiHK Woao peyenmom
1 tabnetyj y 6nictepi; no BignoBigasIbHICT BiAMNOBIAA/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
1 a6o 4 6nictepun y 10 "®apmMaueBTUYHA BBeaeHHsA abo 3MiHM [0 y3arasibHeHVX AaHnx
KapTOHHI KOpoo6Li "papmMaLeBTUyH thipma "BepTtekc”, npo cuctemy thapmakoHarnsgy (BBefeHHS
a hipma YkpaiHa y3arasibHeHuX AaHux nNpo cuctemy
"BepTekc" (BUPOGHMLTBO 3 thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,

npoaykuii in bulk
ToBapuctsa 3
06MexeHo
BiANOBIAA/ILHICTIO

BiANOBIAaNbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
SKLLIO BOHA BigMiHHA Bifj yNOBHOBaXXeHOT 0cobu,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
"®apmavueBTUYHa BiANOBIAa/IbHOI 32 34iiCHEHH:A ddapmakoHarnsagy
KOMnaHis (BK/IKOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
"3popos’a”, pO3MiLLeHHI MacTep-thaiina cuctemm
YkpaiHa) hapmakoHarnsgy) - YnosHoBaxeHa ocoba
3aABHUKa 419 34iiCHeHHs hapmakoHarnagy:
Aitoya pepakuis — KosaneHko KOnis BagumisHa,;
nponoHoBaHa pefakuis — KagywkuHa tonis
BonogmmupiBHa. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOB&XXEHOI 0cobu
168. | CUMETUKOH TabneTku, BKpUTI ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/15907/01/01
060/10HKOH0, M0 125 Mr no 06MeXeHo 06MeXeHo 3MiHKM | TUNYy - 3MiHK Woao peuyenma
7 Tabnetok y 6nictepi; no BiANOBIga/bHICT BiANOBIAA/LHICTIO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
1 abo 2 6nictepn y 10 "®apmavneBTUYHa BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX AaHNX
KopoobLi "papmMaueBTUYH thipma "BepTekc”, npo cuctemy hapmakoHarnsgy (BBefeHHs
a chipma YkpaiHa y3arasibHeHNX faHnx npo cuctemy
"Beprekc" (BMpPOGHMLTBO 3 thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
npoaykuii in bulk BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
TosapucTsa 3 KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
0bMexeHot ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
BiANOBIAAILHICTIO AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
"®apmMaueBTnYHa BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
KOMMaHis (BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
"3p0poB'a", pO3MilLieHHi MacTep-thaiina cuctemm
YkpaiHa) thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3a8BHMKa AN 34iICHEHHA ddapmakoHarnagy:
nponoHoBaHa pejakLisi — KagywkuHa Honis
BonogumunpiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOI 0CO6U
169. CUMETUKOH Kpanni opasnbHi, 40 mr/mn, ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/16197/01/01
no 30 mn 'y doakoHi; no 1 06MexeHot 06MexeHo 3MiHW | TMny - 3MiHK Woao peyenma
oN1akoHy y KopooLi 3 BignoBigasIbHICT BiAMNOBIAA/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KapToHYy 10 "®apmaLeBTnyHa BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
"papmMaLeBTUyH thipma "BepTtekc”, npo cuctemy thapmakoHarnsgy (BBefeHHS
a hipma YkpaiHa y3arasibHeHuX AaHux nNpo cuctemy
"BepTekc" (BUPOGHMLTBO 3 thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,

npoaykuii in bulk
ToBapuctsa 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a”,
YkpaiHa)

BiANOBIAANbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3aABHUKaA 419 34iiCHeHHs hapmakoHarnagy:
Aitoya pegakuis — KosaneHko KOnis BagumiHa,;
nponoHoBaHa pefakuis — KagyuwkmHa tonis
BonoammupiBHa. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOB&XEHOI 0cobu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
170. | CUPON BIA, cvpon, 1,5 mr/mn no 100 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 6e3 UA/16024/01/01
KALWUMHO MY pnakoHi; no 1 06MeXeHo 06MeXeHo 3MiHKM | TUNY - 3MiHK Woao peyenma
nynbmo h1aKoHy 3 SIOXKKOH0 BiANOBIga/IbHICT BIANOBIAA/LHICTIO 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
MipHOI0 Y KOpoo6Li 10 "®apmavueBTUYHa BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHNX
"@apmaueBTUYH thipma "BepTekc”, npo cuctemy hapmakoHarnsgy (BBefeHHs
a cthipma YkpaiHa y3araslbHeHNX faHunx npo cuctemy
"Beprekc" (BMPOGHMLTBO 3 thapmakoHarnagy, 3miHa ynoBHOBaXeHOT ocobw,
npoaykuii in bulk BiANOBiAaANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
ToBapuctsa 3 KOHTaKTHOI 0Cc061 3 hapmakoHarnsay 3asiBHMKa
0bMexeHo ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
BiANOBIAA/ILHICTIO AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
"®apmMaueBTnYHa BiiNOBIfaNbHOI 3a 3iiCHEHHS hapmakoHarnsgy
KOMMaHis (BK/IHOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
"3p0poB'a", pO3MilLieHHi MacTep-thaiina cuctemm
YkpaiHa) thapmakoHarnagy) - YnoBHosaxeHa ocoba
3aABHVKa AN 34iiCHEHHSA chapmakoHarnagy:
gitova pepakuis — KoaneHko HOnis BagumisHa,;
nponoHoBaHa pegakuis — KagylkuHa tonis
BonognmupisHa. 3MiHa KOHTaKTHUX JaHWX
YNOBHOB&XXEHOT 0CO6U
171. CIANIC® TabneTku, BKpUTI Ninni Alikoc Benvkobput BUPOBHMLTBO MyepTo Piko/ BHECEHHS 3MiH 4O peeCcTpaLiiHnX MmaTepiasiis: 3a UA/7881/01/01
nAiBKOBOK 060JI0HKOIO, MO Nimiteq aHis roTOBOI NiKapCbKOi Icnanis 3MiHM | TURY - 3MiHW A0 IHCTPYKLT Ans peyenmom
20 mr no 1 Tabnetuiy chopmu: flinni genb MeANYHOro 3aCToCyBaHHA A0 Po3z4iny
6nictepi; no 1 6nictepy B Kapi6e IHk., MyepTo "Oco61mBOCTI 3acToCyBaHHA" (BHECEHO
KapTOHHI kopo6uj; no 2 Piko; nepBuHHa Ta iHchopMmaL,ito MPo MOX/MBE NoripLeHHs abo
Tabnetku y 6nictepi; no 1, BTOPVHHA yNnakoBkKa, panToBy BTpaty C/yxy); 3miHu Il Tuny - 3mMiHu 40
abo no 2, abo no 4 [03BiN Ha BUMYCK IHCTPYKL|i 415 MeAUUYHOro 3acTocyBaHHSA 40
6nicTepy B KapTOHHIiA cepii: po3giny "Oco6nBOCTi 3aCTOCyBaHHSA" (BHECEHO
KopoobLi Ninni C.A., IcnaHia iHbopMmaLLito LWoA0 pyU3UKy PO3BUTKY rOCTPOT
HAMMIOH y yonosikiB nicns 3acTocyBaHHs
Taganadiny); "®apmakonoriyHi BnactmeocTi”,
"Cnoci6 3acTocyBaHHsA Ta 031" BiANOBIAHO A0
OHOB/IIOBAHOrO 3BITY 3 6e3nekv. BBegeHHA 3MiH
NPOTArom 6-T1 MicsAUiB Nicns 3aTBepPAKEHHs
172. CKIHOPEH® renb 15 % no 5 r a6o no Baiiep ®apma HimeuyunHa Baiiep Xenckep ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/1074/01/01
30 ry Ty6i; no 1 Ty6i B Al MaHyhakTypiHr 3MiHW | TMRYy - 3MiHKM J0 IHCTPYKUiT Ans peyenma
KapTOHHIN nauui C.P.N. MeAMYHOro 3aCTOCyBaHHA y po34inu
"®apmakonoriyHi BnactusocTi”, "OcobmBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaao” (YTOUHEHHS
iHdhopmadii), "Cnoci6 3acTocyBaHHs Ta fo3n"
(peparyBaHHs TekcTy), "OiTn" (YTOUHEHHS
iHcpopmawii), "MobiuHi peakuyii”. TepMiH
BBEeAEHHA 3MiH NPOTArom 6-Tn micauis nicns
3aTBEpPAKEHHSA
173. COPBEHTOrE/Ib | renb opanbHuii 0,7 r/r no ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/14843/01/01
135 r a6o no 270 r, abo no 06MeXeHot 06MexeHo 3MiHY | TUNY - 3MiHK WoAo peyenma

405 r y KOHTeliHepi; no 1

BignoBiga/IbHICT

BiANOBIAA/IbHICTIO

6e3nekn/edekTVBHOCTI Ta ddapMakoHarisay.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
KOHTEliHepy y kopo6ui 3 10 "®apmavueBTUYHa BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHNX
KapTOHY "@apmaueBTUYH thipma "BepTekc”, npo cuctemy hapmakoHarnsgy (BBefeHHs
a cthipma YkpaiHa y3araslbHeHVX faHunx npo cuctemy
"Beprekc" (BMPOGHMLTBO 3 thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobw,
nakysaHHs in bulk BiANOBiAaANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
ToBapuctsa 3 KOHTaKTHOI 0Cc061 3 hapmakoHarnsay 3asiBHMKa
0bMexeHot ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
BiANOBIAA/ILHICTIO AKLLO BOHa BiAMiHHA Bif yNOBHOBaXKeHOI ocobu,
"®apmMaueBTnYHa BiZiNOBIfaNbLHOI 3a 3iiCHEHHS hapmakoHarnsgy
KOMMaHis (BK/HOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
"3p0poB'a", pO3MilLieHHi MacTep-thaiina cuctemm
YkpaiHa) thapmakoHarnagy) - 3miHa ynoBHOBaXKeHO
0oco6w, BignoBiga/bHOI 3a 34iNCHEHHS]
hapmakoHarnagy: ditova pegakuis- KosaneHko
HOnis BagumisHa. MponoHoBaHa pegakLis -
KapgywkiHa KOnis BonogumupisBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu,
BiiNOBiAaNbHOI 3a 3/iiCHEHHS hapmakoHarnsgy
174. | CNA3SMOMEH® TabneTku, BKpUTI A. MeHapiHi ITania Bupo6HuyTBO "in Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/7146/01/01
NNiBKOBOIO 060J10HKOIO, MO IHoycTpie bulk™: ITania 3MiHu | TMNY: 3MiHK 3 AKocTi. FoTOBWMIA peuenmom
40 mr Ne30 (10x3), Ne30 dPapmaueyTuye BEP/IH-XEMI AT, nikapcbknii 3aci6. 3mMiHW Yy BUPOOGHMUTBI. 3MiHK
(15x2) y bnictepax PiyHite C.p.J1. HimeuumnHa; BMNpo6yBaHb abo JOMYCTUMUX MEX,
MakyBaHHs, BCTaHOB/IEHUX Y cneuudpikauisx, nig vyac
KOHTPONb Ta BUMYCK BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acoby
cepiii: (BUTyYEHHS! HECYTTEBOIO BUNPODOYBaHHS B
BEPNIH-XEMI AT, npoueci BUPOGHNLITBA)(BU/TYHEHHS HE3HAYHOTO
HimeuumnHa,; BMNPOGYBaHHS B NPOLIECi BUPOOHMLITBA

Bupo6HuyTBO "in
bulk", nakyBaHHsa Ta
BWMNYCK Cepiii:

A. MeHapiHi
MaHydakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis;
KoHTposb Ta Bunyck
cepiii:

A. MeHapiHi
MaHythakTypiHr
JloricTikc eHg,
Cepsicec C.p.J1,,
ITanisa

(p.3.2.P.3.3. In-process controls on the final
mixture in bulk - test Content); 3MiHu | Tuny:
3MiHu 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3MiHM
y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMNX MEX, BCTAHOB/IEHNX Y
cneuudikalisix, nig Yyac BUPO6HULITBA FOTOBOIO
nNikapcbKoro 3acoby (BWMyYEHHSI HECYTTEBOIO
BUNPOGYBaHHSA B NpoLeci BUPOOGHULTBA)
(BWTyYEHHSI HE3HAYHOTO BMNPOGYBaHHA B
npoueci Bupo6Huutea (p.3.2.P.3.4. -
Intermediate A, test “Assay UV”); 3miHu | Tuny:
3MiHu 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3MiHM
y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMNX MEX, BCTAHOB/IEHNX Y
cneuudikalisix, nig Yyac BUPO6HULITBA FOTOBOIO
nNikapcbKoro 3acoby (BWMyYEHHSI HECYTTEBOIO
BUNPOGYBaHHSA B NpoLeci BUPOOGHULTBA)
(BWTyYEHHSI HE3HAYHOTO BMNPOGYBaHHA B
npoueci BupobHuuTea (p.3.2.P.3.3. In-process
controls after the tableting — test Diameter);
3MmiHu | TMny: 3MiHK 3 sKkocTi. FoToBwMIA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI. 3MiHM
BUNPO6YBaHb abo AONYyCTUMUX MEX,
BCTaAHOBNEHNX Y cneuudikaLisx, nig yac
BMPOGHULITBA rOTOBOTO /1iKApPCbLKOro 3acoby
(BMNYYEHHSI HECYTTEBOTO BUNPOGYBaHHSA B
npoeci BUPo6HMLTBA)(BUTyHEHHA HE3HAYHOTO
BMNpo6yBaHHA B MpoLeci BUpobHULTBa
(p.3.2.P.3.4.- Intermediate A, test “Appearance”);
3MiHu | TMNY: 3MiHK 3 AKocTi. FoToBWMiA
nikapcbkuid 3aci6. 3MiHW y BUPOOHULTBI. 3MiHM
BUNPO6YBaHb abo AONYCTUMUX MEX,
BCTaHOBNEHNX Y cneuudikaLisx, nig yac
BMPOGHULITBA rOTOBOTO /iKApCbLKOro 3acoby
(BMNYYEHHSI HECYTTEBOTO BUNPOGYBAHHSA B
npoteci BUPo6HMLTBA)(BUTyHEHHA HE3HAYHOTO
BMNpo6yBaHHA B MpoLeci BUpobHMLTBa
(p.3.2.P.3.4.- Intermediate A, test “Residual
moisture”); 3MiHu | Tny: 3miHu 3 akocTi. FoToBUA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BkItOYaoun dianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby (3MEHLUEHHSsI
80 10 pasiB)(aoaaHHa po3Mipy cepii roToBOro
niKkapcbKoro 3acoby, Wo ctaHoBUTb 205 kr Ans
[04aTKOBOro BUPO6HUKa A. MeHapiHi
MaHydhakTypiHr florictikc eHg Cepsicec C.p.J1.,
Bia Kamno gj Mine, 67100 N'Aksina (AK), ITanis,
Ha [404AaTOK A0 3aTBEPLXKEHOr0 pPo3Mipy cepii,
wo craHoButb 307,5 kr ans Bupo6Huka BEP/IH-
XEMI Ar); 3miHu | Trny: 3MiHK 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHW Y
npoueci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3aco0by, BKIOYaUN NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpOGHUUTBA)(HE3HaYHa 3MiHa y npoueci
BMPOGHULITBA rOTOBOTO NiKapCbKOro 3acoby
(3aranbHa KinbKiCTb N1aKTO31 MOHorigpaty 6yna
JofAaHa 04HOPa30BO Ha NoYaTky npolecy
BMPOGHMLITBA 3aMiCTb ABOX pasis); 3MiHN | Tuny:
3MiHU 3 AKOCTIi. [0TOBWIA NiKapCbKuii 3aci6.
KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLui
3MiHW)(BHECEHHS AeTanizoBaHoil iHchopmaLlii 4o
po3giny 3.2.P.2, cTOCOBHO thapMavueBTUYHOT
pO3p0o6KU (KOMMOHEHTH, PO3po6Ka BUPOBHNYOTO
npoLecy, cucteMa KoHTelHep/3akynoptoBasibHNIA
NpUCTPIit), i3NKO-XIMIYHMX Ta 6ioIOrYHNX
BNacTuBoCTel NPoAyKTy. KpimM TOro, BHOCATLCA
pefakuiiHi 3MiHM fo p. 3.2.P.2.6); 3miHu | Tuny:
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

3MiHKM 3 siKocTi. A®l. CTabinbHicTb. 3MiHa
nepiogy NoBTOPHMX BUNPO6YyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa Adl (3a
BifICYTHOCTi Y 3aTBEP)KEHOMY [0CbE
cepTudikaTa BiANOBIAHOCTI EBpONEiCHKIlt
thapmakonei, Lo BKIoYae nepios NOBTOPHOro
BMNpo6yBaHHS) (Nepiog NOBTOPHOTO
BMNpo6yBaHHs/nepios 36epiraHHs) - 36iMbLUEHHS
abo BBefieHHs nepiogy NOBTOPHOrO
BMNpobyBaHHsA/nepiody 36epiraHHs Ha OCHOBI
pesynbTaTiB fOCMIAKEHb Y peasibHOMY
yaci(3miHa nepiogy NOBTOPHUX BUMPOOYBaHb
Aito4oi peyoBrHK 3 36 MicauiB 4o 60 micsuis);
3MiHu | TUny: 3miHK 3 AkocTi. APl KoHTponb AdI.
3miHa y meTofax BunpobysaHHs A®| abo
BVIXiHOTO Matepiany/MpoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHM Yy MeToAax
BMNpPOoGYyBaHHSA (BK/THOYatoun 3amiHy abo
[0noBHEHHS) AP abo BUXIAHOTO/NPOMIXHOro
npoaykTy)(A0AaBaHHA HOBOrO METOAY
BMNpobyBaHHSA - Attuanated Total Reflection
(ATR), ons Bu3HaueHHs AP| abecop6uii 14
cnektpy (p. 3.2.S.4.2. AHaniTUYHI METOANKM)
BignoBigHo Ao EP 2.2.24); 3miHu | Tuny: 3miHu 3
AKOCTi. A®I. KoHTposb A®I. 3MiHa y meTogax
BuUNpobysaHHA APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPOAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HULTBa ADI
(iHWi 3MiHK y MeTogax BUNpobyBaHHSA
(BkNtOYarOUM 3aMiHy abo foMoBHeHHS) APl abo
BVXiAHOr0/NPOMIXHOro NpoaykKTy)(3miHa meToay
BM3HAYEHHS BaXKWX METasliB, LLIO BUKOHYETHCS 3
BUKOPWCTaHHAM BOAHOIO PO3YunHY, a He
cynbaTHOoi 3071 5K paHiwe (from EP Method C
to EP Method A or USP Method [); 3miHn | Tuny:
3MiHu 3 sKkocTi. A®I. KonTponb A®I. 3miHa y
MeToAax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHNX MeToaax
BUNPOBYBaHHSA)(He3HaYHI 3MiHWN Y 3aTBEPIKEHNX
MeTodax BunpobysaHHs BEPX (meTog, wo
BUKOPVCTOBYETLCA AN151 BUSHAYEHHS
CnopifHeHNX pe4yoBWUH) - iHWWIA NigXxig Ao
NPUroTyBaHHS CTaHAAPTHOrO PO34KHY); 3MiHu |
TMny: 3MiHY 3 AkocTi. APl. KoHTponb A®I. 3miHa
y napameTpax cneumdikauiin Ta/abo gonycTummx
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

MeX, BU3HaueHux y cneuudikayisx Ha Ad®l, abo
BVXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lwo
BVIKOPVCTOBYIOTbCSA Y Npoueci BUpobHuutea API
(3BY)KEHHSI OMYCTUMMX MEX, BUSHAYEHUX Y
cneuunagikauii)(3BY>XeHHS AONYCTUMUX MeX,
BU3HaYeHuX y cneundikauii Ha APl ans
nokasHuka KinbkicHWi BMICT 3aTBepxeHo: 98-
102 %, 3anponoHoBaHo: 98.0-102.0%); 3MiHu |
TMNy: 3MiHW 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(3BYXKEHHS1 AOMYCTUMMX MEX, BUSHAYEHUX Y
cneumdikaLii)(3BY>KEHHA AONYCTUMNX MEX,
BM3Ha4YeHuX y cneuundikauii Ha AdDl ans
nokasHuka pH
3atBepxeHo: 4.5-6, 3anponoHosaHo: 4.5-6.0);
3MmiHu | TUNY: AQMiHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
(Bkntovatoun, 3a HeobXiAHOCTI, Micue
NnpoBeAeHHS KOHTPOJIO AKOCTI), abo BlacHuMKa
macTep-haiina Ha A®l, abo nocTayasnbHUKa
Adl/BnxigHoro matepiasy/peareHTy/MpOMIXXHOIO
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULTBI
A®| (AKLLO 3a3HAYEHO Y A0CbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTudikaTa BifnoBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HA4YEHO y A0CbE)(3MiHA
HaliMeHyBaHHs1 BUPOGHMKa fiiloH0i peyoBuHY 6e3
3MiHV agpecu MicLsA NPOBaKEHHS AiS/IbHOCTI);
3miHu | TMNY: 3MiHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AONYCTUMKX MEX rOTOBOrO
niKapcbKoro 3acoby (BHeCeHHs 3MiH 10 fOCbE
nic/1s OHOB/IEHHS 3arasibHOT CTaTTi Ha roTOBY
nikapcbky dhopmy y AdY/EBponeiicbkiii
thapmakonei)(3miHa napameTpiB cneuudikauiii
Ta/abo fonyCTMMUX MEX rOTOBOMO NiKapCbKOro
3acoby ana n. MBY Ta BignosigHoro metogy.

BHeceHHs He3HauYHWX pedaKLiiH1X 3MiH J0
NoKasHUKIB crnevudikalii 30BHILLHIA BUrNsAA,
3aTBEPAXKEHO: «BbInyk/ble Tabnetku...»,
3anponoHoBaHo: «[JBOSIKOBbINYK/Ible
Ta6NeTKN...»), Ta PO3UMHEHHS 3aTBEPKEHO:
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

«Q=80% OT 3asB/IEHHOr0 KO/IN4YeCcTBa B Te4eHne
30 MUHYT», 3aNponNoHoBaHoO: « = 80%(Q) B
TeueHne 30 MUHYT») (TepMiH BHECEHHS 3MiH
NPOTArom 3-x MIiCALIB 3 AaTU 3aTBEPLKEHHS);
3MmiHu | TMNy: 3MiHK 3 AKocTi. FoTOBWMIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa
ab0 BBeEeHHA A0AAaTKOBOT AiNbHULI
BMPOGHMLITBA 415 YaCTUHM abo BCbOro
BMPOGHNYOro MPOLECY roTOBOrO NMiKaPCbKOro
3acoby (AinbHWLA, Ha AKili TPOBOAATLCA OyAb-AKi
BMPOGHUWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 AIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, 415 HECTEPUSIbHUX NIKAPCbKUX
3ac06iB)CynyTHi 3MiHW: 3MiHM 3 AKOCTi. [OTOBWIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa
abo BBeEeHHA A0AAaTKOBOT AiNbHULI
BMPOGHMLITBA A/15 YaCTUHM abo BCbOro
BMPOGHNYOro MPOLECY roTOBOro NiKapCbKOro
3aco6y (AinbHWUA 415 BTOPUHHOTO NakyBaHHS)
(3miHu 3 siKoCTI. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HULITBI. 3amiHa abo BBEAEHHSA
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415 YACTUHN
a60 BCbOro BMPOGHUYOro NpoLiecy roToBoro
nNikapcbKoro 3acoby (AinbHWUA 415 NePBUHHOMO
nakyBaHHs1) 3MiHu | Tuny: 3MiHK 3 AKOCTI.
[0TOBWIA Nlikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA BUNYCKY
cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTrO JTiKAPCbKOro
3acoby (3aMiHa abo fofaBaHHA BUPOOHUKA, LU0
BiANOBIfa€ 3a BBE3EHHSA Ta/abo Bunyck cepi) -
He BK/1t0Ya0UM KOHTPOL/BUNPOOYBAHHS
cepii(BBeeHHA A0AATKOBOT AiNbHALL
Bupo6HuuTBa A. MEHAPIHI MaHydakTypiHr
NoricTikc eHa Cepsicec C.p.n., Bia Kamno gj
Mine, 67100 /T'AkBina (AK), ITanis, wo
BiANoBiAae 3a BUPOOHULITBO NikapcbKoro 3acoby
"in bulk", nakyBaHHs Ta BUnyck cepii) (TepMiH
BHECEHHS 3MiH NPOTAroM 3-x MicsUiB 3 AaTu
3aTBEPMHKEHHS); 3MiHM | TUNy: 3MiHU 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (BHECEHHS 3MiH Y AOCbE A5
npuBeAeHHs y BiANOBIAHICTb A0 3arasibHOl CTaTTi
2.9.40 «OfHOpIAHICTb A030BAHNX OAVHULL>»
[dY/EBponeiicbkoi thapmakonei 3amicTb
3aTBEpXEHUX 3arasibHuX ctaTein 2.9.5
«OAHopigHICTb Macu» Ta/abo 2.9.6




119

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

«OHOPIgHICTb [03K»)(3MiHa NapameTpiB
cneumdikauin Ta/abo AONYyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby - 3amiHa n. «OgHOPIAHICTb
Macu» Ha n. «OAHOPIAHICTb A030BaHMX
OAVHWLb>» (NPUBELEHHN Y BIAMNOBIAHICTb A0
3arasibHoi cTatTi 2.9.40 "OgHopigHICTb
[030BaHVX oanHMLUp" EP) (TepMiH BHECEHHS
3MiH NpOTArom 3-X MicALiB 3 gatun
3aTBEPMHKEHHS); 3MiHM | TUNy: 3MiHM 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (BUyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapifioro NokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHYKIB Y/ CMaKoBUX 406aBOK))(BUTYUYEHHS
He3Ha4YHOro nokasHuka cneuudikadii roroBoro
nNiKapcbKoro 3acoby: «Bcero n3BecTHbIX
npumMeceli (npu Bbinycke cepuii < 0,25%, Ha
nepuog cpoka rogHoctn < 1,0%); (TepmiH
BHECEHHS 3MiH NPOTArom 3-x MiCALIB 3 Aatn
3aTBEPMKEHHS); 3MiHM | TURY: 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYyCTUMKX MEX rOTOBOrO
nNiKapcbKoro 3acoby (3BYXXEHHS JOMyCTUMMUX
MeX)(3BY)XXEHHS foMyCTUMUX MeX cneumddikawii
Ha TEPMiH NPUAATHOCTI rOTOBOrO NiKAPCbKOro
3acoby 3a n. «KonmyecTBeHHoe cofepxaHve
npumeceii: - Bcero npumeceii 3 < 1,5% o < 0,5
%») (TepMiH BHECEHHS 3MiH MPOTArom 3-x
MiCAILiB 3 AaTu 3aTBepKEHHS); 3MiHu | Tuny:
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMmX
MEX roTOBOrO /1iKapCbKOro 3acoby (3BY)XEHHS
[OMYCTUMUX MeX)(3BY>KEHHSI AOMYCTUMMX MEX
crneuudikavii Ha TepMiH NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby 3a n. «KonuuectseHHoe
cofiepxxaHue npumeceli: - Bcero Hen3BecTHbIX
npumeceii 3 < 1,0 % ao < 0,25 %») (TepMmiH
BHECEHHS 3MiH NPOTArom 3-x MicALIB 3 Aatu
3aTBEPMKEHHS); 3MiHM | TUMY: 3MiHM 3 AKOCTI.
[oTOBWIA Nlikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA BUNYCKY
cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTrO JTiKAPCbKOro
3acoby (3aMiHa abo fofaBaHHA BUPOOHUKA, LU0
BiANOBIfa€ 3a BBE3EHHS Ta/abo Bunyck cepil) -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Bktouaroun KOHTPOb/BUNPOGYyBaHHS cepii
(BBEAEHHS O0AATKOBOI AiNbHULI BUpO6HULTBA A.
MEHAPIHI MaHydakTypiHr J10ricTiKC eHp,
Cepsicec C.p.n., Bia Cete Canri 3, 50131
dnopeHuis (Pl), ITanis, wo signosigae 3a
KOHTPO/b Ta BUNYcK cepiil) (TepMiH BHECEHHS
3MiH NpoTArom 3-x MicALUIB 3 gatu
3aTBepXeHHs); 3MiHu | Tuny: 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPosIb roToBOro
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneumdgikauin Ta/abo AONYyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS HE3HAYHOro
rokasHuka (Hanpuknag 3acTapisnioro nokasHuka,
TaKoro sik 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB YN CMaKoBUX 406aBOK))(BUTYHYEHHS
He3Ha4YHOro NokasHuka cneuudikalii rotoBoro
nikapcbKoro 3acoby: «McnbiTaHne Ha
NOAJ/IMHHOCTb AnoKcuga TutaHa») (TepMi
BBE/EHHS 3MiH MPOTAroM 3-Xx MicsuiB nicns
3aTBEPKEHHS)

175.

cnneT
ETUNOBUN 70%

PO34YMH A5 30BHILLUHBOrO
3acTocyBaHHA 70 % no
100 M1y hnakoHax
cknaHux; no 5 n, 10 n, 20
'y KaHicTpax

ToBapucTso 3
0bMexeHoto
BignosiganbHICT
10 "BmpobHuua
thapmaueBTUYHa
KomMnaHis "bio-
Papma nawc”

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAAILHICTIO
"BupobHuua
thapmavneBTUYHa
KoMnaHis "Bio-
Papma 174"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKaA
(BnacHuKa peecTpauiiniHoro NoceBig4YeHHs) (3MiHa
afipecy 3asBHIKa)

3a
peyerimom

UA/10987/01/01

176.

CMIPOHO/IAKTO
H-OAPHULA

Tabnetkn no 100 mr no 10
Tab1eToK Y KOHTYPHIi
YapyHKOBIli ynakosLyj; no 3
KOHTYPHIi YapyHKOBI
yNakoBKM y nauLl

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAANbLHOI 3a 3filicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBiganbHOI 3a hapMakoHarnisag.
3arBepaxeHo: CmoBx CTaHicnasa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHgposumy

3a
peyenmom

UA/0808/01/02

177.

CTUMOI®

po3uunH opasnbHuid, 1 1/10
M/ no 10 MA y nakeTuky,
no 18 nakeTukiB y

BIOKOJEKC

PpaHuin

BIOKOJEKC

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTVBHOCTI Ta ddapMakoHarisay.

6e3
peyenma

UA/6937/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
KapTOHHI KOpooLi 3MiHU y TepaneBTUYHKX NOoKa3aHHSX (BUTyUYEeHHS
TepaneBTUYHOro NokasaHHs) (3MiHK BHeCeHi go
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS 0
po3giny "MokasaHHsa")
178. CTPENTOUUA- Tabnetku no 300 mr; no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/5949/01/01
AAPHMNUA Tab1eToK y KOHTYPHIi "papmMaLeBTUyH "®apmMaueBTnYHa 3MiHW | TMny - 3MiHK Woao peyenmom
YapyHKOBIli ynakoBLj; no 1 a chipma thipma "AapHuusg” 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KOHTYPHIli YapyHKOBIl "fNapHuua” BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
ynakosLj y nayui; no 10 npo cuctemy thapmakoHarnsgy (BBefeHHA
TabneToK y KOHTYPHUX y3ara/ibHeHUX JaHnx npo cuctemy
YapyHKOBUX ynakoBKax dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi 0coou,
BiANOBIAaNbHOI 3a 34iliCHEHHSA chapmakoHarnagy;
KOHTaKTHOI 0c0o6U 3 (hapMakoHarnfgy 3asBHuKa
ONA 34iCHEeHHS dhapMakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHHSA hapMmakoHarnsagy
(BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
pPO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobw, BiANOBIAA/ILHOT 3a hapmakoHarnsa.
3anponoHoBaHo: Cipaxos Irop OnekcaHaposmy
179. CTPOHAEKC cnpeii Ans poToBoi TOB HaykoBo- Ykpaina TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/15759/01/01
NOPOXHWHY [,030BaHUI, BMpO6HMYa BMpo6HMYa chipma 3MiHu | TUny - 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
12,5 mr/pgo3a no 10 mn (64 ipma "MIKPOXIM" afipecyt MicLA NPOBaKEHHS AiS/IbHOCTI
[o3n) abo no 5 mn (32 "MIKPOXIM" BMPOGHMKa (BK/IO4akouM, 3a HEOOXIAHOCTI, MicLe
[,031) y dh1akoHi NpoBeAEHHS KOHTPO/IO AKOCTI), abo BnacHuMka
nonimepHomy ab6o 3i macTep-haiina Ha A®l, abo nocTayanbHUKa
CBIT/103aXMCHOrO CK1a, Nno Ad|/BMXxigHOro MaTepiany/peareHTy/npomiKHOro
1 chnakoHy y nauui 3 NPOAYKTY, L0 3aCTOCOBYIOTLCSA Y BUPOOGHULITBI
KapToHY A®| - 3miHa agpecy BupobHuka AdI
cungeHadiny untpary FETEPO APAI3
NIMITEA, IHAis, 6e3 3MiHM MicLsa BUPO6HMLTBA
180. CYMEPBITA 100 TabneTkun, BKpUTI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: 3a UA/6480/01/01
060/10HKO0, No 100 mr, no 06MexeHoH BMPOGHULITBA, 3MiHu 1l TUny - 3MiHn Woao peyenmom
1 tabnetui y 6nictepi; no BignoBigasbHICT KOHTPO/b SKOCTI, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
1 a6o 4 6nictepn y 10 BUNYCK cepil: BHeceHHs abo 3miHa(u1) 4o 3060B'si3aHb Ta YyMOB
KapTOHHI Kopoo6Li "papmMaueBTUYH ToBapucTBo 3 BMAaui peecTpauiiHoro nocBigYeHHs,
a KoMnaHis 06MexeHo BK/OYatoum Mnax ynpasniHHA pusnkamu
"3p0poB's” BiANOBIAA/IbHICTIO (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
"®apmaLeBTnyHa noAasbLLIOro 06rpyHTYBaHHS HOBUMU
KOMnNaHis [04AaTKOBMM AaHVUMW, L0 MaloTb HagasaTucs
"3popos'sa", KOMMNETEHTHNM OpPraHoM, OCKi/TbKM BUMaraeTbCs
YKpaiHa; CYTTEBA OLjiHKA KOMMNETEHTHUM OpraHom)
BCi cTagii (BukoHaHHs 3060B'3aHb BifnoBigHO 40
BMPOOHMLTBA, nignyHkty 1.13 nyHkTy 1 gogatky 15 go Mopsagky

KOHTPO/b SKOCTI:
ToBapucTso 3
06MEXEHOK

NpoBeAeHHs1 eKCNepTU3n peecTpaLiiHmnx
marepianis Ha nikapcbki 3acobu, Wo nogatTbes
Ha JepXxaBHy peecTpauito (mepepeecTpauiio), a
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BiANOBIAA/TLHICTIO TaKOX eKCNepTU3n MaTepiasliB MPO BHECEHHS
"®APMEKC Irpyn-, 3MiH 10 peecTpavjiiiHux maTepianis NpoTarom Aji
YKpaiHa peecTpavLiiHoro NocBigYEHHSs!, 3aTBEPIKEHOTO
Haka3oMm MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
181. CYNEPBITA 100 TabneTku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YKpaina BHECEHHS 3MiH 4O peecTpaLiiHnx MmaTepiais: - UA/14778/01/03
060/10HKOH0, Mo 100 mr in 06MEXeHOo 06MeXeHOo 3MiHn Il Tuny - 3miHn Wwoao
bulk: no 1000 a6o 4000 BignosiganbHICT BiANOBIAAILHICTIO 6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
TabneTok y nakeri 10 "®apmavueBTuyHa BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB
nonieTuaeHoBoMy y "®dapmaueBTUYH KomnaHis "3gopos'a” BMAAYi peecTpauiiiHoro nocBigYeHHs,
KOHTelHepi a Komnaist BK/OYaoUM MnaH ynpasniHHA pusnkamu
"3p0pos'a” (3acTocyBaHHs 3MiH(1), sKi(a) BUMaraloTb(€)
noAasIbLLIOro 06I'pyHTYBaHHS HOBUMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm)
(BukoHaHHs 3060B'13aHb BifNoBigHO L0
nignyHkTy 1.13 nyHkty 1 pogatky 15 go Mopsagky
NpoBeAEHHS eKCnepTusn peecTpaLiiHnx
mMartepianis Ha nikapcbki 3acobu, Lo nogarTbes
Ha AepxaBHy peecTpauito (nepepeecTpauito), a
TaKoX eKCnepTn3n MaTepiasliB NPO BHECEHHS
3MiH 10 peecTpavjiiiHux maTepianis npoTsarom gji
peecTpaLiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
182. CYNEPBITA 25 TabneTku, BKpUTI ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: 3a UA/6480/01/03
060/10HKOH0, Mo 25 Mr, Mo 06MeXeHOo BMPOGHMLITBA, 3MiHu 1l TUny - 3MiHn Woao peyenmom
1 tabnetui y 6nictepi; no BignoBigabHICT KOHTPO/b SKOCTI, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
1 a6o 4 6nictepn y 10 BWMYCK Cepil: BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
KapTOHHIA KOpooLi "papmMaueBTUYH ToBapucTBO 3 BMAAui peecTpauiiHoro nocBig4YeHHs,
a Komnais 06MeXeHoto BK/OYaloumM MnaH ynpaBniHHA pusnkamu
"3p0pos'a” BiANOBIAA/LHICTIO (3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
"dapmaueBTnyHa noAasibLLIOro 06r'pyHTYBaHHS HOBUMU
KOMNaHis [0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
"3p0pos'a”, KOMMETEHTHUM OpraHOoM, OCKifIbK/ BUMaraeTbCcs
YKpaiHa; CYTTEBA OLjiHKA KOMMNETEHTHUM OpraHoMm)
BCi cTagii (BukoHaHHs 3060B'13aHb BifnoBigHO L0
BMPOGHMLITBA, nignyHkTy 1.13 nyHkty 1 gopatky 15 go Mopsagky
KOHTPO/b SIKOCTI: NpoBeAEHHS eKCnepTusn peecTpaLiiHmx
ToBapucTBO 3 mMartepianis Ha nikapcbki 3acobu, Lo nogarTbes
06MeXeHo Ha AepXaBHy peecTpauito (nepepeecTpaduito), a
BiAMNOBIAA/IbHICTIO TakoX ekcnepTnsn marepianis NPo BHECEHHSA
"®APMEKC Irpyn-", 3MiH 10 peecTpavjiiiHux maTepianis npoTsarom gji
Ykpaina peecTpaLiniHOro NoCBiAYEHHS1, 3aTBEPAKEHOTO
Haka3zoM MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
183. CYNEPBITA 25 TabneTkun, BKpUTI ToBapuCTBO 3 YKpaina ToBapuCTBO 3 YkpaiHa BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasliB: - UA/14778/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

060/10HKOI0, M0 25 Mr in
bulk: no 1000 a6o 4000
TabneTok y nakeri
nonieTuneHoBoOMy y
KOHTeliHepi

0bMexeHot
BignoBigabHICT
10
"papmMaueBTUyH
a KoMnaHis
"3p0pos'a”

0bMexeHot
BiANOBIAA/ILHICTIO
"®apmMaueBTnYHa
KomnaHis "3gopos'a”

3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/ehekTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(u1) 4o 3060B'si3aHb Ta yMOB
BMAAYi peecTpauiiiHoro nocBig4YeHHs,
BK/OYalouM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraoTb(€)
noAasIbLLIOro 06I'PyHTYBaHHS HOBUMU
[0AAaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHOM, OCKifIbK/ BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm)
(BukoHaHHS 3060B'A3aHb BifnoBigHO L0
nignyHkTy 1.13 nyHkty 1 gopatky 15 go Mopsaaky
NpOBeAEHHS eKCNepTUsn peecTpaLiiHnx
marepianiB Ha nikapcbki 3acobm, Wo noganTses
Ha JepxaBHy peecTpauito (nepepeecTpauito), a
TaKoX eKCnepTn3n MaTepiasliB NPO BHECEHHS
3MiH 10 peecTpavjiiiHuX maTepianis NpoTarom Aji
peecTpaLiiHoro nocBiAYeHHs, 3aTBEPAKEHOTO
Haka3oMm MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

184.

CYNEPBITA 50

TabneTku, BKpUTI
060/10HKO10, Mo 50 Mr in
bulk: no 1000 a6o 4000
TabneTok y nakeri
nonieTuaeHoBoMy y
KOHTElHepi

ToBapucTso 3
0bMexeHoto
BignosiganbHICT
10
"®apmaueBTUYH
a KoMnaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAAILHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasis:
3MiHun Il Tuny - 3miHn Wwoao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(1) 4o 3060B'sI3aHb Ta yMOB
BMAAYi peecTpauiiiHoro nocBig4YeHHs,
BK/OYatouM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), sKi(a) BUMaraoTb(€)
noAasIbLLIOro 06I'pyHTYBaHHS HOBUMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHOM, OCKifIbK/ BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm)
(BukoHaHHS 3060B'13aHb BifnNoBigHO L0
nignyHkTy 1.13 nyHkty 1 pogatky 15 go Mopsagky
NpoBeAeHHS eKCnepTusn peecTpaLiiHnx
mMartepianis Ha nikapcbki 3acobu, Lo nojarTbes
Ha AepxaBHy peecTpauito (nepepeecTpauito), a
TaKoX eKCnepTn3n MaTepiasliB NpO BHECEHHS
3MiH 10 peecTpavjiiiHux maTepianis npoTsarom gji
peecTpaLiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

UA/14778/01/02

185.

CYNEPBITA 50

TabneTku, BKpUTI
060710HKoOt0, M0 50 Mmr, no
1 tabnetui y 6nictepi; no
1 a6o 4 6nictepn y
KapTOHHIA KOpoo6Li

ToBapucTso 3
06MexeHo
BignoBigabHICT
10
"®apmaueBTUyH
a KoMnaHis
"3g0pos's"

Ykpaina

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MexeHo
BiANOBIAA/ILHICTIO

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHu 1l TUny - 3MiHn Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(1) 4o 3060B'si3aHb Ta yMOB
BMAAui peecTpauiiiHoro nocBigYeHHs,
BK/IOYaloUM MnaH ynpaBniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), siki(a) BUMaraloTb(€)

3a
peyerimom

UA/6480/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
"dapmaneBTnyHa noAasIbLLIOro 06I'PYHTYBaHHS HOBUMU
KoMnaHis [0AAaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
"3p0pos'a”, KOMMETEHTHUM OpraHOM, OCKi/IbK/ BUMaraeTbCcs
YKpaiHa; CyTTEBA OLliHKa KOMMETEHTHVM OpraHoM)
BCi cTagii (BukoHaHHS 3060B'A3aHb BifnoBigHO L0
BMPOGHULITBA, nignyHkTy 1.13 nyHkty 1 gogatky 15 go Mopsaaky
KOHTPO/b SIKOCTI: NpoBeAEHHS eKCnepTnsn peecTpaLiiHnx
ToBapucTBO 3 marepianiB Ha nikapcbki 3acobu, LWo nogaTses
06MmeXeHo Ha JepxaBHy peecTpauito (nepepeecTpauito), a
BiANOBIAA/TLHICTIO TaKOX eKCNepTU3n MaTepiasliB MPO BHECEHHS
"®APMEKC Irpyn-, 3MiH 10 peecTpavjiiiHuX maTepianis NpoTarom Aji
YKpaiHa peecTpaLiiHoro NocBigYEHHS!, 3aTBEPIKEHOTO
Haka3oMm MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
186. | TAHAKAH® TabneTkn, BKpUTI INCEH ®APMA ®paHuis BO®YP INCEH ®paHuisa BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasis: 6e3 UA/9822/01/01
060/10HKOI0, N0 40 Mr, Mo IHAYCTPI 3MiHK | TUMy - 3MiHa napameTpiB cneyudikawii peyenma
15 Tabnetok y 6nictepi; Ta/abo fonyCcTUMUX MEX rOTOBOMO NikapCbKoro
no 2 abo 6 6nictepis y 3acoby - onoBHeHHs1 Crneundikavii rotoBoro
KapTOHHI KOpoo6Li nikapcbkoro 3acoby 3a n."Mikpo6ionoriyHa
yyucToTa" NoKasHUKOM "TosiepaHTHi 40 XOBYi
rpamHeraTuBHux 6akTepiin” BiANOBIAHUM
MeTOAOM BUNPOBYBaHHS; 3MiHM | TNy - 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MEX rOTOBOrO /1iKapCbKoro 3acoby - ONOBHEHHSA
CneuudikaLii roToBOro nikapcbkoro 3acoby 3a
n."Mikpob6ionoriyHa ymcToTa" NoKasHMKOM
"Salmonella" BignosigHnm metTogom
BUMPOOYBaHHS; 3MiHM | TUMY - NOAAHHSA HOBOrO
Ceptudchikaty RO-CEP 2014-205-Rev 00 Big BxXe
3aTBEPIKEHOr0 BUPOOHUKa. BBEAEeHHSA
KOHTPO/I0 AKOCTi 4151 NOKa3HMKa «1-6yTaHon» 3
BiANOBIAHUMY KPUTEPIAMU NPUAHSATHOCTI.
BunyuyeHHs KOHTPOO SKOCTi 3@ NOKa3HMKaMm
«CBWHelpb» Ta «ETaHoN»
187. | TEFTPYM TabneTku, BKpUTI TOB "HaykoBo- Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/15148/01/01
060710HKoOt0, No 100 mMr no BMPOGHMYA BMPOGHMYa hipma 3MiHM | TUny - 3mMiHa agpecy BUpo6HuKa AdI peyenmom
1 a6o 4 Tabnetkn y thipma "MIKPOXIM" cungeHadiny untpary FETEPO APAI3
6nictepi; no 1 6nictepy y "MIKPOXIM" NIMITEL, IHgisa, 6e3 3MiHM MicLa BUPO6HMLTBA
nauuj 3 KapToHy
188. | TEFPYM TabneTku, BKpUTI TOB "HaykoBo- Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/15148/01/02
060/10HKO0, N0 50 Mrno 1 BMPOGHMYA BMPOGHMYa hipma 3MiHM | TUNY - 3MiHa agpecu BUpobHMKa Ad| peuyenmom
abo 4 TabneTkm y ipma "MIKPOXIM" cungeHadiny untpary FETEPO APAI3
6nictepi; no 1 6nictepy y "MIKPOXIM" NIMITEAL, IHais, 6e3 3miHM Micus BUpo6HMLTBa
nayuj 3 KapToHy
189. | TUPOrEH® 0,9 NOPOLLIOK A5 [xeH3alim Higepnangn | BTOpWMHHA yMakoBka, Benuka BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/9743/01/01
Mmr NPUroTyBaHHA PO34nHY Opon B.B. [03BiN Ha BUMNYCK BpuTaHis/ 3MiHuM | TUNY - 3MiHK Woao peyenmom
(0,9 mr/mn) ans iH exuiin cepii: JkeH3ainm CWA 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.

no 1,1 mr, 2 donakoHm 3

JimiTeq, Benvka

BBefieHHs1 a60 3MiHM 10 y3ara/lbHEHWX JaHMX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

(nikapcbka chopma,

ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MOPOLLKOM Y KapTOHHIl
KopoobLi

BpwuTaHis; neperHHa
ynakoBka: Xocnipa
IHK., CLLA;
BVMPOGHMLTBO
Hepo3dhacoBaHOl
npoaykKujii:
L[bkeH3aiim
KopnopeiiwH, CLUA

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOo! ocoou,
BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 3giicCHEHHA dhapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUMN KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
0co6u 3asBHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag; fAitova pegakuis — Amel
Benkritly. MponoHoBaHa pepakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOI 0CO6U B YKpaiHi
YNOBHOB&XEHOI 0CO6M 3asBHMKA O/151 34iACHEHHS
thapmakoHarnagy: [itoya pefakuyisa — BoiiteHko
AHTOH eopriioBny. MponoHoBaHa peaakuis —
KniwwmH AHTOH MyikonaiioBmny. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXEHOI 0CO6U. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu

190.

TPAHKBINTAP®

NopoLLOoK (cybcTaHuis) y

naketTax noAginiHuX i3
nAiBKM NONIETUIEHOBOI
AN BUPobHMLTBA

HECTepUbHNUX I'IiKapCbKI/IX

thopm

ToBapucTso 3
[0,aTKOBOO
BiANOBIga/bHICT
0 "IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TUny - 3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHN); 3MiHW |
TUMy - 3MiHa y MeTogax BunpobysaHHA A®l abo
BUXIQHOIO MaTepiasny/npoMixHoOro
NPOAYKTY/pearexTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPMAXKEHNX METOAaX BUNPOGYBaHHS)

UA/8745/01/01

191.

YPEOTON

mMasb 12 % no 50 r a6o no
100 r y Ty6i; no 1 Ty6i B

KapTOHHI KopooLi

[epmachbapm Al

HimeyunHa

mi6e Mmb6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
BUMpPaB/IEHHA TEXHIYHOI MOMWUIIKWA Y METOax
KOHTPOJO SIKOCTi Y MapKyBaHHiI BTOPUHHOI Ta
NepBUHHOT ynakoBku y n.1 Hassa nikapcbkoro
3aco6y BKa3aHO «cevyoBuHa 12%>» 3aMiCTb «Masb
12%»; y MapKyBaHHi BTOPUHHOI yNakoBKK y n.3
Mepenik 4ONOMIXHMX PEYOBUH, BKa3aHO HEMOBHY
Ha3BY [OMOMDKHOT PEHOBUHY «ONiA pULMHOBa
NnosieTOKCUNbOBaHa, rigporeHizoBaHa» Tay n. 6 i
9 YMoBw 36epiraHHsi, 3a3Ha4€HO HEeBIpHY
Temneparypy, a came «He uLe 30°C» 3amicTb
«He Buue 25°C»

6e3
peyenma

UA/11751/01/01

192,

YPOPEK

Kancysm Teepgi no 4 mr no
10 kancyn y 6nictepi; no

1, a6o no 3, abo no 5, a6o
no 9 61icTepiB y KAPTOHHiIl

PekopgaarTi
Ainenp Nta

IpnaHgis

Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHM | TNy - 3MiHa y napameTpax cneuudikadlii
Ta/abo fonyCTUMMUX MEX, BUSHAUEHUX Y
crneungikauisx Ha A®Il, abo BUXIGHWIA/NPOMIDKHUI

3a
peyenmom

UA/11926/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nauuj

NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoteci Bupo6HuuTBa A®I - 3MiHK A0
cneundikauii BXigHOro KOHTposo A®| Ha TepMiH
NPUAATHOCTI Ta HA MOMEHT BUMYCKY, & came
3BY)KEHHS KpUTEpIiB NPUAHATHOCTI 3a
NoKasHUKoOM «ONTUYHWIA i3oMep», Y
BIANOBIAHOCTI [0 AOKYMeHTaL,ji BupobHuka Adl;
3MiHM [0 cneumdikaLii BXigHOro KoHTposito Ad|
CnNofo3nH Ha TepMiH NpUAATHOCTI Ta Ha
MOMEHT BUMYCKY, & Came 3BY)KEHHSI KpuTepiiB
NPUAHSATHOCTI 3@ NOKA3HUKOM «CynyTHI
[OOMILLKV», Y BIANOBIAHOCTI [0 AOKYMeHTau,ii
BMpO6HUKa A®I; 3mMiHM A0 cneumndikavii BXigHOro
KOHTpOt0 A®| CMNof03UH Ha TEPMIH
npuaaTHOCTI, a came foAaBaHHS NokasHuka
«Bopa», y BignoBigHOCTI A0 AOKyMeHTauil
BUpo6HUKa ADI

193.

YPOPEK

Kancynm Teepgi no 8 mr no
10 kancyn y 6nictepi; no
1, a6o no 3, abo no 5, abo
no 9 6nicTepiB y KAPTOHHIN
nauuj

Pekopgaari
Ainenp Nta

Ipnangis

Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis:
3MiHM | TUMy - 3MiHa y napameTpax cneuudikawii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneumngikauisax Ha A®l, abo BUXIGHWIA/MPOMDKHW
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl - 3mMiHM 10
cneundikauii BXigHOro KOHTposo A®| Ha TepMiH
NPUAATHOCTI Ta HA MOMEHT BUMYCKY, & came
3BY)KEHHS KpUTEpIiB NPUAHATHOCTI 3a
NoKasHNKOM «ONTUYHWIA i30Mep», Y
BiANOBIAHOCTI [0 AOKyMeHTaLji BupobHuka Adl;
3MiHM [0 cneumdikaLii BXiGHOro KoHTposito Ad|
Cnnofo3nH Ha TePMIH NpUAATHOCTI Ta Ha
MOMEHT BUMYCKY, & Came 3BY>KEHHSI KpuTepiiB
NPUAHSATHOCTI 3@ NOKA3HUKOM «CynyTHi
OOMILLKV», Y BIANOBIAHOCTI [0 AOKYMeHTau,i
BMPO6HUKa A®I; 3mMiHM A0 cneumdikavii BXigHOro
KOHTpOt0 AP| CnIof03UH Ha TEPMIH
npuaaTHOCTI, a came foAaBaHHS NnokasHuka
«Bopa», y BignoBigHOCTI A0 AOKyMeHTauil
BUpo6HUKa ADI

3a
peyerimom

UA/11926/01/02

194.

YPOTON® CP

Kancynu nposoHrosaHol
aii TBepai no 4 mr Ne 28
(14x2), Ne 84 (14x6): no
14 kancyn y 6nictepi, no 2
abo no 6 6nictepiB y
KapTOHHI KopooLi

TOB "3eHrTiBa"

Yecbka
Pecny6nika

BMPOGHMLTBO
TabneToK, NepBrHHE
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii: ®apmaTeH

Ipeuis

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX faHnx npo cucTemy

CA, peuis; hapMakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,

dapmaTeH BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;

IHTepHewwHN CA, KOHTaKTHOI 0Cc0o6u 3 hapmakoHarnsay 3asiBHuKa
peuis ONA 34iiCHeHHs dhapmakoHarnagy B YkpaiHi,

3a
peyerimom

UA/14571/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO|
0co6u 3asBHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag: [itova pegakuis — Ludmila
Filipova. NMponoHoBaHa pepakuis — Eric Teo/Epik
Teo. 3MiHa KOHTaKTHOT 0cobu B YKpaiHi
YMOBHOB&XEHOI 0CO6Y 3asBHMKA O/151 34iACHEHHS
thapmakoHarnagy: [itoua pefakuyisa — BoiiteHko
AHTOH eopriioBny. MponoHoBaHa peaakuis —
KniwwmH AHTOH MyikonaiioBmny. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXEHOI 0CO6U. 3MiHa KOHTaKTHUX
[aHVX KOHTakKTHOI ocobu. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy. 3miHa agpecu mactep-
(haiina. 3miHa Homepa MacTep-halina

195.

DPECTAN®

apaxe Ne 20 (10x2): no 10
Opaxe y cTpuni, no 2
CTPVNW Y KAPTOHHIW
Kopo6ui; Ne 100 (10x10):
no 10 agpaxe y cTpuni, no
10 cTpuniB y KapTOHHii
Kopoo6Li

CaHodpi IHais
NimiTeq

IHais

NakTo3ze (IHgisa)
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0co6u 3asiBHMKA, BiAMNOBIAa/IbHOT 32
thapmakoHarnag: ditova pegakuis — Amel
Benkritly. MponoHoBaHa pepgakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOI 0CO6U B YKpaiHi
YNOBHOBaXEHOI 0C06M 3asaBHUKa A1 3LiACHEHHSA
hapmakoHarnagy: ditova pegakuis — BoliTeHko
AHTOH [eopriiioBuy. NMponoHoBaHa pefakyis —
KniwuH AHTOH MyKonaioBmy. 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu

6e3
peyenma

UA/2531/01/01

196.

®/TYKOHAS3

pO34nH ans iHgysiid, 200
Mr/100 mn no 100 mny
NNacTMKOBIN naswLi; no 1
NAAWUI Y KAPTOHHIN
Kopoo6Li

CKAH BIOTEK
nTh

IHais

AJIKOH
MAPEHTEPA/IC
(IHLIS) NTA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHK | TNy - 3amiHa rpadivyHOro 0hoOpPMAEHHS
NEepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS yNakoBOK 3 BiANOBIAHUMW 3MiHaMU
o po3ainis MKA /13 (po3gin «padiiyHe

3a
peyenmom

UA/8017/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

0hOPM/IEHHSA» 3aMIHEHO PO3A,i/TIOM
«MapKyBaHHs»)

197.

DTYKOHA3

po3unH Ans iHdysiii, 200
mr/100 mn in bulk: no 100
M1y NAACTUKOBIN NAALLILL;
no 50 a6o no 100 nAsLWoK
Y KapTOHHIli Kopobui

CKAH BIOTEK
nTa

IHais

ANKOH
NAPEHTEPA/IC
(IHAIA) NTA

IHais

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHM | TUMy - 3amiHa rpadiyHoro ohopMIEHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT
MapKyBaHHS1 yNakoBOK 3 BiANOBIAHUMW 3MiHAMW
8o posgainisa MKA N3 (po3gin «padiyHe
0(hOpMNEHHS» 3aMiHEHO PO34iN10M
«MapkyBaHHs»)

UA/10122/01/01

198.

DNYKOHA3O0N

po3uuH Ans iHdoysiid, 200
Mr/100 mn in bulk: no 100
My NAACTUKOBIN NAALLILL;
no 50 a6o no 100 nAsLwWwoK
Y KapTOHHiIli KopoobLi

CKAH BIOTEK
nTa

IHAjA

ANKOH
NAPEHTEPA/IC
(IHAIS) NITA

IHAjA

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TUNy - 3amiHa rpadivyHOro 0hopMAIEHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS yNakoBOK 3 BiANOBIAHUMW 3MiHaMU
0o posginis MKA N13 (po3gin «MpadivHe
0hOPMNIEHHSA» 3aMIHEHO PO34i/TIOM
«MapKyBaHHS»)

UA/11951/01/01

199.

®NYLAP®-
JAPHULA

Kpem, 1 mr/r no 15 ry Ty6i;
no 1 Ty6i B nauui

MpAT
"®apmaueBTUYH
a hipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy.
BeefieHHs1 ab0 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoOBaXeHo! ocoou,
BIANOBIAA/IbHOT 3a 34iCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLEHHI MacTep-thaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobu, BiANOBIAaIbHOI 3a hapMakoHarnsag;:
[itoua pepakuis - CmoBx CTaHic/iaBa
AHatoniiBHa. MponoHoBaHa pepfakuis - Cipaxos
Irop OnekcaHgpoBuy

3a
peyenmom

UA/6215/01/01

200.

®OKOPT®-
JAPHULA

kpem, 1 mr/r no 15 ry Ty6i;
no 1 Ty6i B nayui

MpAT
"@apmaueBTUYH
a cthipma
"fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BeegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX Npo cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapMmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsgy 3asBHuKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiiNOBIfaNbHOI 3a 3iiCHEHHS hapmakoHarnsgy
(BK/1KOYAKUM KOHTaKTHI flaHi) Ta/abo 3MiHKN y

3a
peyenmom

UA/4936/01/01
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BiANOBiAA/IbHWIA 3a
nepBUHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMNYCK Cepil:

dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
ocob6u, BiANOBIAa/IbHOI 3a hapmakoHarnag;:
[itoua pegakuis - Cmoex CTaHicnasa
AHatoniiBHa. MponoHoBaHa pepgakuis - Cipaxos
Irop OnekcaHgpoBuy
201. | POPKCIFA TabneTku, BKpUTI AcTpa3eHeka Benukobput BMPOGHMK "in bulk": CLUA/ Itanis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/13302/01/01
NNiBKOBOIO 060/10HKOMD, MO HOK Nimitepq, aHis BpicTton-Maiiepc Benvka 3MiHKM | TUNYy - 3MiHK Woao peuenmom
5 wmr, no 10 TabneTok y CkBi66 BpuTtanis/ 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
6nicTepi, no 3 6nictepn B MaHythakTypiHr LLisewjs BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX OaHNX
KapTOHHI KOpooLi Komnani, CLUA, npo cuctemy hapmakoHarnsgy (BBefeHHs
BMPOGHUK, y3arasibHeHVX faHnx npo cuctemy
BiANoOBigaIbHNIA 3a thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
nepBuHHE Ta BiANOBiAANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
BTOPUHHE KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
nakyBaHHs, ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
KOHTPO/b SKOCTI, AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BWMNYCK Cepil: BIANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
BpicTton-Maiiepc (BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
CkBi66 C.p.n., pO3MilLieHHi MacTep-thaiina cuctemm
ITanis; BUPOGHNK, hapmakoHarnsay) - 3mMiHa KOHTakTHUX gaHnX
BiANOBiAA/IbHWIA 3a YMOBHOBaXEHOT 0CO6YM 3asBHMKA, BignoBiganbHOT
nepBuHHe Ta 3a thapmakoHarnag
BTOPUHHE
nakyBaHHS1, BUNYCK
cepii: AcTpa3eHeka
tOK Nimitea, Benuka
BpuTaHis; BUpoGHUK,
BiAnoBiganbHUIA 3a
KOHTPO/b AKOCTI:
AcTtpa3eHeka Ab,
LLiBeLisi; BUPOOHUK
"in bulk":
AcTpa3eHeka
dapmacboTrKanc
nn, CWA
202. POPKCITA TabneTku, BKpUTI AcTpa3eHeka Benukobput BMPOGHMK "in bulk": CWA/ Itania/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/13302/01/02
NNiBKOBOIO 060/10HKOID, MO HOK NimiTepq, aHis BpicTton-Maiiepc Benvka 3MiHKM | TUNy - 3MiHK Woao peuenmom
10 mr, no 10 TabneTok y CkBi66 BputaHis/ 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
6nictepi, no 3 6nictepn B MaHydakTypiHr LBeuis BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX OaHNX
KapTOHHI KopooLi Komnasi, CLUA; npo cuctemy hapmakoHarnsgy (BBefeHHs
BMPOGHUK, y3arasibHeHVX faHnx Npo cuctemy
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BpicTton-Maiiepc (BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
CkBi66 C.p.n., pO3MilLieHHi MacTep-thaiina cuctemm
ITanis; BUPOGHUK, hapmakoHarnsay) - 3mMiHa KOHTakTHUX SaHuX
BiANOBIAA/IbHWIA 32 YMOBHOB&XEHOT 0CO6UM 3asBHMKa, BignoBiganibHOT
nepBuHHe Ta 3a thapmakoHarnag
BTOPUHHE
nakyBaHHs, BUNYCK
cepii: AcTpa3eHeka
tOK Nimitea, Benuka
BpuTaHis; BUpOGHYK,
BiANOBigabHNIA 32
KOHTPONb AKOCTI:
AcTtpa3eHeka Ab,
LLIBewisi; BUPO6HUK
"in bulk":
AcTpa3eHeka
PapmacboTrKanc
nn, CWA
203. | ®TANA30/- Tabnetku no 500 wr; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/6133/01/01
AAPHNLA Tab1eToOK Y KOHTYPHIit "®apmaueBTUYH "®apmaueBTnyHa 3MiHKM | TUNYy - 3MiHK Woao peyenma
YapyHKOBIli ynakosLj, no 1 a chipma ipma "AapHuug" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
KOHTYPHIli YapyHKOBIl "NapHuusa" BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX AaHNX
ynakoBLi y nayui; no 10 npo cuctemy hapmakoHarnsgy (BBefeHHs
TabneToK y KOHTYPHUX y3arasibHeHVX faHnx npo cuctemy
YapyHKOBUX ynakoBKax dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT 0coou,
BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnaz;:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgposny
204. PY3IKYTAH Masb 2% no5r, 15, abo Jepmadhapm Al HimeyunHa mi6e Mmb6X HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/10307/02/01
ApuHaiimiTTens 3MiHu | TUNY - 3MiHK 3 sikocTi. FoTOBMIA peuenmom

30 ry Ty6i; no 1 Ty6i B
KapTOHHI nayui

nikapcbkuii 3acib. Onuc Ta cknag. 3MiHa y ckiagi
(8ONOMKHMX peyoBUHAX) rOTOBOrO NiKapCbKoro
3aco06y (iHLWi AONOMiKHI peyoBUuHM) - Byab-aka
He3HayHa 3MiHa KifIbKICHOro cknagy AONOMiIKHUX

PEYOoBWH Y rOTOBOMY JliKapCbKOMY 3acobi
(BHeCeHHs1 yTOYHEHHS LLIOAO CKNagdy A0NOMKHUX
peyoBuH (MapadiH 6innin M AKniA) 3

ypaxyBaHHSAM aHTUOKCUAAHTIB BiAMNOBIAHO A0
MoHorpadii EP, 6e3 3miHu cknagy nikapcbkoro
3aco06y); 3MiHu | Tuny - 3miHn 3 sikocTi. FoToBUI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nikapcbknii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(8ONOMKHMX peyoBUHAX) rOTOBOrO NiKapCbKoro
3ac006y (iHLi AONOMDKHI peyoBUHY) - Byab-aka
He3HayHa 3MiHa KifIbKICHOro cknagy AOMOMiXKHMX
PEYOoBMH Y rOTOBOMY JliKapCbKOMY 3acobi
(BHeCeHHs1 YTOUYHEHHS LWOAO0 cknagy AOMOMDKHUX
peyoBuH (J/laHoniH 6€3BOAHWIA) 3 ypaxyBaHHAM
aHTMOKCUAAHTIB BiANOBIAHO A0 MOHOrpadii EP,
6€e3 3MiHN cKNay NikapcbKoro 3acoby); 3minu |
Tuny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HOoBOro abo OHOBNEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS cepTudikata
BifnoBigHoCTI €Bponelickkili hapmakonei: ans
A®I; gns BUXigHOTO
mMartepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPWCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OOMOMIKXHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponelickkili hapmakonei) -
BunyueHHs cepTudikartis (3a HassBHOCTI
My/nbTUNIETHOrO cepTudpikata Ha martepiasn)
(BunyyeHHsi CEP 3a HasiBHICTIO My/IbTUMN/IETHOTO
cepTugpikaTa Ha martepian y 383Ky 3
BUJTYYEHHAM BUPOOHYMKA [il040T peYOBUHN
(kmcnota cpysangnHoBa) BAT "biocuHTes", Pocis,
pefakuiiHi 3miHM o moaynio 3.2.R.)

205.

®YPOCEMIJ-
OAPHULA

Tabnetkun no 40 mr no 10
Tab1eToOK Y KOHTYPHIit
YapyHKOBIli ynakoBLj, no 5
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauli

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnaz;:
[itoyva pegakuisa - CmoBx CTaHicnasa
AHatoniiBHa. MponoHoBaHa pegakuis - Cipaxos
Irop OnekcaHgpoBuy

3a
peyenmom

UA/2353/01/01

206.

®YPOCEMI[-
OAPHULA

PO34uH ANs iH'ekuiin, 10
Mr/M/1 N0 2 M B amnyri;

MpAT
"PapmMaLeBTUYH

YKpaiHa

MpAT
"PapmaueBTnyHa

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | Tuny - 3MiHK Wwoao

3a

UA/2353/02/01

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
no 10 amnyn y KOHTYpHil a chipma thipma "AapHuus" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
YapyHKOBIli ynakoBLj; no 1 "fNapHuua” BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
KOHTYPHIli YapyHKOBIlA npo cuctemy thapmakoHarnsgy (BBefeHHS
ynakoBLji B nayvj; no 2 mn y3ara/ibHeHUX JaHnx npo cuctemy
B amnyni; no 5 amnyn y thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
KOHTYPHIli YapyHKOBIlA BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
yNaKoBLyj; N0 2 KOHTYPHI KOHTaKTHOI 0c06M 3 (hapMakoHarnfgy 3asBHMKa
YapyHKOBI YNaKkoBKu B ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
nauui AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH: ddapmakoHarnsagy
(BK/IKOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3milLeHHi MacTep-thalina cuctemm
thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
ocobw, BiANOBiAa/ILHOT 38 hapmakoHarnsaa;:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHapoBuy

207. | XABPUKC™ 1440 | cycneH3is Ans iH ekuiii nakcoCmiTKns Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/16497/01/02
BAKUWVHA ansa 1440 O, ELISA no 1 mn H ExcrnopT BpuTaHis Bionogxikans C.A. 3MiHKM | TUNY - 3MiHa y NapameTpax cneuugikawi peyenmom
NPO®PINAKTUKN | (1 go3a ans fopocnmx) y Nimiteq Ta/abo fonyCTUMUX MeX, BUSHAYEHUX Y
FENATUTY A hnakoHax; no 1 chnakoHy cneumdikauisix Ha A®l, abo BUXigHWUA/NPOMIKHWIA

B KapPTOHHI kopobui abo npoayKT/peareHT, L0 BUKOPUCTOBYOTLCA Y
nonepeaHbL0 HaNoOBHEHUX npoueci BUpo6bHuuTea Ad!| (iHWi 3MiHN); 3MiHK |
Lnpuuax y KoMnaexTi 3 TMny - 3MiHa y napameTpax cneuudikayiin Ta/abo
ro/IKoto; no 1 wnpuuy B [ONyCTUMUX MEX, BU3HAYeHWX y crevmdikauisax
KapTOHHI KOpooLi Ha A®l, a6o BMXigHWA/NPOMDKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl (BuUIyyYeHHs
He3HaYHOro MoKasHuKa KOCTi (Hanpukiag,
BWU/TYYEHHS 3aCTapisioro NokasHuka)); 3miHu |
TMny - 3MiHa y napameTpax cneuudikauin Ta/abo
[ONYCTUMKX MEX, BU3HA4YeHMX y crevmdikanisax
Ha A®I, a60 BMXigHWIA/NPOMIKXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYOTHCA Y
npoueci BupobHuutea APl (40NOBHEHHS
cneumgikaLii HOBUM NOKA3HUKOM SKOCTi Ta
BiANOBIAHWM MeTOA40M BUNPOBYBaHHS)

208. | XABPUKC™ 720 cycneHsis gns iH'ekuin 720 | TnakcoCmiTKns Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/16497/01/01
BAKUWHA Ansd Of ELISA no 0,5 mn (1 H EkcnopT BpuTaHis Bionogxikans C.A 3MiHM | TNy - 3MiHa y napameTpax cneuudikadii peuenmom
MPODINAKTUKN [03a ons giten) y Nimiteq Ta/abo fonyCTUMMNX MEX, BUSHAUEHUX Y
FENATUTY A chnakoHax; no 1 chnakoHy cneumdikauisix Ha Ad®l, abo BMXigHWI/NPOMIKHWIA

B KapTOHHI1 kopobuji abo
nonepeAHbL0 HaNoOBHEHUX
LNp1LUax y KoMnaekTi 3
ronkoto; no 1 wnpuuy B
KapTOHHI KOpoo6Li

NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHLWi 3MiHN); 3MiHW |
TMny - 3MiHa y napameTpax cneuudikauin Ta/abo
O0NyCTUMMX MEX, BU3HAYEHNX Y creumdikayisax
Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci BupobHuuTea A®| (BUyUYEHHs
HEe3Ha4YHOro MokasHMKa SKOCTi (Hanpuknag
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BWJ/TyYEHHS 3aCTapifioro NokasHuka)); 3minm |
TMny - 3MiHa y napameTpax cneuudikayin Ta/abo
[ONyCTUMUX MEX, BU3HaYeHnX y creumdikauisax
Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl (4oNoOBHEHHSA
cneumdikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM MeTOA40M BUNPO6YBaHHS)
209. | XAPBOHI TabneTkun, BKpUTI lneag CLIA BMNYyCK cepil, Ipnangis/ BHECEHHS 3MiH 4O peeCcTpaLiiHnX MmaTepiais: 3a UA/15873/01/01
NAiBKOBOK 000JI0HKOIO, MO CaiieHcms, IHK. BTOpUHHA ynakoBka, | KaHapa/ CLUA 3MiHM | TURY - 3MiHW A0 IHCTPYKLT Ans peyenmom
90 mr/400 wmr; no 28 KOHTPO/b cepii: MeANYHOro 3acToCyBaHHA A0 Po3ziny
Tabnetok y donakoHi; no 1 lneag CaiieHcus "B3aemMogis 3 iHWMMM NikapCbkumn 3acobamm Ta
hN1aKoHy B KapTOHHIl AlieneHg tOC, iHWi BUAW B3aeEMOAii" Woa0 AofaHHS
KopoobLi IpnaHgis; iHbopMmauii Ana naujieHTis, siki oqHOYacHO
BMPOGHMLTBO, OTPUMYIOTb @HTaroHicTu BiTamiHy K; 3miHu | Tuny
nepBuHHa Ta - 3MiHM [0 IHCTPYKLi 415 MeguyYHOro
BTOPWHHA ynakoBKa, 3aCTOCyBaHHA 40 po3ainy "B3aemogis 3 iHWMn
KOHTpPOb cepii: nikapcbknummn 3acobamu Ta iHWi Buan B3aemogiin”
MaTeoH IHK., 040 AofaHHS iHchopmauii Wwoao
KaHapaa; BTOpuHHaA NPOTMNOKa3aHb 3aCTOCYBaHHSA OAHOYACHO 3
ynakoska: lneag, CUNbHVUMU IHAYKTOpaMun P-raikonpoTeiHy B
CalieHcus, IHK., KWULLEYHUKY; 3MiHW || Ty - 3MiHW [0 iHCTPYKU,T
CLUA; KOHTpO/b AN MeAnYHOro 3acTocyBaHHA [0 PO34iNnis
cepii: Mneapg, "Oco6nuBi 3axoaun 6e3nekn”, "Mob6iyvHI peakwi”
CalieHcus, [Hk.,
CLUA; BTOpMHHA
ynakoska: MinmayHT
Xenckea Jita.,
IpnaHgis; KOHTponb
cepii: MMNA,
JesenonmeHT, JM,
CLUA
210. | XE/INEKC® Tabnetku; no 4 Tabnetkmy | Mosi Xenc 'm6X | LBeliyapis CaBa Xenckea /tg, IHgis/ BHECEHHS 3MiH 4O peecTpaviiHnx maTepiasiis: 6e3 UA/9824/01/01
AHTUKONA 6nicTepi; no 1 6nictepy B IHAis; YropwumHa 3MiHuM | TUNY - AGMIHICTPATUBHI 3MiHU. peyenma
KapTOHHI nauyi; no 4 Bannec BunyyeHHs1 BUPOGHMYOI AinbHULI (BKIOYAOUM
TabneTkun y 6nictepi; no 1 dapmacbloTikasnc AinbHULUi ana A®l, npomiXHOro npoAykTy abo
6nicTepy B KAPTOHHIi MeT. N14., IHAiN; roTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
nauui; no 20 nayok y Megiton NpoBefEHHA NakyBaHHsI, BUPOOHUKA,
rPynoBii KAPTOHHIN dapmacboTikan BiANOBIAa/IbHOIO 3a BUNYCK Cepiii, MicLe
ynakoBLi; no 10 TabneTok Nta., YropwyHa NpoBeLEHHS KOHTPOJIO cepil) abo
y 6nicTepi; no 1 6nictepy noctavyanbHUKa BUXiAHOrO MaTepiany, peareHTy
B KApPTOHHI nayyi; no 10 a60 A0MNOMIKHOT PevyOBMHMN (SIKLLLO 3a3HAYEHO y
Tabnetok y 6nictepi; no 1 [ocbe) (BUnyyeHHs Bupo6Huka Knesa CA,
6nicTepy B KAPTOHHIi Ipeuis) (TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tn
nauuj; no 10 nayok y MICALIB MiCNA 3aTBEPKEHHS)
rPynoBiiA KAPTOHHIN
ynakoBLii
211. | XEJ/INEKC® Tabnetku; in bulk: no 5000 | Mosi Xenc 'm6X | LiBeliuapis CaBa Xenckea /tg, IHgis/ BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasliB: - UA/9664/01/01




134

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
AHTUKONA, TabneTok y noggiiHomy IHais; YropwuHa 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW.
nonieTuneHoBOMy NakeTi B Bannec BunyyeHHs1 BUPOOGHWYOI AiNbHULI (BKTHOYAK0UM
KOHTelHepi dapmacbloTikanc AinbHULUI ana A®l, npomiXHOro npoAykTy abo
Met. N14., IHAiS; rOTOBOrO /1iKapCbKOro 3acoby, AiNbHULI Ans
Megiton npoBefEeHHA NakyBaHHs, BUPOOHUKA,
dapmacboTikan BiZiNOBIfA/IbHOTO 3a BUMYCK Cepiid, MicLe
NTa., YropwmHa NpoBeLeHHS KOHTPO/TIO cepil) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
a60 AONOMDKHOT PEYOBUHM (SKLLO 3a3HAYEHO Y
focbe) (BUnyyeHHs Bupo6Huka Knesa CA,
I'peuis) (TepmiH BBEAEHHSA 3MiH NPOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPLKEHHS)
212. | XENNEKC® Tabnetku; no 4 Tabnetkny | Mosi Xenc 'm6X | LUBeiiuapis CaBa Xenckea JITg, IHpis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/9825/01/01
AHTUKONA DX 6nictepi; no 1 6nictepy B IHAis; YropwumHa 3MiHu | TUNY - AOMIHICTPATUBHI 3MiHN. peuyenma
KapTOHHI nayui; no 4 Bannec BunyyeHHs BUPOBGHMYOT AinbHUL (BKTHOYAKOUM
TabneTku y 6nictepi; no 1 dapmacbloTikanc AinbHUUi ana A®l, npomiXHOro NnpoAykTy abo
6nicTepy B KAPTOHHIi MBT. N14., IHAiN; roTOBOrO JIiKapCbKOro 3acoby, AiNbHuLi Ans
nauuj; no 20 nayok y Megiton NpoBefEeHHs NaKyBaHHS, BUPOGHYKa,
rPynoBiii KAPTOHHIN dapmachboTikan BiANOBIAa/ILHOrO 3a BUNYCK Cepiil, MicLe
ynakoBLi; no 10 TabneTok Nta., YropwumHa NpoBeAeHHS KOHTPOO cepii) abo
y 6nicTepi; no 1 6nictepy noctayanibHUKa BMXiZHOrO MaTepiany, peareHty
B KapTOHHI nayui; no 10 ab0 4ONOMIXHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
Tabnetok y 6nictepi; no 1 [ocbe) (BUny4veHHs BupobHuka Knesa CA,
6nicTepy B KapTOHHIi peuis) (TepmiH BBEAEHHS 3MiH MPOTSAroM 6-Tn
nauuyj; no 10 nayok y MiCALIB MiC/1A 3aTBEPKEHHS)
rPynoBiii KAPTOHHIN
yMaKkoBLi
213. XENMEKC® Tabnetku in bulk: no 5000 Mogi Xenc Mm6X LLiBefiuapis CaBa Xenckea /T, IHaia/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - UA/9722/01/01
AHTUKONA DX TabneTok y noagiiHomy IHAis; YropwumHa 3MiHuW | TUNY - AGMIHICTPATUBHI 3MiHN.
nonieTuneHoBOMY NakeTi B Bannec BunyyeHHs1 BUPOGHMYOI AinbHULi (BKIOYAOUM
KOHTeliHepi PapmacboTikasic AinbHUUi ana A®l, npomiXHOro NnpoAykTy abo
MeT. N14., IHAiS; rOTOBOrO JIiKapCbKOro 3acoby, AiNbHuLi Ans
Megiton NpoBefEeHHs NaKyBaHHs, BUPOGHYKa,
PapmachbioTikasn BiANOBIAa/ILHOrO 3a BUNYCK Cepiii, MicLe
Nta., YropwyHa NpoBeAEeHHSA KOHTPOIO cepii) abo
nocTavyanbHviKa BUXiHOTO MaTtepiany, peareHty
ab0 [0NOMDKHOT PEYOBUHM (AKLLO 3a3HAYEHO Y
[ocbe) (Buny4veHHs BupobHuka Knesa CA,
peuis) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu
MicALB MiCN1a 3aTBEPMAKEHHS)
214. | XonAron Kpanni opasibHi, PO34nH, TEBA I3paine Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 6e3 UA/2643/01/01
no 10 mn y donakoHi 3 dapmaueBTiKa c.p.o. Pecny6nika 3MiHK | TNy - 3MiHa y TepMiHax NpUAaTHOCTI abo peuyenma
KPYLLIKOO-KpanenbHULElo; IHgacTpi3 174, ymMoBax 36epiraHHA roTOBOr0 NikapCbKoro 3acoby

no 1 conakoHy B KOpooLyi

(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby) - Micas NepLIOro PO3KPUTTS
(niaTBEPOXKYETHCA AAHUMW PeasibHOro Yacy) -
BHECEHHS 3MiH 10 MaTepiasiiB peecTpaviiiHoro
nocbe p. 3.2.P.8 C1abifbHIiCTb, 3 BigNoBiHNMMK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHaMK y TepMiHax NpuaaTHoOCTi Ta ymoBax
36epiraHHsA roTOBOro NikapcbKoro 3acoby nicns
NepLIoro Po3KpUTTA, L0 NiATBEPLKYETbCA
AaHUMKn peasibHOro yacy. BBegeHHs 3MiH
NPoTArom 6-Tn MicsiLiB Nicns 3aTBepAKEeHHs

215.

LENICTA®

PO34MH 419 POTOBOI
NopoXHuHW, 0,1 mr/mn, no
100 M1y dpnakoHi; no 1
NakoHy 3 MipHUM
CTakaH4yMKOM Yy nauui

MpAT
"®apmaueBTUYH
a ipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHY | TUNY - 3MiHK WoAo
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnx npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
oco6u, BiANOBIAAIbHOI 3a hapmakoHarnsag;:
[itoua pepakuis - Cmoex CTaHicnasa
AHatoniiBHa. MponoHoBaHa pefakuis - Cipaxos
Irop OnekcaHgpoBuY

6e3
peyenma

UA/16403/01/01

216.

LENICTA®

cnpeii Ans poToBoi
nopoXxHuHK, 0,1 mMr/mn nNo
50 mn 'y chnakoHi; no 1
h1aKoHy 3 HacafKo-
posnuaoBayem y nayuj

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnaz;
[itoyva pegakuis - CmoBx CTtaHicnasa
AHatoniiBHa. MponoHoBaHa pegakuis - CipaxoB
Irop OnekcaHgpoBuy

6e3
peyenma

UA/16494/01/01

217.

LETUPU3NH-
TEBA

TabneTkn, BKPUTI
NAiBKOBOK 00010HKOIO, MO
10 mr, no 7 TabneTok y
6nictepi; no 1 6nictepy y
Kopo6ui; no 10 TabneTok y

TeBa
dapmaueBTiKa
IHpacTpi3 fTa,.

13painb

BMPOGHULTBO
Hepo3dacoBaHOro
NpPoAYyKTY, A03BiN Ha
BUMNYCK cepil:
Mepkne 'mbX,

HimeuunHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHuM | TMNYy - nogaHHsA oHoBneHoro CEP R1-
CEP 2004-047-Rev 00 gna A®l Big
3aTBEPKEHOr0 BUPOOHMKA; 3MiHU | Tvny -
nogaHHsa oHossieHoro CEP R1-CEP 2000-031-

6e3
peyenma

UA/7158/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6nicTepi; no 1 a6o no 2, HimeuumnHa; Rev 06 ansa A®l, 3i 3miHOO Ha3BM Ta agpecu

abo no 3, abo no 5
6nicTepis y kopoobLi

nepBuHHA Ta
BTOPVHHA ynakoBka,
KOHTPO/b SKOCTI:
Mepkne 'vbX,
HimeyunHa

3aTBEPAKEHOrO BUPOOHMKa; 3MiHW | TRy -
nogaHHsa oHossieHoro CEP R1-CEP 2000-031-
Rev 07 ana A®I Big 3aTBepXeHOro BUpobHMKa
3i 3MiHOIO agpecu yepes BiOKPEM/IEHHS LWTaTy
AHaxpa-Mpagell Ta nepeiMeHyBaHHs B
TenaHraH; 3MiHu | TUMY - BUNYyYEHHS
aNbTepHaTMBHOIO BUPOGHMKA AP| LLeTUPU3NHY
avrigpoxnopugy — Arch Pharmalabs Limited,
India; 3miHn | TNY - NogaHHA oHoBrieHoro CEP
R1-CEP 2000-031-Rev 08 Big, 3aTBEpPIKEHOrO
BMPOGHMKA 3i 3MiHaMK Y NaKyBaslbHOMY
marepiani (gogaHo ibpy abo nonieTueHoBwiA
6apabaH), floAaHo [0AaTKOBUI po3Mip cepil;
3MiHM | TUNY - NogaHHa oHoeneHoro CEP R1-
CEP 2004-047-Rev 01 gna A®l Big
3aTBEPAKEHOrO BUPOOHMKA 3i 3MiHOIO Ha3BM Ta
ajipecy BnacHuka ta BUPOOHWNYOT AiNbHUL; 3MiHK
| Tuny - nogaHHA oHosneHoro CEP R1-CEP
2004-047-Rev 02 Big, 3aTBEPIKEHOMO
BMPOGHMKA, Takox 6yn0 AofaHO A0AATKOBY
BMPOGHUYY AinbHML0 ans AD|, JofaHO HOBWIA
noctavasibHUK BUXigHOro Martepiany, fofaTkoBa
AiNbHULSA BUKOPUCTOBYE CyMiLLl eTaHOsy 3
aLleTOHOM 3aMmiCTb abCOMIOTHOrO eTaHONY; 3MiHN
| TNy - nogaHHA oHosneHoro CEP R1-CEP
2004-047-Rev 03 Big 3aTBEPAXEHOrO BUPOOHUKA
i3 HE3HAYHUMV 3MiHaMV B NPoLeci BUPOOHMLITBA,
BW/IYYEHHS [04ATKOBOI AiNbHULj Ana AdI,
OHOB/IEHHA faHUX Npo cTabiNbHICTb, pefakuiliHi
3MiHW Y 3B'A3KY 3 NPUBEAEHHSAM Y BiANOBIAHICTb
0,0 OHOBNEHOT MoHorpadii EP; 3miHu | Tuny -
nogaHHsa Hosoro CEP R1-CEP 2003-171-Rev 01
Ha A®| Big HOBOrO BUPOGHMKA; 3MiHM | Tuny -
BBe/leHHs nepiofy NOBTOPHUX BUNPO6yBaHb 60
micauis ana A®l sig BupobHuka Glochem
Industries Limited, India; 3miHu | Tvny - 3miHa y
MeToAax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
— 3aMiHa MeToAVKN aHanizy APl 3a NOKa3HUKOM
«P03Mmip YacTok» (3aTBEPLKEHO BU3HAYEHHS 3@
[I0MOMOrOI0 NPOCitOBaHHSA, 3anponoOHOBaHO
BU3HAYEHHS1 MEeTOLOM NnasepHol andpakuii (EP
2.9.31); 3miHu | TMRY - 3MiHW Yy Npoueci
BVMPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby,
BK/THOHAK0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI TOTOBOrO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

NiKapCbKOro 3acoby - BHECEHHSA HE3HAYHNX 3MiH
y npouec BUPOBHMLITBA FOTOBOrO /1iKapCbKoro
3acoby: Ha cTagii 4 — npecyBaHHs, gofaHa
MOX/IMBICTb [OATKOBOrO HaHECEHHSI MarHito
cTeapaTy Ha hopMu 411 NpecyBaHHA TabneTok 3
METO YHUKHEHHS NPUIMNaHHA TabneTok A0
dhopmu; 3MiHK | TMNY - 3MiHKM BUNpoGyBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikaulisx, nig yac BUPOOGHULITBA FOTOBOMO
NikapcbKoro 3acoby (3BY)XeHHS JOMyCTUMUX
MeX); 3MiHY | TUny - 3mMiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby - 3BY)XEHHA MeX y
crneundikaii Ha MOMEHT BUNYCKY 3a NOKa3HWKOM
«YCTOWYMBOCTb K pa3faBvBaHunio»; 3MiHM | Tuny
- 3MiHa NnapameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKOro 3acoby -
He3HauHi 3MiHW Y HaliMeHyBaHHI AOMILLKW Y
cneumdikauii 3a NOKa3HMKOM «TeCT Ha YucToTy
LeTUpu3MHa guruapoxaopuaa», 6e3 amiH
BCTAHOB/IEHUX KPUTEPI NPUAHATHOCTI; 3MiHW |
TUny - 3MiHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby —
BW/TYYEHHS HE3HAYHOTO MOKasHvKa «nameTp» i3
cneumdikauii roToBoro MikapcbKoro 3acoby, 3a
HasABHOCTi KOHTPO/I1O B NpoLeci BUPOOGHULTBA,;
3MiHK | TUNY - 3MiHa NapameTpiB cneuudikawii
Ta/abo foNyCTMUX MEX rOTOBOTO J1iKapCbKOro
3acoby - NpuBeAEHHst BUMOT crieumdikauii 3a
NOKa3HUKOM «MaeHTudmKaums kpacuTenei:
TuTaHa guokcua» y BiANOBIAHICTL 4O MaTepianis
BMPOGHUKA, BHACNILOK PO3/iNEHHA Ha BUNYCK Ta
Ha TepMiH NpuaaTHOCTI. BHeCEeHHS nocunaHHs
LLLOZ0 BiACYTHOCTI NPOBEAEHHS AAHOT0
BMNPOBYBaHHA NPOTArOM AOCAIAXKEHHS
CTabiNbHOCTI; 3MiHK | TUNY - 3MiHa NapameTpiB
cneundikauin Ta/abo AONYCTUMKX MEX rOTOBOrO
NikapcbKoro 3acoby — He3HaYHi 3MiHN Y
cneumdikadii 3a nokasHukom «MikpobionoriuHa
ymcToTa» 3rigHo EP 2.6.12, 2.6.13; 3MiHu | Tuny -
3MiHa napameTpiB cneuudikauii Ta/abo
[0MNYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby —
3a3HayYeHHs CTyneHs Po3UnHeHHs Q aAns
nokasHuka «PacTsopeHune» B cneuumdikadii
rOTOBOrO /iKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa y MeTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby - 3a NokasHUkoMm «CpegHss
Maca» metog D-001 fofaHo KOMeHTap LWoao
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMNPOGYBaHb Mif, Yac BUBYEHHS CTabIIbHOCTI Y
onnc MeToAVKN BUNPOOYBaHHS; 3MiHW | Tuny -
3MiHa y MeTogax BUNpobyBaHHA roTOBOrO
NikapcbKoro 3acoby - BBeAEHHS
aflbTePHATUBHOIO METOAY BUNPOGYBaHHS
(YBEPX) ansa nokasHuka «/aeHtudmkauus,
KOMIMYeCTBEHHOE onpejesieHve, Of4HOPOAHOCTb
[103MPOBaHHbIX eAVHWLL, TECT Ha YNCTOTY
LeTMpusnHa aurugpoxnopuga. Lieli meton
3a3HavaeTbCA y cneumdikaii Sk Ha BUMyCK Tak i
Ha TepMiH NPMAATHOCTI, TaKOX BHOCATLCS
He3HauHi 3MiHW 30BHILLHBLOrO BUMNAAY, hopmary i
KOZlyBaHHA METOAMK A8 BKa3aHUX MeToAiB
aHanisy Ta TecTy «PacTBopeHue»

218.

LMKNOKAMNPOH-
3/0POB'A

TabneTkun, BKpUTI
NAiBKOBOK 000JI0HKOIO, MO
500 mr no 10 TabneTok y
6nictepi; no 2 6nictepn y
KOpOO6Li 3 KapTOHY

ToBapucTso 3
0bMexeHoto
BignosiganbHICT
10
"®apmaueBTUYH
a KoMnaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAAILHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasis:
3MiHun Il Tuny - 3miHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(1) [o 3060B'sI3aHb Ta yMOB
BMAAYi peecTpauiiiHoro nocBig4YeHHs,
BK/OYaouM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraoTb(€)
noAasIbLLIOro 06r'pyHTYBaHHS HOBUMM
[0AaTKOBUM AaHVMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHOM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm)
(BukoHaHHS 3060B'13aHb BifNoBigHO L0
nianyHkty 1.8.2 nyHkTy 1.8 gogatky 5 fo
Mopsiaky NpoBeAEeHHS ekcnepTu3n
peecTpauiiHux MaTepianiB Ha Jlikapcbki 3acoou,
LLIO MOJAl0TbCA Ha fepXaBHY peecTpaLiiio
(nepepeecTpavito), a TaKoX ekcnepTnaun
marepianis NpPo BHECEHHSA 3MiH 40
peecTpauiiHnx matepianis NPoTArom Aii
peecTpaLiiHOro NocBigYEHHS, 3aTBEPIKEHOTO
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

3a
peyerimom

UA/16157/01/01

219.

LIAHOKOBA/IAM
IH-0APHULA
(BITAMIH B12-
DAPHULS)

PO34uH NS iH'ekuii, 0,2
mr/mn no 1 mn B amnyni;
no 10 amnyn y kopo6uj; no
5 amnyn y KOHTYpHil
YapyHKOBIli ynakoBLyj; no 2
KOHTYPHi YapyHKOBI
ynakoBK1 B nayLj

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy

3a
peyenmom

UA/3471/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnaz;:
[itoyva pegakuisa - CmoBx CTtaHicnasa
AHartoniiBHa. NponoHoBaHa pefakuis - Cipaxos
Irop OnekcaHgposuy

220.

LIAHOKOBA/IAM
IH-0APHULA
(BITAMIH B12-
OAPHULSA)

PO34uH NS iH'ekuinn, 0,5
Mr/mMa no 1 mn B amnyni;
no 10 amnyn y kopo6ui; no
5 amnyn y KOHTYPpHii
YapyHKOBIli ynakoBLyj; no 2
KOHTYPHi YapyHKOBI
ynakoBKW B nauLj

MpAT
"papmMaLeBTUyH
a chipma
"fNapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuusg”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/ibHeHUX JaHnX npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHoI ocobu,
BiANOBIAaNbHOI 3a 34iliCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 (hapMakoHarnfgy 3asBHMKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHHSA dhapMmakoHarnsagy
(BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobw, BiANOBIAA/ILHOT 3a hapmakoHarnsaz;
[itoua pepakuis - Cmoex CtaHicnasa
AHartoriiBHa. MNponoHoBaHa pefakuis - Cipaxos
Irop OnekcaHgpoBuy

3a
peyenmom

UA/3471/01/02

221.

YEMMIKC

TabneTku, BKpUTI
N/1iBKOBOI 060/OHKOI0, MO
0,5 mr + TabneTkn, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
1 mr abo TabneTku, BKpUTI
NAiBKOBOK 060J1I0HKOIO, MO
1 wmr; no 11 tabnetok (0,5
Mr) Ta no 14 tabnetok (1
Mmr) y 6nictepax B
KapTOHHI ynakosL,, L0
po3knagaeTbca; no 14
Tabnetok (1 mr)y
6nicTepi; no 2 6nictepn B
KapTOHHI ynakoBsL,, Lo
po3knafaeTbes

Mdpainzep IHk.

CLWA

P-®apm [xepmaHi
M6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNy - 3MiHK A0 IHCTPYKUiT ANns
MeAMYHOro 3aCTOCyBaHHA [0 po3ainis

"®apmakonoriyHi BacTmeocTi", "3acTocyBaHHs y
nepioZ, BaritTHocTi abo rogyBaHHs rpyaat”.

BBepgeHHA 3MiH npoTarom 3-x micAwiB nicnsa

3aTBepPAKEHHNA

3a
peyerimom

UA/9398/01/01

HauyanbHuK YnpaBniHHA dpapmaueBTUYHOI
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MEPENIK

T.M. JlIaCcKOBCbKUM
Aopatok 4
[0 Hakaly MiHicTepcTBa OXOpPOHU
3[40pOB’A YKpaiHn
11.05.2018 Ne 908

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TONYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO ¥ AEP)XABHIN PEECTPALLII, NEPEPEECTPALLI TA
BHECEHHI 3MIH 4O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

¢hnakoH 3 NopoLLKOM
Y KapTOHHii Kopobuj,
in bulk: 50 chnakoHiB
3 MOPOLLKOM Yy
KapTOHHI Kopobuyj

Ne HasBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa riocmasa lpoyedypa
n/n 3acoby
1. L-NPONIH NOPOLLIOK MpAT"MynbTicha YkpaiHa KioBa Xakko bio AnoHis 3acigaHHa HTP Ne 13 BigmoBuTM y 3arBepgKeHHi 3MiHMW - TexHiyHa
(cybeTaHuis) y pma" Ko., 14 Big 05.04.2018 nomMuaka y MeToAax KOHTPOJ SKOCTi MNOB'A3aHi 3
nonieTuneHoBmX nepeknagom abo nepeHeceHHsaM iHGopMaii, siki 6ynu
naketax gns gonyuwieHi B cneumdpikauii  nig  yac npoueaypu
BMPOOHMLTBA peecTpauii, a came: 6yn0 MNOMWIKOBO 3a3Ha4yeHO
CTepU/IbHUX AonycTumi MeXxi y NOKa3HUKY «CTOPOHHI
nikapcbknx chopm aMiHOKMC/IOTW», OCKiJIbKN 3a3HayeHe BUMpPaB/IEHHS He
BiANOBigae MaTvepiaiaM peECTpauiiiHOTO [0Cbe  SKi
npeacTasneHi B apXxisi
2. DPANTOBAKT 1T NOPOLLOK A/1A KAAINA IHAis Kagina IHAis 3acigaHHa HTP Ne 13 BigmoBUTM y 3aTBepMKeHHi 3MiHM - BUMpaB/IEHHSA
pOo34nHy Ans PAPMACBIOTN PapmacboTukan3 Big 05.04.2018 TEXHIYHOT MNOMW/IKM Yy MeToAax KOHTPOMO SAKOCTI
iH ekuiid, 0,5 /0,5 T, KAN3 NIMITEL, Nivitepq roTOBOro J1iKapCbkOro 3acoby, fika 6yna gonyuleHa
1 chnakoH 3 npu peecTpauii nikapcbkoro 3acoby, Npyu NnepeHeceHHi
NOPOLLIKOM Y iHcbopmauii 3 maTepianiB  peecTpauiiiHOro  AocCbe
KapTOHHI kopobuyj, (po3gin 3.2.P.5.2), a came y aHaniTU4HIii meToauLi 3a
in bulk: 50 donakoHiB nokasHukom  «CynpoBigHi  AOMIWKW»,  OCKI/IbKK
3 MOPOLLKOM Y 3a3HayeHe BUMPaB/IEHHS He BiAMNOBifA€E OPUTiHA/IbHUM
KapTOHHIi Kopo6Lyi mMartepiasiaM peecTpauiiiHoro Aocke
3. DANTOBAKT 2T NOPOLLOK A/1A KALINA IHais Kagina IHais 3acigaHHa HTP Ne 13 BigMmoBuUTU Yy 3aTrBepmXeHHi 3MiHU - BUMpPaB/IEHHSA
po3unHy Ana PAPMACBIOTHN PapmacboTukan3 Big 05.04.2018 TEXHIYHOI MOMWMKM Y MeTofax KOHTPOMO AKOCTI
iHekuid, 1r/lr, 1 KAN3 NIMITEL, Niviteq roTOBOrO J1iKapCbKOro 3acoby, sika Oyna gonylleHa

npy peectpadii nikapcbkoro 3acoby, Npyu NepeHeceHHi
iHhopmaLii 3 MmaTepianiB peecTpauiiiHoro [ocbe
(po3gin 3.2.P.5.2), a came y aHaniTUYHIn MeToauLi 3a
NnokasHNMkoMm  «CynpoBigHi  AOMILLKM»,  OCKiNbKN
3a3HayeHe BUNPaB/IEHHA He BiAnoBifae opuriHaUIbHUM
MaTepiasiaMm peecTpawiiHoro gocke
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HauanbHuK YnpaBniHHA chapMmaleBTUYHOI
BIANBbHOCTI Ta AKOCTI (papmMaueBTUYHOT NpoAYKUiT T.M. NIAcKoBCbKUM
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