MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
03.08.2018 Ne 1449
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. BiZMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu
MKapChbKHUX 3aCcO0iB 3riIHO 3 TIepeTikoM (401aToK 4).

5. KoHTpOJIb 38 BUKOHAHHAM L[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyrHuka MiHicTpa
Inuka P.P.

3actynHuk MiHicTpa II. KOBTOHIOK



NMEPENIK

Aopatok 1
Ao Hakasy MiHicTepcTBa 0XOPOHU
3[00pOB’A YKpaiHu

03.08.2018 Ne 1449

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

Ne n/n | Hassa snikapcbko20 Dopma sunycky 3asasHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
yrnakoska) nocBi04Y€eHHs1
1. OVNHATPIHO NopoLLOK (Cy6CcTaHUis) y TOB "HOpia-Papm” YkpaiHa DPAPMXICNAHb IcnaHis peecTpavuis Ha 5 pokis - He UA/16868/01/01
NEMETPEKCE], noABiNHMX A, CA nions2ae
nonieTUIeHOBNX nakeTax
Ansa apmalesTUYHOro
3aCcTOCyBaHHSA
2. MNOA-BILL®A PO34MH AN 30BHILLIHBOIO TOB "AKN YkpaiHa TOB "AKnN Ykpaina peecTpauis Ha 5 pokis 6e3 niosnsieae UA/16869/01/01
3aCcTOCyBaHHs1, CUPTOBUIA "®apmavueBTnyHa "®apmaueBTUYH MepiognyHiCTb NOfaHHSA peyenma
5 % no 20 Mn1y dhnakoHax habpuka” a chabpuka" perynspHo OHOB/IHOBAHOMO
3BiTy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iACHEeHH:
thapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULii YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakui
Hakasy MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnuMun y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
3. KANEHAYNA - HacToiika no 50 mn y TOB "AKnN YkpaiHa TOB "AKnN Ykpaina peecTpavuis Ha 5 pokis 6e3 niossieae UA/16870/01/01
BILUDPA hnakoHax "®GapmMaLeBTnYHa "®apmMaLeBTuyH MepiognyHicTb NogaHHA peyenma
pabpuka” a thabpuka" perynsipHo OHOB/IHOBAHOIO

3BiTy 3 6€3nekun BiANOBIAHO A0
Mopsaaky 3AiCHEeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0OXOPOHU
37,0p0B's1 YKpainm Big 27
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Ne n/n | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHn
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3 6e3neku.
4, MITOKCAHTPOHY MOPOLLIOK (CybCTaHLis) y TOB "tOpis-®apm” YkpaiHa YOHrKiHT Kutaii peecTpauis Ha 5 pokis - He UA/16871/01/01
riaPOX/I0PUL, noaBinHMX Kelipnaiid nionsizae
nonieTusIeHoBMX naketax dapmacbloTikan
Ansa dpapmaleBTUYHOro Ko., Jita.
3aCTOCYyBaHHSA
5. MOHTENYKACT MOpPOLLOK (CybCcTaHUis) y leTepo [par3 IHais leTepo [par3 IHgis peecTpauis Ha 5 pokis - He UA/16872/01/01
HATPIO noABiNHMX Nimiteq Nimiteq nionsieae
nonieTuNIeHoBNX nakeTax
ansa dhapmaleBTUYHOro
3aCTOCYBaHHSA
6. MOTWUNIFTAC Kancynm m'ski no 120 mr MakHin Mpoaaktc Benvka Brvpo6HMuTBO, PpaHuia/ peecTpavuis Ha 5 pokis bes nionsieae UA/16873/01/01
Ne20 (10x2) y 6nicTtepax Nimiteq BpuTaHis KOHTPO/b HimeuunHa peuyenma
roToBOro
NpoAykKTY,
BUNYCK cepil:
KaTtaneHt
®dpaHce beHaiim
CA, ®paHuisi;
MepBuHHE Ta
BTOPVHHE
nakyBaHHS:
KaTtaneHt
[xepmari
LWopHaopd
v6X,
HimeuunHa
7. MNAHTOMNPA30/- Tabnetkn TOB "TeBa YkpaiHa TeBa d®apma Icnanis peecTpauist Ha 5 pokis 3a He UA/16874/01/01
TEBA racTpopesncTeHTHi no 40 YkpaiHa" C.JLY. MepiognyHiCTb NOfaHHSA peyenmo niosnsieae
Mr, N0 7 TabneTok y perynsipHo OHOB/IOBAHOTO M

6nicTepi; no 2 abo 4
6nicTepu B Kopoo6Li; no 10
Tabnetok y 6nictepi; no 3
6nicTepy B KOpoo6LUi

3BiTy 3 6e3nekun BiANOBIAHO A0
Mopsaky 34iACHEeHHS
thapmakoHarnagy,
3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne 898,
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Ne n/n | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3apeecTpoBaHuii B
MiHicTepcTBi tocTULIT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa 0XOPOHU
370pOB’A YKpaiHuu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHnuMun y
nepiognMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3 6e3Mneku
8. CTPENTOUUA KpUCTaNiyHUA NOPOLLIOK ToBapucTBO 3 YkpaiHa ToBapuncTBo 3 Ykpaina peecTpavuis Ha 5 pokis - He UA/16875/01/01
c PO3UYMHHUN (cybeTaHuis) y Milkax 0bMexeHoto 0bMexeHot nionsizae
nonieTuneHoBux ons BigNoBigasIbHICTIO BiANOBiAANbHICT
hapmavueBTUYHOro "OAPMXIM" 10 "GPAPMXIM"
3aTOCYBaHHS
9. TPABIHOP® OYHi Kpanni, po3unH, 0,040 AT "KNIBCbKWN YkpaiHa PA®APM C.A. Mpeuis peecTpavuis Ha 5 poki - He UA/16876/01/01
mr/mn in bulk: no 2,5 mny BITAMIHHWIA nionsizae
hNakoHi 3ABO" MepiognyHiCTb NOgaHHA
noninponifieHoBoMy 3 perynsipHO OHOB/IOBAHOIO
KpanesibHuUero Ta 3BiTYy 3 6e3nekun BiANOBIAHO [0
KOHTPO/IEM MEepLLOro Mopaaky 3AiCHeHHN
po3kpuTTS, no 100 a6o thapmakoHarnagy,
200 hNakoHiB y KapTOHHIl 3aTBEPKEHOro HakasoM
KOpoo6Li MiHicTepcTBa OXOpPOHU
3[10pOB’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpokamu, 3a3Ha4yeHuMun y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
10. TPABIHOP® OYHi Kpanni, po3unH, 0,040 AT "KNIBCbKWI YkpaiHa AT YKkpaina peecTpauisi Ha 5 pokis 3a He UA/16877/01/01
Mr/MA N0 2,5 Mn Yy BITAMIHHWA "KNIBCbKWN peyenmo nionsizae
chnakoHi 3ABO4" BITAMIHHNIA MepiognyHicTb NogaHHA M
noslinponisieHoBoMy 3 3ABOL4" perynspHo OHOB/1HOBAHOI0O

KpanenbHuLeto Ta
KOHTPO/IEM MEepLLOro
po3KpUTTA, No 1 hnakoHy
y nauuj

(BUpPOGHMLTBO 3

npogykuii in bulk

" Pacgpapm C.A.",
Ipeuis)

3BiTYy 3 6€3nekun BiANOBIAHO A0
Mopsaaky 34iCHEeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOPOHYU
37,0p0B’s1 YKpainu Big 27
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Ne n/n | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHn
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neku
11. LUNTAPABIH KpMCTanivyHMii NOPOLLIOK TOB "tOpis-®apm” YkpaiHa XKesHr XicyH Kutaii peecTpauis Ha 5 pokis - He UA/16878/01/01
(cy6cTaHuis) y noagiliHmnx PapmacbloTikas niosnsieae
nonieTIeHOBUX NakeTax KO., NT4
ans chapmauesTMuHOro
3aCTOCYyBaHHSA

HauvanbHUK YnpaBniHHA hapmaLeBTUUYHOI
AIANBHOCTI Ta AKOCTi (papmaueBTUYHOT NPOAYKLiT

T.M. NIACKOBCbKUA




NMEPENIK

Jopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu

03.08.2018 Ne 1449

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIO/TOTHHUX MPEMNAPATIB), AKI
BHOCATBLCA A0 AEPXABHOI'O PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHA

Ne Ha3ssa sikapcbko20 Popma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayiliHo2o
YNaKkoBKa) NnocBi0Y€eHHs1
1. | 3-METUNBYTUPOBA | pianHa (cybcTaHuis) y [lepxasHe YkpaiHa OKCEA 'mbX HimeuunHa MepepeecTpauis Ha - He UA/9151/01/01
KACNOTA 6oukax ans niANpPMEMCTBO HeoOMeXeHW TepMiH nionsizae
BMKOPUCTAHHSA Npu "3aBog, XiMiYHMX
BMPOBOHULITBI peakTusiB"
HecTepuIbHNX Haykoso-
nikapcbknx oopm TEXHOS10rYHOro
KoMMekcy
"l[HCTUTYT
MOHOKpUcTanis"
HaujioHanbHoi
akagemii Hayk
YKpainun"
2. | AlbAYPA3NM® KOHLeHTpaT ans [xensarim FOpon HigepnaHgm MapkyBaHHs Ta Benuka MepepeecTpauis Ha 3a He UA/8093/01/01
pO34nHy ANs iHdy3il, B.B. BTOPUHHE BpuTanis/ HeobMeXeHW TepMiH. peyenmom nionsizae
100 O4/mn, Nel: no 5 nakyBaHHs, HimeyunHa/ 3MiHu | TUNy - 3MiHK Woao
MA 'y dakoHi, no 1 KOHTPO/Ib SKOCTI CWA 6e3nekn/edekTnBHOCTI Ta
h1aKoHy B KapTOHHIl N3 (3a thapmakoHarnagy.
Kopooui BUK/TIIOYEHHSIM BBeneHHs1 abo 3MiHU A0
TecTy Ha y3arasibHeHUX faHux npo
CTEPUSIBHICTD), cucTemy chapmakoHarnsgy
BUMyCK cepii: (BBEAEHHSA Y3araslbHEHNX
[PKEH3AM [laHVX PO CUCTEMy
NIMITEL, Benuka thapmakoHarnsgy, 3miHa
BpuTaHis; yMNOBHOBaXeEHOI 0cobu,
KiHuese BignoBigasIbHOI 3a
HanoBHEHHS 3[iACHEHHS
hnakoHiB thapmakoHarnsagy;
(nepBuHHE KOHTaKTHOI oco6u 3
nakyBaHHs), hapmakoHarnsgy

npoBefieHHs TecTy
Ha CTepU/IbHICTb:
Bettep ®apma-
®epTiryHr MTM6X
eHp, Ko.KT,
HimeuuunHa;
KiHuese

3asBHUKA 419 34iICHEHHA
hapMakoHarnsay B
YkpaiHi, SKL0 BOHA
BigMiHHa Bif,
YMOBHOBaXEHOT 0Cco6u,
BignoBiga/bHOI 3a
30iACHEHHS!
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
HarnoBHEHHS thapmakoHarnsgy
hNakoHiB (BK/THOYAKOYMN KOHTAKTHI
(nepBuHHE [aHi) Ta/abo 3miHn y
nakyBaHHs), pO3MilLeHHi macTep-ghaina

npoBeAeHHs TecTy
Ha CTepU/IbHICTb:
[bxy6ineHt
XonnictepCriep
Nnnc, CWA

cuctemu
thapmakoHarnsgy)
3MiHa YyNOBHOBaXeHOT
0cobu 3asBHUKA,
BiANOBIAa/ILHOI 3a
thapmakoHarnag: 3MmiHa
KOHTaKTHUX AaHnX
yMOBHOBaXEHOI 0CO6Y.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobu. 3MiHu Il
UMy - 3MiHN LWOA0
6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKL,iT
AN MegnyHoro
3aCTOCyBaHHSA Y 3B'A3KY i3
HOBUMM JaHUMU 3 AKOCTI,
OOKMIHIYHUMM, KNIHIYHUMUA
OaHUMKN Ta faHumu 3
thapmakoHarnagy - 3MiHu
BHECEHO [0 IHCTPYKLT AnA
MeANYHOro 3acTOCYBaHHSA
nikapcbkoro 3acoby o
po3ginis "®apmMakonoriyHi
BnacTMBocCTi"(pefaryBaHHs
TEKCTY),
"PapmakoTepanesTuyHa
rpyna’( 6e3 3miHu kogy
ATX), "Mo6iuHI peakuii”,
"HecyMmicHIiCTb"(YTOYHEHHS
chopmyoBaHHS)
BignoBigHO A0 MaTepianis
peecTpauiiHoro f0cbe.

MepiognyHiCTb NOAaHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

0o Mopagky 3aiicHeHHs

thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’s YKpainu Big 27
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 26
BepecHa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguyHOCTI NoJaHHA
perynsipHux 3BiTiB 3
6esneku.
3. | AMBPOKCOI/ 15 cupon, 15 mr/5 mn no 50 My6niyHe YkpaiHa My6niuHe YkpaiHa MepepeecTpauis Ha 6e3 He UA/0595/01/01
My chriakoHi akujioHepHe akuioHepHe HeobMeXeHW TepMiH. peyenma nionsizae
noniMepHomy, no 1 TOBapuCTBO TOBapUCTBO 3MiHu | TUny - 3MiHK Woao
onakoHy pasom 3 "HaykoBo- "HaykoBo- 6e3nekn/edhekTUBHOCTI Ta
JIOXKOI [403yBasIbHOIO B BMPOGHUYMIA BVPOGHWYNIA hapmakoHarnsgy. 3miHa 'y
nauui; no 100 mny LieHTp LEeHTp KOpOTKill XapakTepucTu,i
dpnakoHi nonimepHomy "BopLuariBcbkuii "BopLyariscbkunii nNiKapcbKoro 3acoby, TekcTi
abo 6aHUi noniMepHii; XimiKo- Ximiko- MapKyBaHHs! Ta iHCTPYKLiT
no 1 chnakoHy a6o no 1 hapmaLeBTUYHNIA papmaLeBTUYHNI 0151 MenyHOro
6aHLj pa3om 3 JTIOXKKOH 3asoq" 3aBofa" 3acTocyBaHHS Ha nigcTasi

[03YBa/TbHOKO B NavL;
no 100 mn y dnakoHi
CK/IHOMY; no 1
chnakoHy pas3om 3
NOXKOI0 [03YBasIbHOIO B
nauuj

perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapcbKoro
3acoby B
nicnspeecTpauiiinii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BignoBigHO 40
nnaHy negjatpuuHnx
pocnigpkens (PIP) (3MiHy
Y3ro[pKeHo 3
KOMNETEHTHUM
YMNOBHOB&XEHVM OpraHom)
- 3MiHN BHEceHo Ao
IHCTPYKLi y po3ainu
"B3aemogis 3 iHWy1MK
nikapcbknMmn 3acobamu Ta
iHWI BMAW B3aemogiin”,
"Ocob6nuBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHSA y nepios
BariTHOCTi abo rogyBaHHs
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

rpyaato”, "MobivHi peakwyii”
Bi4NOBIAHO O OHOB/EHOT
iHchopmawuii 3 6esnekn
Ailo40i peyYoBUHM.

MepiognyHiCTb NOAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6€3neku BiANOBIAHO

0o Mopsaaky 34iicHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa 0OXOPOHU

300pOB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi

Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y

pejakuii Hakasy

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiHu Big, 26

BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y

nepioguYHOCTI MoJaHHSA

perynsipHux 3BiTiB 3
6e3neku.

AMBPOKCO/ 30

cupon, 30 mr/5 mn no 50
My prakoHi
nonimepHomy, no 1
chnakoHy pas3om 3
NOXKOI0 [03YBasIbHOO B
nadui; no 100 mny
chnakoHi noniMepHomMy
ab60 6aHLi noniMepHiii;
no 1 donakony a6o no 1
6aHLj pa3om 3 JTIOXKOH
[103yBa/IbHOKO B NauL;
no 100 mn y donakoHi
CKIAHOMY; no 1
dhnakoHy pasom 3
JIOXKOI0 [103YBasIbHOIO B
nauui

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYUIA
LeHTp
"BopuyariBcbkuii
XimiKo-
thapmaLeBTUYHWI
3asof”

Ykpaina

My6niyxe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYNIA

LeHTp
"BopLuariBcbkuii
Ximiko-
hapmaLeBTUYHNI
3asofg”

Ykpaina

MepepeecTpadis Ha
HeobMeXeHu TepPMIH.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIill XapaktepucTuuj
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLi
AN MeguvHoro
3acTocyBaHHSA Ha nigcrasi
perynsipHoO OHOBJIOBAHOTO
3BITYy 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimkeHs 3 6e3neku
3acTOCyBaHHS NMikapCcbKoro
3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sik pesynbTar
OLiHKM 3BITY 3 [OC/TiKEHD,
npoBeAeHnX BignoBigHoO L0
naaHy negiatpuydHmX

6e3
peyenma

niossieae

UA/0596/01/01
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

pocnigpxeHs (PIP) (3MiHy
Y3ro[pKeHO 3
KOMMNETEHTHUM
YNOBHOB&XXEHVNM OPraHom)
- 3MiHV BHeceHo A0
IHCTPYKLi y po3ginu
"B3aemogisi 3 iHWnMKn
nikapcbknMm 3acobamu Ta
iHWi BUAW B3aeMogjin",
"OcobnvmBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHs
rpyaato”, "TobiuHi peakwyii*
BIAANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6esnekn
Lito40T pevoBUHN.

MepioguyHiCTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o Mopsaaky 34iCHeHHS

dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm

MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefaxuii Hakazy

MiHicTepcTBa OXOPOHYU

340pOB’A YKpaiHu Big, 26

BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHnMn y

nepiognYHOCTI NoJaHHsA

perynsipHux 3BiTiB 3
6e3neku.

ACKOPIN
EKCNEKTOPAHT

cupon; no 100 mn a6o
no 200 mny
nnacTvKosBux abo
CKNAHMX chnakoHax; no 1
pnakoHy pasom 3
MiPH/M KOBNA4koM Y
KapTOHHIA ynakoBL,i

nenmapk
PapmacboTrKan3
nra.

IHAis

' neHmapk
PapmacboTrKan3
nra.

IHais

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MmiHu | TUNY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta
hapmakoHarnsgy.
BBegeHHs1 abo 3MiHU A0
y3arasibHeHNX faHux npo
cucTemy chapmakoHarnsgy

3a
peyenmom

He
nionsieae

UA/8670/01/01
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

(BBEAEHHA y3ara/lbHEHNX
[JaHux npo cuctemy
hapmakoHarnsgy, amiHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3AjiACHEHHS!
dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
thapmakoHarnsgy
3as1BHMKA 41 34iiCHEHHS
chapmakoHarnsgy B
YkpaiHi, KO BOHA
BigMiHHa Bif
yMNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
chapmakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI
[aHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-thaiina
cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0co6U
3asBHMKA, BiANOBIAAILHOI
3a thapmakoHarnag. 3miHa
KOHTaKTHUX AaHuX. 3MiHun |
UMy - 3MiHN LWOAO
6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOpOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKL,iT
AN MegnyHoro
3acTocyBaHHSA Ha nigcrasi
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro
3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sik pesynbTar
OLLiHKM 3BITY 3 [OC/TiDKEHD,
npoBeAeHVX BignoBigHoO [0
nnaHy negiatpuyuHnx
pocnigpkeHs (PIP) (3MiHy
Y3ro[pKeHO 3
KOMNETEHTHUM
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

YNOBHOB&XXEHVNM OPraHom)
- 3MiHV BHeceHo A0
IHCTPYKLiT 418 MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby [0 po3giny
"Oco6nuBocCTi
3acTocyBaHHsA" BiAMOBIAHO
[,0 OHOBNEHOI iHGhopMaLiT 3
6e3nekn JoNoOMIKHNX
PEYOoBUH NiKapCbKOro
3acoby.

MepioguyHicTb NoAaHHA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o MNMopsagky 34iCHeHHS

dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm

MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefaxuii Hakazy

MiHicTepcTBa 0OXOPOHYU

340pOB’sA YKpaiHu Big, 26

BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHnMn y

nepiognYHOCTI NoJaHHsA

perynsipHux 3BiTiB 3
6e3neku.

FEKCOCENT®

cnpeii ans poToBOi
nopoxHuHu 0,2 %, no 25
ry 6as10Hi; no 1 6asoHy
y nayi 3 KapToHy

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

MepepeecTpadis,Ha
HeobMeXeHW TEPMIH.
3MiHM Wwoao
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKIill XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT
AN MegnyHoro
3aCTOCYyBaHHSA
reHepuyHux/ribpuagHmx/6ion
0fi6HMX NiKapCbKMX
3aco06iB NicNs BHECEHHSA
Tiei camoi 3MiHM Ha

6e3
peyenma

nionsieae

UA/7900/01/01
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

pedhepeHTHW npenapat
(3miHa He noTpebye
HafaHHs XXOAHUX HOBUX
[0[AaTKOBUX AaHuX) - 3MiHU
BHECEHO [0 IHCTPYKLIT Y
po3ginu:
"MpoTunokasaHHsa",
"B3aemogis 3 iHWMun
nikapcbkMmn 3acobamu Ta
iHWIi BUAW B3aemogiin”,
"Oco6n1BOCTi
3aCcTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié
3aCToCyBaHHA Ta [o3n",
"Mepeno3yBaHHs", "MoGIYHI
peakuii" BiANOBIAHO A0
iHchopmawii wopao
MeAMYHOro 3acTOCYBaHHSA
pedepeHTHOro Nikapcbkoro
3acoby (TEKCOPAN®,
cnpeii 4ns poToBoi
NOPOXHUHW).
MepioguyHicTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO
0o Mopsaaky 34iCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefaxuii Hakazy
MiHicTepcTBa 0OXOPOHU
300pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHnMn y
nepiognYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3
6e3neku.

FEKCOCENT®

cnpeii ans poToBOi
NOpoXHUHM 0,2 %, in

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

MepepeecTpavjs,Ha
HeobMeXeHWin TEPMIH.

He
nidnsieae

UA/16486/01/01
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o

rMEBO

bulk: no 240 6asnoHiB B
ALMKY

TabneTku, BKPUTI

MepioguyHiCTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o MNMopsagky 34iCHeHHS

dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm

MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefaxuii Hakazy

MiHicTepcTBa OXOPOHYU
300pOB’sA YKpaiHu Big, 26

BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y

nepiognYHOCTI NoJaHHsA

perynsipHux 3BiTiB 3
6e3neku.

nocsio4YeHHs

060/10HKOH0, No 250 wmr,
no 5 TabneTtok y
6nictepi; no 1 6nictepy
B KapTOHHI ynakosL,i

nenmapk
PapmacboTrKan3
nra.

IHAis

' neHmapk
PapmacboTrKan3
nra.

IHais

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MiHM Wwoao
6e3nekun/edhekTBHOCTI Ta
hapmakoHarnsgy.
BBegeHHs1 abo 3MiHU A0
y3arasibHeHNX faHux npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3arasibHEHNX
[aHnX nNpo cuctemy
hapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iAiCHEHHS
thapmakoHarnagy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy
3asBHMKA 419 34iiCHEHHS
thapmakoHarnsgy B
YkpaiHi, SKL0 BOHA
BigMiHHa Bif
yMNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a
3[iiCHEHHS
hapmakoHarnsgy
(BK/IHOYAKOYMN KOHTAKTHI

3a
peyenmom

He
nionsieae

UA/8751/02/01
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

[aHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-thaiina
cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0Co6U
3asBHMKA, BiANOBIAAILHOI
3a papmakoHarnsg;: divoua
pepakuis — MameTtosa [liHa
HissiBHa. MNponoHoBaHa
pepakuisi — YTe XodHep
(Ute Hoeffner). 3mina
KOHTaKTHUX AaHunX.

MepiognyHiCTb NOAaHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

0o Mopagky 3aiicHeHHs

thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi

Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pepakuii Hakasy

MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 26

BepecHa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y

nepioguyHOCTI NoJaHHA

perynsipHux 3BiTiB 3
6esneku.

rNEBO

TabneTkn, BKPUTI
060n10Hkot0, No 500 Mr
no 5 tabneTok y
6nictepi; no 1 6nictepy
B KapTOHHIiA ynakoBsL,i

neHmapk
PapmacboTVKan3
nra.

IHais

neHmapk
PapmacboTrKan3
nTa.

IHais

MepepeecTpauis Ha
HeobMeXeHWn TepMiH.
3MiHV Woao
6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHVX faHux npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHvx npo cuctemy
thapmakoHarnsgy, 3miHa
YMNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@

3a
peyerimom

He
niossieae

UA/8751/02/02
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
3[iACHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnagy

3asBHUKA AN1A 3AIICHEHHA
thapmakoHarnagy B
YkpaiHi, KO0 BOHA
BigMiHHa Bif,
yNOBHOBaXEHOI 0cobu,
BignoBiga/IbHOI 3a
3AiiCHEHHS
thapmakoHarnsgy
(BK/IHOUAKOUN KOHTaKTHI
[aHi) Ta/abo 3MiHW Yy
PO3MiLLEHHI MacTep-thaiina
cuctemn
hapmakoHarnagy) - 3miHa
yNOBHOBaXeHOT 0cobum
3as1BHMKA, BignoBigasibHOI
3a (papmakoHarnsg: firova
pepakuis — MameTtoBa [iHa
HisziBHa. MNponoHoBaHa
pepakuis — YTe XoHep
(Ute Hoeffner). 3miHa
KOHTaKTHUX AaHuX.

MepiognyHiCTb NogaHHA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsaaky 34iicHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOPOHYU

300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi

Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y

pejakuii Hakasy

MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 26

BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i
CTpoKamu, 3a3HavyeHuMun y

nepioguYHOCTI MoJaHHSA

perynsipHux 3BiTiB 3
6e3neku.
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
10. | APOTABEPUWH- pO34nH A4NA iH'ekuUii, 20 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpavis Ha 3a He UA/7468/02/01
AAPHUUSA Mr/M o 2 M1 B amnyni; "papmMaueBTUYHA "GapmMaueBTUYHa HeobMeXeHW TEpPMIH. peuyenmom niosnsieae

no 5 a6o no 10 amnyn y
KOHTYPHIll YapyHKOBIl
ynakosLi; no 1
KOHTYPHII1 YapyHKOBIli
ynakoBuUi y navi

ipma "AapHuua"

thipma "AapHuua”

3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOpOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKL,T
AN MegnvHoro
3acTocyBaHHA Ha nigcrasi
perynsipHoO OHOBJIOBAHOTO
3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3neku
3aCTOCYBaHHS NMikapCcbKoro
3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sik pesynbTar
OLLiHKM 3BITY 3 [OC/TiDKEHD,
npoBeAeHVX BignoBigHoO [0
nnaHy negiatpuyuHnx
pocnigpkeHs (PIP) (3MiHy
Y3ro[pKeHO 3
KOMMNETEHTHUM
YNOBHOB&XXEHVNM OPraHom)
- 3MiHV BHeceHo A0
IHCTPYKLiT 418 MeaguyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby [0 po3ginis
"MokasaHHa" (pegarysaHHs
TeKcTy), "®apmakosnoriyHi
B/1ACTMBOCTI.
dapmakokiHeTuka"
(yTo4YHeHHs iHchopmawii),
"3paTHIiCTb BN/MBATU Ha
LIBUAKICTb peakuii npn
KepyBaHHi
aBTOTpaHcnopToM abo
IHLWIMMKY MexaHi3mamun"
(yTOUYHEHHS
hopMy/ItoBaHHS)
BIAANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3nekn
Lito40T pevoBUHN.
MepiognyHiCTb NOgaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBiAHO
0o Mopsaaky 34iiCHeHHs
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMun y
nepioguYHOCTI MoJaHHSA
perynsipHux 3BiTiB 3
6e3neku

11.
3-

EBKAIMTA
nPYTOBNAHOIO
nmcT4a

nucta no 50 r abo no 75
Iy nayui 3 BHYTpPILWLHIM
nakeTom

NAT
"Jly6HMhbapm"

Ykpaina

NAT
"Nly6Huchbapm"

Ykpaina

MepepeecTpadis Ha
HeobMeXeHu TepPMIH.
3MiHM Woao
6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIill XapaktepucTuyj
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLi
AN MeguvHoro
3acTocyBaHHSA Ha nigcrasi
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimkeHs 3 6e3neku
3acTOCyBaHHS NMikapCcbKoro
3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sik pesynbTar
OLiHKM 3BITY 3 [OC/TiKEHD,
npoBeAeHnX BignoBigHoO L0
nnaHy negiatpuyuHnx
pocnipxeHs (PIP) (iHwi
3MiHW) - 3MiHVY BHECEHO A0
IHCTPYKLiT 418 MeanyHoro
3aCTOCyBaHHSA NiKapCcbkoro
3acoby fo po3giny
«Cnoci6 3acTocyBaHHs Ta
[,031» BiANOBIAHO A0
martepianis
peecTpauiinHOro 4ocbe

6e3
peyenma

niossieae

UA/8540/01/01
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

MepioguyHiCTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o MNMopsagky 34iCHeHHS

dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm

MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefaxuii Hakazy

MiHicTepcTBa OXOPOHYU

300pOB’sA YKpaiHu Big, 26

BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y

nepiognYHOCTI NoJaHHsA

perynsipHux 3BiTiB 3
6e3neku.

12.

EMIBIP™

pO34uH opasibHUiA, 10
mr/mn; no 240 mny
chnakoHi 3 monieTuIeHy;
no 1 chnakoHy B
KOMMANEKTi 3
noninponinieHoBNM
wnpuuem Ta
nonieTueHoBUM
afanTepoMm y KapTOHHIi
Kopobui

BiiB Xenckep HOK
Niviteq

Benvka
BpuTtaHis

nakcoCmiTKnsiiH
IHK.

KaHapa

MepepeecTpalis Ha
HEOOMEXEHWI TEPMIH.
MepioguyHicTb NogaHHA
perynsipHo OHOBJIOBAHOTO
3BiTY 3 6€3MeKu BignoBigHO
0o Mopsaaky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPIKEHOrO Hakas3om
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHYU
340pOB’A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiognYHOCTI NoJaHHA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/7473/02/01

13.

KO/MIrA3-340POB A

Kpanni opasibHi, 40

ToBapucTeo 3

YKpaiHa

ToBapuCTBO 3

YKpaiHa

MepepeecTpauis Ha

UA/15626/01/01
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

mr/mn in bulk: no 10 n
a6ono50ny
MeTaneBux 6oykax KEI

06MeXeHoI0
BiANOBIAANILHICTIO
"®apmMaueBTNnYHa
KOMMaHis
"3popos'a”

0bMexeHot
BiANOBIA&/IbHICTIO
"®apmMaLeBTnyHa
KOMnaHis
"3popos'a”

HEeobMeXeHW TepPMIH.

MepiognyHiCTb NOfaHHSA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BiANoBiAHO

0o Mopsaaky 34iicHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi

Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y

pejakuii Hakasy

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiHu Big, 26

BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i
CTpoKamu, 3a3HavyeHumun y

nepioguYHOCTI MoJaHHSA

perynsipHux 3BiTiB 3
6e3neku.

nionseae

14.

KONMIrA3-300POB A

Kpanni opasbHi, 40
mr/mn, no 30 mny
chakoHi 3 Npo6Koto-
KpanenbHuLEero Ta
KpuLKoto, No 1 donakoHy
B KOPOO6LIi 3 KApTOHY;

ToBapucTso 3
06MexeHot
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a"

YkpaiHa

ToBapucTBo 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTUyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHW TEPMIH.
3MiHM Wwoao
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIill XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT
AN MegnyHoro
3aCTOCyBaHHSA Ha niacTasi
perynsipHo OHOBJIOBAHOIO
3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA NiKapCcbKoro
3acoby B
nicnapeecTpauiiinii
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb,
npoBefeHnX BignoBigHO 40
nnaaxy negjiatpuuHnx
pocnipkeHs (PIP) (3miHy
Y3TOPKEHO 3

6e3
peyenma

nionsieae

UA/12946/01/01




HasBsa nikapcbko20

22

n/n

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o

15.

NITIIO y-

KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom);
3MiHV BHECEHO A0
IHCTPYKLii 4715 MegnyHOro
3acToCyBaHHS Nikapcbkoro
3acoby fo po3ginis
"B3aemogisi 3 iHWnMKn
nikapcbknMm 3acobamu Ta
iHWi BUAW B3aeMogjin",
"Oco6nmBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiof
BariTHOCTi Ta roflyBaHHs
rpyaar”, "3aaTHictb
BMN/IMBATW Ha LWBUAKICTb
peakuii mpy KepyBaHHi
aBTOTpaHcnopToM abo
iHWXMK MeXxaHi3mamm”,
"Mepepno3yBaHHsa", "MoGIYHI
peaxuii " BignosigHo fo
OHOB/IEHOT iHdhopmaLii 3
6e3nekun Aito4oi peHOBUHN.

MepiognyHiCTb NogaHHA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6€3neku BiANOBiAHO

0o Mopsaaky 34iicHeHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy

MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 26

BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMun y
nepioguYHOCTI MoJaHHSA

perynsipHux 3BiTiB 3

6e3neku.

nocsio4YeHHs

rAPOrnyTAMIHAT

nopoLUoK (cybeTaHuis) y

noABiNHWX

My6niyHe
akKuioHepHe

YkpaiHa

My6niyHe
aKLioHepHe

YKpaiHa

MepepeecTpallis Ha

HeoOMEXEHWI TeEPMIH

He
nidnsieae

UA/13260/01/01
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
nonieTnIeHoBUX TOBapWCTBO TOBapUCTBO
naketax gns "HaykoBo- "HaykoBo-
thapmaueBTUYHOro BUPOGHNUNIA BUPOBHNUNIA
3aCTOCYyBaHHSA LieHTp LeHTp
"BopLyariBcbKuii "BopLuariBcbkuii
XiMiKo- XimiKo-
hapmaLeBTUYHWI hapmaLeBTUUHNI
3asofa” 3asof4"
16. | NOPATAAVH- Tabnetkn no 10 wmr, no AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa MepepeecTpauis Ha 6e3 nionsieae UA/8394/01/01
CTOMA 10 TabneTok y 6nicTepi, HeobMeXeHWn TepMiH. peyenma
no 1 6nictepy y nauwi, MepiognyHiCTb NOAaHHSA
no 20 TabneTok y 6aHL,i perynsipHo OHOB/IKOBAHOr0
nonimepHiiA, no 1 6aHui 3BiTy 3 6€3MeKu BignoBigHO
y nauuj 0o Mopsaaky 34iicHeHHS
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6esneku.
17. MOMELEPM® kpem, 1 mr/r no 15 r a6o TOB "BANIEAHT YkpaiHa Papm3asof, MonbLa MepepeecTpauin,Ha 3a He UA/10968/02/01
no 30 ry Ty6i, no 1 Ty6i SAPMACBIOTIKA Enba A.T. HeobMeXeHW TepPMIH. peuenmom nionsieae

B KapTOHHIi kopo6Lyi

na3"

3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTNBHOCTI Ta
dhapmakoHarnsgy.
BBefeHHst abo 3MiHM [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[JaHux npo cuctemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXXEHOT 0Cco6Y,
BifnoBiaanbHoT 3a
30jiACHEHHS!
hapmakoHarnagy;
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1

KOHTaKTHOi 0cobu 3
chapmakoHarnsgy
3as1BHUKA A9 34iICHEHHSA
chapmakoHarnsgy B
YKpaiHi, KL BOHa
BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3AjiACHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI
[AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina
cuctemu
hapmakoHarnsgy) 3miHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
hapMakoHarnsg. 3miHa
NpoBa)XeHHsA OCHOBHOT
LisiNbHOCTI 3
thapmakoHarnsagy Ta
36epiraHHa macTep-ghaiiny.
3MiHY | TNy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTui
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT
AN MeguvyHoro
3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3acToCcyBaHHS Nikapcbkoro
3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3 JOC/IKEHD,
npoBefeHnX BignoBigHO 40
nnaHy negjatpuuHmx
pocnigpkens (PIP) (3MiHy
Y3rOKEHO 3
KOMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHV BHECEHO A0
IHCTPYKLi y po3ainu
"MNpoTmnokasaHHsa",
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

"OcobnvmBocTi
3acTtocyBaHHs", "Mo6i4Hi
peakuii" BiANOBIAHO A0
OHOB/IEHOT iHdhopMmaLii 3
6e3nekun 4it4oi pevyoBUHN.

MepioguyHicTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o Mopsaaky 34iCHeHHS

dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm

MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefaxuii Hakazy

MiHicTepcTBa OXOPOHU

340pOB’A YKpaiHu Big, 26

BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHnMn y

nepiognYHOCTI NoJaHHsA

perynsipHux 3BiTiB 3
6e3neku.

18.

MPAMIMEKCO/-3H

Tabnetku no 0,25 mr, no
10 TabneTok y 6nicTepi;
no 2 abo no 3 6nictepu

B KOPOOLLi 3 KAPTOHY

ToBapucTeo 3
06MeXeHoI0
BiANOBIAANILHICTIO
"XapkiBCcbke
hapmaueBTUUHe
nignpUeMCcTBO
"340p0oB'A
Hapoay”

YkpaiHa

ToBapucTBo 3
0bMexeHoto
BiANOBIA&/IbHICTIO
"XapkiBCcbke
thapmaueBTUyHe
nigNPUEMCTBO
"380poB'a
Hapoay"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TepMiH.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta
dhapmakoHarnsagy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHVX faHux npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHvx npo cuctemy
thapmakoHarnsgy, 3miHa
yMNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a
3[ilACHEHHS
dhapmakoHarnsgy;
KOHTaKTHOI oco6u 3
chapmakoHarnsgy
3asBHUKA 419 34iICHEHHA
thapmakoHarnsgy B

3a
peyenmom

He
niosnsieae

UA/13191/01/01




26

n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

YkpaiHi, KO BOHA
BigMiHHa Bif,
yNOBHOBaXEHOI 0cobu,
BignoBiga/IbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/IHOUAKOUN KOHTaKTH
[aHi) Ta/abo 3MiHK Yy
PO3MiLLEHHI MacTep-thaiina
cuctemn
thapmakoHarnsgy) - amiHa
KOHTaKTHUX AaHWX
YMOBHOBaXeHOT 0cobu
3asBHVKa, BignoBigasbHOT
3a (hapmakoHarnag. 3miHu
| Tuny - 3miHn Wwoao
6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsagy. 3miHu y
KOPOTKIil XapakTepucTuyj
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLT
AN MegnyHoro
3aCTOCYyBaHHSA
reHepuyHuX/ribpuaHMx/6ion
0fi6HMX NiKapCbKMX
3aco06iB NicNs BHECEHHSA
Tiel camoi 3MiHM Ha
pedhepeHTHW npenapat
(3miHa He noTpebye
HaaHHS XXOAHWX HOBUX
[0[AaTKOBUX AaHnX) 3MiHU
BHECEHI [0 iHCTPYKUiiy
po3ginu "MNokasaHHa"
(yTo4YHeHHs1), "OcobnmBOoCTi
3acTocyBaHHs", "OiTn"
(peparyBaHHs), "MNo6iyHi
peakuii" BiANOBIAHO A0
iHbopmauii pethepeHTHOro
nikapcbKoro 3acoby
(MIPAMNEKC®, Tabnetkn
no 0,25 mr, no 1 mr).

MepioguyHicTb NoAaHHSA
perynsipHo OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o Mopsaaky 34iCHeHHS

thapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
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n/n

HasBsa nikapcbko20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o

19.

MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnuMun y
nepiognYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3
6e3neku.

nocsio4YeHHs

MPAMIMEKCO/-3H

Tabnetkv no 1 mr, no 10
TabneTok y 6nictepi; no
2 abo no 3 6nictepu B
KOpo6L,i 3 KapTOHY

ToBapucTeo 3
06MeXeHoI0
BiANOBIAANILHICTIO
"XapkiBCcbke
hapmaueBTUUHe
nignpuUeMCcTBO
"340p0B'A
Hapoay”

YkpaiHa

ToBapucTBo 3
0bMexeHoto
BiANOBIA&/IbHICTIO
"XapkiBCcbke
thapmaueBTUyHe
nigNPUEMCTBO
"380poB'a
Hapoay"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TepMIH.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsagy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHVX faHux npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHvx npo cuctemy
thapmakoHarnsgy, 3miHa
YMNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOI oco6u 3
chapmakoHarnsgy
3asBHUKA 419 34iICHEHHA
thapmakoHarnsgy B
YkpaiHi, SKL0 BOHA
BigMiHHa Bif,
YMOBHOBaXEHOT 0Cco6u,
BignoBiga/bHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/IIOUAIOUN KOHTaKTHi
[aHi) Ta/abo 3MiHK Yy
po3MilLeHHI MacTep-haiina
cuctemn
thapmakoHarnsgy) - amiHa

KOHTaKTHUX AaHUX

3a
peyenmom

He
niossieae

UA/13191/01/02
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1

YMOBHOBaXeHOT 0cobu
3asBHVKa, BignoBigasbHOT
3a (hapmakoHarnag. 3miHu

| Tuny - 3miHn Wwoao
6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKIill XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKLT
AN MegnyHoro
3aCTOCYyBaHHSA
reHepuyHuX/ribpuaHMx/6ion
0fi6HMX NiKapCbKMX
3aco06iB NicNs BHECEHHSA
Tiel camoi 3MiHM Ha
pedhepeHTHW npenapat
(3miHa He noTpebye
HaaHHS XXOAHWX HOBUX
[0[AaTKOBUX AaHnX) 3MiHU
BHECEHI [0 iHCTPYKUiiy
po3ginu "MNokasaHHa"
(yTo4YHeHHs1), "OcobnmBOoCTi
3acTocyBaHHs", "OiTn"
(peparyBaHHs), "MNo6iyHi
peakuii" BiANOBIAHO A0
iHbopmawii pethbepeHTHOro
nikapcbKoro 3acoby
(MIPAMNEKC®, Tabnetkn
no 0,25 mr, no 1 mr).

MepioguyHicTb NoAaHHA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o Mopsaaky 34iCHeHHS

dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm

MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii

Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefaxuii Hakazy

MiHicTepcTBa 0OXOPOHU

340pOB’sA YKpaiHu Big, 26

BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o

yrnakoska) nocsi04YeHHs1

CTpOKamu, 3a3HavyeHMn y
nepiognYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3
6e3neku.
20. | ®AMOTUAUNH- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha 3a He UA/8956/01/01
AAPHUNUSA 060/10HKOH0, M0 20 Mr; "®apmavneBTUYHa "®apmaueBTUYHa HeoOMeXeHW TePMIH. peyenmom niossieae

no 10 TabneTtok y
KOHTYPHIll YapyHKOBIi
yMakoBLi; N0 2 KOHTYpHI
YapyHKOBi YNakoBKu y
nauuj

chipma "JapHuus”

ipma "OapHuus"

3MiHV Woao
6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIili XxapakTepucTui
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs! Ta iHCTPYKLiT
AN MegnvHoro
3acToCyBaHHSA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro
3acoby B
nicnspeecTpauiiinii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 [OC/iKEHD,
npoBefeHnX BignoBigHO 40
nnaHy negjatpuuHnx
pocnigmkens (PIP) (3MiHy
Y3ro[pKeHo 3
KOMNETEHTHUM
YMNOBHOB&XEHVM OpraHom)
- 3MiHN BHEceHo Ao
IHCTPYKUIT AN MeguyHoro
3acTOCyBaHHS NMikapCcbKoro
3acoby [0 po3ginis
"MpoTnnokasaHHsa",
"Ocob6nuBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta no3n"
(yTOouHeHHs iHchopmawii),
"MoGiuHi
peaxuii"BignoBigHo [0
OHOB/IEHOT IHdopmaLii 3
6e3nekn 3acToCyBaHHSA
[ito40l pevoBUHN.
MepiognyHiCTb NOAAHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO
00 MNopsaky 34inCHEHHs
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Ne HasBsa nikapcbko20 ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMun y
nepioguYHOCTI MoJaHHSA
perynsipHux 3BiTiB 3
6e3neku.
21. | XIOPBYTAHON NopoLUOK (cybcTaHUis) y ToBapucTBO 3 YkpaiHa Monigpar IHais MepepeecTpauis Ha - He UA/9506/01/01
FEMITCIAPAT NoABINHNX 06MEXeHOo Na6opaTtopis MBT. HeobMeXeHW TepMiH nionsieae
noslieTuIeHoBMX BiANOBiAA/IbHICTIO nra.
naketax pgnsa "®apmaueBTnyHa
hapmaLeBTUYHOro KOMMaHis
3aCcToCyBaHHsA "3p0pos's"

HauyanbHUK YnpaBniHHA hapMaueBTUUYHOI AiANIbHOCTI Ta
AKOCTI (hapmMmaueBTUUHOI NPOAYKLiT

T.M. IAacKOBCbKU"




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

03.08.2018 Ne 1449

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 ®opma sunycKy 3asasHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbKo20 BionycKy peecmpayitiHo2o
3acoby nocBi04YeHHs1
1. AKBAMAKC Kpanni HasasbHi 0,65 % ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiinHmx 6e3 UA/12832/01/01
no 20 mn 'y donakoHi 3 06MEXEHO0 06MeXeHo marepianis: peuyenma
KPWLLIKOKO Bi4MNOBiAA/IbHICTIO BiANOBIAA/TbHICTIO 3MiHK | TUNY - NOA4AHHS HOBOTO
KpanesibHULUEero 3i "apmMaueBThYHA "papmMaueBTNYHa cepTudikaTa BignogHocTi EBponeichbkili

CKNSIHOKO MineTKoto, no 1

hakoHy y KopobLii 3
KapTOHY

KomnaHis "3gopos'a”

KomnaHis "3gopos'a”

hapmakonei ana A®l Hatpito xnopug,
Bi, 3aTBEepAKeHoro BMpobHuka (CEP
R1-CEP 2004-315 - Rev 02) Ta
YTOUHEHHS agpecu BUPOBHMKA; 3MiHN |
TNy - NOA@HHs HOBOTO cepTudikara
BiANOBIAHOCTI EBponechbkili
dhapmakonei ana A®l Hatpito xnopug,
Bi[, 3aTBEpAKeHoro Bmpo6Hunka R1-CEP
2008-105-Rev 00 Ta yTOUYHEHHS aapecu
BUPOGHMKA; 3MiHU | TUMY - 3MiHK,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLwof
HauioHa/TbHOT hapmakonei AepXxasu
€C (3miHa y crneuundikauisx, nos'a3aHa
3i 3miHamu B IPY, abo EBponeiickkiii
thapmakonei, abo iHWil HauioHasbHiN
thapmakonei gepxasu €C); cynyTHa
3MiHa: 3MiHa y meTofax BUNpobyBaHHs
Ad| abo BMxigHOro
mMartepiany/npomiKHOro
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLUI 3MiHK Y
mMeToAax BunNpobyBaHHS (BKIOYaOUM
3amiHy abo fonoBHeHHs1) Ad| abo
BUXIQHOTO/NPOMIXHOrO NPOAYKTY); 3MiHU
| TMNYy - 3MiHK, NOB'A3aHI 3 HEOOXiAHICTIO
npuBeAEeHHS y BigNOBIAHICTb 40
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLOI HaLioHa/IbHOI
thapmakonei gepxasu €C (3miHa y
crneundikalisx, nos's3aHa 3i 3MiHamu B
[dY, abo €Bponeiicbkili hapmakonel,
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

abo iHWi HauioHanbHil hapmakonel

nepxasun €C); CynyTHS 3MiHa: 3MiHa Y
MeToAax BUNPO6YyBaHHSA [OMOMDKHOI

PEeYOBUHM (HE3HAYHI 3MIHN Y

3aTBEPKEHNX MeToAax BUNPo6yBaHb)

2. AKTOBETH PO3unH ANs iH'ekuin, 40 TOB "Takega YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX 3a UA/11232/01/01
mr/ma no 2 mn (80 wmr) B Ykpaina" ®APM", YkpaiHa marepianis: peyenmom
amnyni, no 25 amnyn y (nakyBaHHs 3 BUMPaB/IEHHS TEXHIYHMX MOMWUIIOK Y
KapTOHHI kopobuj; no 5 chopmm in bulk TEKCTi MapkyBaHHs 40 METOAIB
M (200 mr) B amnyni, mo thipMu-BMpOGHMKa KOHTPO/II0 SIKOCTi FOTOBOrO NiKapCbKOro
5 amnyn y KapTOHHiiA Takefa ABCTpis 3acoby, aki 6ynu gonyuieHi npu
Kopo6ui; no 10 mn (400 'M6X, ABCTpIst) nepepeectpadii /13; Apykapcbka
Mr) B amnyni, no 5 nomuska 3a n. «3.[itloudi peqyoBnHU» y
amnys y KapTOHHil nepeknagi aHrniicbko MOBOIO Y C/IOBi
Kopoo6Li «concentrate» 6y/10 NTOMUIKOBO He

00ApYyKOBaHO BYKBY «e» B KiHLji CM10Ba;
3a n. «14.Homep peecTpayjiiiHoro
NocBiAYEHHS» GY/10 NOMWU/IKOBO
nponyLyeHo cumBoa «Nex»

3. ANEProagnn® Kpanni o4Hi 0,05 %, no 6 MEJA ®dapma M'meX HimeuunHa Brpo6HuK, ITanis/ BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/4072/01/01
mn abo 10 mny eHa Ko. Kl BiANOBigabHNI 3a HimeuunHa marepianis: 3miHu | Tuny - peyenmom
hnakoHi-KpanesibHuLj, BMPOBHMLITBO AIMiHICTpaTUBHI 3MiHN. 3MiHa
no 1 pnakoHy B Hepo3dghacoBaHO! HaliMeHyBaHHs Ta/abo agpecy Micus
KapTOHHI ynakosLii NpoAyKLii, NnepBuHHe NPOBaKEHHS AISNbHOCTI

Ta BTOPVHHE BMPOGHMKa/iMnopTepa rotToBoro
nakyBaHHs1, NikapCcbKoro 3acoby, BK/IHOHaoum
KOHTPO/Ib SIKOCTI: LOinbHUL BUNYCKY cepii abo micue
TYBITIOKC ®APMA NpoBeEeHHSA KOHTPO/IK0 AKOCTI.
C.n.A., Itanisi; (gisnbHICTb, 3a Ky Bignosigae
Brpo6HuK, BMPOGHUK/IMIOPTEP, HE BKIKOYaoUM
BiANOBigabHUI 3a BWMYCK Cepii) -
BMNYCK cepil: 3MiHa iHAeKcy agpecu BUPOBHNYOT
MEJA ®dapma M'meX AinbHuui Tubilux Pharma S.P.A., Italia
eHp Ko. KT,
HimeuynHa

4, ANOE EKCTPAKT | ekcTpakT pigkuin ans TOB "®3 Ykpaina MpAT "BIO®PAPMA", Ykpaina BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX 3a UA/3220/01/01

iH'eKLi ANnsa BUPOGHMKa "BIODAPMA" YkpaiHa; TOB "®3 marepianis: peuenmom

MpAT "BIO®APMA": no
1 mn B amnyni; no 10
amnyn y naduyi 3
KapTOHY; A151 BUPOOHUKa
TOB "3 "BIOPAPMA":
no 1 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nicTepu B nayu,i 3
KapToHY

"BIOPAPMA",
YkpaiHa

3MiHY | TUNY - 3MiHK WoA0
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3ara/lbHeHUX JaHnX Npo cucTemy
thapMakoHarnsgy (BBe4eHHs
y3arasibHeHVX AaHnX Npo cucTemy
hapmakoHarnsgy, 3amiHa
YNOBHOBaXXEHOI 0CO6M, BifnoBigaibHOI
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa 419 34iiCHEHHS
(hapmakoHarnsay B YkpaiHi, AKU0 BoHa
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Ne n/n

Hassa

®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
BiAMiHHa BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkavarouu
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3gjlicHeHHs chapmakoHarnsagy: fitoua
pepakuis — Typok B'auecnas
B’auecnasosuy. MNMponoHoBaHa
pepakuis — Aurac [iaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34ilicHeHHs chapmakoHarnsgy
5. ANO®PEPOH NopoLLoK (cybcTaHuis) y TOB "TB-®APMA" depepatuBH depepanbHe Pacilicbka BHECEHHS 3MiH O peecTpavjiiiHnX - UA/13122/01/01
hnakoHax abo 6yTnsAx a LepXxaBHe yHiTapHe depepauis MaTepianis: 3miHa 3asiBHUKa (BNnacHuKa
015 BUpO6HMUTBA Pecny6nika nigNPMEMCTBO peecTpauinHoro noceigyeHHs) (3rigHo
CTEPUNIbHUX NIKaPCbKMX HimeuunHa "[lepxxaBHuii Hakaly MO3 Big 23.07.2015 Ne460) 3
dopm HayKOBO-Z0CNigHWIA TOB "AnodpepoH”, Pocilicbka
IHCTUTYT 0CO6NMNBO depepauis Ha TOB "I PAPMA",
YyncTmX depepatmBHa Pecnybnika HimeuunHa:
6ionpenaparis”
PepnepasibHOro
MeAuKo-
6ionoriyHoro
areHTcTBa
(eAyn "Oepx.HAI
OYB" ®MBA Pocii),
Pociiicbka
depepadis;
3AT "IHHOBaUiiHNI
HayKoBO-
BMPOGHWYUIA LEHTP
"Mentorex"
(3AT "IHBL,
"MenToren"),
Pocilicbka
depepauis
6. ANTEMIKC cupon, 25 mr/5 mn, no ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaviiniHmx 6e3 UA/7157/01/01
100 M1y dpnakoHi; no 1 06MEXEHO BMPOBHULTBA, MaTepianis: 3miHu | Tny: peuyenma
hNakoHy y KOMMIEKTI 3 Bi4MNoBiAa/IbHICTIO KOHTPO/Ib SIKOCTI, AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BU
MiPHOKO JTOXKOH Y "®GapmaueBTuyHa BUNYCK cepil: A®| abo [OMOMIKHOI PeHOBUHM
KapTOHHI KopooLi KoMnaHis "3popos'a” ToBapucTBO 3 3MiHa Ha3BW AOMOMDKHOI PEYOBUHM -
06MexeHot npuBELEHO Y BiANOBIgHICTb A0
BiANOBIA&/IbHICTIO MoHorpadii EP «Ammonium
"papmMaueBTNYHa glycyrrhizate»:
KoMnaHis BBefeHHs 3MiH NpoTarom 3-x MicsALiB
"3gopos's", nicns 3aTBepmKeHHs. 3MiHu | Tuny:
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Ne n/n

Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

YkpaiHa; 3miHu 3 sKkocTi. CepTudikar
BCi cTagii BignosigHocTI/lE-cepTudikat
BMPOGHMLITBA, BifNoBigHOCTI €Bponelickkilt

KOHTPO/Tb AAKOCTI:
ToBapucTso 3
06MEXEeHOI0
BiANOBIAA/IbHICTIO
"XapkiBcbke
hapmaueBTuyHe
nignpyeMCcTBO
"340p0oB'a Hapoay",
YkpaiHa

thapmakonei/moHorpadii. 3miHu,
NoB’si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHasIbHOT hapmakonei Aepxasu
€C (3miHa y cneyudpikauisx, nos’sasaHa
3i 3miHamu B J®Y, abo EBponelicbkiii
chapmakonei, abo iHLil HaLioHaNbHIl
hapmakonei gepxasu €C) CynyTHs
3MiHa:
3MiHu 3 gKocTi. A®l. KoHTponb AdI.
3miHa y MeToAax BunpobysaHHsA Ad|
abo BMXigHOro marepiany/npomikHOro
npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPMAKEHNX MeToAaxX
BMNPOOGYBaHHS) NpMBEAEHHS
cneuudikaLii Ta METOAIB KOHTPO/IHO
AKOCTI BUpo6HuKa N3 ana A®I AnTel
KOPEHS EKCTPAKT 3a MOKa3HUKOM
«MikpobionoriyHa ynctota» 40 BUMOT
EP. 3MiHy | TMNy: 3MiHN 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l'E-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei/MoHorpadii.
3MiHW, NOB’A3aHi 3 HEOBXIAHICTIO
npuBeLEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLOI HalioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y
cneumaikauisx, nos’s3aHa 3i 3MiHamu B
L®Y, abo EBponeiicbkiii hapmakonei,
abo iHWi HauioHanbHil hapmakonel
aepxasun €C) CynyTHA 3MiHa: 3MiHN 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6.
KOHTPO/1b AONOMKHVX peYOBUH. 3MiHa
y MeTogax BUNpobyBaHHA JOMNOMIKHOI
PEeYOBUHN (HE3HAYHI 3MIHW Y
3aTBEPKEHVX MeToAax BUNPO6yBaHb)
npuBefeHHs cneuudikalin Ta Metoais
KOHTPO/O SIKOCTi AOMNOMKHUX PEYOBUH
Yy BifMOBIgHICTb A0 BUMOT MOHOrpadiii
EP ta A®Y 3a nokaszHukamu: AMOHIt0
rNiLMpn3aT BUTyYEHO NOKa3HMKN «Badki
mMeTann», - NpMBeeHo 40 BUMOT

MoHorpadii EP; nokasHuk
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

«MikpobionoriyHa uncrota» -
npveefeHo Ao Bumor APY; HaTpito
6eH30ar (E 211) BUny4yeHo nokasHuK
«Baki MmeTanu», - npusBefeHo A0
BMMOT MoHorpadii EP, nokasHuk
«MikpobionoriyHa uncToTa» - MeToamn
BUNPOOYBaHHA NPMBELEHO 0 BUMOT
[O®Y Ta BBeeHO NocuIaHHA Ha
3arasibHy cTaTTio AdY; HaTpito
rigpokapboHaT MeToan BUNPOGyBaHHS
npueeaeHo 40 BUMor MoHorpadii EP 3a
nokasHnkamm «KinbKicHe BU3HAYEHHSI»,
«Mikpob6ionioriyHa ynctoTa», BUIy4EHO
NoKasHUK «Baxki meTanm» - npreeAeHo
[0 Bumor MoHorpadii EP; amoHito
X/10pUA BUTyYEHO MOKa3HWK «Baxki
MeTanu» - NpUBeAEeHO A0 BUMOT
MoHorpadii EP,
nokasHuk «Mikpo6ionoriyHa umctoTa» -
MeToAu BUMPobyBaHHA NpUBELEHO A0
BumMor [1®Y Ta BBEEHO MNOCUNAHHSA Ha
3aranbHy ctartTio dY; copbiT (E 420) -
MeToAM BUMPoBYBaHHA 3a NoKasHWKamm
«CynpoBigHi AOMiLLKn», «Bofa»,
«MikpobionoriyHa yncTtoTa» npuBeseHo
0,0 BuMor EP; BBejeHO MoKasHUK
«Po3mip yacTok»- NnpuBeaeHo Ao EP;
onis aHicoBa - METOAM BUNPO6YBaHHS
3a nokasHMKoM «MikpobiosnoriyHa
yucToTax» npusefeHo Ao sumor AdY ta
BBE/IEHO NOCWU/IaHHA Ha 3arasibHy
crarTio JdY;
meTunnapabeH (E 218)meTtoan
BUMPOOYBaHHA 3a NMOKa3HWKOM
«Mikpob6ionoriyHa unctota» -
npveefeHo 1o sumor EP;
nponinnapa6eH (E 216) - metoau
BUMPOOYBaHHA 3a NOKa3HWKOM
«MikpobiofioriyHa yncToTa» npuBegeHo
[0 sumor EP;
eTaHon 96 %, meToan BUNPOBYBaHHS
3a NnokasHMKoM «MikpobionoriyHa
yucToTax - npusefeHo o Bumor EP;
BOJa OuMLLeHa MeToAu BUNPOBYBaHHSA
3a NOKa3HMKOM «Baxki meTanu» -
npuBeaeHo A0 BUMOr MoHorpadii AdY
cneuuikalia Ta metoam
BMNPOOGYBaHHA 3a NOKa3HUKOM
«Mikpob6ionoriyHa yncTtoTa» npuBeAeHo
00 BumMor AdY; 3miHu | Tuny: 3MiHu 3
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Ne n/n

Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

AKoCTi. [0TOBWIA NikapcbKuii 3acib.
KOHTpO/b roTOBOrO MliKapcbKoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro

3aco06y (3BY)XXEHHS AONYCTUMUX MEX) -
CynyTHs1 3MiHa: 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHSA roTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX MeToAaxX
BMNPOOGYBaHHSA) 3MiHW Y cneuundikauii Ta
MeToAax KOHTposto skocTi 13 3a
NokasHMKOM «KinbkicHe BU3HAYEHHS:
MeTunnapabeH, nponinnapabeH, HaTpito
6eH30aT» -3BY)KEHHS AOMYCTUMUX MEX.
3MmiHu | TMny: 3MiHK 3 sKocTi. FoToBwMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasnbHuii 3aci6.
3miHa napameTpiB cneyudikaii Ta/abo
[0NYCTUMUX MEX NepBUHHOT YNaKoBKU
rOTOBOrO J1iKapCbKOro 3acoby
(3BYXEHHSA AOMYCTUMUX MEX,
BM3HaYeHUX y cneuudikauii) CynyTHa
3miHa: 3miHn 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWi 3aci6.
3miHa y MeToAax BUNpobyBaHHS
NepBUHHOT YNaKkoBK/ rOTOBOIO
NiKapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPKEHNX MeToAax BUNPO6yBaHb)
3MiHa y cneuudikauii Ta metogax
BMNPOBYBaHHA NEPBUHHOI YNaKoBKu
(dbnakoHW noniMepHi Ta KPULLKX A0 HUX)
3a nokasHMKoM «MikpobiosnoriyHa
yncToTa» - NPUBEAEHO A0 3arasibHO
[OMNYCTUMUX MEX KpUTepiiB
NPUAHSATHOCTI BUPOGHWKIB NaKyBaslbHUX

marepianis. 3miHu | Tuny: 3miHu 3

AKoCTi. [0TOBWIA NikapcbKnii 3acib.
Cuctema KoHTeliHep/3akynoptoBasibHUi

3aci6. 3miHa dpopmu abo po3mipy

KOHTelHepa un 3aKyrnoproBaslbHOro
3aco6y (NepBUHHOT yNakoBKM)

(HecTepunbHI nikapcbki 3acobwm),
He3HauHi 3MiH1 PO3Mipy 3aTBEepPKEHUX

Kpuwok 1,4 o Bupo6Huka TOB
«®apvmall» Ta Kb3 BupobHuka 3AT
«®ipma Eninc». 3miHn | Tuny: 3miHm 3

sKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTpO/1b rOTOBOrO /1iKapCbKoro 3acoby.

3miHa napameTpiB cneyudikaii Ta/abo

[0MNYyCTUMUX MEX FOTOBOTO NiKapCbKOro

3aco6y (BHECEHHS 3MiH 0 [OChE Micns

OHOB/IEHHA 3araslbHOT CTaTTi Ha rOTOBY

nikapcbky chopmy y AdY/EBponeiickkili

thapmakoner)
npuBefeHHs cneuudikauii Ta meTosis
KOHTpO0 siKoCTi /13 3a .

«MikpobionoriyHa yncrora» y
BiANoBiAHICTb A0 BUMOT AdY.

ANbBYMIH-
BIO®APMA

po3unH ans iHdysiii, 10
% no 50 mn, 100 mny
donakoHi; no 1 dpakoHy
y naui 3 KapToHy

TOB "BIO®PAPMA
MNJA3MA"

Ykpaina

BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUNYCK
cepiii; BTOPUHHE
nakyBaHHS, BUNYCK
cepiii: TOB
"BIOPAPMA
MIA3SMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3aralbHeHUX JaHnx npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnX npo cuctemy
hapmakoHarnagy, amiHa
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3[jiicHeHHs chapmakoHarnsgy;
KOHTaKTHOI 0c06u 3 chapmakoHarnagy
3a8BHMKa AN 34ICHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkiouarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 3[jiicHeHHs thapmakoHarnsagy:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0cobMm,
BiANOBiAa/IbHOI 32 3AiACHEHHS
dhapmakoHarnsgy

3a
peyerimom

UA/15875/01/01

ANbBYMIH-
BIO®APMA

po3unH Ans iHdysiii, 20
% no 50 mn, 100 mny
dnakoHi; o 1 dpakoHy
y nauui 3 KapToHy

TOB "BIO®PAPMA
MNAA3MA"

Ykpaina

BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUNYCK
cepiii; BTOPUHHE
nakyBaHHS, BUNYCK
cepiii: TOB
"BIOPAPMA
MIA3SMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpayinHnX
marepianis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeefeHHs abo 3miHmn
[0 y3aralbHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo cucTemy
hapmakoHarnagy, amiHa
yNOBHOB&XeHOT 0cobu, BignosigansHOT
3a 3fiicHeHHs1 hapmakoHaraaay;

3a
peyerimom

UA/15875/01/02
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3aABHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOB&aXeEHOI 0co6M,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs hapmakoHarnsay:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BiNOBIAaANbHOI 3a 3iiCHEHHS
dhapmakoHarnsgy

ANbrEPIKA

Kancynu Teepai no 75
Mmr, no 14 kancyny
6nictepi; no 1, 2, a6o 4
6nictepun y Kopobui

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA Xpsarcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHW | TUMY - 3MiHKW, NOB'A3aHI 3
HEOOXiAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHa/IbHOT hapmakonei Aepxasu
€C - npuBeAeHHs cneuudikawiin Ta
MeToZiB KOHTpOsIo Ha A®I Big,
BUPOBHUKA Ait040T pevyoBUHA
nperabaniHy Ta Bif, BUPOOH/Ka roToBOro
nikapcbKoro 3acoby y BiANOBIAHICTL A0
BMMOr MoHorpadii «Pregabalin» EP;
3MiHK | TNy - 3MiHa y NnapameTpax
cneundikauii Ta/abo AONYCTUMMX MEX,
BU3HAYeHUX y cneyndikauisx Ha API,
ab0o BUXIAHWA/NPOMKHWI
npoAyKT/pearexT, wo
BMKOPWCTOBYIOTBLCS Y NpoLeci
BMPOGHUMLTBA ADI - cneumndikauiio
BXiIHOrO KOHTposto Ha APl BUpoGHMKa
roTOBOrO NiKapCbKOro 3acoby
[ONOBHEHO HOBVM MOKa3HNKOM
«laeHTudikauis eHaHtiomepy (R-PRG)»
3 BIiANOBIAHUM METOA0M BUNPOOYBaHHS;
cneuudikaLito BXiAHOrO KOHTPOSIO Ha
A®| BUpOGHYKa roTOBOrO JiKapCbKOro
3ac06y AONOBHEHO HOBUM MOKa3HWUKOM
«MeTun kapbamat» 3 BiANOBIAHUM
MeToZAoM BuUnpobysaHHs (BEPX);
crneuudikaLito BXigHOro KOHTPOJIIO Ha
A®| BUPOGHYVKa roTOBOrO J1iKapCbKOro
3ac00y O0NOBHEHO HOBUM MOKa3HUKOM
«BTpaTta macu npu BUCyLLYyBaHi» 3

3a
peyenmom

UA/13629/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHUM METOAO0M BMMPOGYBaHHS;
3MiHu | TUNy - 3MiHa y NnapameTpax
cneuudgikauii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHNX y cneuyndikauisx Ha Adl,
ab0 BUXIiQHWA/NPOMIKHUIA
npoayKT/peareHT, Wo
BMKOPWCTOBYIOTBLCS Y NPOLEC
BMPOGHMLTBA ADI - 3MiHU KpUTEPIiB
NPUIAHATHOCTI 3a NOKa3HWKOM «BMicT
cynbaTHOI 30/11» cneundikauii
BXiHOro KOHTposto Ha APl BUpPOGHMKa
rOTOBOrO /iKapCbKOro 3acoby; 3MiHu
KpUTEPIiB NPUAHATHOCTI 3@ MOKa3HNKOM
«Baxkki MeTanim» crneundikadii BXigHoro
KOHTPONto Ha A®| BUPOGHUKA rOTOBOrO
nikapcbKoro 3acoby; 3miHu | Tuny -
3MiHa y meTogax BunpobysaHHA AdI
abo BMXigHOro marepiany/npomikHOro
npoayKTy/peareHty, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HUMLTBA AP - 3MiHK aHaNITUYHOI
METOAMKMN 38 NOKA3HNKOM <«[JOMILLIKN>»
crneundikaii Ha A®| (npoboniaroToBka,
hopmMynn po3paxyHkKy, yMoBH
npugaTHOCTi XxpoMaTtorpadiyHoi
cuctemmn); 3MmiHu Il Tuny - nogaHHA
oHoBneHoro DMF Big, 3aTBEpAXEHOr0
BMpOGHMKa A®| nperabaniHy Assia
Chemical Industries Ltd., Teva-Tech
site, I13painb; 3anponoHoBaHo: 3636-EU-
04.2014

10.

ANbrEPIKA

Kancysnu Teepgi no 150
Mmr, no 14 kancyny
6nictepi; no 1, 2, a6o 4
6nictepun y Kopobui

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA Xpsarcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUMY - 3MiHKW, NOB'A3aHI 3
HEOOXiAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHa/IbHOT hapmakonei Aepxasu
€C - npuBeAeHHs cnevudikaiin Ta
MeToZiB KOHTposIo Ha Al Big,
BUPOBHUKA Ail040T pevyoBUHN
nperabaniHy Ta Bif, BUPOOHVKa roToBOro
nikapcbKoro 3acoby y BiANOBIAHICTL A0
BMMOr MoHorpadii «Pregabalin» EP;
3MiHK | TNy - 3MiHa y NnapameTpax
cneundikauii Ta/abo AONYCTUMMX MEX,
BU3HAYeHUX y cneyndikauisx Ha API,
ab0 BUXIAHWA/NPOMKHWI
npoAyKT/pearexT, wo
BMKOPWCTOBYIOTHCS Y NpoLeci

3a
peyenmom

UA/13629/01/02
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Ne n/n

Hassa
JliKapcbK0O20

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

BMPOGHMLTBA ADI - cneuyndikaiio
BXiHOro KOHTposo Ha APl BUPOGHMKa
roTOBOrO NikapCbKOro 3acoby
[I0OMNOBHEHO HOBWM MOKA3HUKOM
«lgeHTudikauis eHaHtiomepy (R-PRG)»
3 BifNOBIAHUM METOAOM BUMPOGYBaHHS;
cneuudikaLito BXiAHOr0 KOHTPOSIO Ha
A®| BUpOOHUKA rOTOBOTO JTiKAPCLKOr0
3aco6y AOMNOBHEHO HOBMM MOKA3HUKOM
«MeTun kapbamar» 3 BiANOBIAHUM
MeToA0M BUNpobyBaHHSA (BEPX);
cneuudikaLito BXiAHOrO KOHTPOSIO Ha
A®| BUpOBGHMKa rOTOBOrO JiKapCbKOro
3ac06y A0NOBHEHO HOBUM MOKa3HWUKOM
«BTpaTa macu npu BucyLLyBaHi» 3
BiANOBIAHUM METOAO0M BMNPOGYBaHHS;
3MiHu | TUNY - 3MiHa y NnapameTpax
cneuudgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX y cneuyndikauisx Ha Adl,
ab0 BUXIiQHWIA/NPOMIKHUIA
npoayKT/peareHT, Wo
BMKOPWCTOBYHOTBLCS Y NPOLEC
BMPOGHMLTBA ADI - 3MiHU KpUTEPIiB
NPUIAHATHOCTI 3a NOKa3HWMKOM «BMicT
cynbaTHOI 30/11» cneumdikauii
BXiHOro KOHTposo Ha APl BUPOGHMKa
rOTOBOrO /1iKapCbKOro 3acoby; 3MiHu
KpUTEPIiB NPUAHATHOCTI 3@ NMOKa3HNKOM
«Baxkki MeTanim» crneundikadii BXigHoro
KOHTPONo Ha A®| BUPOGHUKA rOTOBOrO
nikapcbKoro 3acoby; 3miHu | Tuny -
3MiHa y meTogax BunpobysaHHA AdI
abo BMXigHOro marepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP - 3MiHK aHaNITUYHOI
METOAMKMN 38 NOKA3HNKOM <«[JOMILLIKN»
crneundikaii Ha A®| (npoboniaroToBka,
hopmynn po3paxyHkKy, yMOBH
npugaTHoCTi XxpomaTtorpadiyHoi
cuctemu); 3MmiHu Il Tuny - nogaHHA
oHoBneHoro DMF Big, 3aTBEpAXEHOrO
BMpOGHMKa A®| nperabaniHy Assia
Chemical Industries Ltd., Teva-Tech
site, I13painb; 3anponoHoBaHo: 3636-EU-
04.2014

UA/5816/01/01

11.

ANNbMEP

TabneTku, BKpUTI
NNiBKOBOIO 060/TI0HKOIO,
no 5 mr, no 10 Tabnetok
y 6nicTepi, no 3

AxTasic rpyn AT

IcnaHpin

AkTasic T/,

ManbTa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BHeceHHs abo

3a
peyenmom
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nictepu y nauui

3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpaviiiHoro nocBigYeHHs,
BKOYatoum MNnaH ynpasiHHA
pv3nkamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nogasibLuoro
06r'pyHTYBaHHSA HOBUMU A04ATKOBUM
AaHuMK, WO MaTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAaraeTbCsl CyTTEBA OLLiHKa
KOMMETEeHTHUM OpraHoMm) - BrKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkTy 1, NigNyHKTY 2.3 NYHKTY 2
popartky 15 go MopAagky nposefeHHA
eKcnepTu3n peecTpauiiHnx Martepianis
Ha Nikapcbki 3aco6u, WO NoAalTbLCS Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a TakoXx ekcnepTnsn
marepianis NPo BHECEHHS 3MiH 40
peecTpauiiHux maTepianis NpoTArom Al
peecTpauiiiHoOro NocBig4eHHs,
3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pefakuii Hakasy
MO3 Bif 23.07.2015 Ne 460).

12.

ANbMEP

TabneTkun, BKpUTI
NNiBKOBOIO 060/I0HKOI0,
no 10 mr, no 10
TabneTok y 6nictepi, no
3 6nictepun y nauui

AxTasic rpyn AT

IcnaHgis

AkTasic T[],

ManbTa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiHoro noceifg4YeHHs,
BKAOYatoum MNnaH ynpasiHHA
pv3ukamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nofasibLIoro
06r'pyHTYBaHHSA HOBUMU A0A4ATKOBUM
AaHuMK, Lo MaTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAara€eTbCsl CyTTEBA OLLiHKA
KOMMEeTeHTHUM OpraHoM) - BrKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkTy 1, NignyHKTY 2.3 NYHKTY 2
popartky 15 o Mopagky npoBefeHHA
eKcnepTu3n peecTpauiiHnx Matepianis
Ha fikapcbki 3aco6u, Lo NoA4alTbCS Ha
[AepXaBHy peecTpavjito
(nepepeecTpadito), a TakoXx ekcnepTnsun
marepianis NPO BHECEHHS 3MiH 40
peecTpauiiHux maTepianis NpoTArom Aii
peecTpaLiiiHoro NocBig4eHHs,
3aTBEpKEeHoro Hakasom MO3 Big

3a
peyerimom

UA/5816/01/02
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
26.08.2005 Ne 426 (y pefakuii Hakasy
MO3 Bif 23.07.2015 Ne 460).
13. AMIHA3VH PO3unH ANs iH'ekuin, 25 TOB "XapkiBcbke YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX 3a UA/3562/01/01
Mr/M/1 1o 2 M1 B amnyni, thapmaueBTUYHe BMPOGHMLITBA, marepianis: peyenmom
no 10 amnyn y kopo6u,i 3 nigNpPUEMCTBO KOHTPO/Ib SIKOCTI, 3MiHuM | TUNY - 3MiHK WoAa0
KapTOHY; No 2 MN B "300p0oB'a Hapoay" Bunyck cepii: TOB 6e3nekn/edpeKTNBHOCTI Ta
amnyni, no 5 amnyn B "XapkiBcbke thapmakoHarnsgy. BeegeHHs abo 3miHn
6nictepi, no 2 6nictepu hapmaLeBTuyHE [0 y3ara/ibHeHVX AaHux npo cuctemy
y KOpobLji 3 KApTOHY; NO nignpveMCcTBO thapmakoHarnagy (BBefeHHs
2 mn B amnyni, no 10 "3p0p0oB's Hapoay", y3arasibHeHuUX AaHux npo cuctemy
amnyn y 6nictepi, no 1 YkpaiHa; Bci cTagji hapmakoHarnagy, amiHa
6nictepy y Kopobui BMPOGHMLTBA, yMNOBHOB&XeHOT 0cobu, BifnosiganbHOT
KOHTPO/Ib SIKOCTI: 3a 3[jiicHeHHs chapmakoHarnsgy;
TOB KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
"®apmMaLeBTnYHa 3a8BHMKa AN 34ICHEHHSA
KOMnaHis thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
"3p0poB'a", YkpaiHa BiMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkauarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - fitoya pegakuis:
yNOBHOBaXkeHa 0c0ob6a 3asBHMKa,
BiANOBiAa/bHa 3a hapmakoHarisg —
MypasiioBa OkcaHa OnekcaHApiBHa.
MponoHoBaHa peaakLis: ynoBHOBaXeHa
ocoba 3asBHUKa, BiANOBIAa/IbHA 3a
thapmakoHarnsg, - 3umuupka MapuHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6W 3asBHNIKA,
BiANoBiAa/IbHOI 32 hapmakoHarnsg
14. AMNECCA Tabnetku, 4 mr/10 mr, no KPKA, a.4., Hoso CnoseHisn KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 10 peecTpavjiiHmx 3a UA/12846/01/01
10 Tabnetok y 6nicTtepi; MecTo MecTo marepianis: peyenmom
no 3 abo no 6, abo no 9 BUNPaB/IEHO TEXHIYHY NOMW/IKY B M.1
6nicTepiB y KAPTOHHIl TEeKCTY MapKyBaHHS 30BHiLLHbOT
Kopoo6Ui yMNakoBKW fikapcbKoro 3acoby, a came —
BW/TyYEHO KOMY i3 TEKCTY iHdhopMmaLkiT
LI0/10 Ha3BW JliKapCbKOro 3acoby
15. AM/NECCA Tabnetkun, 8 mr/5 mr, no KPKA, a.4., HoBo CnoBeHis KPKA, a.4., HoBo CnoBeHisi BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX 3a UA/12846/01/02
10 TabneTok y 6nicTepi; MecTo MecTo marepianis: peuenmom
no 3 a6o no 6, abo no 9 BUMNpPaB/IEHO TEXHIYHY NOMUIKY B .1
61icTepiB Y KAPTOHHIN TEeKCTY MapKyBaHHS 30BHiLLHbOT
Kopoo6Li ynakoBKM flikapcbKoro 3acoby, a came —
BWUYYEHO KOMY i3 TeKCTY iHdopmauiii
010 Ha3BW JTiKaPCbKOro 3acoby
16. AMNECCA Tabnetku, 4 mr/5 mr, no KPKA, a.4., Hoso CnoseHisa KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiinHmx 3a UA/12846/01/03
10 Tabnetok y 6nicTtepi; MecTo MecTo marepianis: peyenmom

no 3 abo no 6, abo no 9

BMNPaB/IEHO TEXHIYHY MOMWIKY B M.1
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
6nicTepiB y KAPTOHHIN TEKCTY MapKyBaHHS 30BHILLHbOI
KopoobLi yrnakoBKW fikapcbKoro 3acoby, a came —
BWUYYEHO KOMY i3 TeKCTY iHdopmauii
010 Ha3BW J1iKaPCbKOro 3acoby
17. AMNECCA Tabnetku, 8 mr/10 mr, no KPKA, a.4., Hoso CnoBeHisa KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/12846/01/04
10 Tabnetok y 6nicTtepi; MecTo MecTo marepianis: peyenmom
no 3 abo no 6, abo no 9 BMMpaB/IEHO TEXHIYHY NOMUIKY B .1
6nicTepiB y KAPTOHHIl TEeKCTY MapKyBaHHS 30BHiLLHbOT
Kopobui yNakoBKW fikapcbKoro 3acoby, a came —
BW/Ty4EHO KOMY i3 TeKCTy iHdhopmMauii
LI0/10 Ha3BW JliKapCbKOro 3acoby
18. AMAoaAuMnNIH Tabnetku, no 5 mr, no 10 "HOHiK IHgis HOHik IHais BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX 3a UA/15752/01/01
€BPO Tab1eToK Y KOHTYPHIi dapmacboTuKas $apmacbloTukan marepianis: peyenmom
YapyHKOBIli ynakoBLj 3 Na6opaTopiz" Nabopatopi3 3MiHK | TUNy - 3MiHa y MeTogax

antoMiHieBoi onbrun
(cTpwni), no 2 a6o 3
cTpuna y kopobu,i 3
nakyBasIbHOTO KapToHY

(BiggineHHs cipmmn
"IK. B. Kemikan3 eHg
PapmacboTuKan3
Nta.")

(BigaineHHs dipmm
"Ix. B. Kemikans
eHf
PapmacboTrKan3
Nta.")

BMNPOGYBaHHSA roTOBOrO /iKapCbKOro
3aco0y - 3MiHW B METOfax KOHTPOJIIO
roTOBOro NikapcbKoro 3acoby, y
BIANOBIAHOCTI O OHOBMIEHMX
matepianis BUPOGHMKa: - 3a
nokasHukom «MaeHTndpmkaums
amnogunuHa. Metof A», BHECEHO
pefaKuiiiHi yTOYHEHHS, AOAAHO po34inu
«lMoaroToBka cTaHAapTHOro 6a30BOro
pactBopa» Ta «CTaHOapTHbIN
pacTBop»;

- 38 NOKa3HMKOM «Bpems
pacnagaemocTu» A0AaHO MEeTOAUKY
NPOBEAEHHSA TECTY; - 3@ MOKA3HNKOM
«PacTBOpeHue» BHECEHO HE3HAYHI
pefakuiiiHi NpaBKK; - 3a NOKA3HUKOM
«KonnuectseHHoe onpegeneHve
amo04UNUHa» BHECEHO YTOUYHEHHS
«Temnepartypbl KONIOHKW», HE3HAYHI
peakuiiHi NpaBku Ta YTOYHEHHS 3a
po3ginom «PacTBop A151 NPOBEPKU
NPUroAHOCTN XpomaTorpagmueckoi
cMCTeMbl», po3gin «MpurogHocTb
XpomaTorpadymckoit CUCTEMbI»
3MiHEHO Ha «KpuTepuu npurogHoCcTu
cucTeMbl», po3gin «Mpoueaypa»
3aMiHeHO Ha po3ain «MeToguka» Ta
BHECEHI He3HaYHI peAakLiiHi npaBku; -
3a nokasHukom «ConyTcTBytoLme
NpYMeCU», BHECEHO YTOUYHEHHS
«Temneparypbl KOMIOHKW», peAakLiliHi
npaBku 3a po3ginom «Pacteop ans
NPOBEPKN NPUroAHOCTU
XpomaTtorpadmyeckoii CUCTEMbI»; - 3a
nokasHukoMm «OIHOPOAHOCTb
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Ne n/n

Hassa
JliKapcbK0O20

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

COLEPXMMOro» BHECEHO YTOUHEHHS [0
«TemnepaTypbl KOJTOHKN», BHECEHO
He3HauHi pefakuiiiHi npaBku A0 po3ainy
«PacTBop 4719 NPOBEPKM NPUrOLHOCTM
XpomaTorpadmyeckoin CUCTEMbI»,
po3gin «MpurogHocTb
XpoMaTorpagmumckor CUCTeMbI»
3aMiHeHO Ha «KpuTepun nNpurogHocTu
CUCTEMbI» Ta BHECEHI HE3HAYHI
peakuiviHi npaBku, po3ain
«[pouenypa» 3aMiHEHO Ha po3ain
«MeTopuka» Ta BHECEHI HEe3HauHI
pepakuiviHi npaBku, po3ain
«lpremoyHble KpUTepun» 3aMiHEHO Ha
po3ain «Kputepumn npyemnemocTu» Ta
BHECEHI He3HauHi peAakLiiHi npaBku; -
3a NoKasHUKoM «OAHOPOAHOCTb
cofepxmmoro 1/2 TabneTtkn», BHECEHO
YTOUHEHHs Ao «Temnepartypbl
KOJIOHKM», YTOYHEHHS B pPO34iNi
«PacTtBop 4718 NpoBEpKM NPUroLHOCTM
XpomaTorpacmyeckoil cucTemMbl» Ta
«WcnbiTyemblli pacTBop», po3gain
«MpuUrogHOCTb XpomaTorpachnumnckoii
CUCTEMbI» 3aMiHEeHO Ha «Kputepumn
NPUroAHOCTY CUCTEMBI» Ta BHECEHI
He3HauHi pefakuiliiHi npaBkuy, po3ain
«[Tpoueaypa» 3aMiHEHO Ha po3ain
«MeToauKa» Ta BHECEHI He3HauHi
pefakLiiiHi NpaBKK; - 3a NOKa3HUKOM
«MikpobionoriyHa unctoTa» gofaHo
MeTOAMKY NPOBEAEHHS TeCTYBaHHS.
KpuTepii NpuiiHATHOCTI 3anuwmnncs
HE3MiHH1MU

3a

UA/15752/01/02

19.

AMnoauniH
€BPO

Tabnetku, no 10 mr, no
10 TabNeTokK y KOHTYpHIl
YapyHKOBIli ynakoBLj 3
a/1lOMIHIEBOI hOSbIn
(cTpuni), no 2 a6o 3
cTpvna y kopobui 3
nakyBaslIbHOrO KapToHYy

"FOHiK
PapmacboTuKan
Na6opaTtopiz"
(BipfineHHs dipmun
"Ix. B. Kemikans eHg
dPapmacboTuKan3
nra.)

IHAis

FOHiK
dapmacbloTUKan
NabopaTtopis
(BigaineHHs chipmu
"Ix. B. Kemikan3
eHf
PapmacboTrKan3
nrat)

IHais

BHECEHHS 3MiH [10 peecTpaLjiitHmx
marepianis:
3MiHM | TUMy - 3mMiHa y MeTogax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3acoby - 3MiHM B MeTofax KOHTPOSI0
roTOBOrO JliKapCbKoro 3acoby, y
BIAMNOBIAHOCTI 4O OHOBEHMX
marepianis BUPOGHMKA: - 3a
nokasHUKoM «VaeHTudmkaums
amnogunuHa. Metog A», BHeCEHO
pefaKLiiiHi yTOYHEHHS, AOAAHO Po3ginu
«[lMogroTtoska cTaHAapTHOro 6a30B0Oro
pacTBopa» Ta «CTaHAapTHBbI
pacTBop»;
- 3a MOKa3HUKOM «Bpems
pacnagaemMocTu» A0AaHO0 MeToaMKy

peyenmom
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

NPOBEAEHHS TECTY; - 3@ MOKA3HNKOM
«PacTBopeHve» BHeCeHO He3HauHi
pefakLiiiHi NpaBKK; - 3a NOKa3HUKOM
«KonnuectseHHoe onpegenexve
am10AMNUHa» BHECEHO YTOUHEHHSN
«TemnepaTypbl KONIOHKW», HE3HAYHI
pefakuiiHi MpaBku Ta YTOYHEHHS 3a
po3ginom «PacTBop A5 NPoBEpKN
NpUrogHOCTY XpomaTtorpadmyeckoi
cucTeMbl», po3gin «MpurogHocTb
XpomaTorpadmymckoin CUCTEMbI»
3MiHEHO Ha «KpuTepum NpurogHoOCTm
cuctembl», po3gin «lMpoueaypa»
3aMiHeHO Ha po3ain «MeToauka» Ta
BHECEHI HE3HaYHI peAakLiiiHi npaBku; -
3a nokasHukoM «ConyTcTByiOLLME
NpYMeCcK», BHECEHO YTOUHEHHS
«TemnepaTypbl KOMIOHKW», pefakuiliHi
npasky 3a po3ainom «PacTsop Ans
NPOBEPKN MPUroAHOCTU
XpomaTorpacuyeckoit CUCTeEMbI»; - 3a
nokasH1MkoM «OHOPOAHOCTb
COLEPXMMOro» BHECEHO YTOUHEHHS [0
«Temneparypbl KOMIOHKM», BHECEHO
He3HauHi pefakuiiiHi npasku Ao po3giny
«PacTBop 4719 NpOBEPKM NPUrOAHOCTM
XpomaTorpacdmyeckoin CMCTeMbI»,
po3gin «MpurogHoCcTb
XpomaTorpadmymckoin CUCTEMbI»
3aMiHeHO Ha «KpuTepun npurogHocTu
CUCTEMbI» Ta BHECEHI He3HauHi
pepakuiiHi npaBku, po3ain
«[Mpoueaypa» 3aMiHEHO Ha po3gain
«MeToAyKa» Ta BHECEHI HE3HAYHI
pepakuiiHi npaBku, po3ain
«lMpremMoyHble KpUTEPUU» 3aMIHEHO Ha
po3gin «Kputepun npuemaemocT» Ta
BHECEHi He3HAaYHI peaakLiiHi npaBku; -
3a NnokasHMkoM «OAHOPOAHOCTb
coaepXxmmoro 1/2 TabneTkn», BHECEHO
YTOUHEHHS A0 «Temnepatypsbl
KOMOHKW», YTOYHEHHS B PO34ini
«PacTBop A4/19 NPOBEPKM NPUrOLHOCTM
XpomaTorpacmyeckoil CucTeMbI» Ta
«M cnbiTyemblii pacTBop», po3gain
«MpurogHoOCTb XpomaTorpadnuncKoii
CUCTEMbI» 3aMiHeHO Ha «Kputepumn
NPUroAHOCTY CUCTEMBI» Ta BHECEHI
He3HauHi pefakLiliiHi npaBky, po3ain
«[poueaypa» 3aMiHEHO Ha po3ain
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

«MeToayKa» Ta BHECEHI HE3HAYHI
peAakuiiiHi npaskK; - 3@ MOKa3HNKOM
«MikpobionoriyHa unctota» fofaHo
MeTOAMKY NPOBEAEHHS TECTYBaHHS.
KpuTtepil npuitHATHOCTI 3anuwmnmcs

HEe3MiHHUMKN

20.

AHIFHOBAI

cnpeii Ans poToBoi
NOPOXHUHN No 10 mn
a60 20 mn y chrakoHi;
no 1 chnakoHy pasom 3
nepopasibH1UM
[,03aTOPOM Y KOpOOLLi

Peppep
IHTepHacioHasb, C.A.

Icnanis

Peppep
IHTepHacioHasb,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavLjiiniHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHNX JaHuX Mpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3asBHVKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0Co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) - 3mMiHa KOHTakTHOI
ocobu 3 hapmakoHarnagy 3asBHuKa
[AnA 3pjicHeHHs hapMakoHarnsgy B
YkpaiHi. [itoya pegakuis: LLaTposa
Hatanis MuxainisHa. MNponoHoBaHa
pepakuis: Kyuma Bonogumup
OnekcaHApoBUY. 3MiHA KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu

6e3
peyenma

UA/10543/01/01

21.

AHTUKOATYNAH

THUA |

KOHCEPBYIO4A

N PO3YVH ANns

KPOBI TIO4NHN

po3unH
aHTVKOAryNAHTHWN i
KOHCepBYyounin Ans
KpoBi o 250 mny
KOHTeliHepi,
BK1a,€HOMY B YNakKoBKY
3 [1BOLIAPOBOI N/iBKN

TOB "BIO®APMA
MNA3MA"

YkpaiHa

[ouipHe
nigNPUEMCTBO
"®bapmartpeng”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiinHmX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsay. BeefeHHus abo 3miHu
[0 y3ara/ibHEHNX JaHuX Mpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX JaHunx npo cuctemy
hapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobu, BignosigansHoT
3a 3[jlicHEHHs chapMmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsay
3asBHUKa 419 3AIICHEHHA
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M,
BiANoBiAa/bHOI 32 3AiCHEHHS!

3acmocosye
mbcs
mifibKu y
crneyjiasibHUx
MeOUYHUX
3aknadax 8
anapamypi
o151
naasmoyum

ogpepesy

UA/12337/01/01




47

Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakoHarnagy (Bkavarum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLeHHi MacTep-chaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0Co6M, BifNoBigabHOT
3a 34iliCHEHHA hapMakoHarnsay:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0cobu,
BiANOBiAa/IbHOI 32 3AiACHEHHS
dhapmakoHarnsgy

22,

AHTUTOKCUYHA
DPAKUIA
EKCTPAKTY
MEYIHKA

nopoLLoK (cybcTaHuis) y
nakertax
nosnieTNNeHoBMX AN
hapmaLeBTUYHOrO
3acTOCyBaHHs

TOB "BanapTiH
dapma”

Ykpaina

CnuyaHb [lee6io
dapmacbtoTikan Ko.,
nra.

Kutai

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis: 3miHu | Tuny -
AOMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (BNacHvKa peecTpauiiHoro
NocBiJYEHHS) 3MiHa afipecy 3asiBHUKA

UA/14470/01/01

23.

AHTUNONTY®

NOPOLLIOK ANs
OpasIbHOTO PO34MHY, N0
17 ry nakeTi; no 5
nakeTiB y KapTOHHIl
KopooLi

TOB "baiiep”

Ykpaina

KoHTpakT ®apmakasi
KopnopefiwH, CLUA
(NepBuHHa Ta
BTOPUHHA YNakoBKa,
[103BiN Ha BUMNYCK
cepii);
KoHTpakT ®apmakas
KopnopefiwH, CLUA
(BnMpo6HMLTBO in
bulk), CLUA

CLA

BHECEHHS 3MiH [0 peecTpaLinHnX
martepianis: 3miHu Il TUny - 3MiHU WoA0
6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpaviiHoro noceifg4YeHHs,
BKAOYatoum MNnaH ynpasiHHA
pr3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaratoTb(€) nofasibLIoro
06r'pyHTYBaHHSA HOBMMU A04ATKOBUM
AaHVMK, Lo MaloTb HaJasaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKK
BMMara€eTbCsl CyTTEBA OLLiHKA
KOMMETEeHTHUM opraHom) BrkoHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkTy 1, NignyHKTY 2.3 NYHKTY 2
popartky 15 no MNMopagky nposefeHHA
eKcnepTun3n peecTpauiiHnx Matepianis
Ha flikapcbki 3aco6wu, WO NO4a0TLCS Ha
AepxaBHy peecTpadito
(nepepeecTpadito), a TakoXx ekcnepTnsn
martepianis NPO BHECEHHS 3MiH 40
peecTpauiiHux maTepianis NpoTArom Aii
peecTpavuiiiHoro NocBig4eHHs,
3aTBepAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460).

6e3
peyenma

UA/4910/02/01

24.

APTU®DJIEKC

Kpem, no 20, no40r
a6o no 100 r y Ty6i; no 1
Ty6i y KOPOOL,i 3 KAPTOHY

ToBapucTtso 3
06MexeHo
BiAANOBIAA/LHICTIO
"®apmaueBTuyHa
KomnaHis "3gopos's"

YkpaiHa

ToBapucTBo 3
06MexeHoH
BiANOBIAALHICTIO
"®apmaueBTnyHa
KomnaHis "3aopos's"”

YkpaiHa

BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX
marepianiB: NpuBeAeHHS1 HanucaHHsA
YMOB Bignycky B Hakasi MO3 YkpaiHu
Ne 1270 Big 06.07.2018 B npoueci
BHECEHHS 3MiH (3MiHu | Tmny -

Be3
peyenma

UA/13306/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

AgMiHicTpaTuBHi 3MiHK. 3MiHa kogy ATX
- 3MiHW BHECeHi [0 po34iny iHCTPYKUiT
A5 MeANYHOro 3acToCyBaHHSA
"apmakoTepaneBTuyHa rpyna. Kog,
ATX" BigNOBIAHO 4O MKHAPOAHOI
knacudikauii BOO3: 3aTBepAKeEHO -
IHLWi 3ac06w, WO 3aCTOCOBYOTH NP
naTosorii oNoOpHO-pyXOBOTrO anapary.
Ko ATC MO9A X10**, 3anponoHoBaHo
- |HWi 3aco6u, L0 3aCTOCOBYOTbL NpK
naTosnorii oNoOpHO-pyX0BOTrO anapary.
Kog ATC MO9A X. BBegeHHs 3MiH
npoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS.) [0 3aTBEPLKEHNX
peecTpaujiiHux maTepianis, a came:
Pepakuisi B Hakasi: 3a peLenTom.
3anponoHoBaHa pefakuis: 6e3
peuenTa.

25.

ACKO®EH-
JAPHULA

Tabnetkun, no 6 abo no
10 TabNETOK Y KOHTYpHIlA
YapyHKOBIll ynakoBLii; no
1 KOHTYpHI YapyHKOBIl
ynakoBLi y nauywi; no 6
abo no 10 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoBkax

MpAT
"GapmaueBTuyHa
dipma "OapHuus"

YkpaiHa

MpAT
"®apmaueBTMyHa
thipma "apHuus"

Ykpaina

BHECEHHS 3MiH O peecTpavLiiiHnX
marepianis:
3MiHV | TUNY - BUNYYEHHS BUPOOHUYOI
AinbHUUI (BKTHOYAOUM AinbHUUI AnA
A®I, npomiXHOro npoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL
NS NPOBELEHHSA NaKyBaHHS,
BMPOGHMKa, BIAMNOBIAA/ILHOIO 3a BUMYCK
cepiid, MmicLe NpoBeEHHS KOHTPO/HO
cepil) abo nocTavanbHVKa BUXIGHOTO
martepiany, peareHTy abo 4OMNOMDKHOT
PEYOBUHM - BUNYYEHHS OJHIET i3
3aTBEPMKEHNX AiNIbHALL BUPOGHUKA
A®I aueTtuncaniynnosBoi KUCAoTu

6e3
peyenma

UA/7528/01/01

26.

ACMAPKAM

Tabnetku, no 10
TabneTok y 6nictepi, no
1 a6o 10 6nicTepis B
nadui 3 kapToHy; no 50
TabneTok y 6nictepi, no
1 6nicTepy B nauuj 3
KapToHy; no 10 a6o no
50 TabneTok y 6nictepi

MAT "Ximdhapm3asog,

"YepBoHa 3ipka”

Ykpaina

NAT
"Ximthapm3sasop
"UepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpayiniHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTemMa KoHTelHep/3aKynoproBasibHUIA
3aci6. 3miHa po3mipy ynakoBku
roTOBOro Nikapcbkoro 3acoby (3miHa
KiNbKOCTi 0guHMLG (Hanpukiag,
TabneTok, amny TOLLO) B yNakoBLi:) -
3MiHa no3a gjana3oHoM 3aTBepKeHNX
pO3MipiB yNakoBKM - BBEAEHHS
[04aTKOBOro BMAy nakyBaHHs: no 10
Tabnetok y 6nictepi; no 10 6nicTepis B
nauuj 3 KapTOHyY, 3 BHECEHHAM
BiAMOBIAHMX 3MiH Y p. «YNaKoBka».
MepBUHHWUIA NaKyBaslbHUIA MaTepian He
3MiHMBCS. BBEAEHHSA 3MiH NpOTArom 3-x
MicsLiB MiCNA 3aTBEPMKEHHS.

6e3
peyenma

UA/5459/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
27. ACNIKAPA TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHnX 6e3 UA/15865/01/01
KAPAIO 060/10HKOH, 06MeXeHo 06MeXeHo marepianis: peyenma
KMLLIKOBOPO3UMHHI MO BiANOBIAA/IBHICTIO BiANOBIAA/ILHICTIO 3MiHM | TMNYy - 3MiHK Woao
100 wmr no 10 TabneTok y "®apmavueBTUYHa "®apmavueBTuyHa 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 2 a6o 3 thipma "BepTekc" thipma "BepTekc”, thapmakoHarnsgy. BeefeHHs abo 3miHu
6nictepu y nauui YkpaiHa [0 y3arasibHeHVX faHnx npo cuctemy
(BUpPOGHMLTBO 3 thapmakoHarnagy (BBefeHHs
npoaykuii in bulk y3araslbHeHNX AaHux npo cuctemy
BMpO6HUKa TOB hapmakoHarnagy, amiHa
"®APMEKC IPynm", yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
YkpaiHa) 3a 3[jlicHeHHs hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
3as1BHVKa 415 34iiCHEHHS
thapmakoHarnsgy B YKpaiHi, KO BOHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy (Bkirouatoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT
3a 3[jiicHeHHs chapmakoHarnsay:
MponoHoBaHa pepfakuis — KagywkuHa
tOnis BonogumupisHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BianoBiganbHOI 3a 34iCHEHHS
hapmakoHarnagy
28. ACNIKAPA TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpavLjiiniHnx 6e3 UA/15865/01/02
KAPAIO 060/10HKOI0, 06MEeXEHO 06MeXeHo marepianis: peuyenma
KWLLKOBOPO3UMHHI MO BiANOBIAA/IbHICTIO BiANOBIAAILHICTIO 3MiHM | TMny - 3MiHK Wwoao
300 mr no 10 TabneTok y "®apmavueBTUYHa "®apmaveBTuyHa 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 2 6nictepu hipma "BepTekc" thipma "BepTekc”, hapmakoHarnsgy. BeeneHHs abo 3miHu
y nauui Ykpaina [0 y3ara/ibHeHUX AaHuX Npo cuctemy

(BUpPOGHMLTBO 3
npogykuii in bulk
BMpo6HMKa TOB
"®APMEKC IrPymn",
YkpaiHa)

thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0CcOobyu 3 hapmakoHarnsgy
3as1BHVKA 415 34iiCHEHHS
thapmakoHarnsgy B YKpaiHi, KLU0 BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy (Bkirouatoum
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BifnosiganbHOT
3a 3[jiicHeHHs chapmakoHarnsgy:
MponoHoBaHa pefakuis — KagyuikuHa
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
tOnis BonogymupisHa. 3miHa
KOHTaKTHUX AAHVX YNOBHOBaXXEHOI
ocobu, BignoBigasibHOI 3a 3AiCHEHHS!
dhapmakoHarnsgy
29. AT®-NIOHI nopoLUokK (cybcTaHuis) y MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiHmx - UA/0694/01/01
naswkax 3 "®GapmaLeBTnyHa "®apmMaLeBTnYHa marepianis: 3miHu | Tuny -
nonieTuneHTepedTanar thipma "®apKoC" hipma "®apKoC" AAMiHICTpaTUBHI 3MiHW. 3MiHa
y 0151 BUpOGHMLUTBA HalilMeHyBaHHs Ta/abo agpecy Micus
HecTepusibHUX NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
nikapcbkux hopm (BrtOYatoun, 3a HeobXiAHOCTI, Micue
NpoBeAEeHHS KOHTPOJIO AKOCTI), abo
B/lacHuka mactep-gaiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI AP (SKLO 3a3HAYEHO y
[0CbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPAKEHOMY [0CbE, a60 BUPOOHMKA
HOBOT AOMNOMDKHOT PEYOBUHM (SKLLO
3a3HavYeHo y A0CbE) 3MiHa agpecu
BUpo6HUMKa MpAT "dapmaleBTnyHa
thipma "®apKoC", YkpaiHa, 6e3 3miHn
MicL BUPOGHMLTBA
30. AYPIAEKCAH Kpanni ByLWHi, 0,5 mr/mn ToBapucTso 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiitHmx 3a UA/10132/01/01
no 5 mn a6o 10 mny obmexeHo BMPOGHMLITBA, marepianis: peyenmom
chnakoHi; no 1 dpnakoHy BiANOBiAa/IbHICTIO KOHTPO/1b SIKOCTI, 3MiHK | TNy - 3MiHa po3mipy cepii
B KOMMJ/IEKTi 3 KPULLIKOHO- "[locnigHnii 3aBog, BMNYCK cepil: (BKNOYalOUM giana3oH po3Mipy cepir)
KpanesnbHULE B navui 3 "rHyact ToBapucTBo 3 roTOBOrO JliKapcbKoro 3acoby -
KapToHY 06MexeHo 36iNbLUEHHS PO3MIpY cepii -
BiANOBIAA/ILHICTIO 3anponoHoBaHo: 100 n (20000
"[ocnigHnii 3aBog cnakoHiB no 5 msn), 300 n (60000
"THUC", YkpaiHa; donakoHis no 5 mn), 1001 (10000
BCi cTagii donakoHiB no 10 mn), 300 n (30000
BMPOGHMLTBA, chnakoHis no 10 mn), logarkosuii
KOHTPO/1b SIKOCTI, po3mip cepii 10 n (2000 dpnakoHiB no 5
BMNYCK cepil: ms1), 50 n (10000 dhnakoHis no 5 mn)
ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO
"®APMEKC Irpyn",
YKpaiHa
31. ALETUNCANIUN | TabneTkn no 500 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHnx 6e3 UA/2992/01/02
NOBA KUC/NOTA- | 10 Tabnetoky "®apmaueBTuyHa "®apmaueBTnyHa marepianis: peyenma

JAPHULA

KOHTYPHUX YapyHKOBMX
ynakoskax; no 10
TabneToK y KOHTYPHIl
YapyHKOBIli ynakoBL; No

chipma "OapHuus”

hipma "OapHuus”

3MiHW | TUNY - BUNYYEHHS OAHIET i3
3aTBEPMKEHUX AiNIbHULb BUPOBOHMKA
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

1 KOHTYpHIl YapyHKOBIl
ynakoBLji B nayuj

32.

BEPOAYAN® H

aepo30/1b A030BaHUIA NO
10 mn (200 go3) y
MeTasIeBOMY GasiIoOHUMKY
3 103YH0UMM K/1anaHom;
no 1 6as1Io0HYVMKY B
KapTOHHI KOpooLi

BepiHrep IHrenbxaim
IHTepHewwHn M'v6X

HimeuunHa

Bepinrep
IHrenbxaiim ®apma
'M6X i Ko. KI'

HimeyunHa

BHECEHHS 3MiH [0 peecTpauinHnX
matepianis: 3miHu Il Tuny - 3MiHW Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiiHoro NocBifgYeHHs,
BKAOYatoum MNnaH ynpasiHHA
pv3ukamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nofasibLIoro
06r'pyHTYBaHHSA HOBMMU A0A4ATKOBUM
AaHuMK, WO MaTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAara€eTbCsl CyTTEBA OLLiHKA
KOMMNEeTEeHTHUM OpraHoM) ByKOHaHHS
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkty 1 gogatky 15 no Mopsgky
NPOBeAEHHA ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki
3aco6w, Lo NojatTbCs Ha AePXKaBHY
peecTpaujio (NepepeecTpaLiio), a Takox
eKcrnepTn3n MaTepiasiB Npo BHECEHHS
3MiH 40 peecTpauiiHnx maTtepianis
npoTArom fii peecTtpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOr0 HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

3a
peyerimom

UA/5322/01/01

33.

BIOBEH

pO34nH ans iHgysiii 10
% no 10 mn, 25 mn, 50
Mn a6o 100 mA y naswui
abo chnakoHi; no 1
naawui abo diakoHy B
nauui 3 KapToHy

TOB "BIO®PAPMA
MJA3MA"

YkpaiHa

BMPOBHULTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHS, BUNYCK
cepiii; BTOPUHHE
nakyBaHHS, BUNYyCK
cepiii: TOB
"BIO®APMA
MIA3MA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHuW | TUNYy - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/ibHEeHUX JaHux rnpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnagy, 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHs thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy
3asBHUKa 419 3AiICHEHHSA
hapmakoHarnsagy B YkpaiHi, SKLwo BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarniagy (Bkavarum
KOHTaKTHi flaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0Co6M, BignoBiganbHOI

3a
peyenmom

UA/14526/01/02
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
3a 3gjiicHeHHs chapmakoHarnsagy: fitoya
pepakuis — Typok B’auecnas
B’ayecnasosuy. MNMponoHosaHa
pepakuis — Aurac [iaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHnX
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3AjiiCHEHHs1 papMakoHarisay
34. BIOKNOT A® niogpinizaT 4na po3unHy TOB "BIO®APMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnX 3a UA/16249/01/01
Ans iH'ekyjn no 250 MO, MNAA3MA" MNA3MA", YkpaiHa marepianis: peyenmom
1 cpnakoH 3 (BUPOGHMLTBO, 3MiHuM | TUNY - 3MiHK Woao
niogpinizatom y nepBrHHE Ta 6e3nekn/edeKTMBHOCTI Ta
KOMMJ/IEKTI 3 BTOPUHHE thapmakoHarnsgy. BeegeHHs abo 3miHn
PO34MHHKKOM (BOAa ANA nakyBaHHS, BUNYCK [0 y3aralbHeHUX JaHnX Npo cucTemy
iH'exuiii) no 5 mn y cepiii; BTOPUHHE thapmakoHarnagy (BBefeHHs
chnakoHi; no 1 chnakoHy nakyBaHHS, BUNYCK y3ara/ibHeHUX JaHuX npo cucTemy
3 niogpinizatom Ta no 1 cepiid) hapmakoHarnagy, amiHa
h1aKoHy 3 PO3YMHHUKOM yNOBHOBaXeHOT 0cobu, BifnosiganbHOT
pasom i3 3acobamu ons 3a 3[jiicHeHHs chapmakoHarnsgy;
PO3YMHEHHA Ta KOHTaKTHOI 0co6u 3 chapmakoHarnsgy
BBeAeHHs (1 dinbTp, 1 3asBHVIKa 415 34iCHEHHS
LUNPWL, OAHOPA30BUiA 3 dhapmakoHarnsgy B YkpaiHi, AKLWO0 BOHA
TOJIKOK A5 iH'EKUiA, 1 BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
Kpunbyara iHdysiiHa BIANOBIAA/IbHOI 32 34iiCHEHHSA
cvcTemMa) y mauui 3 thapmakoHarnagy (Bkiouakum
KapToHY KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 3fjiicHeHHs thapmakoHarnsagy:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0cobMm,
BiANOBiAa/IbHOI 32 3AiACHEHHS
dhapmakoHarnsgy
35. BIOK/NOT A® niodpinizaT 419 po3unHy TOB "BIO®APMA Ykpaina TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [0 peecTpaLinHnX 3a UA/16249/01/02
Ans iH’ekyin no 500 MO, MNA3MA" MNA3MA", YkpaiHa marepianis: peyenmom
1 chnakoH 3 (BUPOGHMLTBO, 3MiHuM | TUNY - 3MiHK Woao
niogpinizatom y nepBuHHE Ta 6e3nekn/edeKTMBHOCTI Ta
KOMNekTi 3 BTOPVHHE dhapmakoHarnsgy. BeefeHHs abo 3miHun

PO34MHHKKOM (BOAA AN
iH'exuili) no 10 mny
dhnakoHi; no 1 dpnakoHy
3 niogpinizatom Ta no 1
hNakoHy 3 PO3UMHHMKOM
pasom i3 3acobamu ans
PO3YMHEHHA Ta
BBefeHHs (1 cinbTp, 1
LUNpWL, OAHOPA30BUiA 3

nakyBaHHS, BUNYCK
cepiii; BTOPUHHE
nakyBaHHS, BUNYyCK
cepiid)

[0 y3ara/ibHEHUX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHNX faHnx npo cuctemy
hapmakoHarnagy, amiHa
yNOBHOB&XeHOT 0cobu, BignosigansHOT
3a 3gjiicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy
3asBHMKa AN 34ICHEHHS
(hapmakoHarnsay B YkpaiHi, AKU0 BoHa




53

Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
rOfIKOK ANA iH'eKUin, 1 BiAMiHHa BiJ YNOBHOBaXeEHOI 0co6M,
Kpunbyara iHdy3siiHa BiANOBIAA/IbHOI 3a 34iiCHEHHS
cuctema) y navui 3 hapmakoHarnagy (Bkavarouu
KapTOHY KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs hapmakoHarnsay:
MponoHoBaHa pepakuis — Aurac [liaHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BiNOBIAANbLHOI 3a 34iICHEHHS
dhapmakoHarnsgy
36. BIOKNOT A® niocpinizaT 4N po3umHy TOB "BIO®APMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHmx 3a UA/16249/01/03
ONns iH'ekyin no 1000 MNIA3SMA" MNA3MA", YkpaiHa marepianis: peyenmom
MO, 1 chnakoH 3 (BMpOGHMLTBO, 3MiHM | TUNY - 3MiHK WoAao
niocpinizatom y nepBuHHE Ta 6e3nekun/edekTBHOCTI Ta
KOMM/IEKTI 3 BTOPUHHE thapmakoHarnsgy. BeegeHHs abo 3miHn
PO34MHHKKOM (BOAa AN nakyBaHHS, BUNYCK [0 y3ara/lbHeHUX JaHnx npo cucremy
iH'ekuili) no 10 mn y cepiii; BTOPUHHE thapmakoHarnsagy (BBefeHHs
hnakoHi; no 1 chnakoHy nakyBaHHS, BUMYCK y3arasibHeHNxX AaHux npo cuctemy
3 niodpinizatom Ta no 1 cepiid) hapmakoHarnsgy, 3miHa
hNakoHy 3 PO3UUHHUKOM YNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
pa3om i3 3acobamu ans 3a 3[jiicHeHHs thapmakoHarnsgy;
PO3YMHEHHS Ta KOHTaKTHOI 0c06u 3 thapMakoHarnagy
BBeeHHs (1 dinbTp, 1 3asBHMKa ANs1 34iACHEHHS
LINpWYL, 04HOPa30Buit 3 thapmakoHarnisgy B YkpaiHi, SKLO BOHA
rOfIKOK NS iH'eKUin, 1 BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
Kpunbyara iHdy3iiiHa BiANOBIAA/IbHOI 3a 34iiCHEHHS
cuctema) y navui 3 hapmakoHarniagy (Bkavarun
KapToHY KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHapiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHSA
dhapmakoHarnsgy
37. BNASTEP® - H KOHUeHTpaT ans [eTepo N1a63 Jlimiteq, IHAis [eTepo /1a63 IHgin BHECEHHS 3MiH 10 peecTpavjiiHmx 3a UA/15833/01/01
pO3unHy ANns iHdysiid, 4 Nimiteq marepianis: 3miHu | Tuny - peyenmom

Mr/5 M no 5 mn
KOHUEHTpAaTy Yy h1akoHi;
no 1 donakoHy B
KapTOHHIA KOpoo6Li

AIMiHICTpaTUBHI 3MiHN. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSiSTIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKHaumn
AiNbHULI BUNYCKy cepii abo micue
NPOBeAEHHA KOHTPOJHO SKOCTI.
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
(misnbHiCcTb, 3a AKy BigNoBifae
BUPOGHUK/IMMOpTEp, BKIOYAOUYN BUMYCK
cepiit) -
3MiHa agpecy BUPO6HUKa, 6e3 3MiHK
MicLSi BUPOBHULITBA
38. BPIHTENNIKC TabneTkn, BKpUTI Nynpbek Exkcnopt A/C [Janis BMPOGHULITBO 3a [Oanis/ BHECEHHS 3MiH [0 peecTpauinHnX 3a UA/14150/01/01
NAiBKOBOI 000I0HKOH, MOBHVM LVK/IOM: ®paHuisa mMarepianis: 3miHu | Tuny - 3MiHu 3 peyenmom
no 5 mr; no 14 tabnetok X. NyHpbek A/IC, sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
y 6nictepi; no 2 [NaHis; CrabinbHicTb. 3MiHa y TepMiHax
6nicTepun y KapTOHHIl nepBrHHE Ta npugaTHocTi abo ymoBax 36epiraHHs
KopoobLi BTOpPUHHE roTOBOrO NiKapCbKOro 3acoby
nakyBaHHs: (36inbLUEHHS TEPMIHY NpUAATHOCTI
Enasadapm, roTOBOrO NikapcbKoro 3acoby) - Ans
dpaHuis; TOProBol ynakoBku (MiATBEPAKYETHCA
BMNPOGYBaHHA 3a JaHvMK peasnibHOro yacy) 36i/bLIeHHS
MOKa3HNKOM TepMiHy NpMAATHOCTI FOTOBOTO
"Mikpo6ionoriyHa nikapcbKoro 3acoby. 3aTBepxeHo: 36
ypucrora'™ MicsLiB 3anponoHoBaHo: 48 micsuiB
EypocpiHc Biodhapma
MpoaakT TecTiHr
[enmapk A/C, daHis
39. BPIHTEN/IIKC TabneTkn, BKPUTI Nynpbek Exkcnopt A/C [Janis BMPOGHULITBO 3a [Oanis/ BHECEHHS 3MiH 10 peecTpavjiiHmx 3a UA/14150/01/02
NAiBKOBOI 060I0HKOI, MOBHUM LNKNOM: ®paHuisa marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
no 10 wmr; no 14 X. NyHp6ek A/C, AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Tabnetok y 6nictepi; no [aHis; CT1abinbHiCTb. 3MiHa y TepMiHax
2 6nicTepn y KapTOHHI nepBuHHE Ta npugaTHocTi abo ymoBax 36epiraHHs
Kopo6Li BTOPVHHE roTOBOrO /liKapCbKoro 3acoby
nakyBaHHs: (36iNbLUEHHS TEPMIHY NPUAATHOCTI
Enasdapm, roToBOro fikapcbKoro 3acoby) - Ans
®paHuis; TOProBOi yNakoBku (MiaTBEPAKYETHCA
BMNPOBYBaHHA 3a [aHUMy peasibHOro yacy) 36iMbLlUeHHs
NOKa3HNKOM TepMiHy NpuaaTHOCTI FOTOBOrO
"Mikpo6ionoriyHa nikapcbKkoro 3acoby. 3aTBepakeHo: 36
yucroTa™ MicALiB 3anponoHoBaHo: 48 micsuiB
EypocpiHc Biodhapma
MpoaakT TecTiHr
[enmapk A/C, OaHis
40. BPOHXO rpaHynn romeonatuyHi BAJIA Xalinbmitrens HimeuunHa BANA HimeyunHa BHECEHHS 3MiH 10 peecTpavjiinHmx 6e3 UA/15544/01/01
NMNAHTAIoO no 20 r y dpnakoHi; no 1 6X Xainbmitrens Mi6X MaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenma
rNOBYNI BENATI | chnakoHy B KOpoobLi 3

KapToHy

SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMMX MEX FOTOBOTO NiKapCbKOro
3acoby (f0NOBHEHHs cneuudikaii
HOBMM MOKa3HWKOM 3 BiANOBIAHUM
MEeTOA0M BUNPobyBaHHSA) - TecT

«Maca» 3aMiHIOETbCS Ha
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

«OAHOPIgHICTb Macu» B cneuudikauii
Ha MOMEHT BUNycKy. 3MiHu | Tuny -
3MiHK 3 iKOCTi. TOTOBWIA NikapcbKuii

3aci6. Onuc Ta cknag. 3miHa y cknagi
(8ONOMKHMX peyoBUHaX) roTOBOro

nikapcbkoro 3acoby (iHLWi 3MiHN) -
3aTBEPAKEHO: BOJA OuNLLEeHa,
caxaposa. 3MiHa BHOCUTBLCS, OCKifbKM
NaKTO31 MOHOTiApaT BUKOPUCTOBYETLCA
npu BUpo6HMLUTBI 3rigHo GHP. Boga
BUMapOBYETHLCS B MPOLIEC
BMPOGHMLTBA, K HACMILOK 3MiHN Y
po3gin "Oco6MBOCTi 3aCTOCYBaHHA" B
IHCTPYKUiO 4N MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acooby.
3MmiHu | TMNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) - 3miHa B
MapKyBaHHi yNakoBKv 3 METOI0
KOPEKTHOr0 HaHECEHHS TEKCTY Ha
NEPBUHHY i BTOPUHHY YNakoBKy

41.

BYCTPUKC™
nonio
KOMBIHOBAHA
BAKUVHA Ans
MPO®INAKTUKA
ONDTEPI,
NPABUSA,
KALL/TIOKY
(ALENIONSAPHN
1 KOMIMOHEHT)
TA
nonioMieNITY
(IHAKTUBOBAHA

)
(AICOPBOBAHA
, 3l
3MEHLLUEHUM
BMICTOM
AHTUIEHIB)

CycneHsist ANs iH'eku;in
no 1 posi (0,5 mn/po3sy),
no 1 gosi y nonepegHbo
HanoBHEHOMY LUNPUL;
no 1 nonepegHsL0
HanoBHEHOMY LUMPULY Y
KOMN/ekTi 3 ABOMa
roskamu B
nnacTKoBOMy
KOHTeliHepi; no 1
KOHTEWHepY Y KapTOHHiIl
Kopoo6Li

nakcoCwmiTKnsiiH
Ekcnopt NimiTes

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH O peecTpavLjiiniHnx
marepianis:
3MiHM | TUNY - OHOBNEHHA cepTudikaTy
BiAMOBIAHOCTI WOA0 ry6yartol
eHuedanonarii Ha cheTansHy Guyady
cuposatky 3 R1-CEP 2000-171-Rev 00
Ha R1-CEP 2000-171-Rev 01; 3MiHu |
TUMNY - OHOBJIEHHA cepTucpikaty
BiA4MNOBIQHOCTI WoA0 rybyartoi
eHuedanonarii Ha peTanbHy uydady
cuposatky 3 R1-CEP 2000-171-Rev 01
Ha R1-CEP 2000-171-Rev 02; 3MiHu |
TUMY - BUAAIEHHS cepTudikaTy LWoao
rybuyatoi eHuedanonatii Ha deTasibHy
6uuyauy cnpoBatky R1-CEP 2001-036-
REV 00; 3miHu | Tvny - BuganeHHs
cepTugikaty oo ryéyaroi
eHuedanonartii Ha peTanbHy 6uyady
cuposatky R1-CEP 2000-191-REV 00;
3MiHUW | TUNY - OHOBJIEHHA cepTudpikaty
BiA4NOBIQHOCTI WOAO rybyartoi
eHuedhanonarii Ha peTanbHy uyady
cuposatky 3 R1-CEP 2000-171-Rev 02
Ha R1-CEP 2000-171-Rev 03.
BHeceHHs pefakLiliHix NpaBokK B
po3ginu 3.2.A.21a 3.2.R

3a
peyenmom

UA/15071/01/01

42,

BATIKNIH

Kancysin BariHa/ibHi M'siki
no 7 kancyn y 6nicrepi;

€Bpo Navidkep /Tg,

Benuka
BputaHis

MapkcaHc ®apma
14,

IHais

BHECEHHS 3MiH [0 peecTpayinHnX
mMaTepianis:

3a
peyenmom

UA/9629/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

no 1 6nictepy y
KapTOHHI KOpooLi

3MiHM | TMnYy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsay. BeefeHHs abo 3miHu
[0 y3ara/lbHeHUx JaHnx npo cucremy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX faHunx npo cuctemy
hapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34iliCHEHHA hapMakoHarnsay;
KOHTaKTHOI 0co6u 3 chapMakoHarnagy
3asBHUKa 419 3AiICHEHHA
hapmakoHarnsagy B YKpaiHi, SKWwo BoHa
BiAMiHHa BiJ YNOBHOB&aXeEHOI 0co6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHi faHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBigansHOT
3a hapmakoHarnag;
lMponoHoBaHa pepakuist — benikosa
CsiTnaHa MvixaiinisHa

43.

BA3APH

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 320 mr/12,5 mr, no 10
Tabnetok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHI KOpooLi

AxTasic rpyn AT

IcnaHgin

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

ManbTa/
Bonrapis

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | Tuny - 3MiHa NapameTpis
cneundikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby - 3MiHW 40
cneuudikaLii Ta METOAiB KOHTPO/IHO
roTOBOrO /liKapcbKoro 3acoby, a came
BHECEHHS pefakLiiHMX NpaBokK 3
npuBeAeHHAM crneuydikaLii roToBoro
nikapcbKoro 3acoby y BiANOBIAHICTb 40
opuriHanbHOT crnevmdikauii BUpobHuMka
y po3gini 3.2.P.5.1 Cneupndpikauii
peecTpauiiiHoro aocke, 6e3 3MiH
napameTpiB Ta LONyCTUMUX MEX.
BHacnifok kopuryBaHHs BUMOT 415
nokasHuka «Onmc», aHanoriyHe
hOpPMy/IHOBaHHS Y METOAAX KOHTPO/IO
6yae BigpesaroBaHo. TepmiH
BBEeAEHHA 3MiH NPOTArom 3-x MicAuis
nicnsA 3aTBepAKeHHsA

3a
peyenmom

UA/8900/01/01

BA3AP H

TabneTku, BKpUTI
NAiBKOBOK 060I0HKOIO,
no 80 mr/12,5 wmr, no 10
TabneTok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHI KOpoo6Li

AxTasic rpyn AT

Icnangja

AkTasic T4,
ManbTa;
BankaHndapma-
AynHnua AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH 10 peecTpavjiinHmX
marepianis:
3MiHM | Tuny - 3MiHa napameTpis
cneundikauii Ta/abo JONYCTUMUX MEX
roTOBOrO NikapcbKoro 3acoby - 3MiHW 40
cneuudikaLii Ta METOAiB KOHTPO/IHO
roTOBOrO JliKapCbKoro 3acoby, a came

3a
peyenmom

UA/5743/01/01
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Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

45,

BHECEHHS pefakLiiHMX NpaBokK 3
npuBefeHHAM crneuudikadii roToBoro
nikapcbKoro 3acoby y BiANOBIAHICTb 40
opuriHanbHOT crnevumdikauii BUpobHMKka
y po3gini 3.2.P.5.1 Cneuudikaw,i
peecTpauiiHoro focke, 6e3 3MiH
napameTpis Ta JONyCTUMUX MEX.
BHacnifgok kopuryBaHHs BUMOT Ans
nokasHuka «Onunc», aHasnoriyHe
chopmy oBaHHA Y MeToAax KOHTPOSI0
6yne BigpegarosaHo. TepmiH
BBeleHHA 3MiH NpoTAarom 3-x Micauis
nicnsa saTBepgKEeHHsA

nocsi0o4YeHHs

46.

BA3AP H

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 160 mr/25 mr, no 10
Tabnetok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHI KOpoo6Li

AxTasic rpyn AT

Icnanpin

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

ManbTa/
Bonrapis

BHECEHHS 3MiH [10 peecTpavjiiiHmx
marepianis:
3MiHM | Tuny - 3MiHa napameTpis
cneumdgikauii Ta/abo AONYCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby - 3MiHW 40
cneuudikaLii Ta METOAIB KOHTPO/IHO
roTOBOrO /liKapcbKoro 3acoby, a came
BHECEHHS pefakLiiHMX NpaBokK 3
npuBeAeHHAM crneuyudikaLii roToBoro
nikapcbKoro 3acoby y BiANOBIAHICTb 40
opuriHanbHOT crnevmdikauii BUpobHuMka
y po3gini 3.2.P.5.1 Cneupndpikauii
peecTpauiiiHoro aocke, 6e3 3MiH
napameTpiB Ta LONYCTUMUX MEX.
BHacnifok kopuryBaHHs BUMOT 415
nokasHuka «Onmc», aHanoriyHe
hOpMy/IHOBaHHS Y METOAAX KOHTPO/IO
6yae BigpesaroBaHo. TepmiH
BBEeAEHHA 3MiH NPOTArom 3-x MicAuis
nicnsA 3aTBepAKeHHsA

3a
peyenmom

UA/5743/01/02

BA3AP H

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOIO,
no 160 mr/12,5 mr, no 10
TabneTok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHI KOpoo6Li

AxTasic rpyn AT

Icnangja

AkTasic T4,
ManbTa;
BankaHndapma-
AynHnua AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH 10 peecTpavjiinHmX
marepianis:
3MiHM | Tuny - 3MiHa napameTpis
cneundikauii Ta/abo JONYCTUMUX MEX
roTOBOrO NikapcbKoro 3acoby - 3MiHW 40
cneuudikaLii Ta METOAiB KOHTPO/IHO
roTOBOrO /liKapcbKoro 3acoby, a came
BHECEHHS pefakLiiHX NpaBokK 3
npuBeAeHHAM crneuudikadii rotToBoro
nikapcbkoro 3acoby y BiANOBIAHICTb A0
opuriHanbHOI cneumgikaLii BUpobHuka
y po3gini 3.2.P.5.1 Cneupndpikauii
peecTpauiiHoro gocke, 6e3 3MiH
napameTpiB Ta fONYCTUMUX MEX.
Bracnifok kopurysaHHsi BUMOr A1
nokasHuka «Onmc», aHanoriyHe

3a
peyenmom

UA/5744/01/01
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JliKapcbK0O20
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Bupo6Huk

Kpaina

Peecmpayitina npoyedypa
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Homep
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chopmy oBaHHA Y MeToAax KOHTPOSIO
6yae BigpegaroaHo. TepmiH
BBefleHHA 3MiH NpoTArom 3-x Micauis
nicnsa saTBepgKeHHsA

47.

BA3APH

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 320 mr/25 wmr, no 10
Tabnetok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHI KOpooLi

AxTasic rpyn AT

IcnaHgin

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

ManbTa/
Bonrapis

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | Tuny - 3MiHa NapameTpis
cneundikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby - 3MiHW 40
cneuudikaLii Ta METOAiB KOHTPO/IHO
roTOBOrO JliKapcbKoro 3acoby, a came
BHECEHHS pefakLUiiiHMX NpaBokK 3
npuBeAeHHAM crneuydikaLii roToBoro
nikapcbKoro 3acoby y BifNoOBiAHICTb A0
opuriHanbHOT crnevmdikauii BUpobHuMka
y po3gini 3.2.P.5.1 Cneupndpikauii
peecTpauiiiHoro aocke, 6e3 3MiH
napameTpiB Ta LONyCTUMUX MEX.
BHacnifok kopuryBaHHs BUMOT 415
nokasHuka «Onmc», aHanoriyHe
hOpMy/IHOBaHHS Y METOAAX KOHTPO/IO
6yae BigpesarosaHo. TepmiH
BBEeAEHHA 3MiH NPOTArom 3-x MicAuis
nicnsA 3aTBepAKeHHsA

3a
peyenmom

UA/5744/01/02

48.

BA3OMNAMIA

TabneTkun
NPONOHIrOBaHOI A,
BKPUWTi MNiBKOBOIO
060n0HKot0, M0 1,5 Mr
no 10 TabneTtok y
6nicTepi; no 3 6nictepn
Y KapTOHHIli KopoobLi

AngoreH IMNKo C.ap.n

TMokcembypr

C.K. NNabopmeg-
dapma C.A.

PymyHis

BHECEHHS 3MiH 10 peecTpavjiinHmX
marepianis:
3MiHu | TUny - 3MiHN Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsay. BeefeHHus abo 3miHu
[0 y3ara/ibHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX JaHunx npo cuctemy
hapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobu, BignosigansHoT
3a 3[jlicHEHHs chapMmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsay
3asBHUKa 419 3AIICHEHHA
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M,
BiANOBiAa/bHOI 32 3AiACHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asBHUKa A5 34ICHEHHS
hapmakoHarnsagy:
[itova pepgakuis — IpuHa Bagoi/ Irina
Badoi. MponoHoBaHa pegakuis —
CopiHa JliaHa Mato/ Sorina Liana Paiu.

3a
peyenmom

UA/14070/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
3MiHa Micue3HaxomkeHHss MacTep-
thaiina. 3miHa MicLLe3HaxX0mKEHHS
BMPOBa/PKEHHSA OCHOBHOT Aisi/IbHOCTI 3
dhapmakoHarnsgy
49. BAJ/IbCAKOP® TabneTku, BKpUTI KPKA, a.4., Hoso CnoBeHisa BUpO6HUK, CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/6227/01/01
NAiBKOBOK 060I0HKOIO, MecTo BiANOBigabHNI 3a marepianis: 3miHu | Tuny - 3mMiHu 3 peyenmom
no 40 mr, no 7 TabneTok BMPOGHMLTBO "in AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
y 6nicTepi, no 4 bulk", nepsrHHe Ta 3MiHM Y BUPOOHULITBI. 3MiHA
6nicTepn y KapTOHHIl BTOPUHHE iMnopTepa/3aMiHu, L0 CTOCYIOTLCA
Kopo6ui, no 10 TabneTok nakyBaHHs1, BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
y 6nicTepi, no 3 KOHTPO/b Ta BUMYCK roToBOro Nikapcbkoro 3acoby (3amiHa
6nicTepun y KapTOHHiIl cepii: abo gofgasaHHs AiNbHWLI, Ha AKil
Kopo6ui, no 14 TabneTok KPKA, g.g., HoBo 3[iICHIOETLCSA KOHTPO/IL/BUNPOBYBaHHSA
y 6nicTepi, no 2 MecTo, CrnoBeHis; cepil) BBe4EHHS 40AATKOBUX OiNbHULL
6nicTepun y KapTOHHiIl Brpo6HuK, BIANOBIAA/IbHNX 3@ KOHTPO/Ib cepii
Kopoo6Li BiANOBigabHUI 3a (hi3nyHi Ta XiMi4Hi METOAM KOHTPOJIIO):
KOHTPO/Ib cepil KPKA, a.4., HoBo mecTo, NoBxoBa
(hiznuHi Ta XimiuHi yniua 5, 8501 Hoso mecTo, CrnoBeHis;
MEeTOAN KOHTPOSIHO): Keminab g.o0.0., CrnoBeHis, Ta
KPKA, a.4., Hoso 3a3HauYeHHs hyHKLi Ans Bxe
mecTo, CrnoBeHis; 3aTBEPA)KEHOr0 BUPOOHMKA
Brpo6HuK,
BiAnoBiganbHUii 3a
KOHTPO/b cepii
(chiznyHi Ta XimiyHi
METOAW KOHTPO/IO):
Kewmina6 g.0.0.,
CnoseHis
50. BAJ/IbCAKOP® TabneTku, BKpUTI KPKA, a.4., Hoso CnoseHisn BUpO6HUK, CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/6227/01/02
BiANOBigabHNI 3a marepianis: 3miHu | Tuny - 3MiHu 3 peyenmom

NN1iBKOBOK 060/10HKOIO,
no 80 mr, no 7 TabneTok
y 6nicTepi, no 4 abo no
12 6nicTepiB y
KapTOHHI kopobuj, No
10 Tabnetok y 6nictepi,
no 3 6nictepu y
KapTOHHI kopobuj, No
14 Tabnetok y 6nictepi,
no 2 a6o no 6 6nictepis
Y KapTOHHIli KopoobLi

MecTo

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mMecTo, CnoBeHis;
BUpOGHMK,
BiANOBiAa/IbHWIA 3a
KOHTPO/Ib cepil
(hiznyHi Ta XimiuHi
MeTOAW KOHTPO/IO):
KPKA, a.4., Hoso
mecTo, CrnoBeHis;
Brpo6HuK,
BiagnoBiganbHUii 3a
KOHTpO/b cepii
(chiznyHi Ta XiMiyHi

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULITBI. 3MiHa
iMnopTepa/3aMiH, L0 CTOCYIOTbCSA
BUNYCKY Cepii Ta KOHTPOHO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa
abo gofasaHHs AiNbHWLI, Ha AKil
3AiIAICHIOETLCA KOHTPO/b/BUNPOOYBaHHSA
cepil) BBe4EHHS A0AATKOBUX OiNbHULL
BIANOBIAA/IbHNX 3@ KOHTPO/b cepii
(thiznyHi Ta XiMi4Hi METOAMN KOHTPOJIIO):
KPKA, a.4., Hoso mecTo, NoBxoBa
yniga 5, 8501 Hoo mecTo, CrioBeHis;
Kemina6 g.0.0., CrnoBeHisi, Ta
3a3HaYeHHs hyHKL Ans Bxe
3aTBEPLKEHOIO BUPOBHMKA
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
MeTOAN KOHTPO/HO):
Kemina6 g.0.0.,
CnoseHis
51. BANIbCAKOP® TabneTku, BKpUTI KPKA, a.4., HoBo CnoBeHis Brpo6HuK, CnoBeHis BHECEHHS 3MiH O peecTpaLjiiniHnX 3a UA/6227/01/03
NNiBKOBOI 060/I0HKOIO, MecTo BiAnoBiganbHUIi 3a mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
no 160 mr, no 7 BMPOGHMLTBO "in AKOCTI. [0TOBWIA NikapcbKnit 3acib.
TabneTok y 6nictepi, no bulk", nepBuHHe Ta 3MiHN Yy BUPOGHULTBI. 3MiHa
4 a6o no 12 6nictepiB y BTOpPUHHE iMnopTepa/3miHu, L0 CTOCYIOTbCA
KapTOHHI kopobuj, No nakyBaHHs, BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
10 Tabnetok y 6nicTepi, KOHTPO/b Ta BUMYCK roTOBOrO Jlikapcbkoro 3acoby (3amiHa
no 3 6nictepu y cepit: ab0 fofiaBaHHs AiNbHWLI, Ha AKil
KapTOHHI kopobuj, No KPKA, 4.4., Hoso 3[iICHIOETBCSA KOHTPO/L/BUNPOOYBAHHSA
14 TabneTok y 6nicTepi, mMecTo, CNnoBeHis; cepii) BBeAEeHHS [0AATKOBUX Li/TbHNLb
no 2 a6o no 6 6nictepis BUpO6HUK, BiANOBIAA/IbHMX 3@ KOHTPO/Ib cepil
Y KapTOHHIli KOopoobLi BiANOBiAaIbHNI 3a (hi3nyHi Ta XimMi4Hi METOAMN KOHTPOSIIO):
KOHTpO/b cepii KPKA, a.4., HoBo mecTo, NoBxoBa
(i3nuHi Ta XimiyHi yniga 5, 8501 Hoso mecTo, CrioBeHis;
METOAN KOHTPOSIO): Kemina6 g.0.0., CrnoBeHis, Ta
KPKA, a.4., HoBo 3a3HaveHHs OYHKLi Ans Bxe
mecTo, CnoBeHis; 3aTBEPAKEHOIO BUPOOHMKA
BUpO6HMK,
BiANOBiAA/IbHWIA 32
KOHTPO/b cepil
(hiznuHi Ta XimiuHi
MeTOAW KOHTPO/IO):
Kemina6 g.0.0.,
CnoBeHis
52. BA/IbCAKOP® TabneTku, BKpUTI KPKA, a.4., Hoso CnoseHisa Brpo6HuK, CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/6227/01/04
NNiBKOBOIO 060/I0HKOIO, MecTo BiagnoBiganbHUii 3a mMaTtepianis: 3miHu | TUny - 3MiHK 3 peuenmom

no 320 wmr, no 10
TabneTok y 6nictepi, no
3 abo no 6 6nictepiB y
KapTOHHI kOpoo6Li, No
14 TabneTok y 6nicTepi,
no 2 a6o no 4 6nicrepu
Y KapTOHHIli kopobui, No
15 Tabnetok y 6nicTepi,
no 2 abo no 4 6nicrepu
Y KapTOHHIli KopoobLi

BMPOGHMLTBO "in
bulk”, nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepil:

KPKA, 4.4., Hoso
mecTo, CrioBeHis;
BUpO6HUK,
BiANOBigabHNI 3a
KOHTPO/Ib cepii
(hi3nuHi Ta XimiyHi
METOAN KOHTPOSIO):
KPKA, a.4., Hoso
mecTo, CrnoBeHis;
BUpOGHMK,
BiANOBiAa/IbHWIA 3a
KOHTPO/Ib cepil
(hiznyHi Ta XimiuHi
METOAM KOHTPO/HO):

AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
3MiHN Yy BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTbCS
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 gofaBaHHs AiNbHWLI, Ha AKil
3[iICHIOETLCA KOHTPO/L/BUNPOBOYBAHHSA
cepii) BBeAEHHA 404AaTKOBUX AiNbHULb
BiANOBIAA/IbHMX 3@ KOHTPO/Ib cepil
(i3nyHi Ta XimMi4Hi METOAMN KOHTPO/IO):
KPKA, a.4., HoBo mecTo, lNoBxoBa
yniga 5, 8501 Hoso mecTo, CrioBeHis;
Kemina6 g.0.0., CrnoBeHis, Ta
3a3HaveHHs hYHKLi Ans Bxe
3aTBEPKEHOr0 BUPOOHUKA
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
Kewmina6 g.0.0.,
CrnoseHis
53. BA/IbCAKOP® H | Ttabnetku, BKpuTI KPKA, a.4., Hoso CnoBeHis Brpo6HuK, CnoBeHis BHECEHHS 3MiH [0 peecTpauinHnX 3a UA/9451/01/01
MecTo BiANOBigaIbHUI 32 marepianis: 3miHu | Tuny - 3MiHn 3 peyenmom

160

NAiBKOBOK 000I0HKOM,
160 mr/12,5 mr no 14
TabneTok y 6nictepi; no
2,n0 4 abo no 6
6nicTepis B kOpoo6Li; No
15 Tabnetok y 6nicTtepi;
no 2 abo 4 6nictepu B
KopoobLi

BUPOBHMLTBO «in
bulk», nepsunHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CrnoBeHis;
Brpo6HuK,
BiAnoBiganbHUIi 3a
KOHTpPO/b cepii:
KPKA, a.4., Hoso
MecTo, CrnoBeHis

sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIHOYaKOUM dianasoH po3mipy
cepil) rotToBOro nikapcbkoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MipOM) 36i/bLUEHHS
po3mipy cepii N3 go 10 pasis. 3miHn |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 goflaBaHHs AiNbHWLI, Ha AKil
3[iICHIOETBCSA KOHTPO/L/BUNPOOYBAHHSA
cepil) 3a3HayYeHHs OYHKLIl BXe
3aTBEPAKEHOr0 BUPOGHMKA, LU0
BiANOBIAAE 3a BUMYCK Cepii Ta BBEAEHHSA
[04aTKOBOT AiNbHULL, Ha SKUX
3[iACHIOETLCS KOHTPOSb Ccepii. 3MiHM |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa
y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs rOTOBOTO J1iKapCbKOro
3aco6y (36iNbLIEeHHS TEPMIHY
NpWAATHOCTI FOTOBOTO NiKapCbKOro
3aco6y) - [1519 TOProsoi ynakoBku
(nigTBEPAKYETHCA AAHUMU PEasTbHOT0
yacy) 3miHa TepMiHy 36epiraHHs 13,
Ha OCHOBI OTPYMaHUX pe3y/bTaTiB
CTabinbHOCTI. 3aTBepxeHo: TepMiH
NpUaAaTHOCTI 3 POKM
3anponoHoBaHo: TepMiH npugaTHocTi 5
pokiB BBefeHHsi 3MiH NpoTSArom 6-Tu
MicALiB nicna 3aTBepAKEeHHS. 3MiHN |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI.
3MiHM BMNpo6yBaHbL abo A0NyCTUMUX
MeX, BCTAHOB/IEHNX Y cneumdikauisx,
nig yac BUpO6bHULITBA FOTOBOTO
nikapcbkoro 3acoby (iHwi 3MiHM) 3MiHa
MeX B cneuudikauii nig vac
BMPOGHMLTBA /13 32 NOKa3HNKOM
«CepegHsa Maca TabneTku», a came
3MiHa BiAXMNEHHA Macu TabneTku.
3MiHu | TUNY - 3MiHK 3 SKoCTi. FoToBUIA

nikapcbkuii 3aci6. 3mMiHM Y BUPOGHULTBI.
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHM y npoLeci BUPO6HULITBA FOTOBOTO

NikapCcbKoro 3acoby, BK/IHOHaoum
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETHCA MPU BUPOOHULTBI
roTOBOrO NiKapcbKoro 3acoby (iHLwi
3MiHM) 3MiHa Yacy 36epiraHHs
HaniBNpoAykKTiB B NpoLeci BUpo6HNLTBA
rn3.

54.

BATbCAKOP® H
80

TabneTkun, BKpUTI
NAiBKOBOK 000I0HKOI,
80 mr/12,5 mr no 14
TabneTok y 6nictepi, no
2,n0 4 abo no 6
6nicTepis B kOpoO6Li; No
15 Tabnetok y 6nictepi;
no 2 abo 4 6nictepu B
KopoobLi

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BUpO6HMK,
BiANOBiAA/IbHWIA 3a
BUPOBHMLTBO «in
bulk», nepsunHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CrnoBeHis;
Brpo6HuK,
BiAnoBiganbHUIA 3a
KOHTpPO/b cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLinHnX
mMarepianis: 3miHu | Tuny - 3MiHu 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHM y NpoLieci
BMPOGHMLITBA FOTOBOrO JTiKapCbKOro
3aco6y, BK/IHUaUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA NpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHK) 3MiHa Yacy
36epiraHHsA HaniBNPOAYKTIB B NPOLECi
BMpo6HuUTBa 13, 3MiHu | TUNY - 3MiHK
3 KOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULITBI. 3MiHN
BMMPOGYBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHUX Y cneuudpikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro
3aco0y (iHWi 3MiHN) 3MiHa MEX B
cneumadikauii nig yac Bupo6HuLTBa NN3
3a nokasHnkom «CepefHsa maca
TabneTkun», a came 3a3HayeHHs
BiXWEHHA Macu TabneTku, y 3B'A3ky
npuBELEHHS Y BiANOBIAHICTb A0 AiH0YOro
BuAaHHa EP. 3miHu | Tvny - 3miHu 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKOro 3acoby
(36inbLUEHHS TEPMIHY NpUAATHOCTI
roTOBOrO NikapcbKoro 3acoby) - Ans
TOProBOi yNakoBKW (NigTBEPLAKYETLCA
OaHUMK peasibHOro Yacy) - 3miHa
TepMmiHy 36epiraHHs /13, Ha OcHOBI
OTPVMaHVX pe3ysbTartiB CTabisibHOCTI.
3arBepmkeHo: TepmiH npuaaTHocTi 3
poku 3anponoHoBaHO: TepMiH
npuaatHocTi 5 pokiB BBegeHHS 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHa

3a
peyenmom

UA/9450/01/02
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

iMnopTepa/3aMiHu, L0 CTOCYIOTbCSA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
rOTOBOrO /iKapCbkoro 3acoby (3amiHa
abo AofaBaHHA AifbHUL, Ha SKil
3[iICHIETLCSA KOHTPO/L/BUNPOBYBAHHS
cepii) 3a3Ha4eHHs IyHKLl Bxe
3aTBEPAKEHOIO BUPOGHMKA, LLO
BiAgnoBigae 3a BUNYyCK cepil Ta BBEAEHHS
[0[AaTKOBOI Ai/TbHUL, HA SKMX
30iICHIOETLCA KOHTPOSIb Cepil. 3MiHu |
TMNy - 3MiHK 3 SiKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI.
3miHa po3mipy cepii (Bk/IOYaum
Jjiana3oH po3mipy cepii) rotoBoro
niKkapcbKoro 3acoby (36isbeHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) 36inbLUEHHS po3mipy cepil
'N3 go 10 pasis.

55.

BANTbCAKOP®
HD 160

TabneTku, BKpUTI
NAiBKOBOK 060/10HKOIO,
160 mr/25 mr no 14
TabneTok y 6nictepi; no
2,no 4 abo no 6
6nicTepis B KOPOO6L; NO
15 TabneTok y 6nicTepi;
no 2 a6o 4 6nictepu B
Kopoo6Li

KPKA, a.4., HoBo
MecTo

CnoBeHis

Brpo6HuK,
BiAnoBiganbHUIA 3a
BMPOGHMLTBO «in
bulk», nepBrHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, 4.4., Hoso
mecTo, CroBeHis;
BUpO6HUK,
BiANOBiAabHNI 3a
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, CrioBeHis

CnoBeHisi

BHECEHHS 3MiH O peecTpavLiiiHnX
mMaTtepianis: 3miHu | TUNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKnit 3acib.
3MiHN Y BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo gofiaBaHHs AiNbHWLI, Ha AKil
3[iICHIOETBCA KOHTPO/L/BUNPOBOYBAHHSA
cepil) 3a3Ha4YeHHs OYHKLIil BXe
3aTBEPAKEHOr0 BUPOGHMKA, LU0
BiANOBIAAE 3a BUMYCK Cepii Ta BBEAEHHSA
[04aTKOBOT AiNIbHULL, Ha SKUX
3[iACHIOETLCS KOHTPOSb Ccepii. 3MiHM |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI.
3MmiHa po3Mipy cepii (Bk/ItoYaoUn
gianasoH po3mipy cepil) rotToBoro
nikapcbKoro 3acoby (36inbLeHHs go 10
pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
po3mipom) 36inbLIEHHS po3Mipy cepil
N3 po 10 pasiB. 3miHu | TUNY - 3MiHK 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULITBI. 3MiHN
BMMPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudpikauisx, nig vyac
BMPOGHMLITBA FOTOBOTO /iKapCbKOro
3aco0y (iHWi 3MiHN) 3MiHa MEX B
cneumdikauii nig yac Bupo6HuLTBa N3
3a nokasHnkom «CepefHa maca
TabneTkun», a came 3a3HayeHHs
BiIXW/IEHHA Macu TabneTku, y 3B'3ky

3a
peyenmom

UA/9450/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

npuBELEHHS Y BiANOBIAHICTb A0 Ajit0YOro
BUAaHHA EP. 3MiHu | Tuny - 3miHn 3
AKocTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHM y NpoLieci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro
3aco6y, BK/IOYAKUM NMPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOOHULITBI FOTOBOTO J1iKApCbKOro
3aco6y (iHLi 3MiHK) 3MiHa Yacy
36epiraHHsa HaMiBNPOAYKTIB B NPOLIECi
BUpo6HUUTBa /13, 3MiHK | TNy - 3MiHK
3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NikapCbKOro 3acoby
(36iNbLUEHHS TEPMiHY NpUAATHOCTI
roToBOro fikapcbkoro 3acoby) - Ans
TOProBOi yNakoBku (NiATBEPIAKYETbCA
OaHVIMU peanbHOro vacy) 3miHa TepMiHy
36epiraHHs 13, Ha OCHOBI OTPUMaHMNX
pesynbTaTiB CTabiNibHOCTI.
3arBepmkeHo: TepMiH npuaaTHocTi 3
pokun 3anponoHoBaHo: TepMiH
npuaaTHocTi 5 pokis. BBefeHH:A 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS

56.

BEHTONIH™
HEBYNN

PO34MH N8 iHranauin,
2,5 mr/2,5 mn no 2,5 mn
y Hebyni; no 10 Hebyn y
nakeTuKy 3 aJIloMiHIEBOT
honbru; No 4 nakeTuka
B KQpPTOHHI ynakoBLi

"nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuka
BpuTtaHis

AcneH bag
Ongecno Mv6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
BUMPaB/IEHHS TEXHIYHOT NOMUKN Y
MKS4, ska 6yna gonyiieHa npu
BHECEHHI 3MiH o MKA N3, npn
nepeHeceHHi iHhopmauii 3
peecTpauinHoro Aocbe (po3gin
3.2.P.5.1) y npumiTui Ao crneumdikawi
npy BUNYycky 6yn0 BUNaAKoOBO HEBIPHO
3a3HauYeHO OAMHULL BUMIPIOBaHHS
LLiNIbHOCTi PO34UHY

3a
peyerimom

UA/1798/01/01

57.

BECAHOIA

Kancynu no 10 mr no
100 kancyn y h1akoHi;
no 1 dpnakoHy B
KapTOHHIN nayui

YENIAGAPM
ApuHalimitTTens M6Xx

Himeuunna

Bupo6bHuuTBO
Hepo3dacoBaHOl
NPOAYKLUIT:
KaTtaneHt
HimeuunHa E6epbax
vm6X, HimeuunHa;
MepBuHHe
nakyBaHHs:
LieHekci, ®paHuis;
BTopuHHe
nakyBaHHs:
LleHekci, PpaHuis;

HimeyuunHa/
PpaHuis/
LBeiiuapis

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuyyeHHs
BMPOBHUYOT AiNbHULI (BKNHOYAOUN
AinbHuui ana A®l, npoMixHoro
npoAyKTy abo roToBoro nikapcbKoro
3aco6by, AiNbHUL A8 NPOBEAEHHS
nakyBaHHs, BUPO6HMKa,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
npoBeAeHHS KOHTPOo cepii) abo
noctavajibH1Ka BUXigHoOro marepiasny,
peareHTy abo ONOMIXXHOT peYOBUHU

3a
peyenmom

UA/1956/01/01
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no 6 6nictepis y KopooL,i
3 KApPTOHY

KomnaHis "3gopos's"

KomnaHis "3gopos'a”

3MmiHa(K) 4O 3060B'A3aHbL Ta YMOB
BMAadi peecTpaviiiHoro nocBigYeHHs,
BK/ItOYatoum MNnaH ynpassiiHHA
pv3nkamm (3aCTOCyBaHHS 3MiH(M), ski(a)

BUMaratTb(€) nogaabLloro

Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
YENNADAPM (SKLLO 3a3HAYEHO Y AOCHE) BUTyHYEHHS
ApuHalimiTTens BMPOBOHUYOT AiNbHULI BUPO6HMKA P.
M6X, HimeuunHa; XodhdhmaHnH-N5 Pow N1g, LLBeiiuapis,
BrnpobyBaHHs 3a agpecoto: Bypwmicser CH-4303
KOHTPOJO SIKOCTI: KalicepayrcT, LBeliyapis. Bupo6Huui
KatasieHt AINbHUL WO 3a/MWIAI0TLCA BUKOHYIOTb
HimeuunHa E6epbax Ti cami doyHKUiT, Lo i BUnyyYeHa. 3miHu |l
'M6X, HimeuuunHa; TMNy - 3MiHK 3 SiKOCTi. FOTOBWMIA
®.XothpmaHH-/15 nikapcbkuii 3aci6. KoHTponb
Pouw /Tg, [OMOMDKHMX PEYOBUH. 3MiHa
LLiBeiiuapis; napameTpiB cneuudikauii Ta/abo
Bunyck cepii: [ONYCTUMUX MEX A5 AONOMDKHOT
YEMNNADAPM peyvoBUHM (3MiHa 3HAX0AMTLCA No3a
ApuHaiimiTTenb 3aTBEPAKEHNMUN AONYCTUMUMU MEXaMU
mM6X, HimeuunHa cneumdikauiii) 3miHa y cneumdikauii
[0MOMIXHOT peyoBrHN KapioH 83,
30KpEMa, PO3LLUMPEHHS fiana3oHy
[OMyCTUMMX MEX 3a NoKasHWKOM pH 3
55-7,0p005,0-7,0.
58. BIPTAH refib O4Hmin 1,5 mr/r no 5 NabopaTopia 3ea dpaHuis dPapwmina - 3ea ITanis BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/9379/01/01
Iy Ty6i 3 HaKOHEYHVKOM, dapmaceyTuui marepianis: 3miHu | Tuny - peyenmom
LLIO 3arBUHYYETHCA C.n.a. AAMiHICTpaTUBHI 3MiHW. 3MiHa
KoBMaykom, no 1 Ty6i B HalilMeHyBaHHs Ta/abo agpecy Micus
KapTOHHI KOpoo6Li NPOBaKEHHS AIANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaun
AiNbHULI BUNYCKy cepii abo micue
NPOBeEeHHA KOHTPOJO SKOCTI.
(gisnbHICTB, 3a Ky Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN BUMYCK
cepiid) -
3MiHa afpecu BUPO6HYKa, 6e3 3MiHU
MicLsl BUPO6HUMLTBA: TakoX BHECEHI
3MiHW B iHCTPYKL,lO 415 MeANyYHOro
3aCTOCyBaHHSA LWOA0
MiCLLe3HaxXOMKEHHS BUPOOHMKA, AK
Hacnifok — BiANOBIAHI 3MiHW y TEKCT Ha
ynakoBLii NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuis
nicns 3aTBepAKeHHs
59. BITAMIH E- Kancysm m siki no 100 mr ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiHmx 6e3 UA/16044/01/01
340POB'A no 10 kancyn y 6nictepi; obmexeHo 06MexeHot marepianis: 3miHu Il Tuny - 3MiHK Woao peyenma
no 1 a6o no 3 6aictepw, BiZANOBIAANbLHICTIO BifNoOBIAA/IbHICTIO 6e3nekn/edeKTUBHOCTI Ta
abo no 5 6nictepis, abo "PapmaLeBTnyHa "papmMaueBTNYHa thapmakoHarnagy. BHeceHHs abo
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

00r'pyHTYBaHHA HOBMMW AOAATKOBUM
AaHuMK, WO MatoTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKu
BUMAraeTbCs CyTTEBA OL|iHKa
KOMNeTeHTHUM opraHoM) BrKoHaHHSA
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 popatky 5 go Mopsaaky
NpoBeAeHHA ekcnepTnsn
peecTpauiiHnx MatepianiB Ha nikapcbki
3aco6u, L0 NOAAITLCA Ha AepXKaBHY
peecTpavuito (nepepeecTtpaLito), a Takox
eKkcnepTn3n matepianis Npo BHECEHHSA
3MiH [0 peecTpaviiiHix maTtepianis
npoTArom fii peecTpaduiiHoro
NMOCBIJYEHHS, 3aTBEPA)KEHOIO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

60.

BITAMIH E-
30POB Al

Kancysm m siki no 200 mr
no 10 kancyn y 6nictepi;
no 1 a6o no 2 6nictepu,
abo no 3 6nictepu, abo
no 6 6nictepiBy Kopoo6Li
3 KapTOHY

ToBapucTBO 3
06MeXeHo
BiANoBiAa/IbHICTIO
"®GapmaLieBTnyHa
KomnaHia "3gopos's”

Ykpaina

ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis: 3miHu Il Tuny - 3MiHW Woao
6e3nekn/edpeKkTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiiHoro nocBifg4YeHHs,
BKAOYatoum MNnaH ynpasiHHA
pv3ukamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nofasibLIoro
06r'pyHTYBaHHS HOBUMU A0A4ATKOBUM
AaHuMK, WO MaTb HagasBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAara€eTbCsl CyTTEBA OLLiHKA
KOMNEeTEeHTHUM OpraHoM) BYKOHaHHS
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.8.2 nyHkTy 1.8 fogartky 5 go Mopsagky
NPOBeAEHHA ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki
3aco6w, Lo NojaTbCs Ha AePXKaBHY
peecTpadjio (nepepeecTpaLiio), a Takox
eKcrnepTM3n MaTepiasiB Npo BHECEHHS
3MiH 40 peecTpauiiHnx maTtepianis
npoTArom fii peecTtpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOrO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/16044/01/02

61.

BITAMIH E-
3[0POB'SA

Kancysm m siki no 400 mr
no 10 kancyn y 6nictepi;
no 2 6nictepu a6o no 3
6nictepu, abo no 6
6nicTepis y kopobu,i 3
KapTOoHY

ToBapucTBO 3
06MEXEHOI0
BiANOBIAANbLHICTIO
"GapmaueBTuyHa
KomnaHis "3gopos's"

YkpaiHa

ToBapucTso 3
06MeXeHOoI0
Bi4NoBiAa/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(K) 4O 3060B'A3aHbL Ta YMOB
BMJAYi peecTpauiiiHoro NocBig4YeHHs,

6e3
peuyenma

UA/16044/01/03




67

Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BK/IOYa0uM MnaH ynpasniHHA
pr3nKamm (3acTocyBaHHS 3MiH(K), Aki(a)
BMMaralTb(€) NogasbLLIoro
00r'pyHTYBaHHA HOBMMW AOAATKOBUM
AaHuMK, WO MatoTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKK
BUMAraeTbCs CyTTEBA OLjiHKa
KOMNeTeHTHUM opraHoM) BrKoHaHHSA
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 fopatky 5 go Mopsaaky
NpoBeAeHHA ekcnepTnsn
peecTpauiiHnx Matepianis Ha nikapcbki
3aco6u, L0 NOAAITLCA Ha AepXKaBHY
peecTpavuito (nepepeecTpauito), a Takox
eKcnepTn3n matepianis Npo BHECEHHSA
3MiH [0 peecTpaviiiHix maTtepianis
npoTArom fii peecTpauiiHoro
NOCBIJYEHHS, 3aTBEPA)KEHOIO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

62.

FAMANATE B6

TabneTkn, BKpUTI
06010HKOt0, 1Mo 10
Tabnetok y 6nictepi; no
2 6nicTepn B ynakosL,i 3
KapToHY

deppep
IHTepHacioHasnb, C.A.

IcnaHis

deppep
IHTepHacioHasb,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHuM | TUNY - 3MiHK WoAa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3aralbHeHUX JaHnx npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHuX npo cucTemy
hapmakoHarnagy, amiHa
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3[jiicHeHHs chapmMakoHarnsgy;
KOHTaKTHOI 0c06u 3 chapmakoHarnagy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiouarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3miHa KOHTakKTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKa
AnA 3pjicHeHHs hapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pegakuis: Kyuma
Bonogumnp OnekcaHapoBuY. 3miHa
KOHTaKTHUX faHWX KOHTaKTHOI ocobu

3a
peyerimom

UA/11426/01/01

63.

FEKCIA

necapii no 16 mr, no 5
necapiiB y KOHTYpHili
YapyHKOBIli ynakoBLii; no
2 KOHTYpPHI YapyHKOBI

TOB "3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/eddeKTBHOCTI Ta

6e3
peyenma

UA/15850/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

YNaKoBK y naui 3
KapToHy

thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3ara/lbHeHUX JaHnx npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnX npo cuctemy
thapmakoHarnagy, amiHa
yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT
3a 3gjiicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0c0bu 3 thapmakoHarnagy
3asBHUKA 419 3AiICHEHHSA
hapmakoHarnsagy B YkpaiHi, SKwo BoHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BiNOBIAANbLHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bkaovanouv
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLeHHi MacTep-chaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M, BifNoBigabHOI
3a 34iliCHEHHA hapMakoHarnsay:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy

64.

FANTAH

PO3unH ANs iH'ekuin, 20
Mr/2 Mano 2vmny
dhnakoHi; no 1 dpakoHy
B KOpO6Lj; no 2 Mny
nonepeaHL0
3anoBHEHOMY LUNPUL;
no 1 wnpuuy B KOPO6LY

digia PapmaueBTrka
C.n.A.

ITanis

digja
dapmaueBTmKa
C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHK | TNy - 3MiHa NocTavasibHUKa
nakyBa/lbHVUX martepianis abo
KOMMNIEKTYUNX - A0AABaHHSA
aNbTEPHATUBHOIO NocTavaibHUKa
nonepeaHbL0 3anoBHEHOrO LWNpuua 4o
paHille 3aTBEpPMKEHVX NOCTAYa/IbHUKIB

3a
peyerimom

UA/1032/01/01

65.

rAILUH

KPUCTanNiuHMiA MOPOLLIOK
(cybeTaHuis) y milkax
nonieTUNeHoBux ans
(hapmMaueBTUYHOIO
3aCTOCyBaHHSA

ToBapucTBO 3
obmexeHo
BiZANOBIAANbLHICTIO
"®APMXIM"

YkpaiHa

ToBapucTeo 3
06MexeHot
BifNoOBIAA/IbHICTIO
"PAPMXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiHmx
marepianis: 3miHu | Tuny -
AIMiHICTpaTUBHI 3MiHN. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3as1BHMKa (B/1acHMKa peecTpauiiiHoro
NocBigYeHHs) 3MiHa afpecy 3asiBHUKA.
3MiHM | TUNY - AQMIHICTPATUBHI 3MiHN.
3MiHa HalimMeHyBaHHA Ta/abo agpecu
MicLA MPOBaMKEHHS AiANbHOCTI
BMpO6HUKa (BK/IOYaoun, 3a
HeoObXiAHOCTI, MicLe NpoBefeHHS
KOHTPOJI SIKOCTI), @60 BnacHuKa
macTep-caiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI AP (SKLLO 3a3HAYEHO Y
[0CbE Ha JlikapCbKuii 3acib) 3a

UA/15292/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
BiICYTHOCTI cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPAKEHOMY [0CbE, a60 BUPOGHMKA
HOBOT AOMOMDXHOT PEYOBUHM (SIKLLO
3a3HayeHo y 0Cbe) 3MiHa agpecu
BMPOOHUKA, 6€3 3MiHN MicuA
BMPO6GHMLUTBA
66. rnignH TabneTkn cyoniHrBasIbHI Mn "Biona" Ykpaina TOB "Apnivepg" Pecny6nika BHECEHHS 3MiH [10 peecTpaLjiitHmx 6e3 UA/14604/01/01
no 100 mr no 50 BipmeHin marepianis: peyenma
TabneTok y 6nictepi; no 3MiHM | TUny - 3mMiHa po3Mipy cepii
1 6nicTepy B KapTOHHiIl (BKNKOYaloUmM giana3oH po3Mipy cepir)
Kopoo6Li rOTOBOrO /1iKapCbKOro 3acoby
(36inbleHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPAKEHNM PO3MIPOM) - 36iMbLUEHHS
PO3Mipy BUPOGHMYOI cepii y 2 pasu
67. FNHOKOCAT PO34UH NS iH'EKLRA; No TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiintHmx 3a UA/15851/01/01
2mnBavnyniAy "BIODAPMA" "BIO®APMA" marepianis: peuenmom
KOMMNAEKTi 3 3MiHu | TUny - 3MiHK Woao
PO3UYNHHUKOM 6e3nekn/edeKTUBHOCTI Ta
(aietaHonamiH, Boga hapmakoHarnsay. BeefeHHus abo 3miHu
ONs iH'ekuin) no 1 mn B [,0 y3ara/ibHEHUX AaHUX Npo cuctemy
amnyni B; no 5 amnyn A thapmakoHarnagy (BBefeHHs
y 6nictepi; no 5 amnyn B y3arasibHeHUX faHnx npo cucTemy
y 6nictepi; no 1 hapmakoHarnsgy, 3miHa
6nictepy 3 amnynamu A yMNOBHOBaXeHOT 0cobu, BignosigansHoT
Ta no 1 6nictepy 3 3a 3[jlicHEHHs chapMmakoHarnsgy;
amnynamu B y nauui 3 KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
KapTOHy; Mo 2 MN B 3asBHUKa 419 3AIICHEHHA
amnyni Ay KOMNAekTi 3 thapmakoHarnagy B YkpaiHi, KO BOHA
POUYNHHUKOM BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M,
(oietaHonamiH, Boga BiANOBiAa/bHOI 32 3AiACHEHHS
Ons iH'ekuid) no 1 mn B hapmakoHarnagy (Bkaovarouu
amnyni B; no 1 amnyni A KOHTaKTHI faHi) Ta/abo 3mMiHn y
TalawmnyniBy pO3MilLEeHHI MacTep-ghaiina cuctemu
6nictepi; no 1 6nictepy thapmakoHarnsgy) - 3miHa
y nayui 3 KapTOHyY; Mo 2 yNOBHOBaXeHOT 0cobu, BignosigansHOT
M1 B amnyni Ay 3a 3gjlicHeHHs chapmakoHarnsaay:
KOMMNEKTi 3 POYVHHUKOM MponoHoBaHa pepakuis — furac JiaHa
(aieTaHonamiH, Boga OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
Ans iH'ekuid) no 1 mn B [OaHnX YNOBHOBaXEHOI 0co6y,
amnyni B; no 6 amnyn A BiANOBIAA/IbHOI 32 34iiCHEHHS
y 6nicTepi; no 6 amnyn B hapmakoHarnsgy
y 6nictepi; no 1
6nictepy 3 amnynamu A
Ta no 1 6nictepy 3
amnynavu By nauui 3
KapToHY
68. rPOMNPUHO3NH cupon, 250 mr/5 M, no BAT "l'egeoH PixTep" YropumHa [03BiN HA BMNYCK Monbwa/ BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX 3a UA/16348/01/01
®-PIXTEP 150 mn y donakoHi; no 1 cepii: TOB "l'egeoH PymMyHis mMaTepianis: peyenmom




70

Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

hN1aKoHy Y KapTOHHIiA
ynakoBLii, B KOMNAEKTi 3
NPUCTPOEM A5
[03yBaHHA 3 MipHOO
wkanoto Big 0,5 mn go 5
M

Pixtep MonbLya",
MonbLua;
BMPOGHMULITBO
Hepo3dacoBaHOro
NPOAYKTY, NEPBUHHA
ynakoBka, BTOPUHHA
ynaKkoBKa, KOHTPO/1b
AKocTi: MefieoH
PixTep PymyHis
A.T., PymyHis

3MiHM | TUMy - 3MiHa y MeTogax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3aco06y (iHWi 3MiHN y meTofax
BMNpOGYBaHb (BK/IOYaUM 3amiHy abo
[OMOBHEHHS))

69.

F'YBKA
FEMOCTATUYHA
®

cyxa peyosuHa no 0,8,
1 nnswka abo hnakoH B
nauuj 3 KapToHy

TOB "BIO®PAPMA
MJIA3MA"

YkpaiHa

TOB "BIOPAPMA
MNA3MA", YkpaiHa
(BMpPOGHMLTBO
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii; BTOPUHHE
nakyBaHHs, BUNYyCK
cepiid)

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34ilicHeHHs thapmakoHarniagy;
KOHTaKTHOI 0c06u 3 chapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3pjlicHeHHs chapmakoHarnsgy: fitoua
pepakuis — Typok B'auecnas
B’auecnasosuy. MNMponoHoBaHa
pegakuis — Aurac [iaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34iiCHEHHA thapmakoHarnsgy

3a
peyenmom

UA/5711/01/01

70.

FYHA-®ITY

rpaHynu no 1 r rpaHyny
Ty6i; N0 6 TY6 y
KapTOHHI KOpoo6Li

l'yHa C.n.a.

ITanisa

l'yHa C.n.a

ITania

BHECEHHSA 3MiH A0 peecTpauiiiHnX
MaTtepiasniiB (NOBTOpHUII po3rnsga):
3MiHM | Tuny - 3MiHa napameTpis
cneundikauii Ta/abo JONYCTUMUX MEX
roTOBOrO NikapCbKOro 3acoby
(3BY)XXEHHSI fONYCTUMUX MEX) -
npuBefeHHs po3ainy "MikpobionoriyHa
yucToTa" y BiANOBIAHICTL A0 Ait04Oro
BMAAHHA €Bponeiicbkol Papmakonei
Ons cybniHrBanbHUX Npenaparis;

6e3
peyenma

UA/12639/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

CynyTHsI 3MiHa: 3MiHa y MeTogax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3MmiHa y
3aTBEPAKEHNX MeToAax
BUNPOBYBaHHS) - NPUBELEHHSA PO3ainy
«MikpobinoriyHa uMcToTa» A0 BUMOT y
BiANOBIAHICTb A0 EP A5 OPOMYKO3HUX
nikapcbKnx 3acobiB (Cy6niHrBasbHi
npenaparu)

71.

AAPINIA

TabneTku, BKpUTI
NAiBKOBOK 060/10HKOIO,
3 mr/0,02 mr, no 28
(24+4) Tabnetok y
6nictepi; no 1 (1x24+4)
abo no 3 (3x24+4)
6nicTepn pasom 3
NAackVM KapTOHHUM
dyTnsipom ans
36epiraHHsa brictepa,
TWKHEBUM KaneHgapem-
CTiKEPOM Y KapTOHHIl
yMaKkoBLi

BAT "TeneoH Pixtep"

YropwmHa

BAT "TeneoH
PixTep"

YropmHa

BHECEHHS 3MiH O peecTpavLjiiniHnx
mMartepianis: 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
NiKapCbKnx 3acobiB Nic/i BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHUI
npenapar (3MiHa He NoTpebye HafaHHSA
XXOOHUX HOBWX A0AATKOBUX AAHUX)
"MokasaHHsa", a TaKoX Yy po3ainu:
"GapmakoTepanesTuyHa rpyna”
(yTOUHEHHs1 Ha3Bw),"PapmakonoriyHi
BnactmsocTi”, "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKUMn
3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHictb
BMN/IMBATY Ha LIBWAKICTb peakuii npn
KepyBaHHi aBTOTpaHcnopToM abo
HWKYMK MexaHi3mamun”, "ditn"
(3atBeppxeHo: "Mpenapart [Aapinis He
npv3HayeHuii ANa 3acToCyBaHHS AiTAM.
", 3anponoHoBaHo: "MNpenapar
nokasaHuin fns 3aCTOCYBaHHA 3a
NpU3HaYeHHAM Nikaps TiSIbKU nicns
HacTaHHA CTaninx MeHcTpyauiii."),
"Mepepo3yBaHHs", "MobiuHI peakwyii”
BignoBigHO A0 iHhopmMauii Wwoao
MeJMNYHOro 3aCTOCYBaHHS
pedhepeHTHOro fikapcbKoro 3acoby
(O>KA3, TabneTtku, BKpUTI 06010HKOL0).
BBefeHHst 3MiH NpoTarom 3-x MicsALiB
nicns 3aTBepAKeHHs
3MiHY | TUnY - 3MiHK Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,

3a
peyenmom

UA/11801/01/01
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Ne n/n

Hassa
JliKapcbK0O20

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

3acoby

TEKCTi MapKyBaHHS Ta iHCTpYKLji Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMNETEHTHUM
YNOBHOBaXEHVM OpraHom)
"MpoTrnokasaHHsa", "B3aemogis 3
iHLWMMK NikapcbkMMK 3acobamu Ta iHLWi
BUAM B3aemogiii", "Oco6mMBoCTi
3acTocyBaHHSA" BigMoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku
AitoY0T pevoBuHN. BBeAEHHS 3MiH
npoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS

72.

[E3O®EMEH 75

TabneTku, BKpUTI
NNiBKOBOIO 060/I0HKOI0,
no 0,075 wmr; no 28
TabneTok y 6nictepi; no
1 a6o no 3, abo no 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

mi6e MveX
ApuHaiimiTTens

HimeuunHa

mi6e MmbeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpauinHnX
mMarepianis: 3miHu | Tuny - 3MiHu 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib SONOMIDKHVX PEYOBUH.
3amiHa mkepena ofepXaHHs
[0MOMiXHOT PeyoBVHN abo peakTuBy,
LLIO CTAHOBUTb PU3MK Nepeadi
36yaHuUKiB [E (iHWi 3MiHW) 3miHa
noctavasibHuKa Cymilli s naiBKoBoro
NoKpUTTS TabneTok. HAK Hacniaok,
YTOUYHEHHS Ha3BW NIBKOBOIO MOKPUTTA.
OHoBreHHs iHopmauii y p. 3.2.P.4 Ta
YTOUYHEHHS1 Ha3BW PEYOBUH, IKi BXOAATH
A0 cknagy naiBKOBOro NOKpPUTTS.

3a
peyenmom

3a

UA/16503/01/01

UA/15836/01/01

73.

AEHOBE/b 30

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 0,03 mr/2 mr; no 21
Tabnetuiy 6nictepi; no
1 a6o no 3, abo no 6
6nicTepiB y KAPTOHHIl
Kopoobui

mi6e M'mbeX
ApuHaiimiTTens

Himeuunna

Mi6e Fm6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLjiitHmx
marepianis: 3miHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIKHVX PEHOBUH.
3amiHa mpkepena ogepxaHHs
[OMOMiXHOT PevoBVHM abo peakTuBy,
LLI0 CTAHOBUTL PU3UNK Nepeaadi
36yaHukiB ME (iHWi 3MiHW) 3miHa
rocTtavasibHMKa Cymilli 415 M1iBKOBOro
NoKpuTTS TabneTok. AK Hacnigok,
YTOYHEHHS Ha3BW MNIBKOBOTO NMOKPUTTS.
OHoBreHHsA iHdhopmadii y p. 3.2.P.4 Ta
YTOYHEHHS1 Ha3BW PEYOBUH, AIKi BXOAATH
00 cknagy niBKOBOrO NOKPUTTS

peyenmom

74.

TabneTkun, BKpUTI

Mi6e TM6X

HimeyunHa

Mibe TM6X

HimeuuynHa

BHECEHHS 3MiH 10 peeCcTpaLiiHNX

3a

UA/15836/01/01

AEHOBE/Ib 30
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

NNiBKOBOIO 060/1I0HKOIO,
no 0,03 mr/2 mr; no 21
Tabnetuiy 6nictepi; no
1 abo no 3, abo no 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

ApuHaiimitTTens

ApuHaiimiTTens

marepianis: 3miHu | TRy - 3mMiHW Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn)
3MiHU BHECEHI [0 iHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby y po3ginu: "MpoTunokasaHHa",
"B3aemogis 3 iHWVMU NiKkapCbKnMn
3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco611BOCTI 3aCTOCyBaHHS"
BiANOBIAHO O OHOBMEHOT iHdhopMaLi 3
6e3nekun ajloumx peyosuH. 3MiHu Il Tuny
- 3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHMX
NiKapcbKunx 3acobiB Nicsis BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHUI
npenapar (3MiHa, Ky Heob6XigHO B
noAasibLLoMy O6r'pyHTyBaTU HOBUMMN
[0AaTKOBMMMW AaHUMK (Hanpuknag,
NOPIBHAHHICTb 6I0N0MYHUX NiKAPCbKNX
npenapartis)) 3MiHN BHECEHI A0
IHCTPYKUii ANs MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby y
po3ginu: "rMokasaHHA", a Takox y
po3ginu: "NpoTunokasaHHsA",
"B3aemogis 3 iHWMMU NiKapCbKUMMn
3aco6amMu Ta iHLi BUAW B3aEMOgi",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHictb
BMN/IMBATY Ha LWIBWAKICTb peakuii npn
KepyBaHHi aBTOTpaHcnopToM abo
HWKXMK MexaHismamu®, "ditn"
(yTouHeHHs iHchbopmauii), "MobiyHi
peakuii" BignosigHO A0 iHdopMaLit
LLIOA0 MEANYHOrO 3aCTOCYBaHHS
pedhepeHTHOro fikapCcbkoro 3acoby
(KAHIH®, TabneTku, BKpUTI
060/10HKOH0)

peyerimom

75.

AEPMABIH

Masb no 15 ry Ty6i; no 1
Ty6i y nayui 3 kKapToHy

TOB "3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiniHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo 3miHu
[0 y3araslbHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX laHnX Npo cucTemy

3a
peyenmom

UA/14273/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

hapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0CO6M, BifNoBigabHOI
3a 34iliCHEHHA hapMakoHarnsay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3aABHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOB&aXeHOI 0co6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkavarouu
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs hapmakoHarnsay:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BiiNOBIAANbHOI 3a 34iACHEHHS
dhapmakoHarnsgy

76.

ANKNODEHAK
HATPIIO

kancynu no 25 mr; no 10
Kancyn y 6nictepi, no 3
6nicTepu y kopobui 3
KapToHYy

TOB "XapkiBcbke
thapmaueBTuuHe
niagnpMeEMCTBO
"340poB'a Hapoay"

YkpaiHa

TOB "Xapkicbke
hapmaueBTuyHe
nignpyeMCcTBO
"340poB's Hapoay"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHu | TUNY - 3MiHK WoAao
6e3nekun/edekTUBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34ilicHeHHs thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - firova pegakuis:
yNOBHOBaXkeHa 0coba 3asBHMKa,
BignoBiganbHa 3a hapmakoHarnsg —
MypasiioBa OkcaHa OnekcaHapisHa.
MponoHoBaHa peaakLis: ynoBHOBaXeHa
ocoba 3asBHMKa, BigNOBiAa/IbHA 3a
hapmakoHarnag - 3umuubka MapuHa
OnekcaHapiBHa. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOT 0CO6M 3asiBHMKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsg

3a
peyenmom

UA/1477/01/01

717.

OVMEAPON

PO34MH ANns iH'ekuiin, 10

MAT "lanmnudcpapm"

YkpaiHa

MAT "lrannydpapm"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a

UA/4950/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
Mr/ma no 1 mn B amnyrni; marepianis: peyenmom
no 10 amnyny 3MiHK | TNy - 3MiHa NocTavasnibHUKa
KOHTYPHIli YapyHKOBIlA nakyBa/lbHVUX martepianis abo
ynakosLij, no 1 KOMM/IEKTYIOUVIX - BUSTyYEHHS
KOHTYPHIli YapyHKOBIl iHbopmauii Wwoao Ha3B BUPOGHKKIB
ynakoBLi B nayui; no 1 NepBUHHOT YNakoBku (amnys) 3 po3giny
M B amnyni, no 10 3.2.P.7. Cuctema ynakoBka/ykynopka
amnyn y kopobui peecTpaLiiHoro gockbe
78. ANNPOPON® eMy/ibCia Ans iHdyaii, MAT "®apmak” YKkpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a UA/15942/01/01
EATA 10 mr/mn no 20 mn B marepianis: peyenmom
amnyni; no 5 amnyn y 3MiHK | TNy - 3MiHa y cknagi
nasui, no 20 mny (AONOMIKHMX peYoBUHAX) FOTOBOrO
dhnakoHi; no 1 a6o 5, nikapcbkoro 3acoby - byab-sika
ab6o no 10 dhrakoHiB y He3HayHa 3MiHa KisibKiCHOro cknaay
nayyi, no 50 mny [OMNOMDKHUX PEYOBWH Yy FOTOBOMY
dhnakoHi; no 1 donakoHy nikapcbkoMy 3aco6i. 3anponoHOBaHoO:
y nauui no pH 9,9-10,0 (3rigHo go
3aTBEpAXEHOI pernameHTauii pH Ha
Bi4NoBiAHI cTafil BUPOBGHNLTBA)
79. ANNPOPON® emynbCia Ans iHdysii, MAT "®apmak” YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/15942/01/02
EATA 20 mr/mn no 20 mn B marepianis: peyenmom
amnyni; no 5 amnyn y 3MiHK | TUNy - 3MiHa y cknagi
nauui, no 20 mny (8ONOMDKHMX peyoBUHAX) rOTOBOro
dnakoHi; no 1 a6o 5, nikapcbkoro 3acoby - byab-sika
a6o no 10 chnakoHiB y He3HayHa 3MiHa KislbKiCHOro cknagy
nauui, no 50 mny [ONOMIXXHUX PEYOBVH Y rOTOBOMY
dhnakoHi; no 1 chnakoHy nikapcbkoMy 3aco6i. 3anponoHOBaHo:
y nauui no pH 9,9-10,0 (3rigHo go
3aTBEpXeHOl pernameHTauii pH Ha
BiANOBIAHIV cTagii BUpobHMLTBA)
80. ANPEPENIH® NOpoLUOK No 22,5 mr Ta INCEH ®APMA PpaHuin BMPOGHMLTBO, LLBetiuapis/ BHECEHHS 3MiH 10 peecTpavjiinHmx 3a UA/9454/01/02
PO3UMHHWK A5 nepsuHHe Himeuunna/ marepianis: peyenmom
cycneHsii Ans iH'exuin 3 nakyBaHHs, dpaHuis 3MiHu | TUny - 3MiHN Woao

NPOJIOHrOBaHUM
BUBINIbHEHHAM, 1
b1aKoH 3 MOPOLUKOM Y
KOMMNNEKTI 3
PO34MHHKKOM (BOAA AN
iH'eKUin) No 2 mn B
amnynax Ne 1, 1
6nicTepom, Lo MICTUTb
1 wnpuy, 4Ns iH'exkuin Ta
2 iH'eKUiliHI ronkn y
KapTOHHiiA KOpo6Ll

KOHTPO/b SKOCTi Ta
BUNPOOYBaHHA Ha
CTabBiNbHICTb:
NMOPOLLIOK:
Le6iodapm Picepu
eHa MaHydhakuypuHr
C.A., Wseliuapis;
BMPOGHULITBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
PO3YMHHWK: ramesibH
hapmaueBTikan3
'M6X, HimeuuunHa;
CEHEKCI, ®paHuis;
BTOPUHHE

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsay. BeefeHHs abo 3miHu
[0 y3ara/isHEHNX JaHuX Mpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX faHunx npo cuctemy
hapmakoHarsisgy, amiHa
yMNOBHOBaXeHOT 0cobu, BignosigansHoT
3a 34iliCHEHHA dhapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarisgy
3asBHMKa ANs1 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BigMiHHa Bif, yNOBHOBaXKEHOI 0co6MU,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHI MacTep-dhaiiia cucteMm




76

Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nakyBaHHS1, BUMYCK
cepiii: INCEH
PAPMA BIOTEK,
®paHuisa

hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M, BifNoBigabHOI
3a 3ilicHeHHs dhapmakoHarnsgy: firova
pegakuis — A-p KpuctuHa /1.CtpatT (Dr
Kristina L.Strutt). NMponoHoBaHa
pepakuis — A-p Mitep Wynby, (Peter
Schulz). 3miHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6U. 3MiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0co6u
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapmakoHarnisgy B YkpaiHi

81.

AIACNIBNA®

Tabnetkun no 80 mr, nNo
10 TabneTok y 6nicTepi;
no 3 a6o no 6 6nictepis
y naui 3 KapToHy

MAT "®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHK | TNy - 3MiHa po3mipy cepii
(BKtOMaKOUM fianasoH po3mipy cepii)
roTOBOrO JliKapcbKoro 3acoby -
BHECEHHS [0aTKOBOro po3Mipy cepil.
3anponoHosaHo: 100 kr (666 Tuc.
Ta61.), 400 kr (2666 TnC. Tab.)

3a
peyerimom

UA/6986/02/01

82.

AIASENAM-3H

Tabnetku no 5 mr no 10
TabneTok y 6nictepi; no
2 6nicTepu y KopooLi 3
KapToHYy

TOB "XapkiBcbke
thapmavueBTuyHe
nigNpPUEMCTBO
"340p0oB'a Hapoay"

YkpaiHa

TOB "Xapkicbke
hapmaueBTuyHE
nignNpPUeEMCTBO
"340poB'a Hapoay"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHuW | TUNYy - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX npo cucTemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
thapmakoHarnagy, 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHs thapmakoHaraagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy
3asBHUKa 419 3AiICHEHHSA
hapmakoHarnsagy B YkpaiHi, SKLwo BoHa
BiAMiHHA BiJ YNOBHOBaX€eHOI 0co6H,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarniagy (Bkavarum
KOHTaKTHi flaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - itova pegakuis:
yNOBHOBaXkeHa 0coba 3asBHMKa,
BignoBiganbHa 3a hapmakoHarnsg —
MypasiioBa OkcaHa OnekcaHapisHa.
MponoHoBaHa peaakLis: ynoBHOBaXeHa
ocoba 3asBHMKa, BigNOBiAa/IbHA 3a
hapmakoHarnag - 3umuubka MapuHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg

3a
peyenmom

UA/10535/01/01

83.

AIOKOP CO/TI0

TabneTkun, BKpUTI

TOB "®apma Crapt”

YkpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH 10 peeCcTpaLiiHNX

3a

UA/11341/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
160 NAiBKOBOI 000I0HKOM, marepianis: peyenmom

no 160 mr no 10
TabneTok y 6nictepi; no
1 a6o 3, abo 4, a6o 9
6nicTepiB y KAPTOHHIl
nauui

3MiHW | TUNY - 3MiHW Y BUPOBHULTBI -
BHECEHHS 3MiH [0 po34iniB
peecTpadiiHoro goceke, 3.2.P.3.3. Onuc
BMPOBHMNYOro NpoLecy Ta KOHTPOsIo
npouecy. Ta 3.2.P.3.4. KoHTpob
KPUTUYHWX CTagAji i NPOMDKHOT
NPOAYKLUIT, y 3B’A3KY 3 HEOOXiHICTIO
YTOUYHEHHS iHchopMalLii CTOCOBHO
HaHeCeHHs HoMepy cepii Ta TepMiHy
npuaaTHOCTI Ha cTagiax «PacyBaHHs»
Ta «YnakoBka», L0 06yMOB/IEHO
TEXHO/OTYHOK MOX/IUBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NpuAaTHOCTI —
METOAOM APYKY B [OMOBHEHHS [0
MeTOAYy HaHECEHHS BIATUCKY; -
BHECEHHS 3MiH [10 po3giny
peecTpauiiiHoro gocke, 3.2.P.3.5.
Banigauis npouecy Ta/abo oro owuiHka,
Yy 3B’A3Ky 3 HEOOXIAHICTIO KOPUTyBaHHS
cxemu Banigauii TEXHOOrYHOro
npouecy BYPO6HNLTBA CTOCOBHO
KOHTPO/NbHMX TOYOK, a came
nepeHeceHHs NokasHUKiB 3i cTagji: 1.
OpHOpIAHICTb BMICTY 3 rpaHy/ifTy Ha
KiHLEBY cymill (TabneTkoBa Maca); 2.
KinbkicHe BU3HAYEHHS 3 rpaHyNsaTy Ha
KiHLEBY cymiw (TabneTkoBa maca);
Cragis «KanibpyBaHHs Ta
OnyApPIOBaHHA rpaHyn» € OCTaHHbOK
cTagji€eto, Lo nepeaye noginy saraibHol
Macu Ha [030BaHi OAVNHWL, Y 3B'A3KY 3
YUM KOHTPO/Tb KPUTUYHMX NOKA3HUKIB
AKOCTi «OAHOPIAHICTb BMICTY» Ta
«KinbkKicHe BU3HaYeHHs» AN1s KiHLeBOT
cymiwi (TabneTkoBoi Macu) 403BONNUTL
B MakCUMaJsIbHOMY CTyMeHi
oxapakTepu3yBaTh FOMOTEHHICTb i
HeoO6XiAHUI BMICT Ail0UMX PEYOBVH B
pamkax 06’emy Bci€el cepil. Takox
TabneTkoBa Maca BOJOZi€ KpaLLumm
TEXHONOMYHNUMMN B/IACTUBOCTAMM, LLO
[103BO/ISIE OTPVMATV MakCUMasIbHO
penpe3eHTaTVBHWI 3pa3ok B paMkax
iCHytOUMX MeTogiB Big60opy NPo6. 3MiHK
[03BO/IATb NiIABULLNTY PiBEHb
BMEBHEHOCTI BiJHOCHO eDeKTUBHOCTI
TEXHOJI0MYHOro Npouecy Ta AKOCTI
BMPOGNEHOI NpoAyKuii. 3MiHW He
CTOCYIOTbCSl TEXHOMOTIYHOrO NpoLecy
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
BMPOGHMLITBA, & Ti/fIbK NepeHeceHHs
TOYOK KOHTPO/0
84. AIOKOP CO/TO TabneTkn, BKpUTI TOB "®apma Crapt" Ykpaina TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX - UA/11342/01/01
160

NNiBKOBOIO 060/I0HKOIO,
no 160 mr in bulk: no 7
Kr TabNeToK B nakeTax B
KOHTeliHepax

marepianis:
3MiHW | TUNY - 3MiHW Y BUPOBHULTBI -
BHECEHHS 3MiH [0 po34inis
peecTpadiiHoro gocke, 3.2.P.3.3. Onuc
BMPOBHMNYOro NpoLecy Ta KOHTPOSI0
npouecy. Ta 3.2.P.3.4. KoHTposnb
KPUTUYHWX CTagAji i NpOMiKHOT
NPOAYKLUIT, y 3B’A3KY 3 HEOOXiHICTIO
YTOYHEHHS iHdhopMaLlii CTOCOBHO
HaHeCeHHs Homepy cepii Ta TepMiHy
npuaaTHOCTI Ha cTagiax «PacyBaHHS»
Ta «YnakoBka», L0 06yMOB/IEHO
TEXHO/OTYHOK MOX/IUBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NpuaaTHOCTI —
MEeTOAOM APYKY B [OMOBHEHHS [0
MeTOAY HaHEeCEHHS BIATUCKY; -
BHECEeHHS 3MiH [10 po3ainy
peecTpauinHoro gocbe, 3.2.P.3.5.
Banigauis npouecy Ta/abo oro ouiHka,
Yy 3B'AA3Ky 3 HEOOXIAHICTIO KOPUTyBaHHS
cxemu Banigauii TEXHOIOrYHOro
npouecy BYPO6HNLTBA CTOCOBHO
KOHTPO/bHMX TOYOK, a came
nepeHeceHHs NokKasHUKIB 3i ctagji: 1.
OpHOpIAHICTb BMICTY 3 rpaHy/ifATy Ha
KiHLeBY cymill (TabneTkoBa maca); 2.
KinbkKicHe BU3HAYEHHS 3 rpaHyNsaTy Ha
KiHLEBY cymiw (TabneTkoBa Maca);
Crapia «KanibpysaHHsa Ta
OnyAPIOBaHHA rpaHyn» € OCTaHHbOK
cTagji€to, Lo nepeaye Noginy saraibHol
Macu Ha [1030BaHi OAWNHWL, Y 3B'A3KY 3
YUM KOHTPO/Tb KPUTUYHMX NOKA3HMKIB
AKocTi «OAHOPIAHICTb BMICTY» Ta
«KinbKicCHe BU3HaYeHHs» ANs KiHLeBOl
cymiwi (TabneTkoBOi Macu) A03BONNUTL
B MakCUMaJsIbHOMY CTyMeHi
oxapakTepu3yBaTh FOMOTEHHICTb i
HeobXiAHWUIA BMICT Ajl0UMX PEYOBUH B
pamkax 06’emy Bciel cepil. Takox
TabneTkoBa Maca BOJOZi€ KpaLLumm
TEXHONOTYHNMMN B/IACTUBOCTAMM, LLO
[103BO/ISIE OTPVMATV MakCUMasibHO
penpe3eHTaTVBHUI 3pa3oK B pamMkax
iCHytOUMX MeTogiB Big60opy Npob. 3MiHn
[03BONATb NIABULLNTU PiBEHb
BMEBHEHOCTI BiHOCHO edeKTUBHOCTI
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
TEXHO/0rYHOro NpoLecy Ta SKOCTi
BMPOGNEHOI NPOAYKLUil. 3MiHU He
CTOCYHOTbCS TEXHOMONYHOro npouecy
BMPOGHMLITBA, & Ti/IbK NepeHeceHHs
TOYOK KOHTPO/O
85. AIOKOP CO/O TabneTkn, BKpUTI TOB "®apma Crapt" Ykpaina TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX 3a UA/11341/01/02
80 NAiBKOBOI 000I0HKOH, marepianis: peyenmom

no 80 mr no 10 TabneTok
y 6nictepi; no 1 a6o 3,
abo 4, abo 9 6nicTepiB y
KapTOHHIN nauui

3MiHUW | TUNY - 3MiHW Y BUPOBHULTBI -
BHECEHHS 3MiH [0 po34inis
peecTpadiiHoro goceke, 3.2.P.3.3. Onuc
BMPOBHMNYOro NpoLecy Ta KOHTPOsI0
npouecy. Ta 3.2.P.3.4. KoHTposnb
KPUTUYHWX CTagAji i NpOMiKHOT
NPOAYKLUIT, y 3B’A3KY 3 HEOOXiAHICTIO
YTOYHEHHS iHdhopMaLlii CTOCOBHO
HaHeCeHHs Homepy cepii Ta TepMiHy
npuaaTHOCTI Ha cTagiax «PacyBaHHs»
Ta «YnakoBka», L0 06yMOB/IEHO
TEXHOOTYHOK MOX/IUBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NpuaaTHOCTI —
MEeTOAOM APYKY B [OMOBHEHHS [0
MeTOAY HaHEeCEHHS BIATUCKY; -
BHECEeHHS 3MiH [10 po3ainy
peecTpauinHoro gocbe, 3.2.P.3.5.
Banigauis npouecy Ta/abo oro oviHka,
Yy 3B'AA3Ky 3 HEOOXIAHICTIO KOPUTyBaHHS
cxemu Banigauii TEXHOOrYHOro
npoLecy BYPO6HNLTBA CTOCOBHO
KOHTPO/bHMX TOYOK, a came
nepeHeceHHs NoKasHUKIB 3i cTagji: 1.
OpHOpIAHICTb BMICTY 3 rpaHy/ifATy Ha
KiHLeBY cymill (TabneTkoBa maca); 2.
KinbkKicHe BU3HAYEHHS 3 rpaHyNsATy Ha
KiHLEBY cymiw (TabneTkoBa Maca);
Crapia «KanibpysaHHsa Ta
OMyAPIOBaHHSA rpaHyn» € OCTaHHbOK
cTagji€to, Lo nepeaye Noginy saraibHol
Macu Ha [1030BaHi OAVHWL, Y 3B’A3KY 3
YUM KOHTPO/Tb KPUTUYHMX NOKA3HWKIB
AKocTi «OAHOPIAHICTb BMICTY» Ta
«KinbKicCHe BU3HaYeHHs» ANs KiHLeBOl
cymiwi (TabneTkoBOi Macu) 403BONNUTL
B MakCUMaJsIbHOMY CTyMeHi
oxapakTepu3yBaTh FOMOTEHHICTb i
HeoOXiAHWUIA BMICT Ajl0UMX PEYOBUH B
pamkax 06’emy Bciel cepil. Takox
TabneTkoBa Maca BOJOZi€ KpaLLumm
TEXHOMOTYHNMMN B/IACTUBOCTAMM, LLO
[103BO/ISIE OTPVMATV MakCUMasibHO
penpe3eHTaTVBHUIA 3pa30K B paMkax
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

iCHylOUMX MeTogiB Big6opy Npob. 3MiHu
[03BOMATL NiABULLMUTY PiBEHD
BMEBHEHOCTI BiHOCHO eheKTUBHOCTI
TEXHO/OrYHOro NpoLecy Ta SKOCTi
BMPOGEHOI NPOAYKLUii. 3MiHU He
CTOCYIOTbCSl TEXHOJOMNYHOro npoLecy
BMPOGHMLITBA, & Ti/IbK NepeHeceHHs
TOYOK KOHTPO/0

86.

LIOKOP CONoO
80

TabneTkun, BKpUTI
NNiBKOBOIO 060/I0HKOI0,
no 80 mr in bulk: no 6 kr
TabneTok B NakeTax B
KOHTeliHepax

TOB "®apma Crapt”

Ykpaina

TOB "®apma Ctapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHW | TUNY - 3MiHW Y BUPOBHULTBI -
BHECEHHS 3MiH [0 po34inis
peecTpadiiHoro goceke, 3.2.P.3.3. Onuc
BMPOBHMNYOro NpoLecy Ta KOHTPOsIo
npouecy. 1a 3.2.P.3.4. KoHTposnb
KPUTUYHWX CTagAji i NpOMiKHOT
NPOAYKLUIT, y 3B’A3KY 3 HEOOXiHICTIO
YTOYHEHHS iHdhopMaLlii CTOCOBHO
HaHeCeHHs Homepy cepii Ta TepMiHy
npuaaTHOCTI Ha cTagiax «PacyBaHHs»
Ta «YnakoBka», L0 06yMOB/IEHO
TEXHO/OTYHOK MOX/IUBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NpuAaTHOCTI —
MEeTOAOM APYKY B [OMOBHEHHS [0
MeTOAY HaHEeCEHHS BIATUCKY; -
BHECEeHHS 3MiH [10 po3ainy
peecTpauinHoro gocbe, 3.2.P.3.5.
Banigauis npouecy Ta/abo oro owiHka,
Yy 3B'AA3Ky 3 HEOOXIAHICTIO KOPUTyBaHHS
cxemu Banigauii TEXHOOrYHOro
npoLecy BYPO6HNLTBA CTOCOBHO
KOHTPO/bHMX TOYOK, a came
nepeHeceHHs NokKasHUKIB 3i cTagji: 1.
OpHOpIAHICTb BMICTY 3 rpaHy/ifATy Ha
KiHLeBY cymill (TabneTkoBa maca); 2.
KinbkicHe BU3HAYEHHS 3 rpaHyNsATy Ha
KiHLEBY cymiw (TabneTkoBa Maca);
Crapia «KanibpysaHHsa Ta
OMyAPIOBaHHSA rpaHyn» € OCTaHHbOK
cTagji€to, Lo nepeaye noginy saraibHol
Macu Ha [030BaHi OAVNHWL, Y 3B'A3KY 3
YUM KOHTPO/Tb KPUTUYHMX NOKA3HUKIB
AKoCTi «OAHOPIAHICTb BMICTY» Ta
«KinbKicCHe BU3HaYeHHs» ANs KiHLeBOl
cymiwi (TabneTkoBOi Macu) 403BONNTL
B MakCUMaJsIbHOMY CTyMeHi
oxapakTepu3yBaTh FOMOTEHHICTb i
HeoOXiAHWUIA BMICT Ajl0UMX PEYOBUH B
pamkax 06’emy Bciel cepil. Takox
Tabn1eTkoBa Maca BO/Ofie KpaLmm

UA/11342/01/02
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

TEXHOMNOTYHNMY BNACTUBOCTSAMY, LLO
[103BONISIE OTPMMATV MakCUMasibHO
penpe3eHTaTBHMIA 3pa3oK B pamMkax
iCHylOUMX MeTogiB Big60opy Npob. 3MiHu
[03BOMATL NiABULLMUTY PiBEHD
BMEBHEHOCTI BiHOCHO eheKTUBHOCTI
TEXHO/OrYHOro NpoLecy Ta SKOCTi
BMPOGEHOI NPOAYKLUil. 3MiHU He
CTOCYIOTbCS TEXHOJOMNYHOro npoecy
BUPOGHMLITBA, & Ti/fIbK NepeHeceHHs
TOYOK KOHTPO/0

87.

AOKCOPYBIUVH
-TEBA

KOHL,eHTpaT ans
PO34uHy ANns iHdysiid, 2
mr/mn no 5 mn (10 mr),
a6o no 10 mn (20 mr),
a6o no 25 mn (50 mr) y
dhnakoHi; no 1 dpakoHy
y Kopobu,i

TeBa dapmaveBTikan
IHpacTpi3 /T4,

13painb

dapmaxemi B.B.

HigepnaHgm

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHuM | TUNY - 3MiHa 6yAb-AKOT YaCTUHU
marepiany nepBMHHOI YNakoBKy, LLO He
KOHTaKTY€E 3 FOTOBMM JliKapCbKUM
3aco60M (Hanpuknaz Konip KpuLeyok 3
KOHTPO/IEM NEPLLOro BiAKPUTTS, KOMip
KOJOBUX KiNeLb Ha amnynax,
KOHTelHepa [/1s rofioK (pi3Hi Buan
naacTMacw) - BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasiis: BBEAEHHS
aNbTepHaTMBHOIO MaTepiany MydTn
dnakoHy (OMC), wo 6ionoriyHo
po3knafaeTbes (HaHeCeHHs Ha dh1akoH
npo30poi 060/10HKM 3 OPIEHTOBAHOIO
nonictepona (OrC)) 3 BigNoBigHNMM
3miHamn y p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWIA 3aci6, p.
3.2.P.3.3. Onuc Bnpo6bHMYOro npouecy
Ta KOHTposto npouecy Ta p. 3.2.P.3.5.
Banigauisi npouecy Ta iAioro oujiHka.
BHeceHHs pefakuiiiHuX 3MiH y po3aim
marepianiB peecTpauiiHoro JOCbe: - y
p. 3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBasibHWii 3acio
3a3HayYeHo aKTyasibHy Ha3By
nocTavyasibHMKa CKISHUX do/1aKkoHIB
Nipro PharmaPackaging Germany
GmbH (nonepegHi Ha3Bu:
Munnerstadter Glaswarenfabrik GmbH,
MGlass AG and Nipro Glass Germany
AG); - 3 p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3acio
BWIYYEHO iHGhopMaLito LWoao agpecu
BUPOGHWKIB NEPBMHHOIO Ta BTOPUHHOTO
nakyBaHHs; - y p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3acio
popartok 14a iHdopmadito Wwoao
BTOPWHHOT YNakoBKM PO3iIEHO Ha

3a
peyerimom

UA/9704/02/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
OoKpeMmi foAaTku, B SKNX 3a3Ha4YeHO
TeXHiYHi cnevumdikayii Ha pisHi MydTH
(3aTBEpAKEHY Ta 3anponoHOBaHy); - Y
p. 3.2.P.3.3. Onnc BMPOGHMYOro
npoLecy Ta KOHTPO/I0 npoLecy ctagis
Bi3yasIbHOrO KOHTPOSIKO | CTagis
oropTaHHs MypTOl0 3a3HaueHi K
OKpeMi cTagii, Togi Sk y nonepegHivi
Bepcii po3giny ui Asi ctagii 6yno
BKa3aHO K OfHY; - OHOBJIEHHS P.
3.2.P.3.3. Onuc Bnpo6bHMYoro npovecy
Ta KOHTpoto npouecy Ta 3.2.P.3.5.
Banigauis npouecy Ta iioro ouiHka
(nepeHeceHHs iHhopmauii Lwoao
npouecy HaHeceHHst MyddTu 3 po3ainy
3.2.P.3.3. Onuc B1po6HMYOro npouecy
Ta KOHTposo npouecy ao p. 3.2.P.3.5.
Banigauis npouecy Ta/abo oro ouiHka)
88. AONAPEH® Tabnetkn Ne 4 (4x1) - no Habpoc dapma lBT. IHAjs Habpoc ®apma lMBT. IHgis BHECEHHS 3MiH O peecTpavLiiiHnX 3a UA/1004/02/01
4 TabneTkn y 6nictepi; nra. nra. matepianis: 3miHu Il Tuny - 3miHn 3 peuenmom
no 1 6nictepy B AKoCTI. [0TOBWIA NikapcbKmii 3aci6. Onuc
narnepoBoMy KOHBEpTI, Ta cknag,. 3miHa y cknagi (4oNoMiKHMX
Ne 200 (4x50) - no 4 peyoBUHaXxX) roToBOro Nikapcbkoro
TabneTkun y 6nictepi; no 3ac006y (iHWi AOMOMDKHI pEYOBUHN) -
1 6nictepy B AKiCHI 260 KiNbKICHI 3MiHW W040 oAHIET
nanepoBoOMy KOHBEPTI, ab0 [eKiNbKOoX AONOMDKHUX PEYOBUH,
no 50 naneposunx AKi MOXYTb 3HAYHO BM/IMHYTU Ha
KOHBEPTIB Y KAPTOHHIl 6e3neky, AKiCTb abo e(pekTUBHICTb
Kopo6bui; Ne 10 - no 10 roTOBOrO NiKapCbKOro 3acoby
TabneTok y 6nicrepax; 3 BiANOBIAHWUM BUTYYEHHAM 3i
Ne 10 (10x1) - mo 10 cneuudikaLii i METOAiB KOHTPOsTIO
Tabnetok y 6nictepi; no iieHTudikaui i KiNnbKICHOro BU3HaYeHHS
1 6nicTepy B KAPTOHHIN HaTpilo MeTunnapabery i HaTpilo
Kopo6ui; Ne 100 nponuinapa6eHy
((10x1)x10) - no 10
TabneTok y 6nictepi; no
1 6nicTepy B KapTOHHIl
Kopo6ui; no 10 Kopo6ok
B Kopo6ui; Ne 100
(10x10) - no 10
Tabnetok y 6nictepi; no
10 6nicTepiB y
KapPTOHHI KOpo6U;i
89. AOLETAKCEN- KOHUEeHTpaT ans TeBa ®apmavreBTikan 13painb AkTtasic Itani C.n.A. ITanis BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/13625/01/01
TEBA po3uunHy ans iHdysiii, 20 IHpacTpi3 /T4, marepianis: peyenmom

Mr/mi, no 1 mn a6o no 4
M, abo no 7 mny
dhnakoHi; no 1 chnakoHy
B KOpPOOLIi

3MiHW | TUNY - 3MiHW 40 IHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHSA y PO3Linu:
"B3aemogis 3 iHWVMU nikapcbKumMn
3acob6amu Ta iHLWi BUAy B3aeMogaiii",
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
"Oco6nMBOCTI 3aCTOCYBaHHS",
"Mepepo3yBaHHs", "Mo6IYHI peakuji”
3riAHO 3 AaHUMK Woao 6e3nekmn aitoyor
peyoBvHV. BBeAeHHSA 3MiH NPOTArom
3-x micsauiB nicnA 3aTBePAXEHHSA
90. EBKANIATA nneta, no 50 1y navkax MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX 6e3 UA/2124/01/01
nncTqa 3 BHYTPILUHIM NakeToM; dapmaueBTUyYHa dapmMaLeBThYHa marepianis: 3miHu | Tuny - peyenma
no 1,5 r y ginbTp-naketi, thabpuka "Biona" thabpuka "Biona" AOMiHICTpaTVBHI 3MiHW. 3MiHa
no 20 chinbTp-nakeTiB y HalimeHyBaHHs Ta/abo agpecu
navu,i 3asBHUKa (BNacHvKa peecTpauiiHoro
noceigyeHHs) 3MiHa aapecu 3asBHUKA
91. EKBOPA/N® Kancynm m'ski no 25 mr, Tesa ®apmaveBTikan 13painb Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpayinHnX 3a UA/7471/02/01
no 10 kancyn y 6nictepi; IHpacTpi3 114, c.p.o. Pecny6nika marepianis: peyenmom
no 5 6nictepis y kopobL,i 3MiHu | TNy - BUNy4YeHHs ME-
cepTudpikaTy BifgnoBigHOCTI
€Bponeiicbkoi hapmakonei (R1-CEP
2001-028-Rev 00) onst LONOMiXHOT
PEYOBUHM XeNaTuH Bif BXe
3aTBepakeHoro BupobHuka Geltech Co.
Ltd., Korea
92, EKBOPA/N® Kancysm m'ski no 50 wmr, TeBa dapmaveBTikasn I3painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a UA/7471/02/02
no 10 kancyn y 6nicTepi; IHpacTpi3 14, c.p.o. Pecny6nika marepianis: peuenmom
no 5 6nictepis y kopobL,i 3MiHu | TNy - BUNy4YeHHs ME-
cepTuduikaty BiANOBIAHOCTI
€Bponeiicbkoi hapmakonei (R1-CEP
2001-028-Rev 00) Ana AONOMDKHOT
PEuOoBVHM XenaTuH Big BXe
3aTBepakeHoro BupobHuka Geltech Co.
Ltd., Korea
93. EKBOPAN® Kancynm m'aki no 100 mr, | Tesa PapmaueBTikan I3painb Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH O peecTpavLjinHmX 3a UA/7471/02/03
no 10 kancyn y 6nictepi; IHpacTpi3 14, c.p.o. Pecny6nika marepianis: peuenmom
no 5 6nictepis y KopobL,i 3MiHK | TNy - BUNy4YeHHs Me-
cepTudikaTy BifgnoBigHOCTI
€Bponeiicbkoi hapmakonei (R1-CEP
2001-028-Rev 00) ana AONOMDKHOT
PEuOBVHM XenaTuH Big, BXe
3aTBepaxeHoro Bupo6Huka Geltech Co.
Ltd., Korea
94. EK3OAEPUN® nak gns Hirtie TOB "CaHpo3 YkpaiHa [03BiN Ha BUMYCK CnoseHis/ BHECEHHS 3MiH O peecTpavLjiiniHnx 6e3 UA/13688/01/01
NAK nikyBanbHuit, 5 % YkpaiHa" cepii: lek HimeyunHa marepianis: peuyenma
po3uuH, no 2,5 mn abo 5 PapmaLeBTnyHa 3MiHM | TUMy - 3MiHa y NEPBUHHIN
My donakoHi; no 1 KoMnaHis 4.4., yNakKoBLji FOTOBOrO NiKapCbKOro 3acoby -
hnakoHy pasom 3 10 CnoBeHis; 3aMiHa BKIaAKu ANS KPULIKKX (h1akoHy 3
nonaroykamu, 30 BMPOOHMLITBO NOpYCTOro NosieTUneHy, BKPUTOro
TamnoHamu gns Hepo3dacoBaHoi TehI0HOM 3 0AHOro 60Ky (TedhiIoHOBE

ounLLeHHs Ta 30
nuoYKamu ANs Hirtie y
nauuj 3 KapToHy

NpoAyKLii, NepBYHHE
Ta BTOPVHHE
nakyBaHHs,

TecTyBaHHs: Maynb

NOKPUTTSA 3 6OKY NPOAYKTY) Ha BKIaAKY
3 NOPUCTOrO NONIETUIEHY, BKPUTOTO
TechioHOM 3 060X 6OKIB
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
B. BeliBepc 'M6X,
HimeuunHa
95. EK3OAEPUN® nak ans Hirtie TOB "CaHngo3 YkpaiHa [03BiN Ha BUMYCK CnoseHis/ BHECEHHS 3MiH [0 peecTpauinHnX 6e3 UA/13688/01/01
NAK nikyBanbHuii, 5 % YkpaiHa" cepii: Nlex HimeuunHa marepianis: peyenma
po3uuH, no 2,5 mn abo 5 dapmaLeBTUYHa 3MiHK | TUny - 3miHa popmu abo
My dhnakoHi; no 1 KoMnaHis A4.4., pO3Mipy KOHTelHepa un
chnakoHy pasom 3 10 CnoseHis; 3aKynoploBasIbHOTO 3aC00Y - BHECEHHS
nonartoykamu, 30 BMPOBHULITBO 3MiH 10 MaTepianiB peecTpauiiHoro
TamnoHamu gnsa Hepo3dgacoBaHo| pocbe p. 3.2.P.7. Cucrtema
oumeHHs Ta 30 NpoAyKLii, NnepBuHHe KOHTeliHep/3aKynopoBasbHWii 3aci6:
nuaoYkammn Ans Hirtie y Ta BTOPVHHE BK/TOYEHHSI aBTOMATUYHOT
nauuj 3 KapToHy nakyBaHHs, iaeHTUdIKaLii NAALWKW WASXOM
TecTyBaHHs: MNaynb HaHeCeHHs LIeHTPYIYOoro Hanucy Ha aHi
B. BeliBepc M'M6X, NASALWKU FOTOBOrO NiKapcbKoro 3acoby
HimeuymHa
96. EKOHA30Ny NnopoLUoK (cybcTaHuis) y AT "Nekxim-Xapkis" Ykpaina OnoH C.n.A. ITanis BHECEHHS 3MiH 10 peecTpavjiintHmx - UA/14304/01/01
HITPAT noAgiliHnx naketax 3 mMartepianis: 3miHu | Tuny -
nonieTuneny ans AAMiHICTpaTUBHI 3MiHW. 3MiHa
BMPOGHMLTBA HalilMeHyBaHHs Ta/abo agpecu Micus
HecTepusbHNX NPOBaXXEHHS AiANbHOCTI BUPOBHMKa
nikapcbknx hopm (Bkntovatoun, 3a HeobXigHOCTI, Micue
NpPOBeAEHHS KOHTPO/IIO SKOCTi), abo
BNlacHUKa mMacTep-thaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
mMartepiany/peareHTy/npomiKHOIo
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI AP (SKLLO 3a3HAYEHO y
[0CbE Ha nikapcbkuii 3acib) 3a
BIACYTHOCTI cepTudpikata BignoBiAHOCTI
€sponelicbkin dhapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOOHMKA
HOBOI LONOMDKHOT Pe4OBUHU (SIKLLO
3a3HayYeHo y JOCbE) 3MiHa Ha3BuU
BMpoGHUMKa APl ekoHazony HiTpaTy, 6e3
3MiHX Micusl BUPOGHMLTBA
97. EKCUMNEHEM NMOPOLLOK A/151 PO3UYUHY Ekcip ®apmacbtoTukas IpaH Ekcip IpaH BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX 3a UA/13506/01/01
Ans iH'ekuii no 1000 mr Komnawi $apmacbloTukan mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
y thnakoHax Nel Komnai sKOCTi. FOTOBWIA Nikapcbkuii 3aci6.

CT1abinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NikapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY NPUAATHOCTI
roTOBOrO NikapcbKoro 3acoby) - Ans
TOProBOi yNakoBKW (NigTBEPLXKYETLCA
LAaHUMU peasibHOro yacy) - 36i/IbLUEHHS
TepMmiHy npugarHocTi [/13:
3arBep/keHo: TepMiH npuaaTHoOCTI : 2
poku; 3anponoHoBaHo: TepMiH
NPWAATHOCTI : 3 poKK
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

98.

EKCUMEHEM

MOPOLLOK A4/15 PO34NHY
Ans iH'ekuii no 1000 wr ;
in bulk: 60 chnakoHiB 3
MOPOLLKOM B
nonieTNeHoBUxX
Kopobkax; no 6
nonieTNeHoBUX
KOPOGOK B KapTOHHiIl
Kopoo6Li

Ekcip ®apmacbioTukan
KomnaHi

IpaH

Ekcip
PapmacbioTuKan
KomnaHi

IpaH

BHECEHHS 3MiH [0 peecTpaLiinHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK 3
AKocTi. FoTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NikapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY NpUAATHOCTI
roToBOro fikapcbKkoro 3acoby) - Ans
TOProBOi yNakoBku (NiATBEPMAKYETbCA
OaHVIMU peanibHOro Yacy) - 36ibLUeHHs
TepMmiHy npugartHocTi [N13:
3arBep/keHo: TepMiH npuaaTHoOCTI : 2
poku; 3anponoHoBaHo: TepMiH
NpWAATHOCTI : 3 pokK

UA/13507/01/01

99.

ENIAEN®

KpeM A1 30BHILLHbOrO
3acTocyBaHHA 1 % no 15
ry 1y6i, no 1 Ty6i B
Kopoo6Li

MEJA ®dapma M'meX
eHa Ko. KI

HimeuunHa

MEJA
MeHblogheKkyepuHr

®paHuisa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHu |l TNy - 3MiHK 3 siKocTi. API.
Brpo6HMLTBO - OHOBMIEHHS MOAYNIB
pocbe 3.2.S5.2.2. Ta 3.2.5.2.3. ana Ad|
MimekponiMyc Ans NOTOYHOIO
BMPOGHMKa MPOMIXHOI PEeYOBUHM
aCMOKILMH KpUCTanivyHunii KomnaHii
Sandoz GmbH Biochemiestrasse 10 A-
6250 Kundl, Tyrol Austria. KomnaHieto
6yn0 npoBefeHa nepesipka
Bi4NOBIAHOCTI fOCLE, | By BUABNEHI
LesiKi He3HauHi po36iKHOCTI B ONUCI
BMpOGHMYOro npouecy (Moaynb
3.2.S.2.2. ) a TaKoX B KOHTpOi
marepianis (Mogynb 3.2.S.2.3.)
CTOCOBHO NPOMDKHOI NPOAYKLT -
aCKOMILMH KpucTanivyHuii. lonaTkoBso,
6ynn OHOB/IEHI cneundikaLii 4esKmMx
maTepianis, L0 BUKOPUCTOBYOTLCA Y
BMPOBHMYOMY NpoLeci, TO6TO BUAaNEHO
3acTapini TecTosi napameTpu
(Hanpuknag TecT Ha 3anax Ta cmak), a
TakoX foJaHo napameTpu
BMNPOGYBaHb Yy BiANOBIAHOCTI [0
AioUnX perynsaTopHux sumor. Mopsg i3
BULLEONUCAHNMY 3MiHaMK BY/IM BHECEHI
pefakuiiHi 3MiHX Ta BUNpaB/ieHO
pepakuiiHi nomunku. He Bigbynocs
HISIKMX 3MiH Y cneumdikauii APl

3a
peyerimom

UA/7137/01/01

100.

EMEH/A®

Kancynu no 125 mr +
Kancysm no 80 Mr komb6i-
ynakoBka rno 3 karncynu;
no 1 kancyni no 125 mr
+ 2 kancynu no 80 mry

Mepk Wapn i Joym
lnea IHK

LLisefiuapis

BMPOOHMLITBO
Hepo3dhacoBaHo|
npoaykuii Ta
KOHTPO/Ib SIKOCTI:
Mepk Wapn i Joym

Clia/
Ipnangis/
HigepnaHnaun

BHECEHHS 3MiH [0 peecTpayiniHnX
marepianis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeefieHHs abo 3miHu

3a
peyerimom

UA/4525/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
6nicTepax y KapTOHHIl Kopn., CLWA; [0 y3ara/ibHEHNX JaHuX Mpo cuctemy
o6roptuyj; no 1 Ankepmec ®apma chapmakoHarnsgy (BBefeHHs
KapTOHHiA 06ropTLi B Allenenp Nita, y3arasibHeHNxX AaHux npo cucrtemy
KapTOHHI KOpooLi IpnaHgjs; hapmakoHarnsgy, 3miHa
nepBuUHHE/BTOPUHHE YNOBHOB&XEHOI 0Co6M, BifNoBigabHOT
nakyBaHHs Ta 4,03Bif 3a 3[jiicHEHHS chapMakoHarnsgy;
Ha BUMYCK cepii: KOHTaKTHOI 0cobu 3 hapMakoHarisgy
Mepk LWapn i Joym 3asBHMKa ANs1 34iACHEHHS
B.B., Higepnanau hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHi faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnagy) - NponoHoBaHa
pejakuisi: ynoBHOBaXKeHa ocoba,
BiAnoBiganbHa 3a 34iiCHEHHS
thapmakoHarnagy: foktop [aii Jemon.
3MiHa KOHTaKTHMX AaHnX. 3miHa y
pO3MilLeHHi MacTep-dainny
101. ERNIBIP™ PO34MH opanbHuii 10 BiiB Xenckep FOK Benvka nakcoCmiTKnsiiH KaHaga BHECEHHS 3MiH 4,0 pPEeECTPaLiiHNX 3a UA/7473/02/01
Mr/m; no 240 mn'y Niviten BpuTtaHis IHK. marepianis: 3miHu | Tuny - peyenmom
onakoHi 3 nonieTunexy; AOMiHICTpaTVBHI 3MiHW. 3MiHa
no 1 conakoHy B HalilMeHyBaHHs Ta/abo agpecu Micua
KOMMEKTI 3 NPOBaPKEHHS AISANbHOCTI
noninponizieHoBNM BMpOo6HMKa/iMnopTepa rotoBoro
wnpuuem Ta NiKapcbKoro 3acoby, BKAYaumn
nonieTuIeHoBNM AiNbHULI BUMYCKy cepii abo micue
afanTepom y KapTOHHil NpOoBeeHHA KOHTPOJO SKOCTI.
Kopoobui (@isnbHICTb, 3a Ky BignoBigae
BMPOGHUWK/iMNOpPTEp, BK/IOYAKOYM BUMYCK
cepiii) 3miHa agpecy BUPOGHUKa, 6e3
3MiHK Micusl BUPOGHMLTBA
102. ENICIHAAH niodpinizaT 4N po3unHy AxTasic rpyn AT Icnangin BMPOGHULITBO 3a ITania/ BHECEHHS 3MiH 10 peecTpavjiinHmX 3a UA/6969/01/01
ons iHgysili no 10 mr, 1 NMOBHWUM LMKOM: PymyHis/ marepianis: peuenmom
dhnakoH 3 niogpinizatom AxTasic ITanis HimeuunHa TeXHiYHa NoMusIKa B IHCTPYKUIT Ans
Y KapTOHHIli navui C.n.A., ltanis; Me[NYHOro 3acTocyBaHHs, a came
BUPOGHMLTBO 3a [0AaHO0 PekBi3nT "[lata 0CTaHHLOro
NOBHUM LMK/IOM: nepernsgy”. BBegeHHA 3MiH
CiHgaH ®apma CP/1, npoTArom 3-x MicsWiB nicns
PymyHis; 3aTBEPAKEHHA
BMPOBHMLITBO
Hepo3dhacoBaHo|
NPOAYKLIT; KOHTPO/b
cepii: TomypraH
dapmaui M'méX,
HimeuynHa
103. ENICIHAAH niocpinizaTt ANs posumHy AkTasic rpyn AT Icnangis BMPOBHMUTBO 3a ITania/ BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX 3a UA/6969/01/02
ans iHdysii no 50 mr, 1 NOBHUM UMK/IOM: PymyHisi/ mMaTepianis: peyenmom
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cnupToBuii 5 % no 10
M1 a6o no 20 mny
hnakoHax

3anBHUKa (BNacHNKa peecTpauiiiHoro
noceigyeHHs) 3miHa agpecu 3asBHUKA:

BBefieHHs 3MiH NpoTAroM 3-X MicsuiB

Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
dhnakoH 3 niogpinizatom AxTasic ITanis HimeuunHa TeXHiYHa NOMUIIKa B IHCTPYKUIT Ans
Y KapTOHHIi nayuj C.n.A,, Itanis; MeAMYHOrOo 3aCTOCYBaHHs, a came
BMPOBHMLTBO 3a [0A4aHo pekBi3nT "[laTa 0CTaHHbOro
NMOBHUM LMK/TOM: nepernsgy”. BBegeHHA 3MiH
CiHgaH ®apma CP/1, npoTArom 3-x MicAwiB nicns
PymyHis; 3aTBepPKEHHA
BMPOGHMLITBO
Hepo3dhacoBaHOT
NPOAYKLT; KOHTPO/b
cepii: TromypraH
dapmaui M'méX,
HimeuynHa
104. E®OKC® NNOHI Karcysim nposiIoHroBaHoi Nabopmep-Papma PymyHis BMPOGHMK HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/4653/01/01
4ii no 50 mr no 10 C.A. Hepo3dhacoBaHOl marepianis: peuenmom
Kancyn y 6nictepi; no 3 npoaykuii Ta 3MiHM | TMny - 3MiHK Wwoao
6nicTepy B KapTOHHIA KOHTPO/Ib SIKOCTI: 6e3nekn/edeKTMBHOCTI Ta
nauui Elicika hapmakoHarnsgy. BeefeHHs abo 3miHu
dapmMacbloTUKaI3 [0 y3ara/ibHEHNX JaHuX Mpo cuctemy
'vm6X, HimeuunHa; thapmakoHarnagy (BBefeHHs
BMPOBHNMK y3arasilbHeHUX JaHnx npo cucTemy
BiANOBIAA/IbHWI 32 hapmakoHarnagy, amiHa
KOHTPO/Ib SIKOCTI yMOBHOB&XeHOT 0cobu, BignosigansHOT
Hepo3dhacoBaHOT 3a 3[jlicHeHHs chapmakoHarnsay;
npoaykuii: Encika KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
dapmMacbloTUKaI3 3aABHUKa 419 3AiCHEHHSA
'M6X, HimeuuunHa; thapmakoHarnagy B YkpaiHi, AKLO BOHA
nepBuHHE Ta BiAMiHHa Bif YNOBHOBaXeEHOI 0CO6M,
BTOPUHHE BiANOBiAa/IbHOI 32 3AiACHEHHS
nakyBaHHs: Eiicika hapmakoHarnagy (Bkaovarouu
dPapmacboTUKan3 KOHTaKTHI faHi) Ta/abo 3mMiHn y
'vm6X, HimeuunHa; pO3MilLEeHHi MacTep-ghaiina cuctemu
BUPOBHMK thapmakoHarnagy) - 3miHa
BiANOBiAaIbHNI 3a YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BMNyckK cepii: Eicika BiANOBIAa/IbHOI 3a hapmakoHarnag;
dapmacbloTukans MponoHoBaHa pepakuis — CopiHa JliaHa
mM6X, HimeuunHa Mato/ Sorina Liana Paiu. 3miHa
KOHTaKTHUX AaHVX YOBHOBaXKEHOI
ocobu. 3miHa MicLa BNPOBaKEHHS
OCHOBHOI fji/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-thaiina 3
dhapmakoHarnsgy
105. noay PO34nH pO34nH ons MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiinHmX 6e3 UA/8729/01/01
CMUPTOBUIA 5% | 30BHILIHLOTO PapmaueBTUyHa dapmaLeBThyHa mMartepianis: 3miHu | Tuny - peyenma
3aCTOCyBaHHS, thabpvka "Biona" thabpuka "Biona" AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nicns 3aTBepAKeHHs
3MiHW | TUNY - AOMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHsI Ta/abo agpecu
MiCLii NPOBaPKEHHS AiNIbHOCTI
BMpo6HUKa/iMnopTepa rotosoro
NiKapcbKoro 3acoby, BKYaumn
AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHS KOHTPOJO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOYAKOYM BUMYCK
cepiid) 3miHa agpecu BMpobHuka MpAT
dapmaueBTMyHa habpuka "Biona”,
YkpaiHa, 6e3 3MiHM micus BUpo6HULTBA
(3miHa Ha3Bu BYnu1Lj): BBeeHHs 3MiH
npotArom 3-x MicsauiB nicns
3aTBEPAKEHHS.

106.

IBYHOPM BEBI

cycneHsist opasibHa, 100
mr/5 mn no 50 mn, 100
M abo no 200 mny
dhnakoHi; no 1 dpakoHy
pasoMm 3 [J03yunm
NPUCTPOEM Y KOPOO6L 3
KapToHYy

ToBapucTBO 3
06MEXEHOI0
BigNoBiAa/IbHICTIO
"GapmaueBTuyHa
KomnaHis "3gopos's"”

YkpaiHa

ToBapucTso 3
06MEXEeHOI0
BiANOBIAA/IbHICTIO
"®apmaueBTMyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: YTOYHEHHA HanMcaHHsA
peecTpauiiiHOl Npoueaypy B YaCTUHI
«MnponoHoBaHa Ha3Ba (hnlakoHy» B
Haka3i MO3 YkpaiHu Ne 803 Bipg,
26.04.2018 - 3miHu | TUNY - 3MiHK 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cunctema KoHTelHep/3aKynoproBasibHUIA
3aci6. 3miHa hopmu abo po3mipy
KOHTelHepa un 3aKyrnoptoBasIbHOro
3aco0by (NepBUHHOT yNaKoBKM)
(HecTepusbHI fikapcbki 3acobm) -
BBEJeHHA HOBOTO (0/1aKOHY 3
rBMHTOBOIO ropnosuHoto BBI1-60
MmicTkicTio 50 Mn BUpo6HULTBa 3AT
"®apma"Eninc”, YkpaiHa. fkicHuiA Ta
KiNIbKICHWIA CKknag, nakyBaslbHOro
marepiany He 3MiHUBCS (6yN0 - 3MiHK |
TUNYy - BBEAEHHS HOBOTO (h1akoHy 3
rBMHTOBOIO ropa1oBuHoto BrNB-60
MicTkicTio 50 mn BUpo6HULTBa 3AT
"®apma"Eninc”, YkpaiHa. fkicHuiA Ta
KiNIbKICHWIA CKknag, nakyBaslbHOro
marepiasly He 3MiH1BCS)

6e3
peuyenma

UA/11513/01/01

107.

IMIN/TIAHOH®
HKCT

iMnnaHTat ana
niALWKipHOTrO BBEAEHHS
no 68 mr, no 1
iMnnaHTaTy B KaHtoni
0iHOPa30BOro
CTepUIbHOrO
annikatopa (annikatop
cKnagaeTbes 3
aAKPUNIOHITPUNGBYTaZiEHC

LepiHr-Mnay CeHtpan
let AT

LLiBeiiuapis

H.B.OpraHoH

HigepnaHnaun

BHECEHHS 3MiH 10 peecTpavjiiHmx
marepianis:
3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX npo cucTemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
cthapmakoHarnsgy, 3MiHa

3a
peyenmom

UA/13728/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

TUPO/IOBOTO KOPMyCy 3
ro/IKOK i3 HepXasitoyol
CTauli Ta 3aXMCHOro
MOKPUTTSA 3
noninponinexy); no 1
annikatopy y 6nictepi;
no 1 6nictepy B kopobuj
3 KapTKOI MmauieHTa Ta 2
cTikepamu ans
ambynaTopHOi kapTu

yMNOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa A1 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BifiMiHHa Bif, YNOBHOB&XeHOI 0co6M,
BiANOBiAa/IbHOT 32 3AiACHEHHS
thapmakoHarnagy (skiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - ditova pegakuis:
yNOBHOBaXeHa 0c06a, BignosiganbHa
3a 3[jiicHeHHs chapmakoHarnsagy:
XaHeT Xopmb6peii. MponoHoBaHa
pefakLis: ynoBHoBaXKeHa ocoba,
BiANOBiAa/IbHA 3a 34jACHEHHS
thapmakoHarnagy: foktop [aii Jemon.
3MiHa KOHTaKTHUX AaHnx. 3miHa y
pPO3MileHHI MacTep-daiiny

108.

IMYHOTrTIOBYIH
AHTUPE3YC
RHO(D)
NIOAVHN

PO34uH ANs iH'ekLin no 1
M (300 mkr
iMyHOrno6yniHy npu
TnTpi 1:2000) B amnynax
Ne 1, Ne 3 a6o Ne 5

TOB "BIO®PAPMA
MJIA3MA"

YkpaiHa

TOB "BIO®APMA
MNA3SMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHu | TUNY - 3MiHK WoAao
6e3nekun/edekTUBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34ilicHeHHs thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsgy.
3areBepmxeHo: Typok B suecnas
B*auecnasoBuy. 3anponoHOBaHO:
[Ovrac [iaHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX AAaHUX YNOBHOBaXKEHOT
ocobu

3a
peyenmom

UA/13033/01/01

109.

IMYHOIrNOBY/IH
AHTUPE3YC
RHO(D)

PO34mMH NSt iH'eKLii no 2
M (300 mkr
iMyHOrno6yniHy npu

TOB "BIO®PAPMA
MJA3MA"

YkpaiHa

TOB "BIO®APMA
MNA3MA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHW | TMNY - 3MiHKM Woao

3a
peyenmom

UA/13033/01/02




90

Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

NIOANHN

TnTpi 1:2000) B amnynax
Ne 1, Ne 3 a6o Ne 5

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/isHEHUX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3amiHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BifAMiHHa BiJ, YNOBHOBaXeHOI 0co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (skaovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT
3a 3[jiicHeHHs chapmakoHarnsgy.
3aTBepmxkeHo: Typok B'suecnas
B auecnaBoBuY. 3anponoHOBaHoO:
[Ovrac [liaHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI
ocobu

110.

IMYHOINTIOBY/IH
NIOANHN
HOPMA/IbHUM -
BIO®APMA

pO3uunH ANns iH'ekuin 10
% no 1,5 mn a6o 3,0 mn
B amnyni; no 10 amnyn B
nauuj

TOB "BIO®PAPMA
MNA3SMA"

YkpaiHa

BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYCK
cepiii; BTOPUHHE
nakyBaHHS1, BUNYCK
cepiii: TOB
"BIO®PAPMA
MNA3MA", YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiniHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKA 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yMNOBHOBaXeHOT 0cobu, BifnoBiganbHOT
3a 3gjiicHeHHs chapmakoHarnsagy: fitoya
pepakuis — Typok B’auecnas
B’ayecnasosuy. MponoHoBaHa
pepakuis — Aurac [iaHa
OnekcaHApiBHa.

3a
peyenmom

UA/15902/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6M, BifNoBigabHOI
3a 34ilicHeHHs chapmakoHarnsgy
111. IMYCTAT TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLjiiniHnX 6e3 UA/9052/01/02
060/10HKO10, 1Mo 100 wmr, "GapmaueBTuyHa "®apmaueBTMyHa marepianis: peyenma
no 10 TabneTtok y dipma "OapHuus" thipma "apHuus" 3MiHM | TUNY - 3MiHa agpecy BUPOGHMKa
KOHTYPHIli YapyHKOBIl A®| YmicheHoBip, 6€3 3mMiHU MicLs
ynakosLi; no 1 BMpoOHULTBA. BBegeHHsA 3MiH
KOHTYPHIli YapyHKOBIi npoTarom 6-Tu micsAuiB nicns
ynakoBLj y nayui 3aTBepAKEeHHs
112. IMYCTAT TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiitHmx 6e3 UA/9052/01/01
060/10HKO10, Mo 50 Mmr, "papmaueBTuyHa "®apmaueBTnyHa marepianis: peyenma
no 10 TabneTok y chipma "OapHuus” ipma "OapHuus” 3MiHM | TUNy - 3MiHa agpecy BUPOGHMKa
KOHTYPHIli YapyHKOBIi Ad| YmicheHoBip, 63 3MiHM MicLsA
ynakosLj; no 1 BMPO6HMLTBA. BBEAEHHSA 3MiH
KOHTYPHIli YapyHKOBIl npoTArom 6-tu micsauis nicnsa
ynakoBLi y nayui 3aTBepAKEHHSA
113. IHPAHPUKC cycnensis (DTPa-HBV- nakcoCwmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX 3a UA/16235/01/01
FEKCA™/INFANR | IPV) gns in’exuiin no 0,5 Ekcnopt flimiteq, BpuTtaHis Bionomxikans C.A. marepianis: peuenmom
IX HEXA™ mn (1 pgosa) Ta 3MiHM | TUMy - 3MiHa y MeTofax
KOMBIHOBAHA niocpinizat (Hib), 1 BMNPOOGYBaHHSI FTOTOBOTO /1iKApCbKOro
BAKUVHA And nonepegHL0 3aco6y - 3amiHa cepii BHYTPILLUHBLOrO
NMPO®ITAKTUKU HanoBHeHUIA cTaHgapTy 419 ouuLLeHoro
ANDTEPI, ofHopasoBwiA Wwnpwy, (No HaniBNpoAYKTY KOH'lOroBaHOro
NPABLA, 0,5mn (1 po3za)) y KancynbHoro nonicaxapuay
KALLJTIOKY KOMM/EKTi 3 ABOMa Haemophilus influenza Tuny b (PRT-
(ALENONAPHU rofikamv Ta os1akoH 3 TT). 3anponoHoBaHo: Proposed
N KOMMOHEHT), | niochinizatom (Hib) ans Reference Standard AHIBAJB008
FENATUTY B, 1 [03K, WO 3MiLLYTbCA (SWNO0684A01). BHeceHHs
noniomMienIty nepep, BUKOPUCTaHHAM, pefakuiiHuX 3MiH B pO34i/s1 fOCbE
TA y NNacTUKOBWIA 3.2.P.6
3AXBOPKOBAHbD, | koHTeliHep; no 1 a6o no
36YAHNKOM 10 nnacTukoBmx
AKUX € KOHTEWHEpIB Y KapTOHHIlA
HAEMOPHILUS Kopoo6Li
INFLUENZAE
Tny B
114. IHPAHPUKC™ cycneHnsis (DTPa-IPV) nakcoCmiTKnsiiH Benvka FnakcoCmiTKnaiiH Benbris BHECEHHS 3MiH [JO peecTpavjiitHx 3a UA/15832/01/01
INB XIB / Ans iH'ekyin no 0,5 mn (1 Ekcnopt flimiteq BpuTtaHis Bionoaxikans C.A. marepianis: peyenmom

INFANRIX™ IPV
HIB
KOMBIHOBAHA
BAKLUMHA aNnsi
MPO®INAKTUKN
JANDTEPI,
MPABLS,
KALLI/THOKY
(ALEENIONAPHU
1 KOMMOHEHT),

[03a) y nonepeHbLo
HanoBHEHOMY
OZIHOPa30BOMY LLIMPULL
Ne 1y KomnnekTi 3
[ABOMa ronikamu Ta
niodpinizat (Hib) y
conakoHi Ne 1, wo
3MiLLYIOTbCA Nepes
BUKOPWUCTaHHAM; no 1
nonepeaHLo

3MiHu | TNy - 3MiHa NnapameTpiB

cneuudikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBK/ rOTOBOIO
NiKapcbKoro 3acoby - JONOBHEHHS

cneumdikauii nokasHukom Visual control
3 BiANOBIAHUM METOA0M BMNPOGYBaHHSA
ONSA LUNIHAPIB WNPULIB; 3MiHU | TUny -
3MiHa NapameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKY

roTOBOro NikapcbKoro 3acoby -
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
noniomMienity HanoBHeHOMY [OMNOBHEHHS cneumdikauii mokasHMKom
TA 0/lHOPa30BOMY LLUNPULY Identity by Total Ash Test 3 BignosigHum
3AXBOPIOBAHb, | y komnnekTi 3 ABoMa MeToAO0M BUNPOGYBaHHS 415
3BYAHUKOM ronkamu Ta 1 donakoHom YLLi/TbHIOBAYIB MOPLUHIB LUNPULLIB;
AKUX € 3 niodpinizatom (Hib) y [OMOBHEHHS cneumgikaLii Tectom A
HAEMOPHILUS BaKyyMHili CTepU/IbHIiA (noBepxHeBWIA TECT) 3 BiANOBIAHUM
INFLUENZAE ynakosui; no 1 MEeTOAO0M BUMPOOYBaHHS A5 MOKa3HMKa
TANY B BaKyyMHiil CTepubHili Hydrolytic resistance Test gns
YNaKoBLi Yy KApTOHHiiA LUWAiHAPIB WNPULB; 3MiHK | TURY - 3MiHa
Kopoo6Li BE/INYVH PO3MIipiB OCHOBU MOPLUHSA A48
wnpuuis
115. IHPAHPUKC™ cycneHnsis (DTPa-IPV) nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a UA/15832/01/01
INB XIB | Ans iH'ekyin no 0,5 mn (1 Ekcnopt flimiteq BpuTtaHis Bionoaxikans C.A. marepianis: peyenmom
INFANRIX™ IPV [03a) y nonepeaHb0 3MiHU | TUNY - 3MiHa y MeToAax
HIB HanoBHEHOMY BMNPOOGYBaHHSI FOTOBOMO /TIKAPCHKOro
KOMBIHOBAHA 0iHOPa30BOMY LUAPULi 3aco6y - 3amiHa cepii BHYTPILLUHLOrO
BAKUUHA ANnA Ne 1y KomnnekTi 3 cTaHgapTy 418 O4MLLEeHOro
MPO®DITAKTUKU [,BOMa rosikamu t1a HaniBNPOAYKTY KOH'lOroBaHoOro
DUNOTEPII, niodpinizat (Hib) y Kancy/sibHOro nosicaxapugy
NPABLA, donakoHi Ne 1, wo Haemophilus influenza tTuny b (PRT-
KALUTOKY 3MiLLYIOTbCA nepes TT). 3anponoHoBaHo: Proposed
(ALENMONAPHA BVIKOPMCTaHHAM; no 1 Reference Standard AHIBAJB008
N KOMMOHEHT), | nonepegHbo (SWNO0684A01). BHeceHHs
noniomMienity HanoBHEHOMY pefakuiiHuX 3MiH B p0O34i/s fOCbE
TA 0/ZlHOPa30BOMY LLUNPULLY 3.2.P.6.
3AXBOPIOBAHDb, | y komn/ekTi 3 gBoMa
3bYAHNKOM ronkamn Ta 1 donakoHom
AKX € 3 niogpinizatom (Hib) y
HAEMOPHILUS BaKyyMHiil CTepusbHili
INFLUENZAE ynakosLj; no 1
TNy B BaKyyMHiil CTepubHili
YNaKoBLi Y KAPTOHHIi
Kopoo6ui
116. INPAAYAN PO34UH NS iHranaujn no TOB "BAJTIAPTIH Ykpaina TOB "MynbTicnpeit” YkpaiHa BHECEHHS 3MiH 10 peecTpavjiinHmX 3a UA/16407/01/01
20 MmNy donakoHi 3 PAPMA" mMartepianis: 3miHu | Tuny - peuenmom
KpanesbHuueto, no 1 AAMiHICTpaTUBHI 3MiHW. 3MiHa
hN1aKoHY B KapTOHHIl HaliMeHyBaHHs Ta/abo agpecu
Kopoobui 3asiBHUKA (BNacHMKa peecTpauiiiHoro
noceigyeHHs) 3miHa agpecu 3asBHUKA
(BnacHvka peecTpadiiHoro
NnocBifYEeHHST). BBEAEHHA 3MiH NPOTSArom
3-X MicsLiB Nicns 3aTBEpAKEHHS
117. KAHAMAK-1000 NMOPOLLOK A/151 PO3UYUHY MAKNEOAC IHais MAKNEOAC IHais BHECEHHS 3MiH 10 peecTpavjiinHnx 3a UA/14607/01/01
Ons iH'ekuii no 1000 wmr; PAPMACBHOTUKANC DPAPMACBIOTUKAN marepianis: peyenmom
1 chrakoH 3 NOpoLUKOM B NIMITEL, C NIMITEL 3MiHK | TUNy - 3MiHa y MmeTogax

KapTOHHI ynakoBLi

BUMPOBYBaHHS rOTOBOTO /likapCbKOro
3ac06y — 3MiHM Y 3aTBEPKEHOMY
MeTogi BUnpobyBaHHS roTOBOro
NiKapcbKoro 3acoby 3a NoKasHUKOM
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
«KinbKicCHe BU3HaYeHHs», a came
3aMiHa MOXWBHOrO arapy Ha COEBO-
KaseiHoBuiA arap
118. KAPOUKET® TabneTku, Nabopmep-Papma PymyHis BMPOGHMK HimeuunHa BHECEHHS 3MiH O peecTpaLjiiniHnX 3a UA/4491/01/01
PETAP/ NPOSIOHroBaHoI Aii, No C.A. Hepo3dhacoBaHOT marepianis: peuenmom
20 wr, no 10 TabneTok y npogykuii Ta 3MiHu | TUny - 3MiHK Woao
6nicTepi; no 5 6nictepis KOHTPO/Ib SIKOCTI: 6e3nekn/edeKTMBHOCTI Ta
B KapTOHHIl kopobui Elicika hapmakoHarnsgy. BeefeHHs abo 3miHu
dapmMacbloTUKaI3 [0 y3ara/ibHEHNX JaHuX Mpo cuctemy
vm6X, HimeuunHa; thapmakoHarnagy (BBefeHHs
BMPOBHNMK y3arasibHeHUX JaHnx npo cucTemy
BiANOBIAA/IbHWI 32 hapmakoHarnagy, amiHa
KOHTPO/Ib SIKOCTI yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
Hepo3dhacoBaHOl 3a 3[jlicHeHHs chapmakoHarnsay;
npoaykuii: Encika KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
dapmMacbloTUKaI3 3aABHUKa 419 3AIICHEHHSA
'M6X, HimeuuunHa; thapmakoHarnagy B YkpaiHi, AKLLO BOHA
nepBuHHE Ta BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
BTOPUHHE BiANOBiAa/IbHOI 32 3AiACHEHHS
nakyBaHHs: thapmakoHarnsgy (Bkioyaoum
Elicika KOHTaKTHI faHi) Ta/abo 3mMiHn y
dapmacboTVKan3 pO3MilLEeHHi MacTep-ghaiina cuctemu
'M6X, HimeuuunHa; thapmakoHarnagy) - 3miHa
BUPOGHMK YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BiANOBiAA/IbHWIA 3a BiANOBIAa/IbHOI 3a hapmakoHarnag;
BUNYyCK cepii: Eiicika MponoHoBaHa pepakuis — CopiHa JliaHa
PapmacboTrKan3 Mato/ Sorina Liana Paiu. 3miHa
v6X, HimeyunHa KOHTaKTHUX AaHuX YNOBHOBaXKEHO!
ocobu.
3MiHa MicuA BNPOBaXeHHS OCHOBHOI
AiSnbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-thaiina 3
dhapmakoHarnsgy
119. KAPAVKET® TabneTku, Na6bopmep-Papma PymyHis BUPOGHMK HimeyunHa BHECEHHS 3MiH 10 peecTpavjiinHmX 3a UA/4491/01/02
PETAP/ NPOMIOHrOBaHoI Aii, No C.A. Hepo3dghacoBaHO! marepianis: peuenmom
40 wmr, no 10 TabneTok y npoaykuii Ta 3MiHu | TUny - 3MiHK Woao
6nicTepi; no 5 6nictepis KOHTPO/Ib SIKOCTI: 6e3nekn/edeKTUBHOCTI Ta
B KapTOHHIi kopobui Elicika hapmakoHarnsay. BeefeHHus abo 3miHu
dapmMacbloTUKaI3 [0 y3ara/ibHEHNX JaHuX Mpo cuctemy
vm6X, HimeuunHa; thapmakoHarnagy (BBefeHHs
BMPOBHNMK y3arasibHeHUX faHnx npo cucTemy
BiANOBIAA/IbHWI 32 thapmakoHarniagy, amiHa
KOHTPO/1b AKOCTI yMNOBHOBaXeHOT 0cobu, BignosigansHoT
Hepo3dhacoBaHO! 3a 3[jlicHEHHs chapMmakoHarnsgy;
npoaykuii: Eicika KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
dapmMacbloTUKaI3 3asBHUKa 419 3AIICHEHHA
'M6X, HimeuuunHa; thapmakoHarnagy B YkpaiHi, KO BOHA
nepBuHHE Ta BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M,

BiANoBiAa/bHOI 32 3AiCHEHHS!

BTOPUHHE
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onsidekuimno 1r; 1
(p1aKOH 3 MOPOLUKOM Y
navu,i

"Kuismeanpenapar”

3MiHM | TNy - 3MiHa HaliMeHyBaHHs
Ta/abo agpecy MicLA NPOBaXEHHS

LisNbHOCTI BUpo6HMKa (BK/IKOYAK4K, 3a

Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
nakyBaHHS: dhapmakoHarnsgy (skiouaroun
Elicika KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
dapmacbloTVKan3 po3MilLeHHi MacTep-chaiina cuctemu
vm6X, HimeuunHa; hapmakoHarnsgy) - 3miHa
BMPOBHNMK YNOBHOBaXXEHOi 0CO6M 3asBHMKA,
BiANOBIgaNbHMIA 3a BiANOBIAa/IbHOI 3a thapmakoHarnag;:
BUNyckK cepii: Eficika lMponoHoBaHa pepakuis — CopiHa JliaHa
dapmacbloTukans Mato/ Sorina Liana Paiu. 3miHa
M6X, HimeuunHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT
ocobu.
3MiHa MicLa BNPOBaKeHHA OCHOBHOI
AisnbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLe3HaxX0KEHHS MacTep-haina 3
dhapmakoHarnsgy
120. KAPOUKET® TabneTku, Nabopwmep-Papma PymyHis BVPOGHMK HimeuunHa BHECEHHS 3MiH [0 peecTpaLinHnX 3a UA/4491/01/03
PETAPL NPOJIOHroBaHoI fii, No C.A. Hepo3dacoBaHoi marepianis: peyenmom
60 mr, no 10 TabneTok y npoaykuii Ta 3MiHuM | TUNY - 3MiHK Woao
6nicTepi; no 5 6nictepis KOHTPO/Ib SIKOCTI: 6e3nekn/edeKTMBHOCTI Ta
B KapTOHHI kopobuj Elicika thapmakoHarnsgy. BeegeHHs abo 3miHn
dapmMacbloTukan3 [0 y3ara/lbHeHUX JaHnX npo cucTemy
'M6X, HimeuunHa; thapmakoHarnsgy (BBegeHHs
BMPOOHMK y3ara/ibHeHUX JaHnX npo cucTemy
BiAnoBiganbHUii 3a hapmakoHarnagy, amiHa
KOHTPO/Ib AKOCTI yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
Hepo3dacoBaHoi 3a 3[jiicHeHHs chapmakoHarnsgy;
npoaykuii: Eiicika KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
PapmacboTUKan3 3a8BHMKa AN 34ICHEHHSA
vm6X, HimeuunHa; thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
nepBuHHE Ta BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BTOPUHHE BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
nakyBaHHs: dhapmakoHarnsagy (Bkiouatoun
Elicika KOHTaKTHI AaHi) Ta/abo 3MiHu y
dapmacboTVKan3 pO3MilLEeHHI MacTep-ghaiina cuctemu
vm6X, HimeuunHa; hapmakoHarnsgy) - 3miHa
BMPOBHNMK YNOBHOBaXXEHOi 0CO6M 3asBHMKA,
BiANOBiAaIbHNI 3a BiANOBIAa/IbHOI 3a thapmakoHarnag;:
BUNyckK cepii: Eficika MponoHoBaHa pepakuis — CopiHa JliaHa
dapmacbloTukans Mato/ Sorina Liana Paiu. 3miHa
vM6X, HimeuunHa KOHTaKTHUX AAaHUX YNOBHOBaXKEHOT
ocobu.
3MiHa MicLa BNPOBaKeHHS OCHOBHOI
AisnbHOCTI 3 hapmakoHarnsgy. 3miHa
MicL,e3HaxX0KEHHS MacTep-chaiina 3
dhapmakoHarnsgy
121. KBAIPOLIE®® NMOPOLLIOK 4151 PO3UUHY MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpayiniHnX 3a UA/11759/01/01
"Knismegnpenapar” marepianis: peyernmom
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HeoObXiAHOCTI, MicLe NpoBeaeHHS
KOHTPOJIH SIKOCTI), @60 BnacHuKa
macTep-cailina Ha A®l, abo
noctavanbHuka Adl/BrxigHoro
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y
BMPO6HMLTBI ADI - 3miHa
HaliMeHyBaHHS MiCLii NPOBaKEeHHA
AisnbHocTi BUpobHuka A®I (Ledenimy
rigpoxnopuay MoHorigpaty), 6e3 3miHu
MicLsi BUPOBHULITBA

122.

KEMMNPA®

pO3unH opasibHuiA, 100
mr/ma no 300 mny
donakoHi; no 1 dpakoHy
3 MipHUM NNACTUKOBUM
LUNPWLOM Yy nauui 3
KapToHYy

HOCB ®apma C.A.

Benbris

Hekct®apma CAC

®paHuisa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHU | TUNY - 3MiHa y MeToAax
BMNpobyBaHHA APl abo BuXigHOro
marepiany/npomixxHOro
npoaykTy/peareHty, Lo
BMKOPUCTOBYETBLCS Y NPOLIECI
BMpOG6HMLTBa ADI - BBEAEHO
anbTepHaTuBHUI MeTog X ans
BM3HAYEHHS 3a/IMLLIKOBOT Ki/TbKOCTI
OpraHiYHOro PO3UvHHKKa TPUETUIaMiHy
B A®| neBeTuparietamy BUPO6GHULTBA
Divi’s Laboratories Limited, India;
06V ABi METOAVKM BUNPOGYBaHHS €
metogamu I'X

3a
peyerimom

UA/9155/02/01

123.

KEMMNPA®

TabneTku, BKpUTI
060/10HKO0, N0 250 Mr
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
nauui

HOCB ®apma C.A.

Benbris

OCBb ®apwma C.A.

Benbris

BHECEHHS 3MiH [0 peecTpayinHnX
marepianis:
3MiHK | TUNy - 3MiHa y MeTogax
BMNpobyBaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHULTBA ADI (iHLLI 3MiHK Y
MeTofax BUNpobyBaHHs (BKIOUaOUU
3amiHy abo gonoBHeHHs1) Ad| abo
BUXiZAHOrO/NPOMIXHOro NPoAyKTy) -
BBE/EHO a/ibTepHaTMBHUI MeTog, X
A5 BUSHAYEHHS 3a/TULLKOBOI KifIbKOCTi
opraHiyHoro po3yvHHUKa TpUeTuIamMiHy
B A®| neBeTupareramy; o6uasi
MEeTOAVKN BUMPOOYBaHHA € MeTogamu
rX

3a
peyerimom

UA/9155/01/01

124.

KEMMNPA®

TabneTkn, BKPUTI
060/10HKO0, NO 500 Mr
no 10 TabneTok y
6nictepi; no 3 a6o 6
6/1icTepiB Y KAPTOHHIN
navi

HOCB ®apma C.A.

Benbrisa

OCB ®apma C.A.

Benbris

BHECEHHS 3MiH 10 peecTpaLinHnx
marepianis:
3MiHu | TUNY - 3MiHa y MeTogax
BuNpobyeaHHA APl abo BUXigHOTO
mMaTtepiany/MpomiKHOro
NpoAyKTy/peareHty, Wwo

3a
peyenmom

UA/9155/01/02
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BUKOPVCTOBYETLCA Y NPOLIECI
BUpO6HUUTBA AP (HLWi 3MiHK Y
mMeToAax BuNpobyBaHHS (BKIOYaoUM
3amMiHy abo fonoBHeHHs1) A®| abo
BUXiAHOrO/NPOMIXHOro NPOAyKTY) -
BBEJIEHO asibTepHaTUBHUIA MeTo X
AN BU3HAYEHHA 3a/TNLLIKOBOI Ki/TbKOCTI
OpraHi4HOro PO3yMHHKKa TpUeTUIaMiHy
B A®| neBeTupauetamy; o6uasi
MeTOAVKN BUNPOBYBaHHA € MeToAamu
rX

125.

KEMMNPA®

TabneTkun, BKpUTI
060/10HKO0, No 1000 mMr
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIN
nauui

HOCB ®apma C.A.

Benbris

OCB ®apma C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHU | TUNY - 3MiHa y MeToAax
BMNpobyBaHHA APl abo BuXigHOro
marepiany/npomixxHOro
NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETBLCS Y NPOLIECI
BMPOG6HMLTBA ADI (iHLWi 3MiHN Y
MeTofax BUNpobyBaHHs (BK/IOYaUU
3amiHy abo fonoBHeHHs) APl abo
BVXifHOrO/MPOMIKHOro NPOAYyKTY) -
BBE/IEHO a/ibTepHaTMBHUI MeTog X
A5 BUSHAYEHHS 3a/TULLKOBOI KiIbKOCTi
OpraHiYHOro PO34vHHKKa TPUETUIaMiHy
B A®| neBeTupaveTtamy; o6uasi
MEeTOAVKN BUMPOOYBaHHA € MeTodamu
rX

3a
peyerimom

UA/9155/01/03

126.

KETOTENb -
3[0POB'SA

renb 25 mr/r; no 30 r, no
50 r a6o no 100 r y Ty6i;
no 1 Ty6i B kopobu,i 3
KapToHYy

ToBapucTBO 3
06MEXEHOI0
BiZANOBIAANLHICTIO
"GapmaueBTuyHa
KomnaHis "3g0pos's"”

YkpaiHa

ToBapucTeo 3
06MeXeHoI0
Bi4NoBiAa/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: 3miHu Il Tyny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MmiHa(K) 40 3060B'A3aHbL Ta YMOB
BMAadi peecTpaviiiHoro NocBigYeHHs,
BK/IOYaoum MnaH ynpasniHHA
pv3nkamm (3aCToCyBaHHS 3MiH(M), ski(a)
B/MaratTb(€) nofasibLIoro
06r'pyHTYBaHHS HOBUMW AOAATKOBUM
AaHVMK, Lo MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/TbKn
BUMAraeTbCs CyTTEBA OLLiHKa
KOMMETEHTHUM OpraHom) BrKoHaHHS
3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o rNopsaaky
NpoBefEeHHS eKcrepTusmn
peecTpauiiHnx MaTepianiB Ha nikapcbki
3aco6wu, LU0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTpadito), a Takox
eKCrepTn3n MaTepiasliB Npo BHECEHHS

3a
peyenmom

UA/15957/01/0




97

Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
3MiH [0 peecTpaviiiHix maTtepianis
npoTArom fii peecTpauiiHoro
MOCBIJYEHHS, 3aTBEPA)KEHOIO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)
127. KNIMAKTOMN/NIAH | Tabnetku no 20 [oliue Xomeonari- HimeuunHa BiANOBIAA/IbHWI 3a HimeyunHa BHECEHHS 3MiH 4,0 pPEeECTPaLiiHNX 6e3 UA/13672/01/01
TabneTok y 6nictepi; no YHioH OXY- BMPOGHMLTBO, marepianis: peyenma
5 6nicTepiB y KapTOHHii ApuHaiimittens M6 X nepBuHHE Ta 3MiHK | TUNY - 3MiHKW, NOB'A3aHi 3
Kopoo6Li & Ko. KI BTOPUHHE HeOoOXIAHICTIO NPUBEAEHHS Y
nakyBaHHs: Jp. BiANOBIAHICTb A0 MoHOrpadii APY abo
Binbmap LLBa6e €Bponeiicbkoi thapmakonei, abo iHLwoi
M6X & Ko. KT, HaLjoHasIbHOI (hapmakonei Aepxasu
HimeuunHa; €C - npuBeAeHHA AONYCTUMOT MeXi AN
BiAnoBiganbHUIi 3a KaaMito y cneumdikauii Ha aitovy
BUMYCK cepii: Joiue peyoBuHy Sepia [0 BUMOr MOHOrpadil
Xomeonari-YHioH «Sepia officinalis» HimeLbkoi
OXY-ApuHaimittens FomeonatnyHoi ®apmakonei (GHP)
M6X & Ko. KT,
HimeyunHa
128. KNIMAKT-XEE/Ib | Tabnetks no 50 Bionoriwe HimeuunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [10 peecTpavjiiHmx 6e3 UA/2945/01/01
TabneToK y KoHTelHepi, XalinbMmiTTens Xeenb XavinbmitTens marepianis: peyenma
no 1 KoHTeiiHepy y v6X Xeenb M'm6X 3MiHU | TUNY - 3MiHKW, NOB'A3aHI 3
KOpobLi 3 KapTOHY HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLwoi
HalioHa/IbHOT hapmakonei Aepxasu
€C (3MiHa y cneuundikauisx, nos'azaHa
3i 3amMiHOt0 BUMOT MoHorpadii A®Y abo
HLWOT HauioHaibHOT thapmakonei
aepxasun €C Ha BUMOry MoHorpadii
€BponelicbKoi hapmakoner)
129. KNIMEH® TabneTkn, BKPUTI AnsoreH IMKo C.ap.n | Jllokcembypr Jenbdapm Ninnb ®paHuisa BHECEHHS 3MiH 10 peecTpavLiiHnx 3a UA/4856/01/01
060/10HKO10, 6inoro CAC - NYC-NE3- marepianis: peyenmom
KONbOPY NO 2 Mr + NIAHHOW 3MiHuW | TUNY - 3MiHK Woao

TabneTkn, BKPUTI
060/10HKOI0, POXEBOTO
Konbopy, 2 Mr/l mr;
KOMGi-ynakoBka Ne 21:
11 Tabnetok 6inoro
Konbopy + 10 Tabnetok
POXEBOro Konbopy y
6nicTepi 3 KasieHAAPHOK
LwKanoto; no 1 6nictepy
B NanepoBOMYy MilLeyKy
Y KapTOHHIl nauui

6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu
00 y3ara/ibHEHNX JaHuX Mpo cucTemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnX Npo cucTemy
thapmakoHarnagy, amiHa
yrNoBHOBaXeHOT 0cobu, BignosigansHOT
3a 3filicHeHHs thapmakoHarniagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnisgy
3asBHUKa 419 3AiICHEHHSA
thapmakoHarisgy B YKpaiHi, SIKLLO0 BOHA
BiAMiHHa BiJl YNOBHOBaXeHOI 0co6H,
BiNOBIfANbHOI 3a 34iICHEHHS
thapmakoHarniagy (Bkavarum
KOHTaKTHI fiaHi) Ta/abo 3MiHW Y
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsagy) - YnopHoBaxeHa
ocoba 3asBHMKa 4151 34iACHEHHS
thapmakoHarnagy: [itoya pegakuis —
IpuHa Bagoi/ Irina Badoi. NMponoHoBaHa
pegaxuis — CopiHa JliaHa Mato/ Sorina
Liana Paiu. 3miHa micLe3HaxomKeHHsI
MacTep-taiina. 3miHa
MiCLIe3HaXOKEHHS BNPOBaKEHHS
OCHOBHOI AjsifIbHOCTI 3
dhapmakoHarnsgy
130. KMNIMOHOPM TabneTkun, BKpUTI AngoreH IMNKo C.ap.n | Jliokcembypr Bignosigae 3a Manbta/ BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a UA/3008/01/01
060/10HKOI0, N0 2 Mr + BUWMYCK Cepil: HimeuunHa marepianis: peyenmom
TabneTku, BKpUTI AnsoreH ManbTa 3MiHuM | TUNY - 3MiHK Woao
060/10HKOHO, MO 2 OnepeiiweHc (POY) 6e3nekn/edpeKTNBHOCTI Ta
mr/0,15 mr, Ne 21: 9 Nrp., ManbTa; thapmakoHarnsgy. BeegeHHs abo 3miHn
TabneToK XOBTOro BMPOGHMLTBO "in [0 y3aralbHeHUX JaHnx npo cucTemy
Konbopy (ectpagiony bulk", nepsrHHe Ta thapmakoHarnsgy (BBegeHHs
Basiepaty 2 mr) Ta 12 BTOPVIHHE y3ara/ibHeHUX JaHnX npo cuctemy
TabneTok KOpMYHEBOrO nakyBaHHs1, chapmakoHarnsgy, amiHa
Konbopy (ectpagiony KOHTPO/Ib SIKOCTI: YNOBHOBaXEHOI 0CO6M, BifNoBigabHOI
Basiepary 2 Mr, Baiiep Balimap 3a 3[jiicHeHHs chapmakoHarnsgy;
nesoHoprecTpesny 0,15 m6X i Ko. KT, KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
mr) y 6nictepi, no 1 HimeuunHa 3a8BHMKa AN 34ICHEHHS
6nicTepy B KAPTOHHIi thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
nauui BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkiouarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asiBHUKA 4151 3AiAICHEHHS
thapmakoHarnsgy:
MponoHoBaHa pepakuist — CopiHa JliaHa
Mato/ Sorina Liana Paiu. 3miHa
MicuesHaxomkeHHs MacTtep-chaiina.
3MiHa MicLLe3HaX0mKEHHS
BMNPOB3KEHHA OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy
131. KNO®PENIH-3H pO3unH ANs iH'ekuin 0,01 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiniHmx 3a UA/7640/01/01
% no 1 mn B amnyni; no 06MEXEHO 06MeXeHo marepianis: peuenmom
10 amnyn B kopobui 3 BiANOBIAA/IbHICTIO BiANOBIAALHICTIO 3MiHM | TMnYy - 3MiHK Woao
KapToHy; no 1 mn B "XapkiBCcbke "XapkiBCcbke 6e3nekn/edeKTUBHOCTI Ta
amnyni; no 5 amnyn y hapmaueBTNyHe hapmaLeBTuyHe hapmakoHarnsgy. BeefeHHs abo 3miHu

6nicTepi; no 2 6nictepn
B KOPOOLi 3 KApPTOHY

nignpMeEMCTBO
"3p0poB'sa Hapoay"

nignpyeMCcTBO
"3p0poB'a Hapoay"

[0 y3ara/ibHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHNX JaHunx npo cuctemy
hapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0Co6M, BignoBiganbHOI
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Ne n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3a 3[jiicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0c0bu 3 thapmakoHarnagy
3asBHUKA 419 3AiICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BiiNOBIAANbLHOI 3a 34iACHEHHS
thapmakoHarnagy (Bkavarum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLeHHi MacTep-chaiina cuctemu
hapmakoHarnsgy) - NponoHoBaHa
pefakuisi: ynoBHoBaxxeHa ocoba
3a0BHVIKa, BignosigasbHa 3a
thapmakoHarnsg, - 3umuupka MapuHa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6W 3asBHNIKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg

132.

KOKAPBOKCUJ/IA

3n

rAPOXNOPU,

niocpinizaT 4N po3umHy
ANns iH'ekuii no 50 wmr, 5
hN1aKoHiIB 3
niocpinizaTom y 6nictepi;
no 2 6nictepun y nauui 3
KapToHY; 5 ch/1akoHiB 3
niocpinizaTtom y
KOMMAekTi 3 5 amnynamu
po3unHHKKa (BOoga ANs
iH'ekyii no 2 mn) y
6nictepi; no 1 a6o 2
6nictepu y nauui 3
KapToHy; no 5 amnyn 3
niogpinizaTom y 6nictepi;
no 1 a6o no 2 6nicrepn
y nauuj 3 kKapToHy; no 5
amnyn 3 niodinizatom y
KomnnekTi 3 5 amnynamu
po3unHHKKa (Boga ANns
iH'EKUin no 2 mn) y
6nicTepi; no 1 a6o no 2
6nictepu y nauui 3
KapToHy; no 5 amnyn 3
niodpinizatom y 6nictepi
Tano 5 amnyn
po3unHHKKa (Boga Ans
iH'ekyii no 2 mn) y
6nictepi; no 1 a6o 2
6nictepu 3 niocpinizarom
Ta no 1 abo 2 6nictepu 3
PO34MHHKKOM (BOAA ANA
iH'ekwir o 2 mn) y nayui
3 KApPTOHY

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edpeKkTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHA thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHapiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA

3a
peyenmom

UA/3242/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

133.

KONICTUH
ANBOTEH

MOPOLLOK A4/15 PO34NHY
ONns iH'ekuili abo iHdyailt
no 1 000 000 MO no 1
a60 10 dhriakoHiB 3
MOPOLLUKOM B KapPTOHHiIl
nauui

AnsoreH IMNKo C.ap.n.

TMokcembypr

Kcennia
PapmacbloTikasic
AnC

[aHin

BHECEHHS 3MiH [0 peecTpaLiinHnX
marepianis:
3MiHM | TMNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHUX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa 415 34iiCHEHHS
thapmMakoHarnagy B YkpaiHi, KO BOHA
BifAMiHHa Bif, YNOBHOBaXeHOI 0co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (skiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsagy) - YnopHoBaxeHa
ocoba 3asBHMKa 4151 34iACHEHHS
thapmakoHarnsgy: MponoHosaHa
pepaxuis — CopiHa JliaHa Mato/ Sorina
Liana Paiu. 3miHa micLe3HaxogKeHHs
MacTtep-daiina. 3miHa
MiCLIe3HaxX0pKeHHS BNPOBaMKEHHS
OCHOBHOI fii/IbHOCTI 3
dhapmakoHarnsgy

3a
peyenmom

UA/15525/01/01

134.

KONMICTUH
ANBOrEH

MOPOLLOK A4/151 PO3UNHY
ANs iH'ekuii abo iHdysil
no 2 000 000 MO no 1
ab60 10 dpnakoHiB 3
MOPOLLKOM B KapTOHHIi
nauuj

AnsoreH IMKo C.ap.n.

TNokcembypr

Kcennia
dapmacbloTikasc
AnC

[aHia

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekun/edekTUBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34ilicHeHHA thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asiBHVKA A1 34iACHEHHS
chapmakoHarnsgy: MponoHoBaHa

3a
peyenmom

UA/15525/01/02
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

pepakuis — Copina JliaHa lMato/ Sorina
Liana Paiu. 3miHa micLe3HaxomKeHHs
MacTep-haiina. 3miHa
MiCLIe3HaXOPKEHHS BNPOBaKEHHS
OCHOBHOI AjsifIbHOCTI 3
dhapmakoHarnagy

135.

KOPBAJIKAMNC
EKCTPA

Kancynv Teepai, no 10
Kancyn y énictepax; no
10 kancyn y 6nictepi; no
1 a6o 3 6nictepn B
nauui

AT "KVTBCBKIAI
BITAMIHHWIA
3ABOS"

YkpaiHa

AT "KWTBCBKUI
BITAMIHHU
3ABOS"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiniHnX
marepianis:
3MiHK | TNy - 3MiHa y NnapameTpax
cneundikauii Ta/abo AONYCTUMMX MEX,
BU3HAYeHuX y cneyndikauisx Ha API,
ab0 BUXIAHWA/NPOMKHWI
npoAyKT/pearexT, wo
BMKOPWCTOBYIOTHLCS Y NpoLeCi
BMPOGHMLTBA ADI; CynyTHA 3MiHa:
3MiHa y MeTogax BunpobyBaHHs Ad|
abo BUXigHOro marepiasny/npoMixXHoro
nNpoAayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HULUTBa API - BHECEHHSA 3MiH 0
cneumdikauii A®l eTnnosoro ecipy
anbga-6pomizoBanepiaHoBOi KUCIOTH,
Yy 3B'A3KY 3 BBEAEHHAM
aNbTepHATMBHOTO BUPO6HMKa ADI;
3MiHu Il Tuny - 3MiHa BUpPOGHMKa
BUXIAHOrO/NPOMIXXHOr0o
nNpoAayKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY
npoueci A®l, a6o 3MiHa BUPOGHMKa
(Brntovaroun, ae HeobxigHo, Micue
NpPOBeLEHHS KOHTPO/IHO AKOCTi) API -
BBE/lEHHS1 aNlbTepHaTMBHOIO BUPOGHUKA
A®| eTnnosoro ecipy anbga-
6pomizoBanepiaHoBoi kuciotn TOB
«PAPMXIM>», YKpaiHa 3 HafaHHAM
macTep-haiina Ha APl (Bepcis 2,
TpaBeHb 2017)

6e3
peyenma

UA/13729/01/01

136.

KPANOHIH

Kpanni opasbHi no 30 M
y thnakoHi-KkpanenbHULL;
no 1 dpnakoHy-
KpanesibHULj B KOpO6Lii 3
KapToHY

Bionoriwe

Xannbmittens Xeenb

meX

Himeuunna

Bionoriwe
XalinbMiTTenb
Xeenb M'M6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHu | TUNY - 3MiHa y napameTpax
cneundgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha Adl,
abo BUXigHWIA/NPOMKHUIA
NpoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTHCH Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumaikaLii HOBUM MNOKA3HUKOM SKOCTI
Ta Bi4NOBIAHNM METOAOM
BMNPOGYBaHHS)

6e3
peuyenma

UA/3125/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
137. KCAHTUHONY PO34uH ANs iH'ekuinn, 150 MAT "ranuucpapm” YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHnX 3a UA/4963/01/01
HIKOTUHAT Mr/mMn no 2 M B amnyini, marepianis: peuenmom
no 10 amnyny 3MiHM | TUNY - 3MiHa NocTavasibHMKa
KOHTYPHIli YapyHKOBIl nakyBa/lbHVX Martepianis abo
ynakosLij, no 1 KOMMNIEKTYIOUNX - BHECEHHS 3MiH [0
KOHTYPHIli YapyHKOBIlA maTepianiB peecTpauiliHoro fOCbe p.
ynakoBLji B mauui; no 2 3.2.P.7. Cuctema
M/ B amnyni, no 10 KOHTeliHep/3aKkynopoBasibHKii 3aci6:
amnyn y kopobu, BUYYEHHS iHhopmaLii Wwoao
BMPOGHMKIB MEPBMHHOI YNaKOBKN
(amnyn)
138. NAKTYNO3A cupon, 670 mr/mn no ToBapucTBO 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 6e3 UA/16601/01/01
100 mn y chnakoHax obmexeHo 0bMexeHot marepianis: peyenmy
NONIMEPHUX 3 KPULLIKOKO BiANOBiAa/IbHICTIO BiANOBIAA/ILHICTIO 3MiHuM | TUNY - 3MiHK Woao
3 KOHTPO/1EM NEePLUOTro "GapmaueBTuyHa "PapmaueBTnyHa 6e3nekn/edpeKTNBHOCTI Ta
BigkpnTTS; no 1 hipma "BepTekc" thipma "BepTekc”, thapmakoHarnsgy. BeegeHHs abo 3miHn
ch/1aKoHy 3 [O3Y0UUM Ykpaina [0 y3aralbHeHUX JaHnx npo cucTemy
NPUCTPOEM Y KapTOHHI (BUPOBHMLTBO 3 thapmakoHarnagy (BBefeHHs
Kopo6Li; no 200 mn y npoaykuii in bulk y3arasibHeHVX AaHUX Npo cucTemy
hnakoHax NnoniMepHux 3 BUPOGHMKa hapmakoHarnagy, amiHa
KPWLLIKOIO 3 KOHTPO/IEM ®peseHiyc Kabi yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
nepLuioro BigkpuTTS; no 1 ABcTpia M'm6X, 3a 3[jiicHeHHs chapmakoHarnsgy;
dnakoHy 3 MipHUM ABCTpIs) KOHTakTHOI 0cobu 3 hapmakoHarnsgy
CTaKaH4MKoM y 3a8BHMKa AN 34ICHEHHS
KapTOHHI KOpooLi thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkiouarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 3gilicHeHHs thapmakoHarnaagy: Jdirova
pepakuis — KoBaneHko HOnis
BaaumiBHa; MponoHoBaHa pefakuis —
KagywkmHa KOnis BonogumMupisHa.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34iiCHEHHA thapmakoHarnsgy
139. NAMIAEPM Tabnetku no 250 mr, no €Bpo Navichkep /1o Benuka OAC Nimiteq IHAjA BHECEHHS 3MiH 10 peecTpaviiniHmx 3a UA/1678/02/01
7 Tabnetok y 6nictepi, BpuTaHis marepianis: peuenmom

no 1 a6o no 2 6aictepu
B KapTOHHI kopobuj

3MiHu | TUny - 3MiHK Woao

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHNX JaHuX Npo cuctemy

thapmakoHarnagy (BBefeHHs
y3arasibHeHNX JaHunx npo cuctemy

hapmakoHarnsgy, 3miHa

YNOBHOBaXEHOI 0Co6M, BignoBiganbHOI
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3a 3[jiicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0c0bu 3 thapmakoHarnagy
3asBHUKA 419 3AiICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BiiNOBIAANbLHOI 3a 34iACHEHHS
thapmakoHarnagy (Bkavarum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLeHHi MacTep-chaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a hapmakoHarnag : MponoHosBaHa
pepakuis — benikosa CeiTnaHa
MwuxaiiniBHa. 3MiHa KOHTaKTHUX AaHWX
yrNOBHOBaXeHOT 0cobu, BifnosigansHOT
3a 34iiCHeHHs thapmakoHarnsgy

140.

NA®EPOBIOH®

niocpinizaT 4N po3umHy
Ans iH'ekuii no 1 000
000 MO no 5 chnakoHis
niocpinizata y 6nictepi;
no 2 6nictepun y nauui 3
KapToHy; no 5 amnyn
niocpinizata y 6nictepi;
no 1 a6o 2 6nictepn y
nauui 3 kapToHy; no 5
amnyn niocpinizata Ta
no 5 amny/s1 po3yrHHMKa
no 2 mn (Boga ans
iH'ekuilt) y 6nicTepi; no 1
abo no 2 6nictepn y
nauuj 3 KapToHy

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edpeKkTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHA thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsgy.
3anponoHoBaHo: urac [liaHa
OnekcaHapiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy

3a
peyenmom

UA/13720/01/01

141.

NA®EPOBIOH®

niocpinizaTt AN po3umHy
Ans iH'ekuii no 3 000
000 MO no 5 dnakoHiB
niocpinizata y 6nictepi;
no 2 6nictepun y nauui 3
KapToHy; no 5 amnyn

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHuX Mpo cucTemy

3a
peyenmom

UA/13720/01/02
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
niodgpinizata y 6nictepi; thapmakoHarnagy (BBefeHHs
no 1 a6o 2 6nictepn y y3araslbHeHNX AaHux npo cuctemy
nauj 3 kKapToHy; no 5 hapmakoHarnsgy, 3miHa
amnyn nioduinizata Ta yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
no 5 amnyn po3ynHHUKA 3a 3iliCHeHHA dhapMmakoHarnsgy;
no 2 mn (Boga ans KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
iH'ekuin) y 6nicTepi; no 1 3a8BHMKa AN 34ICHEHHSA
abo no 2 6nictepu y thapmakoHarnagy B YkpaiHi, KO BOHA
nauvj 3 KapToHy BifAMiHHa Bif, YNOBHOB&XeHOI 0co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnagy (skaovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yrNOBHOBaXeHOT 0cobu, BifnosigansHOT
3a 3[jiicHeHHs chapmakoHarnsgy.
3anponoHoBaHo: Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&XEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnagy
142. NA®EPOBIOH® niodpinizaT 419 po34nHy TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH O peecTpavLjiiniHnx 3a UA/13720/01/04
Ans iH'ekuii no 6 000 "BIODAPMA" "BIO®APMA" marepianis: peuenmom
000 MO no 5 amnyn 3MiHM | TMny - 3MiHK Wwoao
niogpinizata Tano 5 6e3nekn/edeKTMBHOCTI Ta
amnyn po3ynHHKKa no 2 dhapmakoHarnsgy. BeefieHHs abo 3miHm
M (Boga A4S iH'eKLiin) y [,0 y3ara/ibHEHUX AaHUX NPo cuctemy
6nicTepi; no 1 6nictepy thapmakoHarnagy (BBefeHHs
y nauuj 3 kKapToHy; no 5 y3arasilbHeHUX JaHnx npo cucTemy
dhnakoHiB niodinizata hapmakoHarnsgy, 3miHa
Tano 5 amnyn yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
PO3YMHHYKKA MO 2 M 3a 34ilicHeHHA dhapMmakoHarnsay;
(Boga ans iH'ekuii) y KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
6nicTepi; no 1 6nictepy 3a8BHMKa AN 34iCHEHHSA
y nayui 3 KapToHy; no 5 thapmakoHarnagy B YkpaiHi, AKLO BOHA
amnyn niodinizata y BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
6nicTepi; no 1 6nictepy BiANOBIAA/IbHOI 32 34iiCHEHHS
y nayi 3 KapToHy hapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3[jiicHeHHs chapmakoHarnsgy.
3anponoHoBaHo: Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy
143. NNA®EPOBIOH® niouinisar anas po3ynHy TOB "3 YKpaiHa TOB "93 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHNX 3a UA/13720/01/06
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
Ons iH'exuin no 18 000 "BIODAPMA" "BIO®APMA" marepianis: peyenmom
000 MO no 1 chnakoHy 3MiHuW | TUNY - 3MiHK Woa0
niogpinizata Tano 1 6e3nekn/edeKTMBHOCTI Ta
amny/ii pO34nHHKKa no 2 thapmakoHarnsgy. BeegeHHs abo 3miHn
M (Boga ANs iH'eKuinn) y [0 y3ara/ibHeHVX AaHunx npo cuctemy
6nictepi; no 1 6nictepy thapmakoHarnsgy (BBegeHHs
y nauuj 3 kapToHy; no 1 y3ara/ibHeHUX JaHnX npo cuctemy
amnyni niogpinizata Ta thapmakoHarnagy, amiHa
no 1 amnyni po3ynHHMKa yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT
no 2 mn (Boga ans 3a 3gjiicHeHHs chapmakoHarnsgy;
iH'ekuilt) y 6nicTepi; no 1 KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
6nictepy y nauui 3 3asiBHUKA N5t 34iiCHEHHS
KapToHy; no 1 amnyni thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
niocpinizata y 6nictepi; BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
no 1 6nictepy y nauui 3 BiANOBIAA/IbHOI 32 3AiiCHEHHS
KapTOoHY dhapmakoHarnsgy (skiouatoun
KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MilLeHHi MacTep-chaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M, BifNoBigabHOI
3a 34iliCHEHHA hapMakoHarnsay.
3anponoHoBaHo: Aurac [liaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0cobu,
BiANOBiAA/IbHOI 32 3AiACHEHHS
dhapmakoHarnsgy
144. NEBOMIH 30 TabneTku, BKpUTI mi6e MM6X HimeuunHa Mmi6e M6X HimeyunHa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a UA/16583/01/01
NAiBKOBOI 000I0HKOM, ApuHaiimiTTens ApuHaiimiTTens marepianis: peyenmom

no 0,03 mr/0,15 mr no 21
Tabnetuiy 6nictepi; no
1 a6o no 3, abo no 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3aralbHeHUX JaHnX npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHuX npo cuctemy
hapmakoHarnagy, amiHa
yNOBHOBaXeHOT 0cobu, BifnosiganbHOT
3a 3[jiicHeHHs chapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 chapmakoHarnagy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiouakum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsay) - 3miHa KOHTakKTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKa
AnA 3pjicHeHHs hapmakoHarnsgy B
YkpaiHi. [itova pegakuis - MapTuHoK
Onbra borgaHisHa. MponoHoBaHa
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

pepakuis — banabaw Bitanii
MwukonaioBmy. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOT 0co6U

145.

NEBOMILETUH

Kpanni o4Hi 0,25 % no
10 mMn y donakoHi
nnacTukosomy; no 1
dhnakoHy y nauui 3
KapToHYy

TOB "3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH O peecTpaLjiiniHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3araslbHeHUX JaHnX Mpo cucTemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsay
3as1BHVKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3gjiicHeHHs chapmakoHarnsagy: fitoya
pepakuis — Typok B’sauecnas
B’ayecnasosuy. MNMponoHosaHa
pepakuis — Aurac fiaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3[jiiCHEHHs1 hapMakoHarisay

3a
peyenmom

UA/5515/01/01

146.

NErANNIOH® 140

Kancynu no 140 wmr, no
10 kancyn y 6nictepi; no
2 abo 3, abo 6 6nictepis
Y KapTOHHIli KopoobLi

MEJA ®apma M'meX

eHa Ko. KI

HimeuunHa

MALAYC TM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpayiniHnX
marepianis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeefeHHs abo 3miHmn
[0 y3ara/isHEHUX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHNX faHnx npo cuctemy
hapmakoHarnagy, amiHa
yNOBHOB&XeHOT 0cobu, BignosigansHOT
3a 3gjlicHeHHs chapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHS
(hapmakoHarnsay (skntoyarym

6e3
peyenma

UA/7185/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - NponoHoBaHa
peakuisi: ynoBHOBaXeHa ocoba
BignosigasibHa 3a hapmakoHarnsag -
Balwant Heer, koHTakTHa ocoba
BiANoOBigasibHa 3a hapmakoHarnsg B
YkpaiHi basunescbka HOnis BanepiiBHa.

3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0CO6U. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0Co6u.
3MiHa Micus 34iCHEHHS OCHOBHOT
LisinbHOCTI. 3MiHa HoMepy Ta
MicLIe3HaX0MKeHHs1 MacTep-dhaiiny

147.

NErAIOH® 70

kancynu no 70 mr, no 10
Kancyn y 6nictepi; no 2
abo 3, abo 6 6nicTepiB y
KapTOHHI KOpoo6Li

MEJA ®apma M'mbeX

eHp Ko. KI

HimeuunHa

MALAYC TM6X

HimeuunHa

BHECEHHS 3MiH O peecTpavjiiiHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsay
3as1BHVKA 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) - NponoHoBaHa
pefakuisi: ynoBHOBaXeHa ocoba
BiANoOBigasIbHA 3a hapmakoHarnag -
Balwant Heer, koHTakTHa ocoba
BiAnoBigasibHa 3a hapmakoHarnsg B
YkpaiHi basunescbka HOnis BanepiiBHa.

3MiHa KOHTaKTHUX AaHnX
yMOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0co6M.
3miHa Micus 3[iICHEHHSI OCHOBHOI
LisnbHOCTI. 3MiHa HoMepy Ta
MiCLLe3HaX0MKEHHSI MacTep-daiiny

6e3
peyenma

UA/7185/01/02

148.

NENKO®PO3NH

pO3unH ANs iH'ekuiin, 10
mMr/mn no 3 ma (30 mr)

AxTasBic rpyn AT

IcnaHgis

CiHgaH ®apma CP/1,

PyMyHis;

PymyHis/
ITanisa

BHECEHHS 3MiH [0 peecTpayinHnX
Matepianis: 3MiHu Il TMny - 3miHKn Woao

3a
peyenmom

UA/6749/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

a6o 10 mn (100 mr) y
chnakoHi; no 1 dpnakoHy
B KapPTOHHIiA nauyui

AkTasic ITanis
C.n.A, ITanisa

6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MmiHa(K) 40 3060B'A3aHbL Ta YMOB
BMAaui peecTpaviiHoro NocBigYeHHs,
BK/IOYatoum MnaH ynpasniHHA
py3nkamm (3aCToCyBaHHS 3MiH(M), Aki(a)
BMMaratTb(€) NogasbLLOro
06r'pyHTYBaHHA HOBMMW AOAATKOBUM
[aHuMK, WO MatoTb HaJaBaTucs
KOMNETEHTHUM OpPraHoM, OCKi/TbKN
BUMaraeTbCs CyTTEBA OL[iHKa
KOMNEeTEeHTHUM OpraHoM) BrKoHaHHSA
30060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 gogatky 15 go Mopsaaky
NPOBeAEHHS ekcnepTnsn
peecTpauiiHnx mMatepianis Ha nikapcbki
3aco6wu, L0 NOAATLCA Ha AepXaBHY
peecTpavuito (nepepeecTtpaLito), a Takox
eKcrnepTn3n MaTepiaslis NPO BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
NpoTAroMm fji peecTpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

149.

NIJA3A-
BIO®APMA

MOPOLLIOK A/18 PO3UUHY
Ons iH’ekujin no 64 OA, 5
h1aKoHIB 3 NOPOLLKOM Y
6nicTepi; no 2 6nictepn
y nauLj 3 KapToHy; 5
amnys 3 NopoLUKOM y
6nicTepi; no 2 6nictepn
y naui 3 KapToHy

TOB "3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiniHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo 3miHu
[0 y3ara/ibHEHNX JaHuX Mpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKA 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yMNOBHOBaXeHOT 0cobu, BifnoBiganbHOT
3a 3gjiicHeHHs chapmakoHarnsagy: fitoya
pepakuis — Typok B’auecnas
B’ayecnasosuy. MponoHoBaHa
pepakuis — Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX

3a
peyenmom

UA/5773/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
[aHnX YNOBHOB&XEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnagy
150. NIAOKAIH cnpeit 10 %, no 38 r 3AT dapmaueBTUYHNI YropLmHa 3AT YropwuHa BHECEHHS 3MiH O peecTpaLjiiniHnX 3a UA/0655/01/02
crpeto y pnakoxi; no 1 3aBop ElIC dapmaLeBTUYHUI marepianis: peuenmom
hnakoHy + 1 3aBog ElC 3MiHM | TUMY - NOAAHHA OHOB/IEHOTO
naacTMacoBwuii kianaH- cepTudikaTy BifgnoBigHOCTI
[,03aTop Y KapTOHHIl €Bponeiicbkoi hapmakonei Ne R1-CEP
Kopobui 1998-078-Rev 04 Big, 3aTBEpAKEHOrO
BMpo6HUKa A®I, Ak HacnigoK, BBEAEHHS
[,04aTKOBOI BUPOBHUYOI AiNbHULI
Moehs BCN, S.L.; 3miHu | Tuny -
noAaHHsa HOBOro cepTtudikaty
BiANOBIAHOCTI EBpONeincbKol
chapmakonei Ne R1-CEP 2010-320-Rev
00 Bifg HOBOro BUpo6HMKa AdI
151. NIAOKAIHY PO34uH ANs iH'eKLii, 20 MAT "Tanuudapm” YkpaiHa MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [10 peecTpavjiinHmx 3a UA/4364/01/01
rigpoxnorunp Mr/M1 10 2 M B amnyni; marepianis: peyenmom
no 10 amnyny 3MiHK | TUNY - 3MiHa NocTavasibHUKa
KOHTYPHIli YapyHKOBIi nakyBabHUX mMartepiasis abo
ynakosLi, no 1 KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B
KOHTYPHIli YapyHKOBIl [0CbE) (BUNTYYEHHS NocTavyasibHYKA) -
ynakoBLi B naui; no 2 BHECEHHS 3MiH 40 MaTepianis
M B amnyni, no 10 peecTpauiiHoro gocke p. 3.2.P.7.
amnyn y kopobu,i CrcTeMa KoHTelHep/3aKynoproBasibHUIA
3aci6: BUNyYeHHs iHhopmal,ii oo
BMPOGHMKIB NEPBMHHOI YNaKoBKu
(amnyn)
152. NIOTPOMB 1000- | renb, 1000 MO/r in bulk ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiitHmx - UA/15770/01/01
340POB'A no 50 kr B 604kax 06MEXEHO 06MEXEHO marepianis:
cTaneBux, 3aKpuTnX BiANoBiga/IbHICTIO BiANOBIAA/IbHICTIO 3MiHK | TUNy - 3MiHa y cknagi
KpULLKaMu 3 3aTUCKHUM "®GapmaLieBThyHa "®GapmMaLeBTnYHa (A0ONOMXHUX peyoBMHAX) rOTOBOrO

KinbLem

KoMnaHis "3aopos'a”

KomMnaHis “3gopos'a”

NiKapCbKoro 3acoby - yTOYHEHHS
KiNIbKOCTi LONOMIiXHOI pe4OBUHU
TPOMETAaHOY; 3MiHW | TUMY - 3MiHK,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MOHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLwoT
HauioHa/TbHOT hapmakonei Aepxasu
€C; cynyTHA 3MiHa: 3MiHa y MeToAax
BUNPOOYBaHHA [AOMNOMIKHOI PEHOBUHM -
npvBeAeHHs cneuudpikauin Ta meTogis
BXiZHOTrO KOHTPOJIH0 AKOCTi AOMNOMDKHUX
peyoBuH Y BiANOBIAHICTL A0 BUMOT EP
Ta oY, a came: - meTunapabeH (E
218) (MeToauKy 3a NoKasHUKOM
«MikpobionoriyHa unctota» 0 BUMOr
3arasibHMX cTartei no 6ionoriyHomy
BMNPOo6YyBaHH0 EP); - kapbomep
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(BUTy4YEHO NoKasHWK «Baxki meTanun»
00 BuMor moHorpadii EP Ta kputepii
NPUIAHATHOCTI Ta METOAMUKY 3a
nokasHukom «MikpobiosnoriyHa
4yucToTa» [0 BUMOT 3arasibHuX cTaTei
no 6ionorivHomy BUNpobyBaHHO ADY);
- TpomeTamosn (MeToaukKy 3a
nokasHukom «MikpobiosnoriyHa
4yucToTa» [10 BUMOT 3arasibHuX cTaTei
no 6ionorivHoMy BUMPO6YyBaHHK ADY);
- onis M'ATY nepueBoi (KpuTepil
NPUIAHATHOCTI Ta METOAMUKY 3a
nokasHukom «MikpobiosnoriyHa
4yucToTa» [0 BUMOT 3arasibHuX cTaTei
no 6ionorivHomy BUNpobyBaHHO ADY);
- eTaHon 96% (mMeToaMkM 3a
nokasHukaMmn «ONTUYHa rycTUHa» [0
BMMOr MoHorpadii EP Ta
«MikpobionoriyHa ynctota» 40 BUMOT
3arajibHUX cTtaTeii no GionorivHomy
BMNpobyBaHHo EP)

153.

NIOTPOMB 1000-
340POB'A

renb, 1000 MO/rno 157,
25r1,50rabono 100 ry
Ty6i; no 1 Ty6i y Kopobu,i
3 KapTOHY

ToBapucTBO 3
obmexeHolo
BiANOBIAA/IbHICTIO
"GapmaueBTuyHa
KoMnaHis "3popos'a”

YkpaiHa

ToBapucTso 3
06MexeHoto
BiANOBIAALHICTIO
"®apmavueBTnyHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH O peecTpavLjiiniHnx
marepianis:
3MiHM | TUny - 3MiHa y cknagi
(BONOMIKHUX peYOBMHAX) FOTOBOrO
NiKapcbKoro 3acoby - yTOYHEHHS
KINTbKOCTi AOMOMiXXHOI Pe4OBUHM
TpPOMETaHOoY; 3MiHW | TUMYy - 3MiHK,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHa/IbHOT hapmakonei Aepxasu
€C; cynyTHsa 3MiHa: 3MiHa y MeToAax
BUMNPOOYBaHHA [AOMOMDKHOI PEHOBUHM -
npuBefeHHs cneuudikaLin Ta MeToais
BXIZIHOrO KOHTPO/IHO SIKOCTi AOMOMIKHNX
pPeyYoBUH Y BiANOBIAHICTb A0 BUMOr EP
Ta JdY, a came: - meTunnapabeH (E
218) (MeToAvKy 3a NOKa3HUKOM
«Mikpob6ionoriyHa ynctoTa» 40 BUMOT
3arajlbHUX cTaTeii no GionorivHomy
BunpobysaHHio EP); - kap6omep
(BUTyYEHO NOKasHWK «Baxki meTanun»
00 BuMoOr moHorpadii EP Ta kputepii
NPUAHATHOCTI Ta METOANMKY 3a
nokasHukom «MikpobiosnoriyHa
4yucToTa» [0 BUMOT 3arasibHuX cTaTei
no 6iosorivHoMy BUNpobyBaHHIO ADY);
- TpomMeTamosn (MeToauky 3a
nokKasHnkom «MikpobionoriyHa

6e3
peyenma

UA/11418/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
yucToTa» [0 BUMOT 3arasibHuX ctaTei
no 6ionoriyHomy BUNpobyBaHHO ADY);
- onia M'ATK nepueBoi (kpuTepil
NPUAHATHOCTI Ta METOANMKY 3a
nokasHukom «MikpobiosnoriyHa
4yucToTa» [10 BUMOT 3arasibHuX cTaTei
no 6ionorivHoMy BUMPO6YyBaHH ADY);
- eTaHon 96% (MeToaMKM 3a
nokasHukaMmn «OnNTUYHa rycTUHa» [0
BMMOr MoHorpadii EP Ta
«Mikpob6iosnoriyHa unctota» 40 BUMOr
3arasibHWX cTateii no 6ionorivHomy
BMNPOGYBaHHK EP)
154. NO3AN® 100 TabneTku, BKpUTI BiHTpon HimeuunHa CaHodpi-AseHTic Cn. Monbua BHECEHHS 3MiH [10 peecTpavjiiiHmx 3a UA/15308/01/01
nnoc NNiBKOBOIO 060/TI0HKOI0, ApuHaiimittens M6 X 30.0. marepianis: peyenmom
no 100/25 mr Ne 10 3MiHM | TUMy - NOAAHHA OHOB/IEHOTO
(10x1), Ne 30 (10x3), Ne cepTugikaTa Bi4nNoOBIAHOCTI
90 (10x9): no 10 €sponelicbkiin hapmakonei.
TabneTok y 6nictepi; no 3anponoHoBaHo: R1-CEP 2000-091-
1, 3 a6o 9 6nicTepiB y Rev 02 Big, BXxe 3aTBEpAXEHOro
KapTOHHI kopobuyj; Ne BMPOGHMKA Ait040i PEYOBUHN
15 (15x1), Ne 30 (15x2), rigpoxnopTias3ng; NoAaHHs OHOB/IEHOTO
Ne 90 (15x6): no 15 cepTugikaTa Bi4nNoOBILHOCTI
Tabnetok y 6nictepi; no €Bponelicbkili thapmakoner.
1, 2 abo 6 6nricTepiB y 3anponoHoBaHo: R1-CEP 2000-091-
KapTOHHI KOpooLi Rev 03 Big, BXe 3aTBEpAXEHOro
BMPOGHMKA Ait040i PEYOBUHN
rigpoxnopriasng
155. MABTEPA® PO3YUH ANs1 iH'EKLN, ®.XohcpmaHH-/15 Pow LLIBeiiuapis BMPOGHULITBO LBeiiapis BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/14231/01/01
1400 mr/11,7 mn no 11,7 nrp, Hepo3chacoBaHol marepianis: peyenmom
MY do1akoHi, no 1 NpoAYyKLii, NepBUHHE 3MiHK |l TUNy - 3MiHK OO IHCTPYKLiT AnA
h/1aKoHY Y KapTOHHIl Ta BTOPVHHE MeAMYHOro 3acTOCYBaHHS [0 po34inis
Kopoo6Li nakyBaHHs, "Oco6nmBOCTi 3acTocyBaHHs", "Cnocio
BMNpo6YyBaHHS 3aCcToCyBaHHA Ta 403U". BBeAeHHsA
KOHTPOJO SIKOCTI: 3MiH NpoTArom 6-Tm micsAuiB nicnsa
®.XodhpmaHH-/15 3aTBepAKEeHHs
Pow T4,
LLiBeiiuapis;
BMNpobyBaHHsA
KOHTPO/O AKOCTI,
BMNYCK cepil:
®.XodhcpmaHH-/15
Pow T4,
LseiiLapis
156. MENITOP® TabneTku, BKpUTI NE NABOPATYAP dpaHuis NabopaTtopii Ceps' € dpaHuisn/ BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX 3a UA/4972/01/01
NAiBKOBOK 000JI0HKOH, CEPB'E IHoacTpi, ®paHLis; IpnaHgis marepianis: peuenmom

no 25 mr no 14 tabneTok
y 6nicTepi; no 1 abo no
2 abo no 4 6nictepn B

Ceps'e (Ipnangis)
IHgacTpic NiTg,
IpnaHais

3MiHuY Il TUny - 3MiHK Woao
6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnsay. BHeceHHsi abo
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Ne n/n

Hassa
JliKapcbK0O20

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

KOpOO6Li 3 KapTOHY

3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpaviiiHoro nocBigYeHHs,
BKOYatoum MNnaH ynpasiHHA
pv3nkamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nogasibLuoro
06r'pyHTYBaHHSA HOBUMU A04ATKOBUM
AaHuMK, WO MaTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAaraeTbCsl CyTTEBA OLLiHKa
KOMMETEeHTHUM OpraHoMm) - BrKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
2.3 nyHKTy 2 fogatky 15 no Mopagky
NPOBeAEHHA ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki
3aco6u, Lo NOAaTLCA Ha AepXaBHY
peecTpaujio (nepepeecTpaLiio), a Takox
eKcrnepTn3n MaTepiasiiB Npo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
npoTArom fii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOrO HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

3a

UA/2871/05/01

157.

METPOI/1®

pO3unH aNns iHdysii, 5
mr/mn no 100 mny
dhnakoHax, no 1

B LenochaHoBUiA NakeT,
y KOpobLj 3 KapTOHY

(hn1aKoHy, ynakoBaHomy

"FOHiK
PapmacboTUKa
Na6opaTtopiz"
(BipfineHHs dipmun
"Ix. B. Kemikans eHg
dPapmacboTuKan3
nra.)

IHAis

"FOHiK
dapmacbloTuKan
Na6opatopiz"
(BigaineHHs chipmu
"Ix. B. Kemikan3
eHf
PapmacboTrKan3
nrat)

IHais

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: 3miHu | Tuny -
ALMiHICTpaTMBHI 3MiHWN. BunyyeHHs
BMPOOHUYOT AiNbHUL (BKNOYAOUN
AinbHuui ana A®l, npoMixHoro
npoAyKTy abo roToBoro NikapcbKoro
3aco0by, AiNbHULi 4718 NPOBEeAEHHS
nakyBaHHs, BUPOOHMKa,
BiAMNOBIAa/TLHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAeHHSA KOHTPOIO cepii) abo
noctavajibH1Ka BUXigHOro marepiasny,
peareHTy abo AOMOMIKHOT peYOBUHN
(AKLLO 3a3HAYEHO Y AOCLE) BUTYUYEHHS
OfHI€T i3 ABOX 3aTBEPKEHNX [i/TbHALb
BMPOGHMKa "tOHIK PapmacbloTrkan
Nab6opaTopi3" (BiggineHHs dipmu "x.
B. Kemikan3 eHg ®apmacbioTvkans
Ata."), Ingis

peyenmom

158.

METPOHIAA3O/

necapii no 500 mr no 5
necapiis y ctpuni, no 2
cTpvna y kopobui

'PIH BIBHEC
CO/MIOWH3 CA

LLiBeiiuapis

TOB "dapmanpim”

Pecny6nika
Mongosa

BHECEHHS 3MiH 10 peecTpavjiiHmx
marepianis:
3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX npo cucTemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
cthapmakoHarnsgy, 3MiHa

3a
peyenmom

UA/16150/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

yMNOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa A1 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BifiMiHHa Bif, YNOBHOB&XeHOI 0co6M,
BiANOBiAa/IbHOT 32 3AiACHEHHS
thapmakoHarnagy (skiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3miHa
yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT
3a thapmakorarnag: MponoHosaHa
pepakuis — fpoLueHko lnapioH
BikTopoBuY. 3MiHa KOHTaKTHUX JaHWX
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3AjiiCHEHHs1 papMakoHarisay

159.

MIAIAHA

TabneTku, BKpUTI
NAiBKOBOI 000I0HKOI,
no 21 tabnetuyiy
6nictepi; no 1 a6o 3
6nictepn pasom 3
KapTOHHUM (DyTNSIPOM
Ans 36epiraHHs
6nictepa B navy,

BAT "TepeoH Pixtep"

YropuwuHa

BAT "lepfeoH
PixTep"

YropwmHa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis: 3miHu | Tuny - 3mMiHK Woa0
6e3nekn/edpeKkTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkil
XapaKTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeJMNYHOro 3aCTOCYBaHHS
reHepnyHuX/ribpuaHMx/6ionogibHmX
nNiKapcbKunx 3acobiB Nicsis BHECEHHA Tiel
camoi 3MiHU Ha pedhepeHTHUI
npenapar (3miHa He NoTpebye HafaHHsA
XOJHWX HOBWX AOAATKOBUX faHNX) -
3MiHU BHECEHI [0 iHCTPYKLUi ANns
MeAMYHOro 3acTOCYBaHHSA NiKkapCbKoro
3acoby y po3ginu:
"apmakoTepanesTuyHa rpyna”
(yTOUYHEHHs1 Ha3Bw),"®apmakosioriyHi
BnactmsocTi”, "rNokazaHHA"
(peparyBaHHs TekcTy),
"MpoTrnokasaHHsA", "B3aemMogis 3
iHWMMK NiKapcbkMMK 3acobamu Ta iHLWi
BMAW B3aemogiin", "OcobnmsocTi
3aCcTOoCyBaHHA", "3aCcTOCYBaHHA Y
nepiog, BariTHoCTi abo rogyBaHHs
rpyaar”, "3aatHicTb BnmBatn Ha
LIBWUAKICTb peakwii mpy KepyBaHHi
aBTOTPaHCNOPTOM a60 iHWMMKN
mMexaHismamu", "[Oitn" (iHchopmavis 3
6e3neku), "lMNobivHi peakuii” BiANOBIAHO
[0 iHhopMaLii Woao MeguyHoro
3acTocyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (APVNHA®,
TabneTKkn, BKPUTI 060/10HKOHD).

3a
peyerimom

UA/11296/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tvny -
3MiHM LWoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji Ans
MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynsipHoO OHOBJIOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS
niKapcbkoro 3acoby B
nicnapeecTpavjiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
negiatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEeHI 10 IHCTPYKLIT 4719 MeAnYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3ginu: "MpoTunokasaHHs",
"B3aemogis 3 iHWYMU NnikapcbkumMn
3acob6amMu Ta iHLWi BUAW B3aEMogiin",
"Oco61MBOCTi 3aCTOCYBaHHA"
BiZANOBIAHO [0 OHOBMEHOT iIHhopMaLi 3
6e3neku Ailoyoi pevoBrHN. BBeaeHHs
3MiH NpoTArom 3-x micsAuiB nicns
3aTBEPKEHHS.

160.

HABIPEN

KOHLeHTpaT ans
NPUroTyBaHHS PO3YNHY
ANns iHdysili, 10 mr/mn
no 1 mn (10 mr) a6o 5
M (50 mr) y dprakoHi,
no 1 conakoHy B
KapTOHHI KOpooLi

Mepak esenbwadT
dotop KAiHiwe
LLneuianbnpenapare
M6X

HimeuunHa

BMPOGHMLTBO "in
bulk", kKOHTpO/b
cepiii: oHKOMef,
MeHboDEKYEPIHT
a.c., Yecbka
Pecnyb6nika;
nakyBaHHs,
MapKyBaHHS Ta
BWMYCK Cepil:
Mepak lesenbwadT
orop KNiHiwwe
Lneuianbnpenapar
e M6X, Himeuunna

Yecbka
Pecny6nika/
HimeyunHa

BHECEHHS 3MiH O peecTpavLjiiniHnx
marepianis:
3MiHU | TUNY - NOAAHHS OHOB/IEHOTO
cepTudikaTy BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ha AdI
Vinorelbine tartrate Big 3aTBepAXeHoOro
BMPOGHMKa. 3anponoHoBaHo: Transo-
Pharm Handels GMBH, Germany
No.R1-CEP 2008-290-REV 01.
(oHoBneHa Bepcis CEP MiCTUTb 3MiHy
nepiogy NOBTOPHOro BUNpobyBaHHsA AdI
3 2-X [0 3-X poKiB)

3a
peyenmom

UA/4711/01/01

161.

HICNA3M
DOPTE

TabneTku, BKpUTI
NN1iBKOBOK 060/10HKOIO,
no 80 wmr, no 10
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIi
Kopo6Ui

CYH-®APM Cn. 3 0.0.

Monbwa

Mi6e Fm6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 10 peecTpavjiiHmx
marepianis: 3miHu | Tuny -
AIMiHICTpaTUBHI 3MiHN. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3as1BHMKa (B/1acHMKa peecTpauiiiHoro
noceigyeHHs) 3miHa Ha3BW 3asBHMKA.

6e3
peuyenma

UA/15658/01/01

162.

HOBIFAH®

TabneTkn, BKPUTI
NNiBKOBOIO 060/1I0HKOIO,
no 10 TabneTtok y

A-p Peppi'c
Na6opaTopic /iTg,

IHAis

[-p Peppi'c
JNlabopaTopic /Tg,
(Bupo6Huya

IHAis

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis:
3MiHW | TMNY - 3MiHKM Woao

6e3
peyenma

UA/5127/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepi; no 1 6nictepy
B KapTOHHI kopobui

AinbHuus - VI)

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/isHEHUX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3amiHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BifAMiHHa BiJ, YNOBHOBaXeHOI 0co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (skaovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT
3a 3[jiicHeHHs chapmakoHarnsagy:
MponoHoBaHa pepakuis — Dr. Vijay
Kumar Talla. 3mMiHa KOHTaKTHWUX AaHnx
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3AjiiCHEHHs1 papMakoHarisay

163.

HOBOKAIH

pPO3unH ANs iH'ekuin 0,25
% no 100 mn, a6o 200
mn, abo 250 mn, abo
400 mn, a6o 500 mn,
a6o 1000 mn y
KOHTEelHepax, KOXHUIA
KOHTEeWHep BKNageHui y
NAiBKY NakyBasibHY

[loyipHe nignpuemcTso
"®apmarpeiig"

Ykpaina

[NouipHe
nignpyeMCcTBO
"®apmaTtpeiig”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHuM | TUNY - 3MiHK WoAa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3ara/lbHeHUX JaHnX npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnX npo cucTemy
hapmakoHarnagy, amiHa
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3[jiicHeHHs chapmakoHarnsgy;
KOHTaKTHOI 0c06u 3 thapmakoHarnagy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 3[jiicHeHHs thapmakoHarnsgy:
MponoHoBaHa pegakuis — CTpukak
fpocnas IBaHOBUY. 3MiHA KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0cobMm,
BiANOBiAa/IbHOI 32 3AiACHEHHS
dhapmakoHarnsgy

3a
peyerimom

UA/8693/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

164.

HYKMEO L.M.®.

DOPTE

niodpinizaT 4719 pO3UnHY
Ons iH'ekuid; 3 amnynu 3
niogpizatom Ta 3 amnynu
3 2 MJ1 PO3YMHHMKA
(HaTpito xnopug, Boja
[ONA iH'EKUIN) Y KOHTYPHIN
YapyHKOBIli ynakoBLii B
KopoobLi

deppep
IHTepHacioHasb, C.A.

Icnanis

deppep
IHTepHacioHasb,
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpaLiinHnX
marepianis:
3MiHM | TMNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHUX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
3as1BHVKa 415 34iiCHEHHS
thapmakoHarnsgy B YKpaiHi, KO BOHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy (Bkirouatoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsagy) - 3mMiHa KOHTakTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa
[AnA 3pjicHeHHs hapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pefakuis: Kyuva
Bonogumup OnekcaHaposuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u

6e3
peyenma

UA/3396/02/01

165.

HYTPU®NEKC
Jinig naoc

emynbCia Ans iHdysii
no 1250 mn (500 mn
PO34MHY aMiHOKMCAOT +
250 mn xunposoi
emynbcii + 500 mn
PO3YMHY T/1H0KO3W) B
MiLLIKax NaacTUKOBUX
TpuKamepHux; no 1
MiLLKY B NJ1aCTUKOBOMY
3aXMCHOMY MiLLKY; M0 5
3aXMCHUX MILLKIB B
KapTOHHI kopobuj; no
1875 mn (750 mn
PO34YMHY amiHOKMCAOT +
375 Mn X1poBOi
eMynbCii + 750 mn
PO34KMHY [/110KO3M) B
MiLLKax NaacTUKOBUX
TprkamepHux; no 1
MiLLKY B N1aCTUKOBOMY
3aXMCHOMY MiLLKY; MO 5
3aXUCHUX MILLIKIB B
KapTOHHI KOpoo6Li

B. BpayH Menb3yHreH
Al

HimeyunHa

BMPOBHULTBO,
nepBrHHA Ta
BTOPUHHA YMaKoBKa,
BUnyck cepii: b.
BpayH Menb3yHreH
AT, HimeuuunHa;
KOHTpO/b cepii: b.
BpayH Menb3yHreH
AT, HimeuunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiitHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edpeKkTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHs thapmakoHarniagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkiroyatoum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3miHa KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asaBHUKa
[Ans 3piicHeHHs hapMakoHarnsgy B
YkpaiHi. fjitoua pegakuis: CUpOTYHCbKa
MapuHa HOp'iBHa. MNponoHoBaHa
pefakuist — flaxoscbkuii Bonoammmp

3a
peyenmom

UA/13209/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
OnekcaHgpoBuY. 3MiHa KOHTaKTHMX
[aHNX KOHTaKTHOI ocobu
166. HYTPU®DIIEKC emynbCia Ans iHdysii B. bpayH Menb3yHreH HimeuunHa BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauinHnX 3a UA/13231/01/01
OMETrA no 1250 mn, 1875 mny Al nepBuHHa Ta marepianis: peyenmom
CMEUJIANBHUNA MILLKY N1acTUKOBOMY BTOPUHHA ynaKoBKa, 3MiHuM | TUNY - 3MiHK WoAa0
TpuKamepHomy; no 1 BWMYCK Cepil: 6e3nekn/edeKTMBHOCTI Ta
MiLLIKy NJacTUKOBOMY B.BpayH thapmakoHarnsgy. BeegeHHs abo 3miHn
TprKamepHomy B Menb3yHreH AT, [0 y3aralbHeHUX JaHnx npo cucTemy
3aXMCHOMY MiLLKY; N0 5 HimeuunHa,; thapmakoHarnsgy (BBegeHHs
3aXMCHUX MILLKIB Y KOHTPO/Ib Cepii: y3ara/ibHeHUX JaHnxX npo cucTemy
KapTOHHI KOpooLi B.BpayH hapmakoHarnagy, amiHa
Menb3yHreH Arl, yMNOBHOBaXeHOT 0cobu, BifnoBiganbHOT
HimeuunHa 3a 3[jiicHeHHs chapmMakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapmakoHarnagy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkauarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3MmiHa KOHTakKTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKa
AnA 3pjicHeHHs hapmakoHarnsgy B
YkpaiHi. [itoua pegakuis: CMpoTUHCbKa
MapuHa tOp'iBHa. lNMponoHoBaHa
pefakuis — J1axoBcbknin Bonognmmp
OnekcaHgpoBuy. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI ocobu
167. OKCANINNATUH | niodini3aT Ans po3unHy MpvBaTHE akuioHepHe Ykpaina Ksiny Kutaii BHECEHHS 3MiH [0 peecTpauinHnx - UA/15924/01/01
Ans iHdysili no 50 mrin TOBapUCTBO «J1eKXiM- PapmaueyTikan marepianis: 3miHu | Tuny -
bulk: 60 dhnakoHiB y XapkiB» (XaiiHaHb) Ko., Ta,. AOMIHICTpaTMBHI 3MiHX. 3MiHa
Kopoo6Li HalimeHyBaHHs Ta/abo agpecu
3anBHUKa (B1acHKKa peectpauiiiHoro
nocBifyYeHHs) 3MiHa HaliMeHyBaHHs Ta
ajpecu 3asBHVKa:
168. OKCANINNATUH | niodinisat Ana po3unHy MpuBaTHe akuioHepHe Ykpaina Ksiny Kutai BHECEHHS 3MiH 10 peecTpavjiinHmx - UA/15924/01/02
ANA iHdy3iii no 100 Mrin | ToBapuCTBO «J1EKXiM- dapmaveyTikan marepianis: 3miHu | Tuny -
bulk: 30 donakoHiB y XapkiB» (XaitHaHb) Ko., /T4, AZMIHICTpaTMBHI 3MiHN. 3MiHa
KOpooLi HalimeHyBaHHs1 Ta/abo agpecu
3asBHUKa (BNacHNKa peecTtpauiiiHoro
NOCBI4YEHHS) 3MiHA HaliMEHYBaHHS Ta
afpecu 3asBHUKa:
169. OKCANINNATUH | nopoLuok Ans AxTasBic rpyn AT IcnaHgis CiHpaH ®apmva CP/1, PymyHis/ BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/6832/01/01
AKTABIC NPUroTYBaHHS PO34MHY PymyHis; ITanisa matepianis: 3miHu Il Tuny - 3MiHW Wo8o peyenmom
Ans iHgysili no 50 mr; 1 AkTasic ITanis 6e3nekn/edeKTUBHOCTI Ta
h1aKOH 3 MOPOLUKOM Y C.n.A,, ltanisa thapmakoHarnagy. BHeceHHs abo

navvj KapToHHIi

3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiiHoro NocBiAYeHHs,




Ne n/n Ha3zsa

dopma sunycKy

3asiBHUK

118

JliKapcbK0O20
3acoby

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

170.

OKCANINNATUH
AKTABIC

NMOPOLLOK AN

AxTasic rpyn AT

IcnaHgis

BK/IOYa0uM MnaH ynpasniHHA
pr3nKamm (3acTocyBaHHS 3MiH(K), Aki(a)
BMMaralTb(€) NogasbLLIoro
00r'pyHTYBaHHA HOBMMW AOAATKOBUM
AaHuMK, WO MatoTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKK
BUMAraeTbCs CyTTEBA OLjiHKa
KOMNeTeHTHUM opraHoM) BrKoHaHHSA
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.13 nyHkty 1 gogatky 15 go Mopsgky
NpoBeAeHHA ekcnepTnsn
peecTpauiiHnx Matepianis Ha nikapcbki
3aco6u, L0 NOAAITLCA Ha AepXKaBHY
peecTpavuito (nepepeecTpauito), a Takox
eKcnepTn3n matepianis Npo BHECEHHSA
3MiH [0 peecTpaviiiHix maTtepianis
npoTArom fii peecTpauiiHoro
NOCBIJYEHHS, 3aTBEPA)KEHOIO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

nocsi0o4YeHHs

171.

OKCUMNPOIECTE

NPUroTyBaHHA PO34nHY
Ans iHgpysili no 100 mr;
1 donakoH 3 MOPOLLKOM Y
nauvj KapToHHIi

PO3YUH ANs1 iH'EKLN,

TOB "®3

CingaH ®apma CP/1,
PymyHis;
AkTasic ITanis
C.n.A,, ITanis

PymyHis/
ITanisa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiiHoro NocBifgYeHHs,
BKAOYatoum MNnaH ynpasiHHA
pv3ukamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nofasibLIoro
06r'pyHTYBaHHSA HOBUMU A0A4aTKOBUM
AaHuMK, WO MaTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAara€eTbCsl CyTTEBA OLLiHKA
KOMNEeTEeHTHUM OpraHoM) ByKOHaHHS
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkty 1 gogatky 15 no Mopsgky
NPOBeAEHHA ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki
3aco6w, Lo NojatTbCs Ha AePXKaBHY
peecTpajiio (NepepeecTpaLiio), a Takox
eKcrnepTn3n MaTepiasiB Npo BHECEHHS
3MiH 40 peecTpauiiHnx maTtepianis
npoTArom fii peecTtpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii

3a
peyerimom

UA/6832/01/02

POHY
KAMPOHAT

oninHWIA 12,5 % no 1 mn

B amnyni; no 10 amnyn y

"BIO®PAPMA"

YkpaiHa

MpAT "BIO®APMA",
YkpaiHa; TOB "3

"BIOPAPMA",

YkpaiHa

Hakaszy MO3 Big 23.07.2015 Ne 460)
BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:

3a
peyenmom

UA/3616/01/01

3MiHW | TMNY - 3MiHKM Woao
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nauui 3 kapToHy; no 1
M/1 B amnyni; no 5
amnyn y 6nictepi; no 2
6nicTepu B nayu;j 3
KapTOoHYy

YkpaiHa

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/isHEHUX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3amiHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BifAMiHHa BiJ, YNOBHOBaXeHOI 0co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (skaovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - NponoHoBaHa
pepakuis — furac fiaHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BiiNOBIAANbHOI 3a 34iACHEHHS
dhapmakoHarnsgy

172.

OKCUTOUMH

PO34MH NS iH'eKUR, 5
MO/mnno 1 mns
amnyrni; no 5 a6o 10
amnyn y nadyi 3
KapToHy; no 1 mn B
amnyni; no 5 amnyny
6nictepi; no 1 a6o 2
6nictepu y nauui 3
KapToHY

TOB "®3
"BIO®PAPMA"

YkpaiHa

MpAT "BIO®APMA",
YkpaiHa; TOB "®3
"BIO®APMA",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHA thapmakoHarniagy;
KOHTaKTHOI 0c06u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, SKLWwo BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3gjlicHeHHs chapmakoHarnsgy: fitoua
pepakuis — Typok B'auecnas
B’auecnasosuy. MNMponoHoBaHa
pefakuis — Qurac [iaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOB&XEHOI 0Cc06M, BifgNoBiganbHOI

3a
peyenmom

UA/1888/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3a 34iiCHeHHs thapmakoHarnsgy

173.

OME3®

kancynu no 40 mr no 10
Kancyn y 6nictepi; no 1
6nicTepy B KAPTOHHIi
Kopobui; no 7 kancyny
6nicTepi; no 4 6nictepu
B KapTOHHI kopobuj

A-p Pepgpic

Na6opaTopic /T4,

IHAis

A-p Pengic

NabopaTopic /Tg,

IHais

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: NpMBeAEeHHA HanucaHHs
YMOB Bignycky B Haka3i MO3 YkpaiHu
Ne 1141 Bipg 15.06.2018 B npoueci
BHECEHHA 3MiH (3MiHu Il Tuny - 3miHa
BVPOGHMKA BUXiZHOr0/MPOMIXXHOTO
NpoAyKTy/peareHTy, Wwo
BVKOPWCTOBYHOTHLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUPOOHUKa
(BKtOYaroum, ae HeobXigHO, Micue
NpoBefEeHHS KOHTPOO sikocTi) APl (3a
BiICYTHOCTI cepTudcpikaTa BiANoBIgHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPMAXEHOMY [OCbE)(BBEAEHHS
HOBOro BMpo6HuKa APl 3 HagaHHAM
MacTep-paiina Ha Adl) - BBefieHHs
[04aTKOBOT AiNbHULI BUpOGHMLTBA AD|
[-p Peppi’c Nabopartopic /Ta (Bigain
XiMIYHUX TEXHOJIOMYHMX onepaLwii,
Biaain V), lHais. BeegeHHs 3miH
npoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS) [0 3aTBEPMKEHNX
peecTpavuiiiHnx MmaTepianis, a came:
pefakuis B Hakasi: 6e3 pevenTa.
3anponoHoBaHa pejakLis: 3a
peuenTom.

3a
peyenmom

UA/0235/02/03

174.

OMTUKC

TabneTku, BKpUTI
NNiBKOBOIO 060/TI0HKOIO;
no 10 TabneTtok y
6nicTepi; no 3 abo no 6
6nicTepis y nayui

AT "KUNIBCbKUI

BITAMIHHUN
3ABOJ"

YkpaiHa

AT "KUIBCbKUI

BITAMIHHWA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis:
3MiHM | TUMY - NOAAHHA OHOB/IEHOTO
cepTugikaTa Bi4nNoBiAHOCTI

€Bponelicbkiii hapmakonei Ne RO-CEP
2012-347-Rev 02 gns 4jro4oi pevyoBuHmn

Zinc oxide Bif BXe 3aTBEPXEHOro
BMPOBHUKA 3i 3MIHO Ha3BM BUPOGHMKA

6e3
peyenma

UA/6929/01/01

175.

MAKNIMEAAK

KOHL,eHTpaT ans
PO34uHy ANns iHdysii, 6
mr/mn no 5 mn (30 mr)
ab6o 16,7 mn (100 mr),
a6o 50 mn (300 mr) y
CKIAHOMY ¢h/1aKoHi; no 1
hnakoHy B KOpooL,i 3
KapTOHY

Megak lesenbluadt

dotop KAiHiwe

LLinevuiansnpenapare

M6X

HimeuunHa

BUPOGHMK, L0
Bignosigae 3a

KOHTPO/b/BUNPOGYB
aHHsA cepii: AkBiga
vm6X, HimeuunHa;

BUPOGHWK, LLIO
Bignosigae 3a
BTOPUHHE
nakyBaHHs:
Komnacl'm6X,
HimeuunHa,;
BUPOGHMK, LLIO
Bignosigae 3a
BTOPUHHE

HimeyuunHa/
Kopes

BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX
marepianis:
BUMPaB/IEHHS TEXHIYHOT NOMWUKMN B
TEeKCTi MapKyBaHHS1 Ha BTOPUHHIl
ynakoBLi (kopobka) hnakoHy no 50 mn
(300 wmr)

3a
peyenmom

UA/12530/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nakyBaHHs,
MapKyBaHHS,
HaHeCeHHs 3axX1CHOT
nNiBKW
(onuioHanbHoO),
KOHTPO/Nb/BUNPOGYB
aHH#A cepii i 3a
BMNycK cepii: Megak
lesenswadT drop
KniHiwe
Lneuiansnpenapar
e M6X, HimeuuunHa;
BVMPOGHWK, LLIO
Bignosigae 3a
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
HaHeCeHHs 3aX1CHOT
nNiBKW
(onuioHanbHoO):
Meg-IKC-MNpecc
mM6X, HimeuunHa;
BMPOGHMK, LLIO
Bignosigae 3a
BMMNycK hopmu in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Nb/BUNPOGYB
aHHs cepii: OHKOTEK
dapma MpoaakLuH
'm6X, HimeuunHa;
BVMPOGHWK, LLIO
Bignosigae 3a
BMNycK chopmu in
bulk,
KOHTPONb/BUNPOGYB
aHHs cepii: CamsaHr
BiochapmaueyTikanc
KopnopeiiwH, Kopest

176.

MNAKNIMEAAK

KOHLeHTpaT Ans
PO34uHy ANns iHdysil, 6
mr/mn no 5 mn (30 mr)
ab6o 16,7 mn (100 mr),
a6o 50 mn (300 mr) y
CKISIHOMY (b/1aKOHi; no 1
hnakoHy B KOpooL,i 3
KapToHYy

Mepak lesenbwadpt
dhrop KniHiwe
Lnevjanbnpenapare
M6X

HimeuunHa

BMPOGHWK, LLIO
Bignosigae 3a
KOHTPONb/BUNPOGYB
aHHs cepii: AkBiga
mM6X, HimeuunHa;
BUPOGHUK, L0
Bignosigae 3a
BTOPVIHHE
nakyBaHHs:

Himeuuunna/
Kopes

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
BUMNpPaB/IEHHS TEXHIYHOI NOMUSIKN Y
MeToZax KOHTPO/IO SIKOCTI, a came y
cneumdikauii 3a n. «4. Bugymble
YyacTuupl»

3a
peyerimom

UA/12530/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Komnacl'm6X,
HimeuunHa,;
BMPOGHWK, LLIO
Bignosigae 3a
BTOPVHHE
nakyBaHHs1,
MapKyBaHHs,
HaHeCeHHA 3axncHol
nniBkn
(onujoHanbHo),
KOHTPO/b/BUNPOOYB
aHH#A cepii i 3a
BUMYCK cepii: Megak
Iesenbwadt drop
KNiHiwe
Lneuiansnpenapar
e M6X, HimeuunHa;
BMPOGHWK, LLIO
Bignosigae 3a
BTOPVHHE
nakyBaHHs,
MapKyBaHHs,
HaHeCeHHA 3axncHol
nniBkn
(onujoHanbHo):
Meg-IKC-pecc
'mM6X, HimeuunHa;
BMPOGHWK, LLIO
Bignosigae 3a
BMNycK chopmu in
bulk, nepeunHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHs,
KOHTPO/b/BUNPOOYB
aHHs cepii: OHKOTeK
Papma NMpogakLuH
vm6X, HimeuunHa;
BUPOGHWK, LLIO
Bignosigae 3a
BUNycK oopmm in
bulk,
KOHTPO/b/BMNPOGYB
aHHsA cepii: CamsaHr
BiothapmaveyTikanc
KopnopeiiwH, Kopes

177.

NMAHKPEATUH
DOPTE

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI in bulk
Ne 800: no 10 TabneTok

MAT "BiTamiHn"

YkpaiHa

MAT "BiTamiHn"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TURY - 3MiHa Nepiogy MOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHs abo

UA/11376/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

y 6nictepi; no 80
6nictepis y Kopobu,i

ymoB 36epiraHHs A®| - 3miHa B ymoBax
36epiraHHA A®I MaHkpeaTuH.
MponoHoBaHa pefakuis: YMosu
36epiraHHsA: B LWiIbHO 3aKpUTUX
ynakoBkax B 3axXuLLEeHOMY Bif CBiTNa i
BOSIOTY MicLj, npy Temnepatypi 25°C i
HuXYe

178.

NMAHKPEATUH
DOPTE

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI no 10
Tabnetok y 6nictepi; no
2 abo no 5 6nictepis y
nauuj 3 KapToHy

MAT "BiTamiHn"

YkpaiHa

MAT "BiTamiHn"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiitHmx
marepianis:
3MiHM | TURY - 3MiHa Nepiogy MOBTOPHUX
BUNpo6yBaHb/nepiogy 36epiraHHsA abo
ymoB 36epiraHHss A®| - 3miHa B ymoBax
36epiraHHA A®I MaHkpeaTuH.
MponoHoBaHa pefakuis: YMoBu
36epiraHHsA: B LWiIbHO 3aKpUTMX
yrnakoBKax B 3aXuLLEeHOMy Bif cBiTNa i
BOJIOrM Micui, npy Temnepartypi 25°C i
HUXYe

6e3
peuyenma

UA/0337/01/01

179.

MAHTONPA30/
€BPO

TabneTku, BKpUTI
KMLUKOBOPO34MHHOIO
060/10HKO0, 10 40 Mr Mo
10 TabneTok y 6nicTepi;
no 1 a6o 2, a6o 3
6nicTepy B KOpoo6Lii 3
KapToHYy

"HOHIK
PapmacboTuKan
Nab6opaTopis"
(BiofineHHs dipmun
"x.B. Kemikans eHg
PapmacboTrKan3
nrp.)

IHAjs

FOHiK
PapmacboTuKan
JTabopatopi3
(BipaineHHs chipmu
"Ix. b. Kemikan3s
eHa
dapmacboTrKan3
)

IHAjA

BHECEHHS 3MiH 10 peecTpaviitHmx
mMartepianis: 3miHu Il TMny - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BHeceHHs abo
3MiHa(K) 40 3060B'A3aHbL Ta YMOB
BMAaui peecTpaviiiHoro noceigYeHHs,
BK/IOYatoum MnaH ynpasniHHA
pu3nkKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaraTb(€) NogasbLLOro
00r'pyHTYBaHHA HOBMMW AOAATKOBUM
JaHuMK, WO MatoTb HadaBaTucs
KOMMETEHTHWM OpraHoM, OCKiSIbKu
BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNeTEeHTHUM opraHoM) BrKoHaHHSA
3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
popatky 15 no lNMopagky nposefeHHsA
eKcnepTun3n peecTpavuiiniH1x MaTepianis
Ha nikapcbki 3ac06u, L0 NOAAITLCS Ha
[epXaBHy peecTpavjito
(nepepeecTpadito), a TakoX ekcnepTnsmn
marepianis NPo BHECEHHA 3MiH 40
peecTpavuiiHux maTepianis NpPoTArom aii
peeCTpaLiiniHOro NocBiAYEHHS,
3aTBepxeHoro Hakasom MO3 Bifg,
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460).

3a
peyenmom

UA/11508/01/01

180.

MErACIC®

PO34uH ANs iH'ekuind, 135
Mkr/0,5 Mnno 0,5mne 1
nonepeaHbLO

HanoBHEHOMY LUMPUL Ta

®.XohpmaHH-/15 Pow
nTa

LLiBeiiuapis

®.XohpmaHH-/1a
Pow /itg,

LBeiiLapis

BHECEHHS 3MiH 10 peecTpavjiinHmx
marepianis: 3miHu Il Tmny - 3miHK Woao
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnsay. 3MiHm y

3a
peuyenmom

UA/14223/01/02
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
1 CTEpUIbHOIO FOJIKOI0 TepaneBTUYHMX MOKa3aHHAX
Ons iH'ekuii (ronka gns (8opaBaHHA HOBOro TepaneBTUYHOIO
iH'eKLili BKNaaeHa B nokasaHHsa abo 3miHa y 3aTBepaKeHOMY
naacTmMacoBwuii nokasaHHi) 3mMiHV BHECEHO [0 iHCTPYKLiT
KOHTelHep) B KAPTOHHiIl AN MeAUYHOro 3acToCyBaHHs
Kopoo6Li nikapcbKoro 3acoby fo po3gainis
"MokazaHHsA", "OCco6MBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta gosun", "Oitn" (goaasaHHA
iHdhopmawuii), "MobiuHi peakwyji”.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepiKeHHs
181. MErACIC® pO3uunH ANs iH'ekuiin, 180 | d.XoddpmaHH-/19 Pow | LUBeiiuapis ®.XohcpmaHH-/15 LBeiiuapis BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/14223/01/03
MKr/0,5mMnno 0,5mnB 1l ntp, Pow Ntg, mMartepianis: 3miHu Il TUny - 3MiHKU LWOA0 peuenmom
nonepegHL0 6e3nekn/edeKTMBHOCTI Ta
HanoBHEHOMY LUNpULi Ta thapmakoHarnsgy. 3MiHu y
1 CTepUbHOLO FOJIKOI0 TepaneBTUYHMX MOKa3aHHSX
ANns iH'ekuin (ronka gns (oopaBaHHA HOBOTO TEpanNeBTUYHOIO
iH'ekuili BK1ageHa B nokasaHHs abo 3miHa y 3aTBepIXEHOMY
nnacTmacoBuii nokasaHHi) 3MiHW BHECEHO A0 iHCTPYKL,i
KOHTEHep) B KAPTOHHIi 0151 MeMYHOro 3aCToCyBaHHSA
Kopoo6Li nikapcbKoro 3acoby A0 po3Ainis
"MokaszaHHs", "OcobnnBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS
Ta gosun", "Oitn" (gogaBaHHSA
iHhopMawit), "Mo6ivHi peakuii”.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepAKeHHs
182. NEHTANTIH ®C kancynu, no 10 kancyn y TOB "®apma Crapt” YkpaiHa TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/10881/01/01
EKCTPA 6nicTepi; no 1 abo 2 marepianis: peyenmom
KAMNCynn 6nicTepy B KapTOHHIiA 3MiHY | Tuny - 3MiHK 3 AKkocTi. FoToBWiA

nauui

nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI
(iHLWi 3MiHW) - BHECEHHS 3MiH A0
po3ainiB peecTpauiiHoro fochbe,
3.2.P.3.3. Onuc BnpobHMYoro npovecy
Ta KOHTpo/to npouecy. Ta 3.2.P.3.4.
KOHTPO/b KPUTUYHWX CTagin i
NPOMIXHOI NPOAYKLT, y 3B'A3KY 3
HeoOXiAHICTIO YTOUYHEHHS iHopmaLi
CTOCOBHO HaHeCeHHs1 Homepy cepii Ta
TepMiHy NpuaaTHOCTI Ha CTazisax
«PacyBaHHA» Ta «YnakoBkay, L0
06yMOB/IEHO TEXHO/IOTYHOO
MOX/IMBICTIO HAHECEHHS HOMepY cepil
Ta TepMiHy NpuaaTHOCTI — METOA0M
OPYKY B [JONOBHEHHA [0 MeTOo4y
HaHeCeHHs BITUCKY; BHECEHHS 3MiH [10
po34iny peecTpayjiiiHoro Aocbe,
3.2.P.3.5. Banigauist npouecy Ta/abo
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

0ro ouiHKa, y 3B’s13Ky 3 HEOOXigHICTIO
KopuryBaHHsl cxemu Bastigawi
TEXHO/OrYHOro NpoLecy BUPO6HULITBA
CTOCOBHO KOHTPO/IbHMX TOYOK, & came
nepeHeceHHs NokasHukiB 3i cTagii: 1
OpHopigHICTb BMICTY (KodheiHy, koaeiHy
docdhaty Ta cheHobapbiTany) 3
rpaHynATy Ha KiHLeBy CymiLl
(tabneTtkoBa maca); 2. KinbkicHe
BU3HauYeHHA (napaueramors], aHasbriH,
KogheiH, heHobapbiTan, kogeiHy
docchar) 3 rpaHyATY Ha KiHLEBY CyMiLL
(TabneTtkoBa maca). Ctagis
«KanibpyBaHHs Ta onyAproBaHHSA
rpaHyn» € OCTaHHbO CTaZED, Lo
nepegye noginy 3arasibHoi Macu Ha
[,030BaHi 0AMHULI Y 3B’A3KY 3 UM
KOHTPO/Ib KPUTWUYHUX NOKA3HWKIB AKOCTI
«OAHOPIZHICTb BMICTY» Ta «KinbkicHe
BU3HAUYEHHS» 15 KiHLEBOI CyMiLLi
(TabneTkoBoi Macu) fO3BONUTL B
MaKkCMMaslbHOMY CTyneHi
oxapakTepu3yBaTl FOMOTEHHICTb i
HeoO6XiAHUI BMICT Ail0UMX PEYOBVH B
pamkax 06’emy BCi€el cepil. Takox
TabneTkoBa Maca BOJOZi€ KpaLLmm
TEXHONOMYHNUMMN B/IACTUBOCTAMM, LLO
[103BO/ISIE OTPMMATV MakCUMasibHO
penpe3eHTaTVBHWI 3pa3ok B paMkax
iCHyrOUMX MeTogiB Big60opy Npo6. 3MiHK
[03BO/ATb NIABULLNTY PiBEHb
BMEBHEHOCTI BiJHOCHO eDeKTUBHOCTI
TEXHOJI0MYHOro Npouecy Ta AKOCTI
BMPOGNEHOI NpoAyKuii. 3MiHW He
CTOCYIOTbCS TEXHOOTYHOr0 NpoLecy
BMPOGHULITBA, & TifIbKN NepeHeceHHs
TOYOK KOHTPOJO

183.

MEHTA/TTIH ®C
EKCTPA
KAMCynn

Kancynu in bulk: no 3 kr
Karcyn B
nonieTNeHoBUxX
nakeTax B KOHTeliHepax

TOB "®apma Crapt”

YkpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHY | TUny - 3MiHK 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI
(iHLWi 3MiHW) - BHECEHHSA 3MiH A0
po34iniB peecTpauiiHoro focChbeE,
3.2.P.3.3. Onunc BnpobHMYoro npovecy
Ta KOHTposto npouecy. Ta 3.2.P.3.4.
KOHTPO/b KPUTUYHNX CTagIf i
NPOMIXHOI NPOAYKLT, y 3B'A3KY 3
HeOoOXiAHICTIO YTOUYHEHHS iHdhopmaLii
CTOCOBHO HaHeCeHHs HoMepy cepii Ta
TEpMiHy NpuAATHOCTI Ha cTazisax

UA/10882/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

«dacyBaHHA» Ta «YnakoBka», L0
06YMOB/IEHO TEXHO/IOMNYHO0
MOX/IMBICTIO HAHECEHHS HOMepy cepil
Ta TepMiHy NpuaaTHOCTI — METOA0M
APYKY B JONOBHEHHS A0 MeToAy
HaHeCceHHs BIATUCKY; BHECEHHS 3MiH [0
po34iny peecTpayiiiHoro Aocbe,
3.2.P.3.5. Banigauis npouecy Ta/abo
0ro ouiHKa, Y 3B’A3Ky 3 He0OXiaHICTIO
KOpUryBaHHs cxemu Banigauii
TEXHOMOrIYHOro NpoLecy BUPO6HMLTBA
CTOCOBHO KOHTPOJ/IbHWX TOYOK, a came
nepeHeceHHs NoKasHUKIB 3i cTagji: 1
OpfHopigHICTb BMICTY (koheiHy, KoaeiHy
occhaty Ta heHobapbiTany) 3
rpaHysniATy Ha KiHLEeBY CyMill
(TabneTtkoBa Maca); 2. KinbkicHe
BM3HA4YeHHs (MapaueTamorn, aHasbriH,
KodpeiH, cheHobapbiTasn, kogeiHy
hocpart) 3 rpaHynATY Ha KiHLEBY CyMiLll
(tabneTtkoBa maca). Ctagis
«KanibpyBaHHs Ta onyapioBaHHs
rpaHy/i» € OCTaHHbOI CTafjelo, Lo
nepegye noginy sarasibHol Macu Ha
[,030BaHi OAUHUL Y 3B'A3KY 3 UM
KOHTPO/Tb KPUTUYHMX NOKA3HWKIB SKOCTI
«OAHOPIAHICTb BMICTY» Ta «KinbkicHe
BV3HAYEHHS» [/15 KIHLEBOI CyMiLLi
(TabneTkoBoi Macu) fO3BONNUTL B
MakcyMasibHOMY CTyneHi
oxapakTepu3yBaTh FOMOTrEHHICTb |
HeoObXiAHWUIA BMICT Ajl0uMX PEeYOBUH B
pamkax 06’emy BCi€el cepii. Takox
TabneTkoBa Maca BOJIOZi€ KpaLmm
TEXHONOTYHNMY BNACTUBOCTSAMY, LLO
[03BO/ISIE OTPMMATUN MaKCUMasbHO
penpeseHTaTVBHWI 3pa3oK B pamkax
iCHytOUMX MeToZiB Big6opy Npo6. 3MiHK
[03BONATH NIABULLNTA PiBEHD
BMEBHEHOCTI BiHOCHO eDeKTUBHOCTI
TEXHOMNOTIYHOro NpoLecy Ta SKoCTi
BMPOGNEHOI NPOAYKLii. 3MiHU He
CTOCYIOTbCSl TEXHOMOTYHOr0 npoLecy
BUPOGHMLTBA, & TifIbK NepeHeceHHs
TOYOK KOHTPO/THO

184. MEPCEH® TabneTku, BKpUTI CaHpo3 CnoBeHis BMPOGHULITBO in CnoBeHis BHECEHHS 3MiH O peecTpavLjiiiHnX 6e3 UA/9536/01/01
060/10HKO10, o 10 $apmacbloTiKans g.4. bulk, nakyBaHHs1, marepianis: peuyenma
TabneTok y 6nictepi; no BUMYCK cepii: Jlek 3MiHM Il TRy - 3miHK 3 AkocTi. AdI -
4 6nicTepun y KapTOHHIi dapmaveBTUyHa OHoB/ieHHs ASMF Ha gitouy peqyoBuHy

Kopobui KOMnaHia a.4., Peppermint dry extract 0,8%.




127

Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

CnoBeHis; BigbyBaeTbcs 3miHa Ha3Bu Ad|
nakyBaHHs, BUMYCK BignoBigHO A0 MoHorpadii EP.
cepii: Jlek [lonoBHeHa iHdopmMaList Wwoao

PapmaLeBTnyHa POCNNHHOI cybCcTaHLji, a Takox po3giny
KoMnaHisa 4.4., «[lomiLLkm» iHdhopmaLient Wwoao

CnoseHis necTuumais i adnaTokcuHiB. [JonoBHeHa

iHchopmauis WoA0 AONOMIKHMX
PEYOBVH B EKCTPaKTi. Takox
Bi6yBa€eTbCA 3MiHa B cnevudikawii
OO KiIbKOCTI PO3MapUHOBOT KUCMOTW.
BunyyeHHs BUNpobyBaHHA Ha BMIiCT
mMeTaHosy (He BUKOPUCTOBYETLCS B
npoueci BUpobHULTBA), PO3Mip 4acToK
(nepeHeceHo a0 po3ainy
«BnactuBocTi»), apceHy (BignoBsigHO Ao
HafaHux faHunx). BeegeHo
crneundikaLito BUXiAHOT CUPOBUHN.
MpeacTaBneHHs BanigauiiHnx faHnx
BiNOBIAHO 4O OHOB/IEHUX METOAIB
KOHTPO/10. [IONOBHEHHS MOX/MBOCTI
BMKOPUCTaHHA pob0o4oro craHgapTHOro
3pasky. 36ibLIEHHS TEPMiHY B MaHi
[ocnimpkeHHs ctabinbHocTi 3 36 fo 60
MiCALIB; 3MiHM |l TUMY - OHOBNEHHSA
ASMF Ha pjtouy peyoBuHy Melissa dry
extract 4%. BigbyBa€eTbcsa 3MiHa Ha3Bu
A®I BignosigHo fo moHorpadii EP.
BuyyeHHsI KOHTPaKTHOT BUPOBHUYOI
OinbHuUi Avogadro. [lonoBHeHa
iHchopmavis Wwofo pocAMHHOT
cy6CTaHUil, a TakoxX po3ainy «Jomilkm»
iHchopmalieli Wwoao necTmumais i
athnatokcuHis. jonoBHeHa iHhopmauis
LLOA0 [OMNOMDKHUX PEYOBUH B
eKcTpakTi. Takox BigbyBaeTbCsA 3MiHa
cneuudikaLii Woao KinbKocTi
PO3MapuHOBOI KNC/IOTU. BunyyeHHsA
BMNPOGYBaHHSA Ha BMICT MeTaHosy (He
BMKOPUCTOBYETLCA B NPOLEC
BMPOGHULITBA), PO3MIp Y4aCTOK
(nepeHeceHo a0 po3ainy
«BnacTnBoCTi»), HeopraHiyHoro 6pomy (
MeToZ BiACyTHii 3apa3 B EP), apceHy
(BigNOBIAHO [0 HafaHWX AaHKX). 3MiHa
MeTOAVKN BU3HAYEHHS 3a/IMLLKOBMX
KiNIbKOCTEW OpraHiyHNX PO3YNHHWKIB.
BeeneHo cneuudikauito BUXigHOT
CUpoBUHW. NpeacTaBneHHs
BaslifauiiHnX AaHuX BignoBigHO A0
OHOB/IEHUX METOZIB KOHTPOSIO.
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[JlONOBHEHHSA MOX/IMBOCTI BUKOPUCTaHHSA
po60o40ro cTaHAAPTHOTO 3pasky; 3MiHN
Il TNy - oHoBNEHHSA ASMF Ha pitouy
peuoBuHy Valerian dry Extract 0,4%.
BinbyBaeTbcs 3miHa Ha3Bu Ad|
BiANOBIAHO A0 MoHorpadii EP.
[onoBHeHa iHdopmMaLisi Wwoao
POCIMHHOI cybCTaHLii, a Takox po3ainy
«Jomilkn» iHchopmalLlieli wopao
necTyuuaiB i adnaTokcuHiB. [JlonoBHeHa
iH(bopMmaLis Woa0 [ONOMDKHUX
PEeYOBUH B €KCTPaKTi. Takox
BiGyBa€eTbCA 3MiHa B cnevudikawii
LLLOA0 KiSIbKOCTi CecKBiTEPNEHOBUX
KMCNOT. BUnyyeHHs BUNpoGyBaHHS Ha
BMICT MeTaHoy (He BUKOPUCTOBYETLCSA
B NpOLLeCi BUPOGHMLITBA), PO3MIp 4acTOK
i HacunHa rycTuHa (nepeHeceHo Ao
po3ainy «BnacTtuBocTi»), apceHy
(BiANOBIAHO [0 HafaHUX AaHUX).
MapameTp «BTpaTa npu BUCYLLYBaHHI»
3aMiHIOETbCA Ha napameTp «Boga»
BignoBiaHO o EP. 3miHa MeToanku
BU3HAYEHHS 3a/IMLLKOBYX KiflbKOCTEN
OpraHiYHUX Po34MHHUKIB. BBEAEHO
crneundikaLito BUXiAHOT CUPOBUHN.
MpeacTaBneHHs BanigauiiHnx faHnx
BiNOBIAHO 4O OHOB/IEHUX METOAIB
KOHTPO/10. [IONOBHEHHS MOX/MBOCTI
BMKOPUCTaHHA pob0o4oro craHgapTHOro
3pasky

185.

NMEPCEH®
DOPTE

Kancynu teepai Ne 20
(10x2) y 6nictepax

CaHpo3
dapmacbloTikans g.4.

CnoBeHisa

Nek
dapmaLeBTnyHa
KOMnNaHis 4. a.

CnoBeHisi

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHuW Il Tuny - 3MiHKW 3 AkocTi. ADI.
Bypo6HMLTBO (iHLLI 3MiHW) - OHOBEHHS
ASMF. BigbyBaeTbcs 3miHa Ha3su Ad|
B ASMF BignosigHo fo MoHorpadii EP.
[onoBHeHa iHthopmaLis Lwono
POCNNHHOT cybCTaHLji, a Takox po3giny
«JlomiLLKn» iHdhopMaLien Wwoao
nectuumais i adpnaTokcuHis. JonoBHeHa
iHchopmauis WoA0 AONOMIKHMX
PEYOBVH B EKCTPaKTi. Takox
BiAbyBa€eTbCA 3MiHa B cnevudikauii
LLIOAO KiIbKOCTi PO3MapMHOBOI KUCNOTHW.
BunyyeHHss BUNpobyBaHHSA Ha BMIiCT
MeTaHosy (He BUKOPUCTOBYETLCH B
npoueci BUpo6HULTBA), PO3MIp YaCTOK
(nepeHeceHo Ao po3giny
«BnactmBocCTi»), apceHy (BignoBigHO A0

6e3
peyenma

UA/2838/02/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

HafaHux faHunx). BeegeHo
crneundikaLito BUXiAHOT CUPOBUHN.
MpeacTaBneHHs BanigauiiHnx faHnx
BiNOBIAHO 4O OHOB/IEHUX METOAIB
KOHTPO/10. [IONOBHEHHS MOX/NBOCTI
BMKOPUCTaHHSA pobo4oro ctaHgapTHOro
3pasky. 36ibLIEHHS TEPMiHY B MaHi
[ocnimpkeHHs ctabinbHocTi 3 36 fo 60
MicALiB; 3MiHW I TUNY - 3MiHN 3 AKOCTI.
A®|. Bupo6bHMLTBO (iHLWi 3MiHW) -
oHoBNeHHss ASMF. BigbyBaeTbcs 3MiHa
Ha3su A®I BiANOBIAHO A0 MOHOrpadii
EP. BunyyeHHA KOHTpakKTHOI
BMPOGHMYOI AinbHUL Avogadro.
[lonosHeHa iHdopmaLis Wwoao
POCNNHHOT cybCcTaHLji, a Takox po3giny
«JlomiLLkm» iHdhopmaLient Wwoao
nectmumais i adpnaTokcuHIB. [JonoBHeHa
iHthopmauis WoA0 AONOMIKHMX
PEYOBVH B €KCTPaKTi. Takox
BifbyBaeTbCA 3MiHa cneumdikauii Wwoao
KiNIbKOCTi PO3MapyHOBOI KNCOTW.
BunyyeHHs BUNpobyBaHHA Ha BMIiCT
MeTaHosy (He BUKOPUCTOBYETLCS B
npoueci BUpobHULTBA), pPO3Mip 4acToK
(nepeHeceHo a0 po3ainy
«BnacTnBoCTi»), HeopraHiyHoro 6pomy (
MeToz BiACyTHii 3apa3 B EP), apceHy
(BigNOBIAHO [0 HafaHWX AaHKX). 3MiHa
MeTOAVKN BU3HAYEHHS 3a/IMLLKOBMX
KifIbKOCTEW OpraHiyHnX PO34NHHKKIB.
BeeneHo cneuudikauito BUXigHOT
CMpOBUHW. lNpeacTaBneHHs
BaslifauiiHnX AaHuX BignoBigHO A0
OHOB/IEHUX METOZB KOHTPONIO.
JlONOBHEHHS MOX/IMBOCTI BUKOPUCTaHHS
po6040ro CTaHAAPTHOTO 3pasky; 3MiHN
Il TMny - 3miHK 3 AkocTi. API.
Brpo6HMUTBO (IHLLI 3MiHW) - OHOBEHHSA
ASMF. BigbyBaeTbcs 3miHa Ha3su Ad|
BignoBigHO A0 MOHorpadii EP.
[lonosHeHa iHdopmaLis Wwoao
POCNNHHOI cybCcTaHLji, a Takox po3giny
«JlomiLLkm» iHdhopmaLien Wwoao
nectmumais i adpnaTokcuHIiB. [JonoBHeHa
iHthopmauis WoA0 AONOMIKHMX
PEYOBVH B €KCTPaKTi. Takox
BiA6yBa€eTbCA 3MiHa B cnevudikawii
LLIOAO KifIbKOCTi CECKBITEpNeHOBKX
KMCNOoT. BunyyeHHs BUNpo6yBaHHS Ha
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20

Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

BMICT MeTaHoy (He BUKOPUCTOBYETLCSA
B NpoLLeCi BUPOGHMLITBA), PO3MIp 4acTOK
i HacunHa rycTuHa (nepeHeceHo Ao
po3ainy «BnacTtnBocTi»), apceHy
(BiANOBIAHO [0 HafaHUX AaHUX).
MapameTp «BTpaTa npu BUCYLLYBaHHI»
3aMiHIOETbCA Ha napameTp «Boga»
BignoBiaHO o EP. 3miHa MeToanku
BU3HAYEHHS 3a/INLLKOBYX KiflbKOCTEN
OpraHiYHUX Po34MHHUKIB. BBEAEHO
crneundikaLito BUXiAHOT CUPOBUHN.
MpeacTaBneHHs BanigauiiHnx faHnx
BiNOBIAHO 4O OHOB/IEHUX METOAIB
KOHTPO/10. [IONOBHEHHS MOXNBOCTI
BMKOPUCTaHHSA pob0o4yoro craHgapTHOro
3pasky
YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiHmx 6e3 UA/0365/01/01
PapmaLeBTnyHa marepianis: 3miHu | Tuny - peyenma

thabpuka "Biona" AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AisiSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaun
AiNbHULI BUNYCKY cepii abo micue
NpPOBeEeHHA KOHTPOJO SKOCTI.
(gisanbHICTB, 3a Ky Bignosigae
BMPOGHMK/IMIOPTEP, BKIOYAOUN BUMYCK
cepiii) 3miHa agpecu BupobHuka MpAT
dapmaueBTnyHa habpuka "Biona”,
Ykpaina, 6e3 3miHW micus BUpobHuULTBA
(3miHa Ha3Bu Bynuuj). BBeeHHs 3MiH
npoTAarom 3-x MicsALis nicas
3aTBEPMKEHHSA. 3MiHuM | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHsi Ta/abo agpecu
3asiBHMKa (B/1acHMKa peecTpauiiiHoro
noceigyeHHs) 3MiHa agpecy. BBegeHHs
3MiH NpOTArom 3-X MicsAuiB nicns

186. NEPLUIO eKCTpaKT pigkuii no 25 MpAT YkpaiHa MpAT

BOAAHOIoO My donakoHax ; no 25 dapmaueBTUYHA
EKCTPAKT My donakoHi; no 1 chabpvka "Biona"
dhnakoHy B naywi

3aTBEPKEHHS.

187. nNeTon Tabnetku no 50 mr no 10 | CEM ®dapmacbioTikasc Kinp Mab'aHiLbknii Monbwa BHECEHHS 3MiH 10 peecTpaviiniHmx 3a UA/15004/01/01
Tabnetok y 6nictepi; no Nimiteq hapmaLleBTUYHNI marepianis: peuenmom
3 abo 6 6nicTepis B 3aBog Monbtha A.T. 3MiHu Il TMny - 3MiHa BUPOGHMKa
KapTOHHI ynakoBLi

BUXiAHOrO/NPOMIXHOro
NpoAyKTy/peareHTy, Wwo
BVIKOPVCTOBYIOTbCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpPOOHUKa
(BKnovaroum, ae HeobxigHO, Micue
NpoBefEeHHS KOHTPOto sikocTi) APl (3a
BifICYTHOCTI cepTudikara BifgnoBigHOCTI
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
€Bponelicbkin hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS
HOBOro BMpOo6HUKa APl 3 HafaHHAM
mMacTep-haiina Ha Adl) - BBeeHHS
[04aTKoBOro BMpo6bHuka A®I. 3miHa
BHOCUTbCSA 3a4/151 3a6e3neyeHHs
6e3nepeobiiiHoro nocradaHHs Al
188. nNeTON Tabnetkun no 100 mr no CEM dapmacbloTikasnc Kinp Mab6'saHiLbKui Monbla BHECEHHS 3MiH [10 peecTpaLjiitHmx 3a UA/15004/01/02
10 Tabnetok y 6nictepi; Nimiten hapmaLleBTUYHNI marepianis: peyenmom
no 3 abo 6 6nicTepis B 3aBog Monbcha A.T. 3MiHu Il Tuny - 3MiHa BUpPOGHMKa
KapTOHHI ynakoBLi BUXIAHOrO/NPOMIXXHOr0
nNpoAayKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY
npoueci A®l, a6o 3MiHa BUPOGHMKa
(BrntOvaroun, ae HeobxigHo, MicLe
NpoBeAEeHHS KOHTPOsto sikocTi) APl (3a
BICYTHOCTI cepTudikata BignoBiAHOCTI
€sponelicbkin dhapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS
HOBOro BMpPO6GHUKa A®| 3 HagaHHAM
macTtep-haiina Ha A®l) - BBeeHHs
[04aTKoBOro BMpobHuka A®I. 3miHa
BHOCWTbCS 384715 3a6e3neyeHHs
6e3nepebiiiHoro nocrayaHHs Al
189. MPEBEHAP® 13/ | cycneHsis gns iH'exuii Mdpaizep Eiy.Ci.Mi. CLWA Baet Benuka BHECEHHS 3MiH 10 peecTpavjiinHmX 3a UA/15864/01/01
PREVENAR® 13 no 1 gosi (0,5 mn) y Kopnope#iwH dapmaceyTuKasnc, BpuTtaHis/ marepianis: peuenmom
BAKUMHA nonepegHL0 Benuka BpuTaHis; CLWA 3MiHY | TUNY - BUNYYEHHS BUPOGHUYOI
NMHEBMOKOKOB HanoBHEHOMY LLNPUL; Mdpaiizep IpneHg, OiNbHULI (BKNOYAKOUY AiNTbHULI ANs
A no 1 nonepegHLO PapmaceyTukanc, A®I, npomiXHOro npoaykTy abo
MONICAXAPUAH | HanoBHeHOMy LUApULY IpnaHgis; Baet rOTOBOrO /iKapCbkoro 3acoby, AiNbHUL
A Ta OfHIi BifOKPEMIEHIN dapmaceyTukan NS NPOBELEHHSA NaKyBaHHS,
KOH'FOTOBAHA ronui B LisbkH Baet XongiHr BMPO6HMKA, BIAMNOBIAA/ILHOIO 3a BUMYCK
(TPUHAAUATUB iHAVBiAyanbHOMY YoXAi KopnopefiH, cepiid, MmicLe NpoBeAeHHS KOHTPO/HO
ANEHTHA y 3aKpuTOMy [OYipHE cepil) abo nocTavanbHVKa BUXIGHOTO
AACOPBOBAHA) | nnacTtukoBomy nigNPUEMCTBO martepiany, peareHTy abo AOMNOMDKHOT
KOHTeliHepi; no 1 Mdpairzep IHk., CLUA; PEeYOBUHM - BUAANEHHS NiHIT 4
nnacTMKoBOMY BakcTep HanoBHEHHS WNpuLiB y 6yaisni C
KOHTeHepi y KapTOHHii dapmaceyTukan
Kopoo6Li ContowmHe JI1C,
CLIA
190. APEAHITON Kpem, 0,25 % no 10, [Jepmadchapm Al HimeuunHa Mi6e FmeX HimeuunHa BHECEHHS 3MiH 10 peecTpavLiiHnx 3a UA/10283/03/01
abo 30r,a6050r1Yy ApuHalimiTTenb marepianis: peyenmom

Ty6i; no 1 Ty6i B
KapTOHHI nauj

3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu
00 y3ara/ibHEHNX JaHuX Mpo cucTemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnX Npo cucTemy
cthapmakoHarnsgy, 3miHa
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

yMNOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa A1 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BifiMiHHa Bif, YNOBHOB&XeHOI 0co6M,
BiANOBiAa/IbHOT 32 3AiACHEHHS
thapmakoHarnagy (skiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsagy) - 3mMiHa KOHTakTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa
[AnA 3pjicHeHHs hapmakoHarnsgy B
YKkpaiHi. NponoHoBaHa pejakuis —
Banabaw Bitaniii Mukonaiiosuy. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOI 0co6u

191.

NMPEAHITON

masb, 0,25% no 10 r,
a6o 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHIN nayui

Lepmachapm Al

HimeyunHa

Mi6e Mm6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edpeKkTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHA thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3miHa KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asaBHUKa
[Ans 3piicHeHHs hapMakoHarnsgy B
YkpaiHi. [jitova pegakuis - MapTuHioK
Onbra BorgaHiBHa. MNponoHoBaHa
pepakuisi — banabalu Bitanii
MwkonainoBny. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0co6m

3a
peyenmom

UA/10283/02/01

192.

NMPEAHITON

XUpHa mMasb, 0,25 % no
10r,a6030r,a60 50 r
y Ty6i; no 1 Ty6i B
KapTOHHIN nayui

Oepmacapm Al

Himeuunna

Mi6e Fm6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHuX Mpo cucTemy

3a
peyenmom

UA/10283/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3as1BHVKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BifAMiHHa Bif, YNOBHOB&XeHOI 0co6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnagy (skaovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsagy) - 3mMiHa KOHTakTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa
[AnA 3pjicHeHHs hapmakoHarnsgy B
YkpaiHi. [itoya pefakuist - MapTUHIOK
Onbra boraaHiBHa. MNponoHoBaHa
pepakuis — banabaw Bitanii
MukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu

193.

APEAYKTAN®
MR

TabneTku, BKpUTI
NAiBKOBOK 060/10HKOIO,
3 MogucpikoBaHUM
BUBINIbHEHHAM Mo 35 Mr;
no 30 TabneTok y
6nicTepi; no 2 6nictepn
y KOpobLj 3 KapTOHY

TOB "CepB'e Ykpaina"

YkpaiHa

NabopaTtopii Ceps' €
IHaacTpi, ®paHLis;
AH®OAPM
MignpuemcTeo
dPapmaueBTuyHe AT,
MonbLla

dpaHuis/
MonbLa

BHECEHHS 3MiH O peecTpavLjiiniHnx
mMartepianis: 3miHu Il TUny - 3MiHKU LWOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo
3MiHa(K) 40 3060B'A3aHbL Ta YMOB
BMAaui peecTpavyiiHoro NocBigYeHHs,
BK/IOYatoum MnaH ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaratTb(€) NogasbLLIOro
00r'pyHTYBaHHA HOBMMW AOAATKOBUM
JaHumMK, WO MatoTb HadaBaTucs
KOMMETEHTHWM OpraHoM, OCKiSIbKu
BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrKoHaHHS
30060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
2.3 nyHKTY 2 gopatky 15 no Mopsagky
NpOBeAEHHA ekcnepTnsn
peecTpauiiiHMx MaTepianis Ha Nikapcbki
3aco6u, L0 NOAATLCA Ha AepXaBHY
peecTpavuito (nepepeecTtpaLito), a Takox
eKcnepTn3n matepianis Npo BHECEHHSA
3MiH [0 peecTpaviliiHix maTtepianis
npoTArom fii peecTtpaduiiHoro
NOCBI4YEHHS!, 3aTBEPAKEHOrO HAaKa3om
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/3704/02/01

194.

MPOreCTEPOH

PO34unH ANS iH'EKLiR
oniviHniA 1%, no 1 mn B

TOB "®3
"BIOPAPMA"

Ykpaina

TOB "®3
"BIOPAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpayinHnX
Matepianis: 3MiHu | Tuny -

3a
peyenmom

UA/3556/01/01




Ne n/n

Hassa

134

JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

195.

MPOrHOBA

amnyni; no 5 amnyny
6nicTepi, no 2 6nictepu
B NnayLi 3 KApTOHY

TabneTku, BKpUTI

AIMiHICTpaTMBHI 3MiHWN. BunyyeHHs
BMPOOHUYOT AiNbHULI (BKNHOYaUN
AinbHuui ana A®Il, npoMixHoro
npoAyKTy abo roToBoro NikapcbKoro
3aco0by, AiNbHUL 4719 NPOBEeAEHHS
nakyBaHHs, BUPOOHMKa,
BiAMNOBIAaUTbHOrO 3a BUMYCK Cepiii, MicLe
NpOBELEHHS KOHTPOJIH cepii) abo
noctavajibH1Ka BUXigHOro martepiasny,
peareHTy abo 4OMOMIKHOT peYOBUHN
(SKLLO 3a3HaYeHo y Aocbe). CynyTHA
3MiHa - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHuii 3aci6.
3MiHa po3mipy ynakoBkv roToBOro
nikapcbKoro 3acoby (BUyYEeHHS
yNaKkoBKW NEBHOI0 PO3Mipy)
BunyyeHHs BUPOGHWYOI finbHuLi MpAT
"Biochapma”, YkpaiHa. Y 3B's3Ky 3
NPUNVHEHHAM BUPOBHMLTBA
NikapcbKoro 3aco6y Ha BUPOGHUYIN
AinbHuui MNpAT "Biodhapma’, Ykpaina,
BU/Ty4at0TbCA YNaKOBKM NiKapCbKOro
3acoby (no 1 mn B amnynax Ne 10 y
nauu), siki BUpo61sannch Ha Lji
BMPOGHUYIl AiNbHULL

nocsi0o4YeHHs

060/10HKO0, MO0 2 Mr, N0
21 TabneTtujy 6nicTtepi;
no 1 6nictepy B
KapTOHHIN nauui

AnsoreH IMNMKo C.ap.n

Jokcembypr

[enbchapm Nlinnb
CAC - NIYC-JIE3-
NAHHOU

®paHuisa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3aralbHeHUX JaHnX npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHuX npo cuctemy
hapmakoHarnagy, amiHa
yNOBHOBaXeHOT 0cobu, BifnosiganbHOT
3a 3[jiicHeHHs chapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 chapmakoHarnagy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiouakum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asiBHUKA 151 3AiACHEHHS
thapmakoHarnsgy: NponoHosaHa
pepakuis — CopiHa JliaHa Mato/ Sorina

Liana Paiu. 3miHa MicLe3HaxomKeHHs

3a
peyerimom

UA/4865/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
MacTtep-daiina. 3miHa
MiCLIe3HaxX0pKeHHS BNPOBaMKEHHS
OCHOBHOI fii/IbHOCTI 3
dhapmakoHarnsgy
196. NMPOMOLEE®® NOPOLLOK AN PO3UYNHY MpuBaTHe akuioHepHe YkpaiHa MNpuBaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/15379/01/01
Ba/lbC ansiHekyimno1,0r, 1 TOBapUCTBO "flekxim- akujioHepHe marepianis: 3miHu | Tuny - peyenmom
abo 5 donakoHiB 3 Xapkis" TOBapUCTBO AAMiHICTpaTUBHI 3MiHW. 3MiHa
NOPOLLKOM Y nauLii "JlekxiMm-Xapki" HaliMeHyBaHHsi Ta/abo agpecu
(BUPOBHMLTBO i3 3asiBHMKa (B/1acHMKa peecTpauiiiHoro
chopmum in bulk NocBiAYEeHHS) 3MiHa Ha3BM Ta agpecu
ipMU-BUPOBHMKA 3asBHUKa. 3MiHuM | Tuny -
Ksiny AAMiHICTpaTUBHI 3MiHW. 3MiHa
dapmaueyTikan Ko., HalimeHyBaHHs Ta/abo agpecu Micus
N1a., Kntaid) NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKoYaun
OinbHUL BUNYCKY cepii abo micue
NPOBELEHHS KOHTPO/TO SKOCTI.
(misnbHiCTb, 3a AKy BignoBifae
BMPOGHUK/IMMOPTEp, BKIKOYAOUN BUMYCK
cepili) 3miHa Ha3Bu Ta agpecu
BMPO6HMKa, 6€3 3MiHM Micus
BMpPOGHULTBA.
197. nPoOMNoOCon- cnpeii 4nsa poToBoi ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 6e3 UA/8215/02/01
340POB'A NMOPOXHWHM NO 25 Ty 06MexeHo 06MexeHo marepianis: peyenma
6anoHi; no 1 6as10Hy 3 Bi4NoBiAa/IbHICTIO BiANOBIAA/LHICTIO 3MiHK | TUNY - 3MiHa NnapameTpiB
HacagKoto- "®apmaLeBTnyHa "®apmMaleBTNYHa cneundikauii Ta/abo JONyCTUMUX MEX

posnunoBayem Ta
3aXMCHUM KOBMAYKoOM y
KOpOoO6Lii 3 KapTOHY; Mo
50 ry dpnakoHi; no 1
th/1aKoHy 3 OpasibHUM
po3nuaBabHUM
NPUCTPOEM Ta 3aXUCHUM
KOBMAaYKoM Yy KOpoo6Li 3
KapToHY

KoMnais "3popos'a”

KoMnaHis "3gopos'a”

NepBUHHOT YNakoBKW rOTOBOIO
NiKapcbKoro 3acoby; cynyTHA 3MiHa:
3MiHa y MeTogax BunpobyBaHHs
NepBUHHOT YNakoBK/ rOTOBOIO
NiKapcbkoro 3acoby — 3MiHM A0
cneuudikaLii Ta METOAiB KOHTPO/IHO
MepPBUHHOTO NaKyBaHHSA: - KpUTepil
NPUIAHATHOCTI 3a NoKa3HWKOM «MBUY»
MepBMHHOTO NakyBaHHA (415
NepBUHHOIO NakyBaHHA KnanaH — Hacoc
015 nikapcbkux 3aco6iB B hopmi cnpeis
Ta aepo301iB) AOMNOBHEHO OAVHULSIMU
BuMipy (KYO/ognHuuto);

- HE3HauHi 3MiHK A0 MeToay
NpoBefeHHs TeCTyBaHHS 3a
nokasHMKoM «MBY» nepBuHHOT
ynakoBKku (6aHKu Ta dhiakoHu 3i ckna
015 NiKapCbKMX 3ac06iB Ta 6a/10HN
IOMIHIEBI aep030/1bHi NakyBaslbHi A4/
MeauKkameHTiB). BUroToBneHHs Ta
36epexeHHs NepBNHHOTO NaKkyBaHHS
Bi6yBAETHCH B HAUTEXHMX YMOBaxX Ta
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

He Y/HWTb BN/IMBY Ha AKICTb
nikapcbKoro 3acoby; 3miHu | Tuny -
3MiHa HalilMeHyBaHHs1 Ta/abo agpecu
MiCLii NPOBaPKEHHS AiNIbHOCTI
BMpO6HUKa (BK/IOYaKoun, 3a
HeoObXiAHOCTI, MicLe NpoBefeHHs
KOHTPOJIO SIKOCTI), @60 BnacHuKa
macTep-aiina Ha Adl, abo
noctavasnbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y
BMPOGHULTBI API - yTOUHEHHSA
HaliMeHyBaHHS Ta MiCLe3HaxX0KeHHS
BMpobHUKa A®I y BignoBigHOCTI A0
[OKyMeHTaLji BUpo6Huka. BupobHuya
OiNbHUUS | BCi BUPOGHWYI onepadii
3UIULLINANCS HE3MIHHUMU; 3MiHW | TURY
- 3MiHU1, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi
thapmakonei, ab0 iHLOI HaLioHa/IbHOI
thapmakonei gepxasu EC; cynyTHs
3MiHa: 3MiHa y MeToAax BUnpobyBaHHS
Ad| abo BMXigHOrO
marepiany/npomMixKHOro
npoAayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HULTBa AP| — 3MiHa 0
cneuundikauii Ta MeToaiB KOHTpono APl
3a NoKasHWKoM «MBUY», y 3B’A3Ky 3
npViBEAEHHAM [0 AiH040ro BUAAHHS
[dY; 3miHa y meTogax BunpobyBaHHSA
[0MNOMDKHOT PEYOBUHM - 3MiHa A0
cneumdikauii Ta MeToAiB BXiAHOro
KOHTPO/I0 AOMOMDKHUX PEYOBUH, Y
3B'AA3KY 3 NPUBEAEHHAM [0 Ail0Horo
BuaaHHa EP ta A®Y: - MniyepuH (EP:
BWTYYEHHS MOKa3HMKa «Baxki meTanm»,
A®Y: cneundikauisa Ta meToguka 3a
nokasHukom «MBUY»); - ETaHon 96 %
(EP meToauka 3a nokasHukom «MBUY»);
3MiHY | TUny - 3MiHa napameTpis
cneundikauii Ta/abo JONYyCTUMKX MEX
NepBUHHOT YNaKoBK/ rOTOBOIO
nikapcbKoro 3acoby - BBeAEHHA A0
cneuudikaLii Ta METOAIB KOHTPO/IHO
NepBUHHOT yNakoBkK (knanaH — Hacoc
[L151 TOTOBOrO NikapCbKoro 3acoby B
chopwmi cnpeiB Ta aepo30/iB) NOKasHVKa

«KOHTpO/b f03yBaHHA cnpei/'l — Hacocy
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
18/410» 3rigHO HOPMAaTUBHOI
[OKyMeHTaL|ii BUpO6H/Ka roToBOro
nikapcbKoro 3acoby
198. NYEPAPII NopoLLoK (cybcTaHuis) y TOB "BAJIAPTIH YkpaiHa Harttopekc CA ®paHuisa BHECEHHS 3MiH O peecTpaLjiiniHnX - UA/11180/01/01
EKCTPAKT nonieTuNeHoBmxX PAPMA" mMartepianis: 3miHu | Tuny -
CYXUIA naketax gns AAMiIHICTpaTUBHI 3MiHW. 3MiHa
dhapmaLeBTUYHOrO HalimeHyBaHHs Ta/abo agpecu
3aCTOCyBaHHSA 3anBHUKa (BNacHNKa peectpauiiiHoro
nocBifgyYeHHs) 3MiHa aApecy 3asiBHMKa:
199. PEHHI® BE3 TabneTku XyBasbHi 3 Baiiep KoHcblomep LLiBeiuapis Lenbdhapm Manaps ®paHuisa BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/6025/01/01
LYKPY M'ATHUM CMakKomMm; no 6 Kep Al mMartepianis: 3miHu Il TMny - 3MiHK WOA0 peuyenma
Tabnetok y 6nictepi; no 6e3nekn/edpeKTNBHOCTI Ta
2 abo 4 6nictepu B thapmakoHarnsgy. BHeceHHsi abo
KapTOHHI Kopobuj; no 3MiHa(K) 40 3060B'A3aHbL Ta YMOB
12 Tabnetok y 6nicTtepi 3 BMAaui peecTpavyiiHoro noceigYeHHs,
nepdpopavieto; no 1 abo BKtOYaoun MnaH ynpas/iHHA
2 6nicTepy B KAPTOHHIi pu3nKamm (3acTocyBaHHS 3MiH(1), ski(a)
Kopoo6Ui BMMaratTb(€) NogasibLIoro
00r'pyHTYBaHHA HOBMMW AOAATKOBUM
JaHuMK, WO MatoTb HadaBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNeTEeHTHUM opraHoM) BrKoHaHHSA
3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
2.3 nyHKTy 2 popatky 15 no Mopsapgky
NpOoBeEHHs ekcnepTnan
peecTpauiiiHMx MaTepianis Ha Nikapcbki
3aco6wm, L0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTpaLito), a Takox
eKcnepTn3n matepianis Npo BHECEHHS
3MiH 0 peecTpaviliHix maTtepianis
npoTsArom fii peecTpauiiHoro
NOCBI4YEHHS!, 3aTBEPAKEHOrO HAaKa3om
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460).
200. PUBOKCUH PO34MH NS iH'ekuin, 20 MAT "Tanuuchapm” Ykpaina NAT "Tanuudgapm” Ykpaina BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX 3a UA/4137/02/01
mr/ma no 5 mn abo no marepianis: peuenmom
10 mn B amnyni; no 5 3MiHY | TUny - 3MiHa NocTavasibHUKa
amnyn y KOHTYpHIi nakyBa/lbHUX matepiasiiB abo
YapyHKOBI ynakoBLi; No KOMMNIEKTYUNX (AKLWO 3a3Ha4YeHo B
2 KOHTYpPHI YapyHKOBI [0CbE) (BUYYEHHS NOCTAYa/TbHUKA) -
ynakoBKM B nauuj; no 5 BHECEHHS 3MiH A0 MaTepianiB
M1 abo no 10 mn B peecTpadiiiHoro gocke p. 3.2.P.7.
amnyni; no 10 amnyn y Cuctema KoHTeliHep/3akynoptoBasibHUiA
Kopoo6ui 3aci6: BUyYeHHs iHchopma,ii Wwogo
BMPOGHMKIB NEPBUHHOI YNaKoBKM
(amnyn)
201. PUH3A® Tabnetku, no 4 TOB "[KOHCOH i YkpaiHa HOHik IHais BHECEHHS 3MiH O peecTpavLjiiniHnX 6e3 UA/2078/01/01
Tabnetkun y éaictepi; no [DKOHCOH YkpaiHa" PapmacbloTukan mMarepianis: peyenma -
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
1 6nicTepy B KapTOHHIl Na6opaTtopis 3MiHM | TMnYy - 3MiHK Woao Ne 4 (4x1),
KopobouLi; no 4 (BipaineHHs chipmu 6e3nekn/edeKTUBHOCTI Ta Ne 10
TabneTkun y 6nictepi; no "Ix. B. Kemikan3 thapmakoHarnagy. BeegeHHs abo 3miHn (10x1); 3a
1 6nicTepy B KapPTOHHiIM eHp, [0 y3ara/lbHeHUx JaHnx npo cucremy peyenmom -
Kopo6ouui; no 25 dapmacbloTukans thapmakoHarnagy (BBefeHHs Ne 100
KapTOHHUX KOPO6OYOK Y nrp) y3arasibHeHNxX AaHux npo cucrtemy (4x25)
KapTOHHI kopo6uj; no hapmakoHarnsgy, 3miHa
10 TabneTok y 6nicTepi; YNOBHOB&XEHOI 0C06M, BifNoBigabHOT
no 1 6nictepy B 3a 34iliCHEHHA hapMakoHarnsay;
KapTOHHI KOpo6ouLli KOHTaKTHOI 0cobu 3 hapMakoHarisgy
3asBHUKa 419 3AiICHEHHA
hapmakoHarnsagy B YKpaiHi, SKWwo BoHa
BiAMiHHa BiJ YNOBHOB&aXeEHOI 0co6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHi faHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BignoBigansHOT
3a (hapmakoHarnag : NMponoHoBaHa
pepakuis — Maria Spyt. 3miHa
KOHTaKTHUX AAHVX YOBHOBaXKEHOI
ocobu
202. PIABAN cupon (7,5 mr/5 m) no Xikma VopgaHis 3e Apab VopgaaHis BHECEHHS 3MiH 4,0 pPEeECTPaLiiHNX 6e3 UA/2908/02/01
60 mn cupony y dapmacboTukans Ko. dapmacbloTikan maTepianis: peyenma
dhnakoHi; no 1 dpakoHy nra. MeHyekuypiHr Ko. 3MiHuM | TUNY - 3MiHK WoAa0

3 NiNeTKOK-403aTOPOM Y
KapTOHHI KOpooLi

Nra.

6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3ara/lbHeHUX JaHnX npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnX npo cucTemy
hapmakoHarnagy, amiHa
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3[jiicHeHHs chapmakoHarnsgy;
KOHTaKTHOI 0c06u 3 thapmakoHarnagy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHUKA,
BIANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy: [itoya pefakuis -
Andy Blackman. MNponoHoBaHa
pegakuis -Ahmad N.Aburmilah. 3miHa
KOHTaKTHUX AAHVX YOBHOBaXKEHOI
0cobu. 3MiHa KOHTaKTHOT ocobu,
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAa/IbHOI 3a hapmakoHarisa:
[Oitova pepakuis — AMuTpeHko Konis.
[MponoHoBaHa pepakuisa — daTaniesa
AniHa. 3MiHa KOHTaAKTHUX JaHuX
KOHTaKTHOI 0co6W, BiANOBIAA/IbHOI 3a
hapmakoHarnsg. 3miHa
MicL,e3HaxoMKeHHs macTep-hainna
cucTemmn dhapmakoHarisay

203.

PIHFTEPA
PO34MH

po3unH ANns iHdysii no
200 mn, 250 mn, 400 mn
abo 500 mny
KOHTeliHepi 3
nonisiHinxnopuay; no 1
KOHTEWHepy y MiBKOBIlA
ynakoBLi

[loyipHe nignpuemcTso
"®apmarpeiig"

Ykpaina

[NouipHe
nignpyeMCcTBO
"®apmaTtpeiig”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3aralbHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHuX npo cucTemy
hapmakoHarnagy, amiHa
yNOBHOBaXeHOT 0cobu, BifnosiganbHOT
3a 3[jiicHeHHs chapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 chapmakoHarnagy
3a8BHMKa AN 34ICHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkiouakum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 3fjiicHeHHs thapmakoHarnsagy:
MponoHoBaHa pegakuis — CTpukak
fpocnas I1BaHOBUY. 3MiHA KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0cobMm,
BiANOBiAa/IbHOI 32 3AiACHEHHS
dhapmakoHarnsgy

3a
peyerimom

UA/5792/01/01

204.

CANILMNOBO-
LMHKOBA
NACTA

nacta no 25 ry tybax;
no 25 r y Ty6i, no 1 Ty6i
B MavLj 3 KapToHy

TOB "TepHodhapm"

Ykpaina

TOB "TepHothapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHM | TUMy - NOAAHHA OHOB/IEHOTO
cepTudpikaTy BifgnoBigHOCTI

€Bponelicbkoi dhapmakonei Ne RO-CEP

2012-347-Rev 02 Bif, 3aTBEpPKEHOMO
BMPOGHMKa API LIMHKY OKCKA, Y 3B'A3KY

3i 3MiHOK Ha3BM JaHOro BUPOGHUKaA

A®I; 3miHn |l TUNY - BBEAEHHS

[04aTKOBOro BUPO6HUKa AP LiHKY

oKcuay 3 HaJaHHAM MacTep — dhaiiny Ha
APl

6e3
peyenma

UA/8495/01/01

205.

CAHOPWUH

crpeii HasalbHWUIA,
po34mH, 0,5 mr/mn no 10

"KcaHTic ®apma
Nimiteq"

Kinp

TeBa Yex IHaacTpi3
C.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX
Matepianis: 3MiHu |l TMny - 3miHK Woao

6e3
peuenma

UA/2455/04/02
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

My donakoHi; no 1
hnakoHy pasom 3
annikatopom s
MOPOXHWHW HOCA B
KopoobLi

6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MmiHa(K) 40 3060B'A3aHbL Ta YMOB
BMAaui peecTpaviiHoro NocBigYeHHs,
BK/IOYatoum MnaH ynpasniHHA
py3nkamm (3aCToCyBaHHS 3MiH(M), Aki(a)
BMMaratTb(€) NogasbLLOro
06r'pyHTYBaHHA HOBMMW AOAATKOBUM
[aHuMK, WO MatoTb HaJaBaTucs
KOMNETEHTHUM OpPraHoM, OCKi/TbKN
BUMaraeTbCs CyTTEBA OL[iHKa
KOMNEeTEeHTHUM OpraHoM) BrKoHaHHSA
30060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o Mopsaaky
NPOBeAEHHS ekcnepTnsn
peecTpauiiHnx mMatepianis Ha nikapcbki
3aco6wu, L0 NOAATLCA Ha AepXaBHY
peecTpavuito (nepepeecTtpaLito), a Takox
eKcrnepTn3n MaTepiaslis NPO BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
NpoTAroMm fji peecTpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

206.

CAHOPWH-
AHANEPTH

Kpanni HazanbHi no 10
M1y pnakoHi; no 1
hNakoHy B KAPTOHHIl
Kopoo6Li

"KcaHTic ®apma
NimiTen"

Kinp

TeBa Yex IHgacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavLjiiniHnX
mMartepianis: 3miHu Il TUny - 3MiHKU LWOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo
3MiHa(K) 40 3060B'A3aHbL Ta YMOB
BMAaui peecTpavyiiHoro NoceigYeHHs,
BK/IOYatoum MnaH ynpasniHHA
pr3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaraTb(€) NogasibLLIOro
00r'pyHTYBaHHA HOBMMW AOAATKOBUM
JaHumMK, WO MatoTb HadaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKu
BUMAraeTbCs CyTTEBA OLjiHKa
KOMNeTeHTHUM opraHoM) BrKoHaHHSA
30060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, NignyHKTYy 2.3 NYHKTY 2
popatky 15 no MNMopagky nposefeHHA
eKcrnepTun3n peecTpavuinHix MaTepianis
Ha nikapcbki 3aco6wu, L0 NoAalTbes Ha
JepXaBHy peecTpavjito
(nepepeecTpadiito), a TakoX ekcnepTnsmn
marepianiB Npo BHECEHHS 3MiH 0
peecTpauiiHux maTepianis NpoTArom aii
peecTpaLiiniHOro NocBigYEHHS,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pefakuii Hakasy

6e3
peyenma

UA/6611/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
MOS Big 23.07.2015 Ne 460)
207. CENTE®PUN®- Tabnetku no 0,2 mr; No MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiHmx 6e3 UA/6210/01/01
AAPHULA 10 TabNeToK y KOHTYpHIl "®GapmaLieBTnyHa "®apmMaueBTnYHa marepianis: peyenma
YapyHKOBIli ynakoBLii, no ipma "JapHnus” thipma "AapHuusa” 3MiHM | TNy - 3MiHa agpecu Micus
1 ab0o No 2 KOHTYPHI NPOBaPKEeHHSA AiSNIbHOCTI BUPOOHMKa
YapyHKOBI YNakoBKu Yy cybcTaHuii JekameTokcmHy TOB
nauuj; no 10 TabneTok y «®APMXIM». BBeA€HHSA 3MiH
KOHTYPHUX YapyHKOBMX npoTArom 6-Tm micAuis nicns
ynakoBkax 3aTBepPAKEHHsA
208. CEPETMA™ aepo3osib 4N nakcoCmiTKnsiiH Benuka "nakco Bennkom PpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/4827/01/01
EBOXANEP™ iHransyii, no30BaHWi, Ekcnopt NimiTeq BpuTaHis MpogakwH marepianis: peuenmom
25 mkr/50 mkr/go3sy no 3MiHK | TNy - 3MiHK [0 cneungikalii Ha
120 po3 y 6anoHi 3 A®| hoTUKa30HY NpomnioHar 3a .
[03YH04MM KanaHoMm; no CynyTHi OOMILLKM Y BIANOBIAHOCTI A0
1 6anoHy B KapTOHHIi nepernsHyToi moHorpadii EP
KopooLi (nocunaxHs 01/2016:1750). Y
MOPIBHSAHHI 3 Ajtoyoto cneumadikaLieto,
[0MNYCTUMMWIA BMICT CYNYTHIX AOMILLIOK
meTtogom BEPX 3By)eHO
209. CEPETMA™ aepos3o/b Ans nakcoCmiTKnsiiH Benuka "nakco Bennkom PpaHuis BHECEHHS 3MiH 10 peecTpaLjiitHmx 3a UA/4827/01/02
EBOXANEP™ iHransauiin, gosoBaHwui, EkcnopT flimiTeq BpwuTaHis MpoAakLwH marepianis: peyenmom
25 Mkr/125 mkr/po3y no 3MiHK | TUNY - 3MiHK [0 cneundikalii Ha
120 po3 y 6anoHi 3 A®I hnoTUKA30HY NponioHart 3a .
[03YH0UMM KanaHoMm; no CynyTHi gOMILLKM Y BIAMOBIAHOCTI A0
1 6anoHy B KApPTOHHIl nepernsHyToi MoHorpadii EP
Kopoo6Li (nocmnanHa 01/2016:1750). Y
MOPIBHSIHHI 3 Ajto4oto cneumdikauieto,
[0NYCTUMMWIA BMICT CYNyTHIX AOMILLIOK
meTtogom BEPX 3ByxeHo
210. CEPETMA™ aepo30/b Ans nakcoCmiTKnsiiH Benvka "nakco Bennkom ®paHuisa BHECEHHS 3MiH O peecTpavLjinHmX 3a UA/4827/01/03
EBOXANEP™ iHransyii, no3oBaHui, Ekcnopt NimiTeq BpuTaHis MpoagakwH marepianis: peuenmom
25 mkr/250 mKr/po3y no 3MiHM | TUny - 3MiHK Ao cneumndikayii Ha
120 o3y 6aoHi 3 A®| chnoTKa3oHy nponioHar 3a .
[03YH04MM K1anaHoMm; no CynyTHi OOMILLKM Y BIANOBIAHOCTI A0
1 6as10Hy B KapTOHHIiA nepernsaHyToi MoHorpadii EP
Kopoo6Li (nocmnanHsa 01/2016:1750). Y
NOPIBHSAHHI 3 Ajto4oto cneumaikaLieto,
[OMyCTUMUIA BMICT CYMyTHIX [JOMILLOK
metogom BEPX 3ByxeHO
211. CUMETUKOH TabneTku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiinHmx 6e3 UA/15907/01/01
060/10HKOI0, N0 125 wmr, obmexeHo 06MexeHo marepianis: 3miHu Il Tuny - 3miHK Woao peyenma
no 7 TabneTok y BigNoBiAa/IbHICTIO BiANOBIAA/IbHICTIO 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 1 a6o 2 "®apmaLeBThYHA "papmMaueBTUYHA thapmakoHarnagy. BHeceHHs abo
6nictepun y Kopobui thipma "BepTekc” tipma "BepTekc" 3MiHa(K) 4O 3060B'A3aHbL Ta YMOB
YkpaiHa BMAaui peecTpaviiiHoro nocBigYeHHs,

(BMPOGHMLTBO 3
npoaykuii in bulk
ToBapucTsa 3
06MeXeHot

BK/IOYatoumM MnaH ynpasniHHA
py3nkamm (3aCTOCyBaHHS 3MiH(M), Aki(a)
BMMaratTb(€) NogasbLIOro
06r'pyHTYBaHHS HOBYMW A0AATKOBUM
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Ne n/n Ymosu

Bionycky

Hassa 3asasHUK
JliKapcbK0O20

3acoby

®dopma surnycKy Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Howmep

peecmpayitiHo2o
nocsioYeHHs

BiANOBIAA/IbHICTIO
"®apmavueBTMyHa

[JaHVMK, WO MatoTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKi/TbKM

KOMnaHis
"3p0pos'a”,
YkpaiHa)

BMMAaraeTbCsl CyTTEBA OLLiHKa
KOMNEeTEeHTHNM OpraHoM) ByKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY

1.8.2 nyHkTy 1.8 pogartky 5 go Mopsaky
NPOBeAEHHA ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki
3aco6u, Lo NOAaTLCA Ha AepXaBHY
peecTpaujio (NepepeecTpaLiio), a Takox
eKcrnepTn3n MaTepiasliB Npo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
npoTArom fii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOrO HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

212.

CKNOBUOHE
TINO

PO34MH NS iH'eKLi ans
BVMPOGHWYOI AiNbHNL B
M. KniB: o 2 mn B
amnyni; no 10 amnyn B
nauj 3 KapToHy; Ans
BVMPOGHMYOI AiNbHUL B
M. Bina Lepksa: no 2 mn
B amnyni; no 5 amnyny
6nicTepi; no 2 6nictepn
B NauLli 3 KapTOHY

TOB "®3
"BIO®PAPMA"

YkpaiHa

MpAT "BIO®APMA",
YkpaiHa; TOB "3

"BIO®PAPMA",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edpeKkTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHA thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3gjlicHeHHs chapmakoHarnsgy: fitoua
pepakuis — Typok B'auecnas
B’auecnasosuy. MNMponoHoBaHa
pegakuis — Aurac [iaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34iiCHEHHA thapmakoHarnsgy

3a
peyenmom

UA/2189/01/01

213.

COMA3VHA®

PO34UH ANS iH'EKLINA,
1000 mr/4 mn no 5
amnys y KOHTYpPHii
YapyHKOBIli ynakoBL,; No

®eppep

IHTepHacioHasb, C.A.

IcnaHis

beppep
IHTepHacioHasb,
C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/eddeKTBHOCTI Ta

3a
peyenmom

UA/3198/01/02
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

1 ab0 no 2 KOHTYpHIl
YapyHKOBIli ynakoBLi y
KOpo6Li 3 KapTOHY

thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3ara/lbHeHUX JaHnx npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnX npo cuctemy
thapmakoHarnagy, amiHa
yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT
3a 3gjiicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0c0bu 3 thapmakoHarnagy
3asBHUKA 419 3AiICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BiNOBIAANbLHOI 3a 34iICHEHHS
thapmakoHarnagy (Bkavarum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLeHHi MacTep-chaiina cuctemu
thapmakoHarnsgy) - 3miHa KOHTakKTHOI
0cobu 3 hapmakoHarnsay 3asiBHuUKa
NS 3niicHeHHs hapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pegakuis: Kyuma
Bonogumnp OnekcaHapoBuy. 3miHa
KOHTaKTHUX flaHWX KOHTaKTHOI ocobu

214.

CNPErANb®

aepo3osnb AnA
30BHILUHLOIO
3acTocyBaHHA Mo 152 ry
6as10Hi 3
posnuntoBayem; no 1
6as10HY B KQPTOHHIl
Kopoo6Li

Na6opaTtopii Omera
dapma PpaHc

dpaHLis

AEPO®APM

®paHuisa

BHECEHHS 3MiH O peecTpavLjiiniHnx
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsay
3as1BHVKA 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3gjiicHeHHs chapmakoHarnsagy: fitoya
pepakuis — lise Vanderlinden.
MponoHoBaHa pepakuis — George
Nicolas. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 3fjiicHeHHs hapmakoHarnsgy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u

6e3
peyenma

UA/6844/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

215.

CTOMATO-TENb

340POB'A

renb pnaaceH no 20 ry
Ty6i; no 1 Ty6i y Kopoo6Li
3 KapTOHY

ToBapuncTBO 3
obmexeHolo
BiANOBIAA/IBHICTIO
"apmaueBTnyHa
KoMnaHis "3go0pos'a”

YkpaiHa

ToBapucTso 3
06MeXeHot
BiANOBIAA/ILHICTIO
"GapmMaueBTNYHa
KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHnX
mMartepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3anBHUKa (BNacHKKa peectpauiiiHoro

bes
peyenma

UA/13651/01/01

nocBifyeHHs) 3MiHa agpecy 3asiBHMKa.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepaKeHHs.
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHs Ta/abo agpecu
MicLs MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOHa4n
OinbHULI BUNYycKy cepii abo micue
NPOBEEHHS KOHTPOJIHO SKOCTI.
(misnbHiCTb, 3a AKy BigNoBifae
BUPOGHUK/IMMOpTEp, BKIOYAOUYN BUMYCK
cepili) 3miHa agpecu BUpo6HUKa, 6e3
3MiHV MiCLsi BUPO6HULTBA:
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepiKeHHs.

216. CTONAHIIH Yecbka UA/1831/01/01

Pecny6nika

cnpeii Ans poToBoi
NOPOXHWHK, 1,92 Mr/mn
no 30 mA 'y dh1akoHi; no
1 donakoHy 3
MeXaHi4YHUM
posnuioBayeM,
annikatopom Ans
POTOBOT NOPOXHUHU Ta
KPULLIKOIO, fIKa 3axuLLae
po3nuoBaY, B KOpPooLi

TeBa ®apmaveBTikan
IHpacTpi3 14,

13painb TeBa Yex IHgacTpi3

c.p.o.

BHECEHHS 3MiH O peecTpavLjiiniHnx 6e3
marepianis: peuyenma
3MiHM | TUMY - NOAAHHA OHOB/IEHOTO
cepTtucpikata CEP R1-CEP 2005-238-
Rev-01 Bif BXe 3aTBEPKEHOIO
BMpo6Huka APl rekeutngmH Euticals
S.A.S, ®paHuis; 3MiHK | TUNY - 3miHa y
mMeToAax BunpobysaHHa APl a6o
BWXiAHOrO Marepiasay/npomikHOro
npoayKTy/peareHTy, Wo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP - HE3HAYHI 3MiHM B
meTogi BunpobyBaHHa Ad| 3a
NOKa3HWMKOM «BM3HAYEHHSI CynpOBIgHUX
[OMILLIOK»; HE3HAYHI 3MiHV B MeTOSi
BMNpo6yBaHHA A®I 3a NoKa3HUKOM
«BU3HaYeHHA CyNpoBiAHUX AOMILLIOK»

217. cTonaliAp Kancysm Teepgi no 200
Mr no 12 kancyny
6nictepi; no 1 6nictepy

Y KapPTOHHIli ynakoBLyi

BAT "l'efieoH PixTep” YropupHa TOB «'efeoH UA/14478/01/01
PixTep Monba»,
MonbLya (KOHTPOb
AIKOCTi, A03BIN HA
BUNYCK cepil;
BMPOGHULITBO
Hepo3dhacoBaHoro
NPOAYKTY, NEPBUHHA
ynakoBKa, BTOPYHHA

ynakoBka)

MonbLa BHECEHHS 3MiH [0 peecTpayinHnX 3a
marepianis: peyenmom
3MiHM | TUNY - 3MiHW Y Npoueci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro
3aco6y, BK/IKYa4uM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3ac00y - He3HauHi 3MiHW y Mpoueci
BUpOGHMLTBA: 1) BuganeHHs etany
NpOCitOBaHHA akTUBHOT CybCTaHLiT
Hidoypokcasug. 2) BUkayeHHs
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

iHchopmaii Npo TpmBanicTb 3MiLLyBaHHS
CUPOBWVHM | 3MOYYBaHHS CyCMneH3ieto
KYKYPYZ35HOTO KpOXMauio i3 po3ainis
3.2.P.2.3 Po3pobka npouecy
BMpobHuuTBa i 3.2.P.3.3.3. lMpouec
BMpo6HMLTBA. 3) [JloAaTKOBO BHECEHO
He3HauHi peakLiiiHi nonpaskv A0
LOKyMeHTaLil. BBefieHHA 3MiH
nporarom 6-tu micsAuiB nicna
3aTBEPAKEHHSA

218.

CTPENTOKIHA3
A-BIO®APMA

niocpinizaTt 4N po3umHy
Ans iHdysii no 1 500
000 MO, 1 cpnakoH 3
niocpinizaTom y 6nictepi;
no 1 6nictepy y nauui 3
KapTOoHYy

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34ilicHeHHs thapmakoHarniagy;
KOHTaKTHOI 0c06u 3 chapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu, BignoBigansHOT
3a 3pjlicHeHHs chapmakoHarnsgy: fitoua
pepakuis — Typok B'auecnas
B’auecnasosuy. MNMponoHoBaHa
pegakuis — Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy

3a
peyenmom

UA/6778/01/02

219.

CYNb®ACANA3
NH

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO,
no 500 mr no 10

KPKA, a.4., HoBo
MecTo

CnoBeHisa

BMPOGHMLITBO
roOTOBOrO

CnoseHis

BHECEHHS 3MiH 10 peecTpaviiniHmx
marepianis:

3a
peyenmom

UA/0420/01/01

nikapcbkoro 3acooy,
nepBrHHA Ta

BTOPUHHA YMNaKoBKa,

KOHTPONb Ta BUMYCK

cepii: KPKA, a.4.,

HoBo mecTo,

CroBeHis; nepBuMHHa
Ta BTOpVHHA

3MiHW | TMNY - 3MiHa HaliMeHyBaHHS
Ta/abo agpecyt MicLs NPOBaKEHHS
LisiNbHOCTI BUPO6HMKa (BKIOYaKoun, 3a
HeoObXiAHOCTI, MicLe NpoBefeHHS
KOHTPOJI SIKOCTI), @60 BnacHuKa
macTep-caiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro

MaTepiany/peareHTy/npomixXHOro

TabneTok y 6nictepi, no
5 6nicTepiB y KapTOHHii
Kopoo6Li
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
ynakoska: KPKA, NPOAYKTY, L0 3aCTOCOBYHOTLCA Y
4.4a., HoBo mecTo, BMPOGHULTBI A®I - 3MiHa Ha3Bu
CnoseHis BMpo6Huka A®I CynbhacanasmHy, 6e3
3MiHM Micusl BUPOGHMLUTBA
220. CY/Ib®ACANA3 Tabnetku KPKA, a.4., Hoso CnoBeHisa BMPOGHULITBO CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/0420/02/01
NH-EH KMLLKOBOPO3YMHHI MO MecTo roToBOro marepianis: peyenmom
500 mr no 10 TabneTok y nikapcbkoro 3aco6y, 3MiHM | TNy - 3MiHa HaliMeHyBaHHS
6nictepi, no 5 6nictepis nepBuHHa Ta Ta/abo agpecu MicLa nNpoBamKeHHs
Y KapTOHHIli KOpoobLi BTOPVHHA ynakoBskKa, OiSNIbHOCTI BUPO6HMKA (BKKOYatoum, 3a
KOHTPO/b Ta BUMYCK HeobXiAHOCTI, MicL,e NpoBeaeHHS
cepii: KPKA, a.4., KOHTPOJIH0 SIKOCTI), abo BriacHuKa
Hoso mecTo, macTep-aiina Ha Adl, abo
CroBeHisi; NepBMHHA noctavanbHuka A®l/BuxigHoro
Ta BTOPUHHA mMartepiany/peareHTy/npoMiKHOro
ynakoska: KPKA, NPOAYKTY, L0 3aCTOCOBYHOTLCA Y
4.4a., HoBo mecTo, BMPO6HULTBI A®I - 3MiHa Ha3BK
CnoseHis BMpobHuka APl CynbhacanasuHy, 6e3
3MiHK Micusl BUPOGHMLTBA
221. CYNb®ALUWN- Kpanni o4Hi 30 % no 10 TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviitHmx 3a UA/5006/01/01
HATPIO M/1Yy NAacTUKOBOMY "BIO®PAPMA" "BIO®APMA" marepianis: peyernmom
dnakoHi; no 1 chnakoHy 3MiHM | TMnYy - 3MiHK Woao
y naui 3 KapToHy 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobu, BignosigansHoT
3a 3[jlicHEHHs chapMmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3aABHUKa 419 3AIICHEHHA
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M,
BiANOBiAa/bHOI 32 3AiACHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3miHa
yNOBHOB&XeHOT 0cobu, BignosigansHOT
3a 3gjiicHeHHs chapmakoHarnsagy:
MponoHoBaHa pepakuisa — Aurac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
dpapmakoHarnsay
222. CYMAMEA® TabneTku, LWo TOB "TeBa Ykpaina" Ykpaina MNIBA XpBatcka Xopsartis BHECEHHS 3MiH 10 peecTpavjiinHmx 3a UA/15994/01/01
[ucnepryrotbes, no 125 [,.0.0. mMartepianis: 3miHu Il TUny - 3MiHK WoA0 peyenmom

Mr, Mo 6 TabneToK y
6nicTepi; no 1 6nictepy

6e3nekn/epeKkTBHOCTI Ta
chapmakoHarnsigy. BHeceHHsi a6o
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

B KOpOOLi

3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpaviiiHoro nocBigYeHHs,
BKOYatoum MNnaH ynpasiHHA
pv3nkamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nogasibLuoro
06r'pyHTYBaHHSA HOBUMU A04ATKOBUM
AaHuMK, WO MaTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAaraeTbCsl CyTTEBA OLLiHKa
KOMMETEeHTHUM OpraHoMm) - BrKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 fo Mopsaaky
NPOBeAEHHA ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki
3aco6u, Lo NOAaTLCA Ha AepXaBHY
peecTpaujio (nepepeecTpaLiio), a Takox
eKcrnepTn3n MaTepiasiiB Npo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
npoTArom fii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOrO HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

223.

CYMAME/A®

TabneTtku, Wo
ancnepryoTees, no 250
Mr, no 6 TabneTok y
6nictepi; no 1 6nictepy
B KOpOOLi

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA Xpsarcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: 3miHu Il Tuny - 3miHK Wo8o
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(K) 4O 3060B'A3aHbL Ta YMOB
BMAaui peecTpaviiiHoro nocBigYeHHs,
BK/IOYatoumM MnaH ynpasniHHA
py3nkamm (3aCTOCyBaHHS 3MiH(M), Aki(a)
BMMaratTb(€) NogasibLLIOro
06r'pyHTYBaHHS HOBMMW AOAATKOBUM
[aHuMK, WO MaoTb HadaBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BUMaraeTbCs CyTTEBA OL[iHKa
KOMMNETEHTHUM OpraHoM) - BrKoHaHHS
3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o Mopsaaky
NPOBEAEHHS ekcnepTnn
peecTpauiiHnx MaTepianis Ha nikapcbki
3aco6u, L0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTpadito), a Takox
eKcrnepTn3n MaTepiasliB NPO BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
npoTArom fjii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOr0 HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15994/01/02

224.

CYMAMEZ®

TabneTku, Wwo

TOB "TeBa YkpaiHa"

YkpaiHa

MIBA XpBaTcka

Xops.aris

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a

UA/15994/01/03
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

ancnepryoTees, no 500
Mr; no 3 TabneTkn y
6nictepi; no 1 abo no 2
6nicTepu B KOpoo6Li

4.0.0.

matepianis: 3miHu Il Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpaviiiHoro nocBigYeHHs,
BKOYatoum MNnaH ynpasiHHA
pv3nkamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nogasibLuoro
06r'pyHTYBaHHSA HOBUMU A04ATKOBUM
AaHuMK, WO MaTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAaraeTbCsl CyTTEBA OLLiHKa
KOMMETEeHTHUM OpraHoMm) - BrKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 fo Mopsaky
NPOBeAEHHA ekcnepTnsn
peecTpauiiHnx MaTepianis Ha nikapcbki
3aco6u, Lo NOAaTLCA Ha AepXaBHY
peecTpaLjiio (NnepepeecTpaLiio), a Takox
eKcrnepTn3n MaTepiasiiB Npo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
npoTArom fii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOrO HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

peyerimom

225.

CYMAME/A®

TabneTtku, Wo
[AMCNepryThbes, No
1000 wmr; no 1 Tabnetui
y 6nictepi; no 1 abo no
3 6nicTepu B kOpobLi

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA Xpsarcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [10 peecTpaLjiitHmx
marepianis: 3miHu Il Tuny - 3miHK Woa8o
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(K) 4O 3060B'A3aHbL Ta YMOB
BMAadi peecTpaviiiHoro NocBigYeHHs,
BK/IOYaouM MnaH ynpasniHHA
py3nkamm (3aCTOCyBaHHS 3MiH(M), Aki(a)
BMMaratTb(€) NogasbLLIOro
06r'pyHTYBaHHS HOBMMW AOAATKOBUM
[aHuMK, WO MaoTb HadaBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BUMaraeTbCs CyTTEBA OLLiHKa
KOMMNETEeHTHUM OpraHoM) - BrkoHaHHs
3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o Mopsaaky
NPOBEAEHHS ekcnepTnn
peecTpauiiHnx Matepianis Ha nikapcbki
3aco6wu, L0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTpadito), a Takox
eKcrnepTn3n MaTepiasliB NPO BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
npoTArom fjii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOr0 HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pegakuii

3a
peyenmom

UA/15994/01/04
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
Hakaszy MO3 Big 23.07.2015 Ne 460)
226. CYMNPAHEM NOPOLLOK A/191 PO3UYUHY Ekcip ®apmacbioTukas IpaH Ekcip IpaH BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/13515/01/01
Ans iHdysilii no 500 Komnai dapmacbloTukan marepianis: 3miHu | Tuny - 3mMiHu 3 peyenmom
Mr/500 wmr in bulk: 60 KomnaHi AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
hnakoHiB y KopobLi; no CT1abinbHiCTb. 3MiHa y TepMiHax
6 KOPOBOK Yy KApPTOHHIl npugaTHocTi abo ymoBax 36epiraHHs
Kopoo6Li rOTOBOrO JliKapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY NPUAATHOCTI
roToBOro fikapcbKoro 3acoby) - Ans
TOProBoi yNakoBKW (NigTBEPMKYETLCA
LaHUMU peasibHOro yacy) - 36i/bLUEeHHS
TepMiHy NpuAaaTHOCTI FOTOBOrO
nikapcbKoro 3acoby. 3aTBepaxeHo: 2
POKM. 3anponoHOBaHO: 3 POKMU.
227. CYNPAHEM NMOPOLLIOK 4151 PO3UUHY Ekcip ®apmacbioTukan IpaH Ekcip IpaH BHECEHHS 3MiH [0 peecTpayiniHnX 3a UA/13514/01/01
Ans iHdysili no 500 Komnawi PapmacbloTukan mMartepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
Mr/500 mr 1 donakoH 3 Komnai sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
NOPOLLKOM Y KapTOHHIi CT1abinbHicTb. 3MiHa y TepMiHax
KopooLi npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NikapCbKOro 3acoby
(36inbLUEHHS TEpMiHY NpUAaTHOCTI
roTOBOrO NlikapcbKoro 3acoby) - Ans
TOProBOi YNakoBKW (NigTBEPLKYETLCA
AaHVIMU peanbHOro vacy) - 36ibLlUeHHs
TEPMiHY NpUAaTHOCTI FOTOBOro
NikapcbKoro 3acoby. 3aTBEpPAXEHO: 2
POKMK. 3anpornoHOBaHO: 3 POKM.
228. TE/NMICTA H 40 Tabnetku no 40 mr/ 12,5 KPKA, a.4., Hoso CnoseHisn KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 10 peecTpavjiinHmx 3a UA/15859/01/01
Mr, N0 7 TabneTok y MecTo MecTo mMartepianis: 3miHu | Tuny - peyenmom
6nicTepi; no 2 abo 4, AOMIHICTPATUBHI 3MiHW. 3MiHa Ha3BK
abo 8, abo 12, abo 14 nikapcbKkoro 3acoby
6nicTepiB y KApPTOHHIi 3MiHW BHECEHI LW0A0 Ha3BW /iKapCbKOro
Kopo6ui; no 10 TabneTok 3acoby. 3aTBepmakeHo: TenbmicTa® H
y 6nicTepi; no 3 a6o 6, 40 3anponoHoBaHo: Tenmicta H 40
abo 9, abo 10 6nicTepis
Y KapPTOHHI KOpOObLii
229. TE/MICTA H 80 Tabnetku no 80 mr/ 12,5 KPKA, a.4., Hoso CnoseHisa KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 10 peecTpavjiitHmx 3a UA/15858/01/01
Mr, N0 7 TabneTok y MecTo MecTo mMartepianis: 3miHu | Tuny - peyenmom
6nicTepi; no 2 a6o 4, AfMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BM
a6o 8, abo 12, abo 14 nikapcbKoro 3acoby - 3MiHW BHECEHi
6nicTepiB Yy KAPTOHHIi LLI0A0 Ha3BW NiKkapcbKoro 3acooby.
Kopo6ui; no 10 TabneTok 3aTtBeppxeHo: TE/IbMICTA ® H 80
y 6nicTepi; no 3 a6o 6, 3anponoHoBaHo: TEJIMICTA H 80
abo 9, abo 10 6nicTepis
Y KapPTOHHI KOpOoOLii
230. TE/IMICTA HD 80 | Tta6netku no 80 mr/ 25,0 KPKA, a.4., Hoso CnoBeHisa KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/15860/01/01
Mr, M0 7 TabneTok y MecTo MecTo martepianis: 3miHu | Tuny - peyenmom

6nicTepi; no 2 abo 4,
abo 8, abo 12, abo 14

AZMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BM
NiKapcbKoro 3acoby
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepiB y KAPTOHHIN
Kopo6Li; no 10 TabneTok
y 6nicTepi; no 3 abo 6,
a6o 9, abo 10 6nicTepi
Y KapTOHHiIli Kopobui

3MiHU BHECEHI LL00 Ha3BW JiKapCbKOro
3acoby. 3arBepaeHo: Tenbmicta® HD
80 3anponoHoBaHo: Tenmicta HD 80

231.

TENCAPTAH-H

Tabnetkun no 40
mr/12,5mr, no 7
Tabnetok y 6nictepi; no
2 abo 4 6nictepn B
KapTOHHI KOpooLi

4-p Pegpai'c
Na6opartopic /1T

IHgis

4-p Pepgi'c
Na6opaTopic N74,

IHais

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHuM | TUNY - 3MiHK WoAa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3aralbHeHUX JaHnx npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnX npo cucTemy
hapmakoHarnagy, amiHa
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3[jiicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0c06u 3 chapmakoHarnagy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BoHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkauarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 3fjiicHeHHs thapmakoHarnsagy:
MponoHoBaHa pepakuis — Dr. Vijay
Kumar Talla. 3MiHa KOHTaKTHUX AaHnX
yMNOBHOB&XeHOT 0cobu, BifnoBiganbHOT
3a 3iicCHeHHs chapmakoHarnsgy

3a
peyerimom

UA/14776/01/01

232,

TE/NICAPTAH-H

Tabnetku no 80 mr/12,5
Mr, M0 7 TabneToK y
6nicTepi; no 2 abo 4
6nicTepy B KapPTOHHIiA
Kopoo6Li

A-p Peppi'c
Na6opaTopic /T4,

IHais

[-p Peppi'c
NabopaTopic /tg,

IHAis

BHECEHHS 3MiH 10 peecTpavjiiHmx
marepianis:
3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX npo cucTemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
thapmakoHarnagy, 3miHa
YyNOBHOB&XEHOI 0C06M, BifnoBiganbHOT
3a 34ilicHeHHs thapmakoHarnaagy;
KOHTaKTHOI 0c06u 3 chapmakoHarnagy
3asBHUKa 419 3AiICHEHHSA
hapmakoHarnsagy B YKpaiHi, SKLWwo BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarniagy (Bkavarum
KOHTaKTHI iaHi) Ta/abo 3MiHW Y

3a
peyenmom

UA/14775/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT
3a 3[jiicHeHHs chapmakoHarnsagy:
MponoHoBaHa pepakuis — Dr. Vijay
Kumar Talla. 3mMiHa KOHTaKTHWUX AaHunx
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3AjiiCHEHHs1 papMakoHarisay

233.

TEMO30/1OMIA-
TEBA

Kancynu no 20 mr no 5
Kancyn y dpsiakoHi, no 1
(p1aKOHY B KapPTOHHIl
Kopoo6Li

TeBa dapmaveBTikan
IHpacTpi3 /T4,

13painb

BMPOGHULITBO 3a
MOBHVM LIVK/IOM:
Hep®apMa C.P.J1.,
ITanis; Xaynt
dapma Amaper
'M6X, HimeuunHa,;
KOHTPO/Ib SIKOCTI:
Mepkne M'v6X,
HimeuuunHa; no3sin
Ha BUMYCK cepii:
Mepkne Mv6X,
HimeuunHa

ITania/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHU | TUNy - 3MiHa y MeTogax
BMNpobyBaHHA APl abo BuXigHOro
marepiany/npomixxHOro
NpoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETBLCS Y NPOLIECI
BMPO6HMLTBA ADI - 32 MOKA3HMKOM
«3a/INLLKOBI KiNIbKOCTi OpraHiuHmnx
PO3YMHHIKIB» BUSTYYEHHS 3 METOAIB
aHanizy (TEMO — 21) «H-I'enTaHy» Ta
BHECEHHS pefaKLiiHUX 3MiH B
MEeTOANKY AN NOKPALLLEHHS OLiHKN
akocTi [N13 (BuganeHHs HecyTTeBOI
iHbopMmaLii MPO KOMOHKY, NiABULLEHHS
BVIMOT 10 BMGIPKOBOCTI B MPOLLECI OL|iHKM
NPWAATHOCTI CUCTEMM, BUTYYEHHSA
HecyTTeBOro napameTpy, a came
NpUBAN3HI Yacu yTpUMaHHs.
|aeHTUdiKaLis nikiB 34jiCHI0ETbLCS
3rigHO 3 BIAMNOBIAHO XpOMAaTOrpamMoto
NS OUiHKM NpuAaTHOCTI cucTemu);
3MiHM | TUMY - 3MiHKW, NOB'A3aHI 3
HEOOXiAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHa/IbHOT hapmakonei Aepxasu
€C - npmBeeHHs crneumdikayii A®I Ta
MeTOoZiB KOHTPO/0 A0 MoHorpadii EP
«Temozolide: - BBeieHHA nocunaHb Ha
USP, EP; - 3MiHM 33 NOKa3HUKOM
«CynpoBigHi AOMILLKK, a came
3BY)XXEHHS KpuTepiiB JoMiLIKu
LiaHoTemasonigy 3 0,15 % 8o 0,10 % Ta
BBeeHHs po3giny «Legends of name»
(ans 3a3HaveHHs HaliMeHyBaHHS
OOMILOK Y BignosigHicTb EP); - 3a
NoKa3HUKOM «laeHTudikalis» meTogom
14, BHeceHo nocuiaHHA Ha EP 2.2.24;
3MiHM | TUny - 3mMiHa po3mipy cepii
(Bkntovatoun gianasonun) A®| abo
NPOMIDXHOTO NPOAYKTY, SKWIA

3a
peyerimom

UA/12676/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1

3aCTOCOBYETLCSA Y NPOLEC
BMpo6HULUTBa APl - 3miHa po3mipy cepil
NPOMDKHOI NPOAyKUii Ha cTagi
Ofilep>XKaHHS CyX0ro KpUCTasTliyHOro
TepMo3onomigy (2TEMOD1), sikuid
3aCTOCOBYETLCS Y NpoLeci
BMpOGHMLUTBA ADI, B pe3ynbTati HOBOT
CTaTUCTMYHOT OLiHKM NOTOYHUX Cepiil. A
TakoXX BHECEHO 3MiHM B p. 3.2.5.2.2, a
came KopekList ApyKapcbkoi NOMUKN B
onuci cneundikauii 2-LiaHo-3-
amiHoimigasony Ta A0AaHO Ha3BMU i
afpecyl BUPOGHWKIB BUXIAHOMO
MaTtepiany 4-amiHo-5-LjaHoimigaszony, y
3B’A3KY 3 NPUBEAEHHAM [0
opuriHaIbHOI JOKYMeHTaLii BUpobHMKa

234. TEMO30/10MIA- Kancysu no 100 mr no 5 TeBa ®apmavreBTikan 13painb BUPOBHMLTBO 3a ITania/ BHECEHHS 3MiH [10 peecTpavjiiHmx 3a UA/12676/01/02
TEBA Kancyn y cpnakoHi, no 1 IHpacTpi3 /T4, MOBHUM LNKNOM: HimeuunHa marepianis: peyenmom
hN1aKoHY B KapTOHHIl Hep®apMa C.P./1., 3MiHM | TUMy - 3mMiHa y MeTogax
KopoobLi ITania; Xaynt BUNpo6yBaHHA APl abo BUXigHOrO
Papma Amaper mMartepiany/npomiKHOro
vm6X, HimeuunHa; npoaykTy/peareHTy, Lo
KOHTPO/Tb SKOCTI: BUKOPVCTOBYETLCA Y NPOLIECI
Mepkne 'v6X, BMPO6HMLTBA AP - 38 MOKA3HMKOM
HimeuunHa; no3Bin «3a/IMLLKOBI KiNIbKOCTi OpraHiyHux
Ha BUMYyCK cepii: PO3UMHHWKIB» BUTYYEHHS 3 METOLIB
Mepkne 'v6X, aHanizy (TEMO — 21) «H-l'entaHy» Ta
HimeuunHa BHECEHHS pefakLiiHUX 3MiH B

MeTOAVKY A5 NOKPALLEHHS OLLHKM
akocTi M3 (BuganeHHs HecyTTeBOI
iHchopMmawLii Npo KOMOHKY, NiABULLEHHS
BMMOT A0 BUBIPKOBOCTI B NPOLLEC] OLLIHKM
npUaaTHOCTI CUCTEMU, BUSTyHEHHS
HecyTTEBOro napameTpy, a came
NPUBAN3HI Yacu yTpUMaHHS.
laeHTudikavisa nikis 34jiNCHI0ETLCA
3rigHO 3 BiANOBIAHO XPOMATOrpamMoto
[ONs1 OUIHKY NPUAATHOCTI CUCTEMW);
3MiHM | TUNY - 3MiHK, NOB'A3aHI 3
HEeOoOXiAHICTIO NpUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponeiicbkoi hapmakonei, abo iHLWoi
HaLjioHa/IbHOI hapmakonei Aepxasu
€C - npuBefeHHA cneyndpikauii APl Ta
MeTOoZiB KOHTPO/I0 A0 MoHorpadii EP
«Temozolide: - BBeieHHA NocunaHb Ha
USP, EP; - 3MiHK 3a NOKa3HUKOM
«CynpoBigHi AOMILLKK, a came
3BY)XXEHHS KpuTepiiB JoMilkn
LiaHoTemasonigy 3 0,15 % no 0,10 % Ta
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BBeEeHHsA po3ainy «Legends of name»
(ans 3a3HaveHHs HaliMeHyBaHHS
OOMILOK Y BignosigHicTb EP); - 3a
NnoKa3HUKOM «laeHTudikalis» meTogom
14, BHeceHo nocunaHHA Ha EP 2.2.24;
3MiHY | TUny - 3mMiHa po3Mipy cepii
(Bkntovatoun gianasonmn) A®| abo
MPOMDKHOIO NPOAYKTY, SKWIA
3aCTOCOBYETLCS Y NpoLeci
BMpO6HMLTBa API - 3MiHa po3mipy cepii
NPOMDXHOI NPOAYKUIT Ha cTagil
OfiepXaHHSA CyX0ro KpUCTauliyHoro
Tepmo3onomigy (2TEMOD1), skuii
3aCTOCOBYETHCS Y NpoLECi
BMPOGHMLUTBA ADI, B pe3ynbTarti HoBOT
CTaTUCTUYHOT OLiHKM NOTOYHUX Cepiil. A
TakoX BHECEHO 3MiHM B p. 3.2.5.2.2, a
came KOpekList ApyKapCbKoi MOMWUIKA B
onuci cneumdikadii 2-ujaHo-3-
aMiHoimMigasony Ta AofaHo Ha3By i
afpecy BUPOGHUKIB BUXIAHOMO
marepiany 4-amiHo-5-UiaHoiMifasony, y
3B'A3KY 3 NPVYBEAEHHAM [0
opuriHasbHOT AOKYMeHTaLii BUPO6HMKa

235.

TEMO30/10MIAa-
TEBA

Kancynm no 140 mr no 5
Kancyn y ¢gpnakoHi, no 1
hNakoHy B KAPTOHHIl
Kopoo6Li

TeBa ®apmaveBTikan
IHpacTpi3 14,

13painb

BMPOGHMLITBO 3a
MOBHUM LIVIK/TOM:
Hep®apMa C.P.J1.,
ITanis; Xaynt
dapma Amaper
'm6X, HimeuunHa;
KOHTPO/Tb AKOCTI:
Mepkne M'vbX,
HimeuuunHa; go3sin
Ha BUMYCK cepii:
Mepkne M'vbX,
HimeuunHa

ITania/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavLjiiniHnX
marepianis:
3MiHM | Tuny - 3mMiHa y meTogax
BMNpobyBaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro
nNpoAayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP - 38 NOKA3HUKOM
«3a/IMLLKOBI KiNIbKOCTI OpraHiyHnx
PO3UNHHVIKIB» BUSTYYEHHS 3 METOSiB
aHanizy (TEMO — 21) «H-I'enTaHy» Ta
BHECEHHS pefakLUiiH1X 3MiH B
MeTOAVKY A1 NOKPALLEHHS OLLHKM
AKocTi 13 (BMAaneHHs HecyTTeBOI
iHchopmawLii Npo KONMOHKY, NiABULLEHHS
BVIMOT [0 BMGIPKOBOCTI B MPOLLECI OL|iHKM
NPVUAATHOCTI CUCTEMM, BUNYHEHHSA
HecyTTEBOrO NnapameTpy, a came
NpUBAN3HI YacK yTpUMaHHS.
laeHTUdiKaLis nikis 34jiCHIOETbLCS
3rifHO 3 Bi4NOBIAHOK XPOMATOrpamMoro
NS OUiHKM NpuAaTHOCTI cucTemn);
3MiHU | TUNY - 3MiHK, NOB'A3aHi 3
HeOoOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHwoi

3a
peyenmom

UA/12676/01/03
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HaLjioHasIbHOI hapmakonei Aepxasu
€C - npuBefeHHA cneyudikauii API Ta
MeTOoZIB KOHTPO/0 A0 MoHorpadii EP
«Temozolide: - BBe€HHA NocunaHb Ha

USP, EP; - 3MiHK 3a NOKa3HUKOM
«CynpoBigHi AOMILLKK, a came
3BY)XXEHHS KpuTepiiB JoMiLkn

LiaHoTemasonigy 3 0,15 % o 0,10 % Ta

BBeieHHA po3giny «Legends of name»
(ansa 3a3Ha4YeHHs1 HallMeHyBaHHS
[LOMILLOK Y BignoBsigHicTb EP); - 3a

NnoKasHUKOM «laeHTudikalis» metTofom

14, BHECeHO nocuiaHHa Ha EP 2.2.24;

3MiHu | TNy - 3MiHa po3mipy cepii

(Brtovatoun gianasoHu) A®l abo

MPOMDKHOr0 NPOAYKTY, SKWiA
3aCTOCOBYETHCS Y NPOLEeC
BMPO6HULTBA AP - 3MiHa po3mipy cepii
NPOMDKHOI NPoAyKUil Ha cTagi
ofep>XXaHHS CyX0oro KpucTasliyHoro
Tepmo3onomigy (2TEMODL), skuii
3aCTOCOBYETLCSA Y NPOLEC
BUpo6HMLTBa ADI, B pe3ynibTaTi HOBOI
CTaTUCTUYHOI OLiHKM NMOTOYHUX Cepiil. A
TakoX BHECEHO 3MiHu B p. 3.2.5.2.2, a
came KopeKList ApyKapcbkoi NOMUKN B
onuci cneundikauii 2-ujaHo-3-
amiHoiMiga3ony Ta AOAAHO Ha3BMU i
afpecy BUPOOHUKIB BUXiZAHOMO
maTepiany 4-amiHo-5-LjaHoimigasony, y
3B'A3KY 3 NPVIBEAEHHAM [0
opuriHasIbHOT AOKYMeHTaLlii BUPOGHMKa

236.

TEMO30/1OMIA-
TEBA

Kancysm no 180 mr no 5
Kancyn y dpsiakoHi, no 1
(pN1aKOHY B KApPTOHHIl
Kopoo6Li

TeBa d®apmaveBTikan
IHpacTpi3 /T4,

13painb

BMPOGHULITBO 3a
MOBHVM LIVK/IOM:
Hep®apMa C.P.J1.,
ITanis; Xaynt
dapma Amaper
'M6X, HimeuunHa,;
KOHTPO/Ib SIKOCTI:
Mepkne M'v6X,
HimeuuunHa; no3sin
Ha BUMYCK cepii:
Mepkne M'v6X,
HimeuunHa

ITanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHU | TUNY - 3MiHa y MeToAax
BMNpobyBaHHA APl abo BuXigHOro
marepiany/npomixxHOro
NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCS Y NPOLIECI
BMPO6HMLTBA ADI - 32 MOKA3HMKOM
«3a/INLLKOBI KiNIbKOCTi OpraHiuHmnx
PO3YMHHWKIB» BUSTYYEHHS 3 METOAIB
aHanizy (TEMO — 21) «H-l'enTaHy» Ta
BHECEHHS pefaKLiiiHUX 3MiH B
MEeTOANKY AN NOKPALLLEHHS OLiHKN
akocTi [N13 (BuganeHHs HecyTTeBOI
iHbopMmaLii MPO KOMOHKY, NiABULLEHHS
BVIMOT 10 BMGIPKOBOCTI B MPOLLECI OL|iHKM
NPWAATHOCTI CUCTEMM, BUTYYEHHSA
HecyTTeBOro napameTpy, a came

3a
peyerimom

UA/12676/01/04
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

NpUBIN3HI YacK yTPUMaHHS.
laeHTUdiKaLisa nikis 34jCHIOETbLCS
3rifHO 3 Bi4NOBIAHO XPOMATOrpamMmoro
NS OUiHKM NpUAaTHOCTI cucTemn);
3MiHU | TUNYy - 3MiHKW, NOB'A3aHi 3
HEeOoOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLwoi
HaLjioHas/IbHOI thapmakonel Aepxasu
€C - npmBeaeHHs crneumdikayii A®| Ta
MEeTO/AIB KOHTPOSI0 [0 MOHorpadii EP
«Temozolide: - BBefjleHHs NocunaHb Ha
USP, EP; - 3MiHM 38 NOKa3HWKOM
«CynpoBigHi fOMiLLKK, a came
3BY)XEHHS KpuTepiiB JoMilku
LiaHoTemasonigy 3 0,15 % fo 0,10 % Ta
BBe/ieHHs po3ziny «Legends of name»
(ans 3a3HaYeHHs HaliMeHyBaHHS
OOMILIOK Y BignoBsigHicTb EP); - 3a
NoKasHUKOM «laeHTudikauis» MeToaomM
14, BHeceHo nocunaHHAa Ha EP 2.2.24;
3MiHM | TUny - 3mMiHa po3Mipy cepii
(BKntovatoum gianasoxun) A®l abo
NPOMIDXHOIO NPOAYKTY, SKWIA
3aCTOCOBYETLCSA Y NPOLEC
BMpo6HULUTBa APl - 3miHa po3mipy cepil
NPOMDKHOI NPOAyKUii Ha cTagi
Ofilep>KaHHS CyX0ro KpUCTasliyHOro
TepMo3onomigy (2TEMOD1), sikuid
3aCTOCOBYETLCS Y NpoLeci
BMpOGHMUTBA ADI, B pe3ynbTati HOBOT
CTaTUCTMYHOT OLiHKM NOTOYHUX Cepiil. A
TakoXX BHECEHO 3MiHM B p. 3.2.5.2.2, a
came KopekLjist ApyKapcbKoi NOMUKN B
onuci cneundikauii 2-LiaHo-3-
amiHoiMigasony Ta AOAaHO Ha3BMU i
afpecyl BUPOGHWKIB BUXIAHOMO
mMaTtepiany 4-amiHo-5-LjiaHoimigasony, y
3B’A3KY 3 NPUBEAEHHAM [0
opuriHaIbHOI JOKYMeHTaLii BUpobHMKa

237.

TEMO30/10MIA-
TEBA

kancynu no 250 mr no 5
Kancyn y cpnakoHi, no 1
h1aKoHY B KapTOHHIl
KopoobLi

TeBa ®apmavreBTikan
IHgacTpis 14,

13painb

BUPOGHMLTBO 3a
MOBHVM LK/IOM:
Hep®apMa C.P.J1.,
ITania; Xaynt
Papma Amaper
vm6X, HimeuunHa;
KOHTPO/Tb SKOCTI:
Mepkne M'v6X,
HimeuuunHa; go3Bsin
Ha BUMyCK cepii:

ITania/
HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TuMy - 3mMiHa y MeTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMartepiany/npomikHOro
npoayKTy/peareHTy, Wo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP - 38 MOKA3HMKOM
«3a/ILLKOBI KiNIbKOCTi OpraHiyHux
PO3YMHHVKIB» BUIYYEHHS 3 METOLIB

3a
peyenmom

UA/12676/01/05
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Mepkne M'v6X,
HimeyunHa

aHanizy (TEMO — 21) «H-l'enTaHy» Ta
BHECEHHS pefaKLiiHUX 3MiH B
MeTOAVKY A5 NOKPALLEHHS OLLHKM
akocTi [N13 (BuganeHHs HecyTTeBOI
iHbopMmaLii MPO KOMOHKY, NiABULLEHHS
BVMOT 10 BMGIPKOBOCTI B MPOLLECI OL|iHKM
NPWAATHOCTI CUCTEMM, BUTYYEHHSA
HecyTTeBOro napameTpy, a came
NpUGAN3HI YacK yTPUMaHHS.
|aeHTUdiKavLis nikiB 34jiACHI0ETbLCSA
3rigHO 3 BiAMNOBIAHO XpOMAaTOrpamMoto
NS OUiHKVM NpuAaTHOCTI cucTemu);
3MiHM | TUMY - 3MiHKW, NOB'A3aHI 3
HEeOoObXiAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHa/IbHOT hapmakonei Aepxasu
€C - npmBefeHHn cneumdikauii A®I Ta
MeTOoZiB KOHTPO/I0 A0 MoHorpadii EP
«Temozolide: - BBeleHHA nocunaHb Ha
USP, EP; - 3MiHK 32 NOKa3HUKOM
«CynpoBigHi AOMILLKKM, a came
3BY)XEHHS KpuTepiiB JoMiLku
LiaHoTemasonigy 3 0,15 % fo 0,10 % Ta
BBeEeHHSA po3ainy «Legends of name»
(ans 3a3HaveHHs HaliMeHyBaHHSA
OOMILOK Y BignosigHicTb EP); - 3a
NoKa3HUKOM «laeHTudikalis» meTogom
14, BHeceHo nocuiaHHA Ha EP 2.2.24;
3MiHY | TUny - 3mMiHa po3Mipy cepii
(Brtovatoun gianasoHu) A®l abo
NPOMDKHOTO NPOAYKTY, SKWIA
3aCTOCOBYETLCS Y NpoLeci
BMpO6HUMLTBa AP - 3MiHa po3mipy cepii
NPOMIXHOI NPOAYKUIT Ha cTagil
OfiepXaHHSA CYX0ro KpUcTasliyHoro
Tepmo3onomigy (2TEMOD1), skuii
3aCTOCOBYETHCS Y NPOLEeC
BMPOGHMLUTBA ADI, B pe3ynbTarti HoBOT
CTaTUCTUYHOT OLiHKM NOTOYHUX Cepiil. A
TakoX BHECEHO 3MiHM B p. 3.2.5.2.2, a
came KOpekList ApyKapCbKoi MOMWUIKA B
onuci cneuyndikadii 2-ujaHo-3-
aMiHoimMiga3ony Ta AofaHo Ha3By i
afpecy BUPOGHWKIB BUXIAHOMO
marepiany 4-amiHo-5-UiaHoiMigasony, y
3B'A3KY 3 NPVBEAEHHAM [0
opuriHasbHOT AOKYMeHTaLii BUpO6HMKa

238.

TEPLEE®®

MOPOLLIOK A/18 PO3UUHY
Ons iH'ekuii no 2r, 5

BankaHdapwva-
Pasrpag AT

Bonrapis

BankaHdapma-
Pasrpag AT

Bonrapis

BHECEHHS 3MiH O peecTpavLjiiiHnX
Marepianis:

3a
peyenmom

UA/5007/01/02
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
(bN1aKoHIB 3 NOPOLLKOM B 3MiHM | TUMy - 3MiHa y MeTogax
KapTOHHI KOpooLi BMNPOGYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MmiHa y
3aTBEPAKEHNX MeToAax
BMNPOBYBaHHS) - BHECEHHS 3MiH B .
3.2.P.5.2. AHaniTu4Hi MeToauKH,
30Kpema: gofaHHs npumitkv "Ans
PYTVHHOTO KOHTPOJIHO SKOCTi FOTOBOTO
nikapcbKoro 3acoby [03BOMAETLCSA
BVKOPMCTOBYBATU pobOYi CTaHAapTHI
3pasku”. Metoau BUNpPoGyBaHHS
3a/IMLLNINCE HE3MIHHUMK
239. TEPLE®® NMOPOLLIOK A1 PO34UHY BankaHdapwva- Bonrapis BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/5007/01/01
onsiH'ekuiino1r,5 Pasrpag AT Pasrpag AT marepianis: peuenmom
h1aKoHIB 3 NOPOLLKOM B 3MiHM | TUny - 3mMiHa 'y meTogax
KapTOHHI KOpoo6Li BMNPOGYBaHHSA roTOBOrO /TiKapCbKOro
3acoby (He3HauHa 3MmiHa y
3aTBEPLKEHUX MEeTOoAax
BMNPOGYBaHHS) - BHECEHHS 3MiH B p.
3.2.P.5.2. AHaniTuuHi meToamku,
30Kpema: gofaHHs npumitkv "Ans
PYTVHHOTO KOHTPOJTHO SKOCTi FOTOBOrO
nikapcbKoro 3acoby [,03BONAETHCS
BMKOPWCTOBYBATU POBOYI CTaHAapTHI
3pasku”. Metoan BUNpPOGyBaHHSA
3a/IMLLNANCH HE3MIHHUMK
240. TIOTPUA3O/IH® | no 2 mn B amnyni; no 10 MAT "ranuucpapm" YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpayinHnX 3a UA/2931/01/02
amnys y KOHTYpHii marepianis: peyenmom
YapyHKOBIli ynakoBLii; no 3MiHK | TNy - 3MiHa NocTavasnibHUKa
1 KOHTYpHI YapyHKOBIl nakyBaslbHVX martepianis abo
ynakoBLji B nayuyj; no 4 KOMMNIEKTYUNX (SKLWO 3a3Ha4YeHO B
M/ B amnyni; no 5 [0CbE) (BUNYUYEHHS NOCTavasibHMKA) -
amnyn y KOHTYpHIi BHECEHHS 3MiH 40 MaTepianis
YapyHKOBIli ynakoBLii; no peecTpadiiHoro gocke p. 3.2.P.7.
2 KOHTYpPHi YapyHKOBI Cuctema KoHTeliHep/3akynoptoBasibHUii
yNaKoBKM B NauLii 3aci6: BUNyYeHHs iHchopmal,ii wogo
BMPOGHWKIB MEPBMHHOI YNaKoBKM
(amnyn)
241. TPUMETA3UOWNH | Tabnetku, BKpUTI TOB "CepgB'e YkpaiHa" YKkpaina NabopaTtopii Ceps' € dpaHuisn/ BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX 3a UA/7662/01/01
MR CEPB'E€ NAiBKOBOK 000JI0HKOH, IHoacTpi, ®paHLis; Monbwa martepianis: 3miHu Il TUny - 3MiHU WoA0 peuenmom

3 MogucpiKkoBaHUM
BUBISIbHEHHAM N0 35 Mr;
no 30 TabneTok y
6nicTepi; no 2 6nictepu
y KOpo6L,i 3 KapTOHY

AH®APM
MignpnemcTBo
dapmaueBTuyHe AT,
Monblwa

6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BuAavi peecTpauiiHoro noceig4eHHs,
BK/IOYaoum MnaH ynpasniHHA
pr3nKamm (3acTocyBaHHS 3MiH(K), Aki(a)
BMMaraTb(€) NogasbLLIOoro
00r'pyHTYBaHHA HOBMMW AOAATKOBUM
AaHUMK, Lo MakTb HaJaBaTucs
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KOMMNETEHTHUM OpPraHoM, OCKi/TbK/
BUMaraeTbCs CyTTEBA OL[iHKa
KOMNEeTEeHTHUM OpraHoM) BrKoHaHHSA
30060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
2.3 NyHKTY 2 gopatky 15 no MNopsaky
NPOBeAEHHS ekcnepTnsn
peecTpauiiHnx MaTepianis Ha nikapcbki
3aco6wu, L0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTtpaLito), a Takox
eKcrnepTn3n MaTepiaslis NPO BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis
NpoTAroMm fji peecTpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

242.

DANNBAKC

PO34uH NS iH'ekuiid, 250
Mr/5mMnno5mny
nonepeaHbLo
HamnoBHEHOMY LUNPUL;
no 2 nonepegHsLo
HanoBHEHMX LUMpULA
pasom 3 ABoma
6e3ne4yHVMK roskaMu B
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIl
YyNakoBLi B KAPTOHHI
Kopoo6Li

4-p Peppi'c
Na6opaTopic /T4,

IHgis

4-p Peapi'c
Nab6opaTtopic
Nimitea, BupobHuya
AinbHMUA - 9

IHais

BHECEHHS 3MiH O peecTpavjiiiHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMOBHOB&XeHOT 0cobu, BignoBigansHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsay
3as1BHVKA 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M,
BiANOBiAa/IbHOI 32 3AiACHEHHS
thapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHi MacTep-ghaiina cuctemu
hapMakoHarnsagy) - 3MmiHa
yNOBHOBaXeHOT 0cobu, BifnosiganbHOT
3a 3[iliCHEHHS
hapmakoHarnagy: firova pegakuis —
Dr.Y. Kiran Kumar. MponoHoBaHa
pegpakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI
0cobw, BignoBiganbHOI 3a 34iACHEHHS
dhapmakoHarnsgy

3a
peyenmom

UA/16437/01/01

243.

PIICTUM®

PO34unH aNs iH'ekuinn 0,3
Mr (30 mH MO/1 mn);
onsa MpAT "Biochapma™
no 1 mn [(30 maH MO)
(0,3 mr)] a6o no 1,6 mn
[(48 maH MO) (0,48 mr)]

TOB "®3
"BIO®PAPMA"

YkpaiHa

BMPOBHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUNyckK cepiii: MpAT

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHuX Mpo cucTemy

3a
peyenmom

UA/14300/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
y dhnakoHi; no 1 "BIO®APMA", thapmakoHarnagy (BBefeHHs
chnakoHy y nauui 3 YkpaiHa; y3arasilbHeHUX JaHnx npo cucTemy
KapToHy; ansa TOB "®3 BMPOGHMLTBO, hapmakoHarnsgy, 3miHa
"Biochapma™: no 1 mn nepBrHHE Ta yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
[(30 mnH MO) (0,3 mr)] BTOPUHHE 3a 3[jlicHeHHs hapmakoHarnsay;
a6o no 1,6 mn [(48 mnH nakyBaHHs, BUMYCK KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
MO) (0,48 wmr)] y cepiii: TOB "93 3a8BHMKa AN 34ICHEHHSA
nonepeaHLo "BIO®PAPMA", thapmakoHarnagy B YkpaiHi, KO BOHA
HanoBHEHOMY LUNPUL YkpaiHa BifAMiHHa Bif, YNOBHOB&XeHOI 0co6M,
ab6o y dpnakoHi; no 1 BiANOBiAa/IbHOI 32 3AiACHEHHS
nonepeaHLo thapmakoHarnsgy (Bkioyaoum
HanoBHEHOMY LLNPULY KOHTaKTHI AaHi) Ta/abo 3MiHn y
abo dhrakoHi y 6nictepi; pO3MilLEeHHI MacTep-ghaiina cuctemu
no 1 6nictepy y nauui 3 thapmakoHarnagy) - 3miHa
KapToHYy yrNOBHOBaXeHOT 0cobu, BifnosigansHOT
3a 3gjiicHeHHs chapmakoHarnsagy: fitoya
pepakuis — Typok B’auecnas
B’ayecnasosuy. MNMponoHosaHa
pepakuis — Aurac [iaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHnX
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3AjiiCHEHHs1 papMakoHarisay
244, ®IEBOTOH kancysnm Teepgi no 300 AT "Cogpapma” Bonrapis AT "Codhapma” Bonrapis BHECEHHS 3MiH 4,0 pPEeECTPaLiiHNX 6e3 UA/0747/02/01
mr no 10 kancyny maTepianis: peyenma
6nictepi, no 5 6nictepis 3MiHu Il TNy - 3MiHK 3 sKocTi. API.
Y KapPTOHHIl navui Brpo6HMLTBO - BUpo6HMK AD| Sichuan
Xieli Pharmaceutical Co., Ltd., Ne860 of
Chaoyang South Road, Pengzhou,
Sichuan 611930, China 3 micuem
BMpo6bHuLTBa Pharmaceutical Industrial
Park, Pengzhou, Sichuan 611930,
China Hapae akTyanizosaHuii EDMF
(AP/Version Ne5, 2016-09-30 Ta
RP/Version Ne6, 2016-10-22)
(3atBeppgxeHo: Version 1. June 1,
2006)
245. anyimyumn TabneTku wunydi no 600 3am60H C.M.A. ITania 3aM60H LBeiiapis BHECEHHS 3MiH [10 peecTpavjiiHmx 6e3 UA/3083/01/01
Mr M0 2 TabNeTkn y Ceituepnang Itg, marepianis: peyenma
6nicTepi; no 5 6nictepis 3MiHK | TUNY - NOAAHHSA OHOB/IEHOTO
Y KapPTOHHiIli nayui CEP Ne R1-CEP 1996-070-Rev 06 ans
Ai040T PEYOBVHY aueTUILUCTEIH Bif
BXe 3aTBepKeHOro BUPoOHYKa 3i
3MiHOIO Ha3BW OHIET 3 BUPOOHNUNX
AiNbHULb
246. onyiMmyunn rpaHy/im ANns opasibHOro 3amboH C.M.A. ITanisa 3amboH LBeiiLapis BHECEHHS 3MiH 10 peecTpavjiinHmx 6e3 UA/3083/02/02
po3unHy, 200 mr/lrno 1 CsiTuepnaHg /174, marepianis: peyenma

r (200 mr/1r) rpanyny
nakerti; no 20 nakeTiB y

3MiHW | TUNY - NO4AHHSI OHOBJIEHOTO
CEP Ne R1-CEP 1996-070-Rev 06 ans
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHIN nayui

Ai040T PEYOBVHM aueTULNCTEIH Big
BXE 3aTBEP/PKEHOro BUPOOHYMKA 3i
3MIHOI Ha3BUW OAHIET 3 BUPOOHNUNX
OiNbHULUb

247.

®JTIO3AK-50 AT

TabneTtku, Wo
oucnepryoTtbes, no 50
Mr no 4 a6o no 10
Tabnetok y ctpuni; no 1
CTpYINY B KAPTOHHIM
Kopoo6Li

€Bpo Navichkep /T

Benvka
BpuTtaHis

®AC Nimvitepn,

IHais

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 34ilicHeHHA thapmakoHarniagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy
3asBHUKa 419 3AiAICHEHHA
hapmakoHarnsagy B YKpaiHi, SKLWwo BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
yMOBHOB&XeHOT 0cobu, BignoBigansHOT
3a (papmakoHarnsag: Aiova pefakuis —
€sgokimosa CsiTnaHa MuTpiBHa.
lMponoHoBaHa pepakuist — benikosa
CsiTnaHa MuxaiiniBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobu

3a
peyenmom

UA/5495/02/01

248.

DOPCAX

TabneTkun XyBasbHi No
25 mr, no 1 Tabnetuyjiy
6nicTepi, no 1 6nictepy
Y KapTOHHiIli kopobLi; no
2 TabneTtkun y 6nictepi,
no 2 abo 4 6nictepn y
KapTOHHI KopooLi

AxTasic rpyn AT

IcnaHpin

DxeHegpapm C.A.

Ipeuis

BHECEHHS 3MiH 10 peecTpavjiiHmx
marepianis: 3miHu Il Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BHeceHHs abo
3MiHa(1) 4O 3060B'A3aHbL Ta YMOB
BMAadi peecTpaviiiHoro nocBigYeHHs,
BKAOYatoum MNnaH ynpasiHHA
pv3nkamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratTb(€) nofasibLIoro
06I'pYHTYBAHHSA HOBUMM [0AATKOBUM
AaHVMu, Lo MatoTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKM
BMMAaraeTbCs CyTTeBA OLjiHKa
KOMMETEHTHUM OpraHom) - BUKOHaHHS
3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 gogatky 15 no Mopsaaky
NpoBefEeHHS eKcnepTusmn
peecTpaLiiiHMX MaTepianiB Ha Nikapcbki

3a
peyenmom

UA/12154/01/01
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3aco6u, L0 NOAATLCA Ha AepXKaBHY
peecTpavuito (nepepeecTpaLito), a Takox
eKkcnepTn3n matepianis Npo BHECEHHSA
3MiH [0 peecTpaviiiHix maTtepianis
npoTArom fii peecTpaduiiHoro
NOCBIJYEHHS, 3aTBEPA)KEHOIO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

249,

250.

DOPCAX

TabneTku XysasibHi No
50 mr, no 1 Tabnetyjy
6nictepi, no 1 6nictepy
Y KapTOHHIli kopoobLi; No
2 Tabnetkn y 6nictepi,
no 2 a6o 4 6nictepn y
KapTOHHI KOpoo6Li

AxTasic rpyn AT

IcnaHgis

xenedapm C.A.

Ipeuis

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis: 3miHu Il Tuny - 3MiHW Woao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiHoro nocBifg4YeHHs,
BKAOYatoum MNnaH ynpasiHHA
pv3ukamm (3aCTOCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nofasibLIoro
06r'pyHTYBaHHS HOBMMU A0A4ATKOBUM
AaHuMK, WO MaoTb HaJaBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAara€eTbCsl CyTTEBA OLLiHKA
KOMMEeTeHTHUM OpraHoM) - BrKOHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkty 1 gogatky 15 no Mopsgky
NPOBeAEHHA ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki
3aco6w, Lo NojatTbCs Ha AePXKaBHY
peecTpadjio (nepepeecTpaLiio), a Takox
eKcrnepTM3n MaTepiasiB Npo BHECEHHS
3MiH 40 peecTpauiiHnx maTtepianis
npoTArom fii peecTtpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOrO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/12154/01/02

DOPCAX

TabneTkun XyBasbHi No
100 mr, no 1 Tabnetyiy
6nicTepi, no 1 6nictepy
Y KapTOHHiIli kopobLi; no
2 TabneTtkun y 6nictepi,
no 2 abo 4 6nictepn y
KapTOHHI KopooLi

AxTasic rpyn AT

IcnaHpin

DxeHegpapm C.A.

Ipeuis

BHECEHHS 3MiH 10 peecTpaLjiitHmx
marepianis: 3miHu Il Tuny - 3miHW Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(K) 4O 3060B'A3aHbL Ta YMOB
BMAadi peecTpaviiHoro NocBigYeHHs,
BK/IOYaouM MnaH ynpasniHHA
pv3nkamm (3aCToCyBaHHS 3MiH(M), ski(a)
B/MaratoTb(€) nofasibLIoro
06r'pyHTYBaHHS HOBUMW AOAATKOBUM
AaHVMu, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BUMaraeTbCs CyTTEBA OLLiHKa
KOMMETEHTHUM OpraHom) - BUKOHaHHS
3000B'13aHb BiANOBIAHO A0 NiANYHKTY

3a
peyenmom

UA/12154/01/03
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

1.13 nynkty 1 gogatky 15 go Mopsgky
NpoBeAeHHA ekcnepTnsn
peecTpauiiHnx Matepianis Ha nikapcbki
3aco6u, LU0 NOAAITLCA Ha AepXaBHY
peecTpavuito (nepepeecTpaLito), a Takox
eKkcnepTn3n matepianis Npo BHECEHHSA
3MiH [0 peecTpaviiiHix maTtepianis
npoTsArom fii peecTpaduiiHoro
MOCBIJYEHHS, 3aTBEPA)KEHOIO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

251.

DOPTPAHC®

NMOPOLLOK AN
Op&a/IbHOTO PO3YMHY MO
73,69 r NOpoLUKY y
nakeTuKy; nNo 4 nakeTuku
Y KapTOHHIli Kopobui

INCEH ®APMA

PpaHuin

BO®YP INCEH
IHAYCTPI

®paHuisa

BHECEHHS 3MiH [0 peecTpaLinHnX
marepianis:
3MiHU | TUNY - NOAAHHS OHOB/IEHOTO
cepTucpikaTy BifgnoBigHOCTI
€Bponelicbkii hapmakonei gns gitoyoi
peyoBUHU HaTpito xnopugy R1-CEP
2010-083 Rev00 Big yxe
3aTBEPAKEHOrO BUPOOHMKA; 3MiHM |
MYy - 3MiHW Y Npoueci BUpobHULUTBa
roTOBOro MikapCbKoro 3acoby,
BK/IO4AI0UM MPOMIXKHWIA MPOAYKT, WO
3aCTOCOBYETHCA NPU BUPOOHULTBI
roToBOro MikapcbKoro 3acoby -
He3HayHa 3MiHa y npoueci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro
3acoby (goAaBaHHs aflbTEPHATUBHOMO
obnagHaHHs (NogpibHoBaY
MOJI0TKOBWIA) ansi cTagji
«[MoAPIGHEHHS»; BUNYYEHHS
iHrpegieHTa HaTpito 6ikapboHaTy 3
ctagii «MoapibHeHHs»); 3MiHK | Tuny -
3MiHa y napameTpax creumdikauii
Ta/abo [oNyCTUMUX MEX, BU3HAUEHUX Y
cneumaikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpOAyKT/peareHT,
LL|0 BUKOPUCTOBYHOTLCSA Y NPOLLECI
BUpPO6HMLTBA AD| - LONOBHEHHS
cneumdikauii Ailo4oi pevoBMHN HaTpIl0
rigpokap6oHaT HOBUM MOKa3HNMKOM
AKocTi "Po3nogin po3mipy yacTok" Ta
BiANOBIAHUM METOAO0M BMNPOGYBaHHS;
3MiHN | TUNY - NOA@HHS HOBOIO
cepTuduikaty BiaNoBIAHOCTI
€sponelicbkin hapmakonei RO-CEP
2015-374 Rev00 ans Aito4oi pevoBrHN
HaTpito cynbart 6e3BoaHUI Bif,
anbTepHaTMBHOro B1po6HMKa MACCO
Organiques, S.r.0.; 3miHu | Tuny -
nofgaHHsa oHossieHoro CEP NeR1-CEP

3a
peyerimom

UA/6620/01/01




163

Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

2002-180-Rev 02 ons gjro4oi pevyoBuHmn
Macrogol 4000 3aTBEepaXeHoro
Bupo6Hmka CLARIANT PRODUKTE
(DEUTSCHLAND) GMBH, 3
YTOUYHEHHAM afpecy BUPOGHUYOIT
AiNbHUL

252.

DYPOCEMIA

Tabnetku no 40 mr no 10
Tabnetok y 6nictepi; no
5 6nicTepis y nayi

MAT "ranuucpapm”

YkpaiHa

MAT

"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiniHnX
marepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmMakoHarnagy - 3amiHa rpagivyHoro
3006paXeHHs yNakoBOK MiKapCbKoro
3aco0y Ha TEKCT MapKyBaHHSA ynakoBoOK,
3 BigNoBIAHOW 3aMiHo p. "T'padivuHe
0hopMNEHHS yNakoBKM" Ha p. "TekcT
MapKyBaHHs". BBeAeHHS1 3MiH
npoTArom 6-tu micsAuis nicnsa
3aTBepPAKEHHsA

3a
peyenmom

UA/0187/01/01

253.

DYPOCTIM

Kancynu, 50 mr/20 mr no
10 kancyn y 6nictepi; no
3 6nictepun B nayui

AngoreH IMNKo C.ap.n

TMokcembypr

C.K. NNabopmep-
dapma C.A.

PymyHis

BHECEHHS 3MiH 10 peecTpaviitHmx
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHnx npo cucTemy
hapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobu, BignosigansHoT
3a 3[jlicHEHHs chapMmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 hapMakoHarnsgy
3aABHUKa 419 3AIICHEHHA
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M,
BiANOBiAa/bHOI 32 3AiACHEHHS
hapmakoHarnagy (Bkaovarouu
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asBHUKa A5 34ICHEHHS
thapmakoHarnsagy:

[itova pepgakuis — IpuHa Bagoi/ Irina
Badoi. MponoHoBaHa pegakuis —
CopiHa JliaHa Mato/ Sorina Liana Paiu.
3MiHa MicLe3HaxomKeHHs1 MacTtep-
thaiina. 3miHa MicLe3HaxomKeHHs
BMNPOBaKEHHA OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy

3a
peyenmom

UA/14198/01/01

254,

XAPBOHI

TabneTkun, BKpUTI
MN/1iBKOBOK 06G0/OHKOH0,

lneag CaiteHcus, IHK.

CLWA

BMNyCK cepil,

BTOPMHHA yNnakKoBKa,

Ipnangis/
KaHapa/

BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX
mMaTepianis:

3a
peyenmom

UA/15873/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
no 90 mr/400 wr; no 28 KOHTpO/b cepii: CLA 3MiHM | TURY - 3MiHa BUPOOHMKa
Tabnetok y donakoHi; no lnean CaiieHcus BUXIAHOro/NPOMIXHOro
1 chnakoHy B KapTOHHIl Alleneng HOC, npoaykTy/peareHty, Lo
Kopoo6Li IpnaHgjs; BVIKOPVCTOBYIOTHCS Y BUPOOHUYOMY
BMPOBHULTBO, npoteci A®l, abo 3miHa BUPOGHUKa
nepBMHHA Ta (BKknoYaroum, ae HeobxigHO, Micue
BTOPMHHA yNnaKoBka, NpoBefEeHHA KOHTPOo siKoCTi) AdI (3a
KOHTPO/b cepil: BIICYTHOCTI cepTudpikata BignoBiAHOCTI
MaTteoH IHk., €sponelicbkili hapmakonei y
KaHapa; BTOpuHHA 3aTBEPKEHOMY [JOCbE) - BBEAEHHS
ynakoska: lNneap, anbTepHaTUBHOIO BUPOGHMKa ADI
CalieHcus, IHK., Codpocbysip; 3miHu | TNy - 3MiHa
CLUA; KOHTpONb BVPOGHMKA BUXIZHOr0/MPOMIXKHOTO
cepii: lneap, npoaykTy/peareHTy, Lo
CalieHcus, IHK., BVIKOPVCTOBYIOTHCS Y BUPOOHNYOMY
CLUA; BTOpMHHA npoueci A®l, abo 3miHa BUPOOHUKa
ynakoBka: MinmayHT (BkntOvaroun, ae HeobxigHo, MicLe
Xenckea N7p4,, NpoBeAEeHHS KOHTPOAIO AkocTi) A®I (3a
IpnaHais; KoHTposb BiICYTHOCTI cepTucpikaTta BiANOBIAHOCTI
cepii: M4 €Bponelicbkiin hapmakonei y
[JesenonmeHT, /M, 3aTBEPAKEHOMY [10CbE) - BBEAEHHS
CWA anbTepHaTMBHOI AiNbHULI, SKa
BiZJNOBIAA€E 3a NPOBEAEHHS KOHTPO/IIO
akocTi Al Codpocbysip
255. XIBEPUKC™ | niodpinizaT 4519 po3UnHy "nakcoCmiTKnsiiH Benwuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpavLjiiniHnX 3a UA/13048/01/01
HIBERIX™ Ons iH'ekuii no 1 gosiy Ekcnopt NimiTeq BpuTaHis Bionopxikans C.A. marepianis: peuenmom
BAKUMHA And hnakoHi Ne 1 B 3MiHM | Tuny - 3mMiHa y meTogax
MPO®INTAKTUKN KOMMJ/IEKTI 3 BMNPOGYBaHHSA roTOBOrO /TiKapCbKOro
3AXBOPHOBAHb, | po34MHHUKOM Y 3aco0by - 3aMiHa cepii BHYTPILLHLOIO
36YAHNKOM nonepeaHLo cTaHgapTy 41 o4uLLEeHOro
AKX € HanoBHeHOMY Linpuui Ne HaniBNpPoAyKTY KOH'IoroBaHoro
HAEMOPHILUS 1 Ta ABOMA ronkamu; no KancynbHoro nosicaxapugy. BHeceHHs
INFLUENZAE 1 posi y conakoHax Ne pefakuiiHuX 3MiH B p0O34i/s fOCbE
TNy B 100 y koMnnekTi 3 3.2.P.6.
PO3YMHHMKOM Y amnynax
Ne 100
256. XIMOTPUMNCWH niodpinizaT 4N po3unHy TOB "®3 Ykpaina MpAT "BIO®PAPMA", YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/2347/01/01
KPUCTAMIYHWIA ons iH'ekyin no 0,01 r "BIODAPMA" YkpaiHa; TOB "®3 marepianis: peuenmom

Ans BupobHuka MpAT
"BIO®PAPMA", YkpaiHa,
M. Kuis: 10 amnyn 3
niogpinizaTtom B navwj 3
KapTOHy; A48 BUPOOHMKa
TOB "93 "BIO®APMA",
YkpaiHa, Kviscbka 0611.,
M. Bina Lepksa: 5
hnakoHiB 3
niodgpinizaTom y 6nictepi;
no 2 6nictepun y nayui 3

"BIODPAPMA",
YKpaiHa

3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHNX JaHunx npo cuctemy
hapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobu, BignosigansHoT
3a 3[jlicHEHHs chapMmakoHarnsgy;
KOHTaKTHOI 0COobY 3 hapmakoHarnsgy
3a8BHUKA 419 3AiCHEHHS
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapToHy; 5 amnyn 3
niodpinizaTom y 6nictepi;
no 2 6nictepun y nauui 3
KapTOoHY

thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BiiNOBIAANbHOI 3a 34iACHEHHS
thapmakoHarnagy (Bkivarum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLeHHi MacTep-chaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBigabHOT
3a 34iliCHEHHA hapMakoHarnsay:
MponoHoBaHa pepakuis — Aurac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0cobu,
BiANOBiAa/IbHOI 32 3AiACHEHHS
dhapmakoHarnsgy

257.

XNOPrekCcngunH

PO34MH HalKipHuii 0,05
% no 100 mn, no 200 mn
y 6aHKax cknsiHnx abo
dhnakoHax noniMepHUX

TOB "®apromep”

Ykpaina

N "Kinadph”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX
mMarepianis: 3miHu | Tuny - 3MiHu 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.

Cunctema KoHTelHep/3aKynoproBasibHUIA

3aci6. 3miHa po3mipy ynakoBku
roToOBOro Nikapcbkoro 3acoby (3miHa

Macu/06'eMy BMICTY KOHTeliHepa
6araTto1030BOro NiKapCcbKoro 3acoby

AN HenapeHTepasibHOro 3aCTOCYBaHHA

(abo 04HOA030BOr0, YaCTKOBOIO
BMKOPUCTaHHS))

BBe/leHHs [04aTKOBOT ynakosku no 200
My 6aHKax ckIsHUX abo hnakoHax
noniMepHnx, 6e3 3MiHVM NakyBaslbHOro
marepiay; OHOB/IEHHS P. «YNakoBKa»

(BHECEHHSA pefakuiliHX 3MiH;
[ONOBHEHHS iH(hopMaLii W00 HOBUX
yNakoBOK)

6e3
peyenma

UA/5492/01/01

258.

XNOPTPUAHISE
H

Tabnetkn no 12 mr no 50
ab6o 100 Tabnetok y
KOHTeliHepax; no 50 abo
100 TabneTok y
KOHTeliHepi, no 1
KOHTEHepY B KApTOHHIlA
Kopo6ui; no 10 TabneTok
y 6nicTtepi; no 5 a6o 10
6nicTepiB y KAPTOHHIl
Kopo6ui; no 10 TabneTok
y 6nictepax
[0AaTKOBOrO
Tnopo3mipy; no 5 a6o
10 6nicTepiB y
KapTOHHI KopooLi

ToBapucTBO 3
06MeXeHoH
Bi4NoBiAa/IbHICTIO
"®GapmaLeBTnyHA
KoMnais "3popos'a”

Ykpaina

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"PapmaueBTnyHa
KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpayiniHnX
marepianis:
3MiHK | TUny - 3miHa popmu abo
PO3Mipy KOHTelHepa un
3aKynopoBasibHOr0 3acoby (nepBrHHOT
yNakoBKM) (HECTEPU/IbHI NliKapCbkKi
3aco6u) - [0 3aTBEPAKEHOr0 PO3Mipy
nepBUHHOrO NakyBaHHs (6nictep Nel0)
BBOAMTbLCA [,0ATKOBWI TMNOPO3MIp
(80x57 mm) 6nictepy Nel10, wo
BKNafaeTbes B kopobky Ne 50 (10x5) Ta
Ne100 (10x10). AkicHuii Ta KinbKiCHWIA
cknafj nakyBasibHOrO MaTepiany
3a/MWwmnBCSA 6€3 3MiH. 3aTBePKEHO:
po3mip 6nictepy - 77x30 MM;
3anponoHOBaHO: pPo3Mmip 6ricTepy -
77x30 MMm; 80x57 MM

3a
peyerimom

UA/5532/01/01
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
259. XONENECAH® kancynm no 10 kancyn 'y MAT YkpaiHa NnAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHnX 6e3 UA/15899/01/01
6nicTepi; no 3 6nictepu "Kvismegnpenapat” "KuiBmegnpenapart" marepianis: peyenma
y nauui 3MiHY | TUMy - 36iNbLUEHHS TEPMiHY
npugatHocTi A®|I MopkBu AVKOT NN0OAB i
Hariflok KBIiTIB eKCTPaKTy rycToro.
3anpornoHoBaHo: 2 Pok1
260. LENICTA® cnpeii Ans poToBoi MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiniHnX 6e3 UA/16494/01/01
NOPOXHWHK, 0,1 Mr/mn "GapmaueBTuyHa "®apmavueBTnyHa marepianis: peyenma
no 50 mn 'y dakoHi; no dipma "OapHuus" thipma "apHuus" 3MiHM | TUNY - 3MiHK Y Npoueci
1 donakoHy 3 HacagKoto- BMPOGHMLITBA FOTOBOrO J1iKapCbKOro
po3nuaBayeM y nauili 3aco6y, BK/IHUaUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA MpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3acoby - [0 ONucy TeXHOJOrMYHOro
npouecy (p.3.2.P.3.3.) Ha CTagji 2
HanoBHeHHS h/1akoHIB Ta yKyrnopka
BHECEHO YTOYHEHHS CNOCObY
[03yBaHHA PO3UnHY y th1akoHW
(BMNly4EHO HaNOBHEHHSA
nepucTasibTUYHUM Hacocom); Ha Ctag,ii
3 MapkyBaHHs, ynakoska,
BifjJBaHTaXXEHHA rOTOBOrO NPOAYKTY
Ha3By [,03yl040ro NPUCTPOL0 NPUBEAEHO
[0 eanHoro hopmysoBaHHSA 3rifHO
3aTBEpMKEHUX MaTepiasis
peecTpadiiiHoro aocke (cneyudikayis
Ha NepBUHHY YNaKoBKy) - Hacoc-
[03aTop 3 Haca/Ko-po3nuBaYem Ta
BHECEHO HEe3HauHi pefakLiiiHi
YTOYHEHHS
261. LUMNBOP PO34UMH ANS iH'EKLA No MeHapiHi TMokcembypr Brpo6HMLUTBO “in IcnaHis BHECEHHS 3MiH 10 peecTpaviiniHmx 3a UA/12257/01/01
25000 MO IHTepHeLoHan bulk", nepsuHHe Ta mMartepianis: 3miHu | Tuny - peuenmom
aHTudakrTopa-Xa/mn; no OnepeiiwoHc BTOPUHHE AAMiHICTpaTUBHI 3MiHW. 3MiHa
0,2 mn (5000 MO TNMokcembypr C.A. nakyBaHHs, HalilMeHyBaHHs Ta/abo agpecu Micus
aHTuhakTopa-Xa) abo KOHTPONb Ta BUMYCK NPOBaPKEHHS AiSNIbHOCTI
0,3 mn (7500 MO cepiit: BMpO6HMKa/iMnopTepa roToBoro
aHTuhakTopa-Xa), abo POBI KOHTPAKT nikapcbKoro 3acoby, BKIOYaun
0,4 mn (10000 MO MEHKOPEKUEPIHI, LOinbHUL BUNYCKY cepii abo micue
aHTuakTopa-Xa) y C.J. NpPOBeAEHHS KOHTPO/IHO SKOCTI.
nonepegHL0 (OisanbHICTb, 3a AKy Bignosigae
3anoBHEHMX LWNpULax; BMPOGHMK/iMMOPTEp, BK/IOYAKOUN BUMYCK
no 2 wnpuuay énicrepi; cepii) 3miHa agpecn BUpobHMKa, 6e3
no 1 a6o no 5, abo no 3MiHM Micus BUpobHuUTBa: BBeAeHHSA
50 6nicTepiB y 3MiH NPOTArom 6-Tu MicsLiB nicns
KapPTOHHIN KOpOOUi 3aTBEPKEHHSA.
262. LMNBOP 2500 PO3YUH ANS iH'EKLN, MeHapiHi TMokcembypr Brpo6HMLUTBO IcnaHis BHECEHHS 3MiH 10 peecTpavjiinHmx 3a UA/6624/01/01
12500 MO IHTepHeLLoHan nikapcbKoro 3acoby marepianis: 3miHu | Tuny - peuyenmom
aHTugakTopa-Xa/mMn, no OnepeiwoHc "in bulk”, kKiHLeBe AZMIHICTpaTMBHI 3MiHN. 3MiHa

0,2 mn (2500 MO

okcembypr C.A.

nakyBaHHA,

HaliMeHyBaHHs1 Ta/abo aapecu micus
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Ne n/n Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JliKapcbK0O20 Bionycky peecmpayitiHo2o
3aco6y nocsi0O4YeHHs1
aHTudakTopa-Xa) y KOHTPO/Ib Ta BUMYCK NPOBaPKEHHS AISNbHOCTI
nonepegHL0 cepiii: BMpo6HUKa/iMnopTepa rotosoro
3aMoBHEHOMY LLUMPUL; POBI KOHTPAKT nNikapcbKoro 3acoby, BKNoHaruu
no 2 nonepegHs0 MEHIO®EKYEPIHT, AiNbHULI BUMYCKy cepii abo micue
3anoBHeHi Wnpuuy B C.J. NPOBeAEHHS KOHTPOJO SKOCTI.
6nictepi; no 1, abo no 5, (4isnbHICTb, 3a Ky BignoBigae
ab6o no 50 6nictepiB 'y BMPOGHMK/IMNOpPTEp, BK/IOYAKOYM BUMYCK
KapTOHHI KOpooLi cepili) 3miHa agpecu BUpobHUKa, 6e3
3MiHM Micus BUpOOHULTBA: BBEAEHHSA
3MiH NpoOTArom 6-Tu MicsiB nicns
3aTBEPAKEHHS.
263. LUBOP 3500 PO34nH ANS iH'EKLN, MeHapiHi TMokcembypr Brpo6HMUTBO Icnanis BHECEHHS 3MiH [0 peecTpaLinHnX 3a UA/6625/01/01
17500 MO IHTepHeLoHan nikapcbKoro 3acoby marepianis: 3miHu | Tuny - peyenmom
aHTuakTopa-Xa/Mn, no OnepeiioHc "in bulk", kKiHLeBe AOMiHICTpaTVBHI 3MiHW. 3MiHa
0,2 mn (3500 MO NMokcembypr C.A. nakyBaHHs, HalilMeHyBaHHs Ta/abo agpecu Micua
aHTudakTopa-Xa) y KOHTPO/b Ta BUMYCK NPOBaPKEHHS AISNbHOCTI
nonepegHL0 cepiii: BMpO6HMKa/iMnopTepa rotoBoro
3aMoBHEHOMY LLUMPUL; POBI KOHTPAKT nNikapcbKoro 3acoby, BKAOYaun
no 2 nonepegHsL0 MEHIKO®EKYEPIHT, AiNbHULI BUNYyCKy cepii abo micue
3anoBHeHi WnNpuuy B C.. NpOoBeeHHA KOHTPOJO SKOCTI.
6nictepi; no 1, abo no 5, (@isnbHICTb, 3a Ky BignoBigae
a6o no 50 6nictepiB y BMPOGHUWK/iMNOpTEp, BK/IOYAKOYM BUMYCK
KapTOHHI KOpooLi cepiii) 3miHa afpecu BUpo6HUKa, 6e3
3MiHM Micus BUpobHULTBA: BBEAEHHA
3MiH NpoTArom 6-Tu MicsuiB nicns
3aTBEPAKEHHS.
264. LUNPONET® A TabneTkn, BKpUTI [-p Pegpi'c IHAjs [O-p Peppj'c IHAis BHECEHHS 3MiH [0 peecTpayinHnX 3a UA/11851/01/01
NAiBKOBOK 000I0HKOH, Na6opartopic /ITg Na6opaTopic /174, marepianis: peyenmom
no 10 TabneTtok y BupobHnua 3MiHuM | TUNY - 3MiHK Woao
6nicTepi; no 1 6nictepy AinbHuus - 1 6e3nekn/edeKTMBHOCTI Ta

B KapTOHHI kopobui

dhapmakoHarnsgy. BeefeHHs abo 3miHun
[0 y3araslbHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo cuctemy
hapmakoHarnagy, amiHa
yNOBHOBaXeHOT 0cobu, BignosigansHOT
3a 3gjiicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0c0o6u 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy (Bkiroyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MilLeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBiganbHOT
3a 3gilicHeHHs thapmakoHarnaagy: Adirova
pegakuis — Dr.Y. Kiran Kumar.
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Ne n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MponoHoBaHa pepakuis — Dr. Vijay
Kumar Talla. 3MiHa KOHTaKTHUX AaHnx
yrNOBHOBaXeHOT 0cobu, BifnoBigansHOT

3a 34iiCHeHHs thapmakoHarnsagy

265.

LUNTONrEM®

niocpinizaT 4N po3umHy
A3 iHdysii no 200 wmr;
1 donakoH 3
niocpinizatom y
KapTOHHI KOpoo6Li

[eTepo /1a63 Nimiteq

IHAis

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSiSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaun
AiNbHULI BUNYCKy cepii abo micue
NPOBeEeHHA KOHTPOJO SKOCTI.
(gisanbHICTb, 3a Ky Bignosifae
BMPOGHMK/IMIOPTEP, BKIKOYAOUN BUMYCK
cepili) 3miHa agpecu BUpobHuKa, 6e3
3MiHU Micusl BUPOGHMUTBA.

3a
peyenmom

UA/15874/01/01

266.

UNTOrEM®

niocpinizaTt 4N po3umHy
Ans iHgysiino 1,0r; 1
nakoH 3 niodpinizatom
Y KapTOHHIli Kopoobui

leTepo N1a63 Jlimiteq,

IHgis

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLinHnX
mMartepianis: 3miHu | Tuny -
AOMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpPoBaKEHHSA AiS/IbHOCTI
BMpo6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAYaumn
OiNbHULI BUNYyCKy cepii abo micue
NpOoBeEeHHS KOHTPOJO SKOCTI.
(misnbHiCTb, 3a AKy BiANOBifae
BMPOGHMK/iMMOPTEp, BKIOYAKOUN BUMYCK
cepiii) 3miHa agpecu BUpo6HUKa, 6e3
3MiHM Micus BUpOBHULTBA.

3a
peyenmom

UA/15874/01/02

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKUi




MEPENIK

AopaTok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

03.08.2018 Ne 1449

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TONYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO ¥ AEPXXABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 1O PEECTPALIVNHUX MATEPIANIB
TA OEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne HasBsa snikapcbko20 ®dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina rliocmasa lpoyedypa
n/n 3acoby
1. NMPECAPTAH® H- TabneTku, BKPUTI Inka /labopaTopi3 IHAis Inka JlabopaTopi3 IHAis 3acigaHHa HTP Ne 24 BigmoBuUTK y 3aTBEPAKEHHI - BUNPABNEHHA TEXHIYHOT
50 NNiBKOBOIO NimiTen Nimiteq Big, 27.06.2018 nomunki y cneuuddikalii Ta MeTogax KOHTPO/K Ha
060/10HKO10, M0 50 BUNYCK 3a MOka3HMKOM «CynpoBigHi AOMilKM» 6y10
mr/12,5 mr no 14 nponyLweHo «He 6inbwe 1,0 % - cymun OyAb-AKUX
Tabnetok y 6nictepi, HeBIZOMUX JOMILLOK»; i Yy METOAAX KOHTPOJIO Ha TEPMIH
no 2 6nicrepu y npuaaTHOCTI 3a3HavyeHo «He 6inbwe 0,2 % 6yab-sKol
KapTOHHIiA nayui; no iHAVBIAYaNbHOT AOMILLKM» 3aMiCTb «He Ginblue 0,2 % -
10 TabneTtok y 6yAb-AKOI HeBIAOMOI [OMILLKM», OCKINIbKM 3a3HayeHe
6nictepi, no 3 BUNPaB/IeHHs He Bignosigae mMartepianam
6nictepu y peecTpauiiHoro Aocbe fAKi npeAcTaBneHi B apxisi,
KapTOHHIM navi [opaTtkoBi  maTepiasiv, WO Haginwnu o Ae4
11.02.2015 MICTATb OCT@HHIO OpUriHa/IbHY BepCilo
posginis 3.2.P.5.1- 3.2.P.5.2 Ha MOMeHT peecTpaduii
paHoro J13 HasBHa iHdopmauis, Wwo Bignosigae
NOBHICTIO 3aTBepmxeHnM MKSA (Haka3 Ne291 Big,
19.05.2015)

2. LUBOP 2500 PO34UH OS5 iH'EKLLNA, MeHapiHi Tokcembypr POBI KOHTPAKT Icnanis 3acigaHHa HTP Ne 25 BigmMoOBUTM y 3aTBEPKEHHI - BUNPAB/EHHA TEXHIYHOT
12500 MO IHTepHeLLoHan MEHIO®EKYEPIHT, Big 05.07.2018 NOMUMKA Y MeTofax KOHTPOJ SKOCTI FOTOBOro
aHTuhakTopa-Xa/mn OnepenwoHc C./1., IcnaHia nikapcbkoro  3acoby, sfka 6yna gonyuwieHa npu
,no 0,2 mn (2500 IMokcembypr C.A. (BMpPOGHMLTBO nepepeecTpadii nikapcbkoro 3acoby (Hakas Ne 629 Big,
MO aHTuakTopa- nikapcbKoro 3acoby 10.08.2012 p.), npu nepeHeceHHi iHcopmaLii 3
Xa) y nonepefHb0 "in bulk", kiHLeBe marepianis peectpauiiiHoro gocbe (posgin 3.2.P.5.1-
3anoBHeHOMY nakyBaHHS, 5.2); a came y cneuudikalii Ta MeToAax KOHTPO/IO 3a
LUnpuui; no 2 KOHTPONb Ta BUMYCK NokasHUKOM  «MexaHunyeckve  BK/IOYEHUS»  BYN0
nonepegHL0 cepii) HEBIPHO 3a3Ha4YeHOo KpuTepii NPUIAHATHOCTI, OCKINbKN B
3anoBHEeHI WNpuuy B marepianax peecTpaduiiHoro gocke (po3ginu 3.2.P.5.1-
6nictepi; no 1, abo 3.2.P.5.2 ) HasiBHa iHhopmauis, Wo Bignosigae
no 5, a6o no 50 3aTBEPMKEHUM MeToAam KOHTposno skocTi (Hakas Ne
6nictepiB y 629 Big 10.08.2012)

KapTOHHIA KOopoo6Li

3. LMBOP 3500 PO34UH ONS iH'EKLLN, MeHapiHi Tokcembypr POBI KOHTPAKT IcnaHis 3acigaHHa HTP Ne 25 BiaMOBUTY y 3aTBEPAKEHHI - BUNPAB/IEHHA TEXHIYHOT
17500 MO IHTepHeLLoHan MEHIO®EKYEPIHT, Big 05.07.2018 NOMUMKA Y MeTOoAax KOHTPO/M SKOCTI FOTOBOro
aHTuchakTopa-Xa/mn OnepeiwoHc C./., IcnaHis nikapcbkoro  3acoby, ska 6yna gonyuwieHa npu
, no 0,2 mn (3500 INokcembypr C.A. (BMpPOGHMLTBO nepepeecTpaLii nikapcbkoro 3acoby (Hakas Ne 629 Big,
MO aHTudakTopa- niKkapcbKoro 3acoby 10.08.2012 p.), npu nepeHeceHHi iHcopmaLii 3
Xa) y nonepefHb0 "in bulk", kiHLeBe marepianis peecTpauiiiHoro gocbe (posgin 3.2.P.5.1-
3anoBHEHOMY nakyBaHHs, 5.2); a came y crneumdikalii Ta MeTogax KOHTPO/I 3a
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n/n

HasBsa snikapcbko20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

rMiocmasa

lpoyedypa

Lnpuui; no 2
nonepeaHL0
3anoBHeHi LWnpvuy B
6nictepi; no 1, abo
no 5, a6o no 50
6nictepiB y
KapTOHHiiA KOpo6Li

KOHTPONb Ta BUMYCK
cepii)

NOKasHUKOM  «MeXaHnyeckne  BKIOYEHUS»  BYN0
HeBIPHO 3a3Ha4YeHOo KpuTepii NPUIHATHOCTI, OCKINbKN B
marepianax peecTpadiiHoro gocke (po3ginu 3.2.P.5.1-
3.2.P.5.2 ) HasBHa iH(popmaLin, wWo Bignosigae
3aTBEPMKEHVM MeToAaM KOHTPoto sAkocTi (Hakas Ne
629 Big 10.08.2012)

HavyanbHuK YnpaBniHHA dpapMmaleBTUYHOI
OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKoBCbKUn
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