MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
26.04.2019 Ne 978
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



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

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

26.04.2019 Ne 978

Ne HasBga snikapcbko20 dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3aco6y (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs peecmpayitiHo2
ynakoska) 0 MoCBIO4YeHHs
1. AMBPOKCONy NopoLLOK $papmannaHT HimeyuunHa NOBHUIA LMK IHais/ peecTpauis Ha 5 pokis - He UA/17372/01/01
rigpoxnoprunj (cybeTaHuis) y dabpikaLboH BMPOGHULITBA KnTaii nionsi2ae
noABiNHNX Kemiwep Ait0Y0T PEYOBUHN:
nosnieTnIeHoBux Mpoaykre MM6X Awi NalidpcaiieHcis
naketax gns Met. NIT4., IHGis;
thapmaueBTUYHOro BVPOGHMLTBO
3aCTOCYyBaHHSA NPOMiXXHOro
NPOAYKTY TpaHc 4-
amiHoLMKIorekcaH
011y LNSAXOM
XiMIYHOrO CUHTE3Y:
UxeussaH Taliukoy
LinHuoaHb
Mepavikan i
Kewmikan Ko. /T4,
Kutaii
2. | APTINAND® po3unH ANs iHdYys3il, TOB "APTEPIYM YkpaiHa MAT "Fanuudpapm" YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/17348/01/01
42 mr/mn, no 100 mn nTar peyenmom nionsieae
y nnsawui abo y MepioAnYHICTb NOAAHHS PerynspHO
thnakoHi, no 1 OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
nnswuyi aéo BiANOBIAHO 0 MNopsAaKy 34iACHEHHS
hnakoHy B nauui hapmakoHarnagy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainmn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHVMn Y
nepiognyYHOCTI MoAaHHS perynsipHux
3BITiB 3 6e3neku.
3. | AEKCIMPO PO3YMH A8 IH EKLiA, MpAT Ykpaina MpAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17373/01/01
no 50 mr/2 mn no 2 "®apmavreBTMyHa "®apmaveBTUyHa peyenmom nionsi2ae
chipma "JapHuus” MepiognyHICTb NOAAHHSA PerynspHo

M/1 B amnyni; no 5

chipma "JapHuus"




Ne HasBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2
ynakoska) 0 NocBi04YeHHs
ammnys y KOHTYpPHIiA OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekn
YapyHKOBIl BiANOBIAHO A0 MopsAaKy 34iACHEHHS
ynakosui; no 1 hapmakoHarnsgy, 3aTBepiKeHoro
KOHTYPHIi Haka3oM MiHicTepcTBa OXOpPOHU
YapyHKOBIli ynakoBLyi 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
y nauui poky Ne 898, 3apeecTpoBaHwii B
MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
340pOB’A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnuMun y
NepioANYHOCTI NOAAHHA PerynsapHUX
3BITiB 3 6e3neku.
4. | AIOCMEKTUT MOPOLLIOK BE3 dapmaxem Xopsartis XaliHaHb CimKepe Kutaii peecTpaujis Ha 5 pokis - He UA/17374/01/01
(cybeTaHuis) y 4.0.0. dapmachbloTikan nionsizae
noaBinNHuX Ko., N4
nonieTuIeHoBmX
nakeTtax Ans
dhapmaL,eBTU4YHOro
3aCTOCyBaHHs
5. 3EMIF10 TabneTku, BKpUTI TOB "CaHoi- Ykpaina Enfxi Kem, NTa,. Pecny6nika peecTpauis Ha 5 pokis 3a He UA/17375/01/01
NAiBKOBOIO ABeHTIC YKpaiHa" Kopest peuenmom nionsieae
0060/10HKOI0, N0 50
Mmr Ne 28 (14x2) Ta
Ne56 (14x4) y
6nictepax
6. | NEMTPAOA KOHUeHTpaT ans TOB "CaHodi- Ykpaina BTOPWUHHE Benuvka peecTpauis Ha 5 pokis 3a He UA/17376/01/01
PO34nHy ANA iHdy3iit ABeHTiC YkpaiHa" nakyBaHHs, Bputanis/ peyenmom nionsi2ae
no 12 mr/1,2 mn Ne MapKyBaHHs, Ipnangis/ MepioAnYHICTb NOAAHHST PETY/IAPHO
1:nol1,2mny 36epiraHHa M3 Ta HimeyunHa OHOBJ/IHOBAHOTO 3BIiTYy 3 6e3nekn
thnakoHi, no 1 BUMYCK Cepii: BiANOBIAHO A0 MopsiAKyY 34iACHEHHS
donakoHy y [oxeHsaim chapmakoHarnsgy, 3aTBepmkeHoro
KapTOHHIlA KopoobLi Nimiten, Benvka Haka3oM MiHicTepcTBa OXOPOHU
BputaHis; 370pOB’A YKpaiuu Bif 27 rpyaHa 2006
BTOPUHHE poky Ne 898, 3apeecTpoBaHuii B
nakyBaHHs, MiHicTepcTsi tocTuuil Ykpaitm 19
MapKyBaHHs, rpyaHa 2016 poky 3a Ne 1649/29779 (y
36epiraHHA N3 Ta peaakuii Hakasy MiHicTepcTBa OXOPOHU
BUNYCK cepil: 3[10pOB’A YKpaiHu Big 26 BepecHsA 2016

[bxeHsalim Ipnang
Niviteq, Ipnangis;
Bupo6HULTBO (fill-
finish/nepsuHHe
nakyBaHHs1)
KOHTPO/b AKOCTI (B
npoueci
BMPO6GHMLTBA,

poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMn y
NepioANYHOCTI NOAaHHA perynsapHMX
3BITIB 3 6e3neku




n/n

HasBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2
0 MocsiO4YeHHs1

KOHTPO/b AKOCTI
N3, BkNoYatoun
TECTyBaHHs ANns
OLjiHKM
CTepU/IbLHOCTI i
BMICTY
MiKpOOpraHi3miB),
TecTu Ha
CTabiNbHICTb):
Bepinrep
IHrenbxaim
dapma M'vb6X i Ko.
KI, HimeuunHa;
TecTyBaHHs Ans
OLiHKM
CTEepPWUIbHOCTI i
BMICTY
MiKpoopraHismis
(anbTepHaTMBHA
naéopartopis):
Ec Oxi Ec
IHCTUTYT
®peseHiyc MM6X,
HimeuunHa

NIHE3O/IA, (POPMA
D)

MOPOLLOK
KpucTaniyHmi
(cybeTaHuis) B
nakeTax noABiHMX
nonieTUIEHOBUX AN1A
thapmavLeBTUYHOro
3aCTOCYBaHHS

M.BIOTEK
NIMITELQ

Benuka
BpuTaHis

OMTIMYC JPAFC
MPAMBIT
NIMITEL,

IHais

peecTpauis Ha 5 pokis

He
nionsiecae

UA/17377/01/01

NOPATEK®

cnpeii HazanbHWiA,
nosoBaHuii 0,05 %,
no 10 r y dpsiakoHi 3
posnuntoBayem, no 1

donakony y
KapTOHHI navw,i

TOB "BAJIAPTIH
PAPMA"

YkpaiHa

TOB "Mikpochapm"

YKpaiHa

peecTpavuis Ha 5 pokis

MepioAVNYHICTL NOAaHHA perynsipHo
OHOB/IHOBAHOIO 3BITY 3 6e3nekn
BiANOBIAHO 0 MNopsAaKy 3AiCHEHHA
hapmakoHarnsgy, 3atBepiXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakady MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMun y
nepiogMYHOCTI NoAaHHS PerynsipHux
3BITIB 3 6e3neku

6e3
peyenma

nionsieae

UA/17398/01/01




Ne HasBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2
ynakoska) 0 NocBi04YeHHs
9. | MEPANIC® cnpeii HasanbHWiA, AnpaH- Xopsartis Aapan- XopBarTisi peecTpayis Ha 5 pokis 6e3 nionsizae UA/17378/01/01
IHTEHC/B po34uH rno 10 mn y [aneHcbKuit [aneHcbkuit peyenma
chnakoHi Nel 3 Na6opaTopiii g.4. Nab6oparopiii g.4. MepioAnYHICTb NOAaHHSA perynsipHo
[03yr0Unm OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
NPUCTPOEM BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOB’A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMun y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neku.
10. HEBIAP® NNMOC TabneTku, BKPUTI TOB "APTEPIYM Ykpaina MAT YkpaiHa peecTpavuis Ha 5 pokis 3a He UA/17352/01/01
N/1iBKOBOIO nTa: "KviBmegnpenapa MepioAnyHICTL MOAAHHS perynsipHo peyenmom nionsizae
060/10HKOI0, N0 5 T", YKpaiHa OHOBJIIOBAHOrO 3BiTY 3 6e3neKku
mr/12,5 mr no 10 (BMpPOGHMLTBO BiANOBIAHO 0 MNopsAAKy 3AiCHEHHA
TabneTok y 6nictepi, (chacyBaHHs) 3 hapmakoHarnsgy, 3aTBepiXeHoro
no 3 6nictepu B npoaykuii in bulk Haka3oM MiHicTepcTBa OXOPOHU
nauuj hipMmn-BUPOGHMKa 300pOB’A YKpainu Big 27 rpyaHa 2006
BankaHdapwma- poky Ne 898, 3apeecTpoBaHuii B
OynHiva AL, MiHicTepcTsi tocTuULil Ykpaitm 19
Bonrapis rpyaHs 2016 poky 3a Ne 1649/29779 (y
(nepBuHHe Ta pefakuii Hakasy MiHicTepcTBa 0XOpOHU
BTOPUHHE 3/10pOB’A YKpaiHuu Big 26 BepecHs 2016
nakyBaHHs, poky Ne 996), cTaHOBWTb: 3rigHO 3i
KOHTPO/b AKOCTI CTpOKamu, 3a3HavyeHMn y
Ta BUNycK cepir) nepiognYHOCTI NOAAHHA perynsipHuX
BatcoH ®apma 3BITIB 3 6e3neku.
Mpusar Jiumutes,
IHais
(BpoO6HMLTBO,
KOHTPO/Ib SKOCTI))
11. ONIME/1Ib N4E emynbCis Ans Bakctep C.A. Benbris AamiCepsices CA, Benbrisi/ peecTpavuis Ha 5 pokis 3a He UA/17379/01/01
iHdpy3iiA, no 1000 mn Benbris CLA MepioANYHICTb NOAAHHST PErYIAPHO peyenmom nidnsieae
(18,75 % po3unHy (BMpPOGHMLTBO OHOBJ/IHOBAHOTO 3BITYy 3 6e3nekn
T/II0KO3M 3 KaslbLiiEM NMPOMDXHOro BiANOBiAHO 0 MopsaKy 34iACHEHHS

— 400 mn; 6,3 %
pO34nHYy

npoaykTy (cymiLu
aMiHOKMCIOoT));

thapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU

amiHOKMCNOT 3 ALXNHOMOTO 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
enekTponitTamm — Hopc Amepuka poky Ne 898, 3apeecTpoBaHuii B
400 mn; 15 % IHK, CLLA MiHicTepcTsi tocTuuii Ykpainm 19
ninigHoT emynbeii — (BMPOGHULITBO rpyaHsa 2016 poky 3a Ne 1649/29779 (y
200 mn) y NMPOMiXXHOro pefakuii Hakasy MiHicTepcTBa OXOpPOHM




Ne HasBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2
ynakoska) 0 NocBi04YeHHs
TpUKamepHoMy npoaykTy (cymiL 34,0pOB’A Ykpainu Bif 26 BepecHs 2016
naacTUKoOBOMY aMiHOKMCOoT)); poky Ne 996), cTaHOBUTb: 3rigHO 3i
nakeTi B 3aXM1CHIil ADKMHOMOTO CTpoKamu, 3a3HavyeHumMu y
060n10HLUj; no 6 OwmHixem CA, nepiogMYHOCTI MOAaHHS perynsipHux
NakeTiB y KAPTOHHIi Benbris (Bunyck 3BITiB 3 6e3neKu.
KopobL; NPOMIXXHOro
no 1500 mn (18,75 % npoaykTy (cymiL
PO3YMHY T/1H0KO3U 3 aMiHOKMCOoT));
KausibLiiem — 600 Mn; Bakctep C.A,,
6,3 % po34nHYy Benebris (BXigHWi
amiHoKMCNOoT 3 KOHTPO/b,
enekTponitamn — KOHTPO/b
600 mn; 15 % MPOMiXXHOro
ninigHoT emynbeii — NPOAYKTY,
300 mn) y BMPOGHMLTBO,
TpVKaMepHoOMy nakyBaHHs,
nnacTyKoBoMy KOHTPO/b AKOCTI
nakeTi B 3aXM1CHiit Ta Bunyck cepii);
0060/10HUj; No 4 MiHakem Xai
NakeTu y KapTOHHiIl MNoteHT CA,
KopobL; Benbris
no 2000 mn (18,75 % (BUNpobyBaHHs
PO34MHY F1I0KO3M 3 NPOMiXXHOro
KanbLiem — 800 mr; npoaykTy (cymiLu
6,3 % po34nHYy amiHOKMCOoT))
amiHoKMcnoT 3
enekTponitamn —
800 mn; 15 %
ninigHoT emMynbeii —
400 mn) y
TpVKaMepHoOMy
nnacTyKoBoMy
nakeTi B 3aXM1CHiit
060/10HLj; No 4
nakeTu y KapTOHHili
Kopoobui
12. | ONIME/Nb N7E emynbCis ans Bakctep C.A. Benebris AawmiCepsice3 CA, Benebrisi/ peecTpauis Ha 5 pokis 3a He UA/17380/01/01
iHpy3iii no 1000 mn Benbris CLA MepioAnYHICTb NOAAHHS PeErynspHO peuenmom nionsieae
(35 % po3unHy (BMPOGHMLTBO OHOBJIHOBAHOrO 3BiTY 3 6e3neKu
T/IIOKO3M 3 KaslbLiiEM NMPOMiXXHOro BiANOBIAHO 0 MNopsAaKy 34iACHEHHS
—400 mn; 11,1 % npoaykTy (cymiw hapmakoHarnagy, 3aTBepaxeHoro
PO34nHY aMiHOKMCoT)); Haka3oM MiHicTepcTBa OXOPOHMN
amiHOKMCNOoT 3 ADKMHOMOTO 300pOB’A YKpainu Big 27 rpyaHa 2006
enekTponitamm — Hopc Amepuka poky Ne 898, 3apeecTpoBaHuii B
400 mn; 20 % IHK, CLLA MiHicTepcTBi tocTuuii Ykpainun 19
ninigHoT emynbcii — (BUpOGHMLTBO rpyaHs 2016 poky 3a Ne 1649/29779 (y
200 mn) y NPOMDXHOro pefakuii Hakasy MiHicTepcTBa OXOpPOHU

TpYKAMepPHOMY

npoAaykTy (cymiw

340p0B’A YkpaiHu Bif 26 BepecHs 2016




Ne HasBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2
ynakoska) 0 NocBi04YeHHs
NI1acTMKOBOMY amiHok1cnoT)); poky Ne 996), cTaHOBUTb: 3riHO 3i
nakeTi B 3aXM1CHIil ALKMHOMOTO CTpOKamu, 3a3HavyeHMn y
060n0HL; no 6 OwmHixem CA, nepiognYHOCTI NoAaHHSA perynsipHux
nakeTiB y KaPTOHHIi Benbrist (Bunyck 3BITiB 3 6e3neku.
Kopo6ui; no 1500 mn NPOMDXHOro
(35 % po3unHy npoaykTy (cymiLu
T/I0KO3M 3 Ka/lbLiEM amiHokmcnoT));
— 600 mn; 11,1 % Bakctep C.A.,
pO3UnHYy Benbrisa (BxigHwi
amiHOKMCOT 3 KOHTPO/b,
enekTponitamu — KOHTpO/b
600 mn; 20 % NPOMIXXHOro
ninigHoT emynbCii — NpoayKTY,
300 mn) y BMPOBHULTBO,
TpVKaMepHoOMy nakyBaHHs,
nNacTyKoBoMy KOHTPO/b AKOCTI
nakeTi B 3aXWCHili Ta BUNycK cepir);
060/10HUj; No 4 MiHakem Xali
nakeTn y KapTOHHIl MoteHT CA,
Kopo6ui; no 2000 mn Benbris
(35 % po3unHy (BunNpobyBaHHs
T/TIOKO3W 3 KaslbLliEM NPOMIXXHOr0
—800 mn; 11,1 % npoAaykTy (cymiw
pO3UnHYy amiHOKMCNOoT))
amiHOKMCOT 3
enekTponitamn —
800 mn1; 20 %
ninigHoT emynbCii —
400 mn) y
TpVKaMepHoOMy
nNacTVKoBoOMYy
nakeTi B 3aXM1CHIi
060/10HUj; No 4
nakeTu y KapTOHHIl
Kopobui
13. | ONIME/b N9E emynbCis gns Bakctep C.A. Benebris AawmiCepsice3 CA, Benebris/ peecTpauisf Ha 5 pokis 3a He UA/17381/01/01
iHcpysiii no 1000 mn Benebris CLWA MepioAnYHICTL MOAAHHS perynsipHo peyenmom nionsizae
(27,5 % po3unHy (BMPOGHULITBO OHOBJIIOBAHOrO 3BiTY 3 6e3neKku
T/I0KO3M 3 KaulbLjiEM NMPOMiXHOro BiANOBIAHO [0 MNopsAAKy 3AiCHEHHA

— 400 mn; 14,2 %
pO34nHy
amMiHOKMCOT 3
enekTponitamm —
400 mn; 20 %
ninigHoT emynbCii —
200 mn) y
TpVKaMepHoOMy
n1acTyKoBOMYy

npoaykTy (cymiL
aMiHOKMCOT));
ADKMHOMOTO
Hopc Amepuka

IHK, CLUA
(BUpPOGHMLTBO
MPOMiXXHOro

npoAaykTy (Cymiw

amiHoKMCnoT));

chapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuULil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa 0XOpOHU
3/10pOB’A YKpaiHuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i




Ne HasBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2
ynakoska) 0 NocBi04YeHHs
nakeTi B 3aXM1CHIi ALKMHOMOTO CTpOKamu, 3a3HavyeHMn y
060/10HLUj; No 6 OMHixem CA, nepiognYHOCTI NOAaHHA perynsapHux
NakeTiB Yy KAPTOHHIl Benbrisa (Bunyck 3BITiB 3 6e3neku.
kopobui; no 1500 mn MPOMiXXHOro
(27,5 % po3unHy npoAaykTy (cymiw
T/II0KO3M 3 KaulbLjiEM amiHoK1cnoT));
— 600 mn; 14,2 % Bakctep C.A,,
pO34nHYy Benbris (BXigHWi
aMiHOKMCOT 3 KOHTPO/1b,
enekTponitamu — KOHTPO/b
600 mn1; 20 % NPOMDXHOro
ninigHoT emynbeii — NPOAYKTY,
300 mn) y BMPOGHMLTBO,
TpVKaMepHoOMy nakyBaHHs,
n1acTMKOBOMY KOHTPO/b SKOCTI
nakeTi B 3aXWCHil Ta Bunyck cepii);
060/10HUj; no 4 MiHakem Xali
NakeTn y KapTOHHiIl MoteHT CA,
kopobui; no 2000 mn Benebris
(27,5 % po3unHy (BUNpoGYyBaHHs
T/II0KO3M 3 KaulbLjiEM NMPOMiXHOro
— 800 mn; 14,2 % npoaykTy (cymiL
pO34nHYy aMiHOKMCNOT))
amiHOKMCNOT 3
enekTponitamm —
800 mn; 20 %
ninigHoT emynbeii —
400 mn) y
TpVKaMepHoOMy
n1acTMKOBOMY
nakeTi B 3aXM1CHIi
060/10HUj; No 4
NakeTu y KApPTOHHili
Kopo6ui
14. CIHYMAKC cnpeii HazasbHWIA, TOB "BAJNIAPTIH Ykpaina TOB "Mikpochapm” YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsieae UA/17382/01/01
fo3oBaHunin 0,05% no PAPMA" peyenma

10 r y dpnakoHi 3
po3nuntoBayem; no 1
hnakoHy y nauui

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO [0 MNopsAAKy 3AiCHEHHA
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuULil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa 0XOpOHU
3/10pOB’A YKpaiHuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i
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Ne HasBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2
ynakoska) 0 NocBi04YeHHs
CTpOKamu, 3a3HavyeHMn y
nepioANYHOCTI NOAaHHA perynsapHMX
3BITiB 3 6e3neKu.
15. | CIPAYNNA iHranauisa nig 'eHepuke (UK) Benuka 3M Xenc Kea Benuka peecTpauis Ha 5 pokis 3a He UA/17383/01/01
TUCKOM, CyCneHsis, Nimiten BpuTaHis NimiTeq BpuTaHis peuenmom niosnsieae
25 MKr/125 mkr/poay, MepioAnYHICTb NOAAHHST PErYISAPHO
no 120 fo3 B OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
iHranaTopi; no 1 BiANOBIAHO 0 MopsaKy 34iACHEHHS
iHranaTopy B hapMakoHarnagy, 3aTBepaXeHoro
KapTOHHIli KopoobLi Haka3oM MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMun y
NepioANYHOCTI NOAaHHA PerynsapHuUX
3BITiB 3 6e3neKu.
16. | CIPAYNNA iHranauisa nig eHepuke (UK) Benuka 3M Xenc Kea Benuka peecTpauisf Ha 5 pokis 3a He UA/17384/01/01
TUCKOM, CyCneH3is, Nimiten BpuTaHis NimiTeq BpuTaHis peyenmom niossieae
25 mkr/250 mkr/po3y, MepioAnYHICTb NOAAHHS PErynsapHO
no 120 fos B OHOB/IOBAHOIO 3BIiTY 3 6e3nekn
iHranaTopi; no 1 BiANOBIAHO A0 MNopsAaKy 34iCHEHHSA
iHransaTopy B chapmakoHarnsgy, 3aTBepAXeHoro
KapTOHHI KOpOOLyi Haka3oM MiHicTepcTBa OXOPOHMN
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainmn 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn Y
nepioguyYHOCTI MoAaHHS perynsipHux
3BITIB 3 6e3neku.
17. | COUPT PO3YMH HaLLKIPHWIA TOB "MEA/IEB" YkpaiHa TOB "MEAJIEB" YkpaiHa peecTpauisf Ha 5 pokis o 50 msa — 50 mn — UA/17385/01/01
MYPALLNHNIA CnnpTOBMiA Mo 50 M, 6e3 nionse2ae;
100 mn y dpnakoHax MepioAnYHICTb NOAAHHSA PErynspHO peyenma; 100 mn —
CKIAHNX OHOBJIHOBAHOrO 3BiTY 3 6e3neKku no 100 msa — He
BiANOBIAHO A0 MNopsaKy 34iNCHEHH: 3a nionsieae
chapmakoHarnsgy, 3aTBepAxeHoro peyenmom
Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’sl YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19

rpyaHsa 2016 poky 3a Ne 1649/29779 (y
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Ne HasBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2
ynakoska) 0 NocBi04YeHHs
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3/10pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioANYHOCTI NOAaHHA perynsapHuMX
3BITiB 3 6e3neKu.
18. | TET 36.6 MAKCI 3 MOPOLLIOK ANs MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/17386/01/01
APOMATOM OpasibHOro pPo3ynHy akuioHepHe akuioHepHe peyenma
NMNMOHY no 23 ry cauwe- TOBapUCTBO TOBapuncTeo MepioAnyHICTb NOAaHHA perynsipHo
naketi, no 5 a6o 10 “Ilekxim — XapkiB” “Nlekxim — XapkiB” OHOBJ/IHOBAHOTO 3BITYy 3 6e3nekn
calle-nakeTiB y BiANOBIAHO 0 MopsaKy 34iACHEHHS
nauuj hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHnuMun y
NepioANYHOCTI NOAaHHA PerynsapHuUX
3BITiB 3 6e3neKu.

19. | TET 36.6 PANIA 3 MOPOLLIOK AN MpuBatHe YkpaiHa MpuBaTHe YkpaiHa peecTpauisf Ha 5 pokis 6e3 nionsizae UA/17387/01/01

APOMATOM AKALLIT OPa/IbHOTO PO34NHY akuioHepHe akuioHepHe peyenma
no 23 r B calle- TOBapWCTBO TOBap1CTBO MepiognyHICTb NOAAaHHA PerynspHo
naketi, no 5 a6o 10 “Nekxim — Xapkis” “Nekxim — Xapkis” OHOB/IOBAHOIO 3BIiTY 3 6e3nekn
calle-naketiB y BiANOBIAHO A0 MNopsAaKy 34iCHEHHA
nauui chapmakoHarnsgy, 3aTBepAxXeHoro

Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMN Y
nepioguyYHOCTI MoAaHHS perynsipHux
3BITiB 3 6e3neku.

20. | TPMUAMUMHONOHY KpucTaniuHuii ToBapucTso 3 YkpaiHa dapmabioc CnA, ITanis peecTpauis Ha 5 pokis - He UA/17388/01/01
ALUETOHIA MOPOLLOK 06MEXEHO ITanis nionsieae
MIKPOHI3OBAHWN (cybeTaHuis) y BiANOBIAA/IbHICTIO (BUpPOOHMLTBO

nakeTax noaBiliHNX "®apmaLeBTuyHa TpYamLMHONOHY
noslieTuIeHoBuX oNs KOMNaHis aueToHigy);
hapmaLeBTUYHOTO "3popos'a” Mikpokem C.P.J1.,
3acTocyBaHHA ITania

(mikpoHisauis
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Ne HasBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2
ynakoska) 0 NocBi04YeHHs
TPMaMLVIHONOHY
aueToHigy)
21. LATPAMOH MAKCI® | Tabnetku, no 10 MpAT Ykpaina MpAT YkpaiHa peecTpauisf Ha 5 pokis Nel0x1, Nel0x1, UA/17370/01/01
Tabnetok y "papmMaueBTUYHa "®apmMaueBTNYHa Nel0x2 - 6e3 Ne10x2 -
KOHTYPHIit chipma "JapHuus” thipma "OapHuus” MepioAnYHICTb NOAAHHS PerynspHO peuenma; nionseae;
YapyHKOBIW OHOBJIHOBAHOrO 3BiTY 3 6e3neKku Nel10x9 - 3a Ne10x9 —
ynakosui, no 1, 2 BiANOBIAHO 0 MNopsAaKy 34iACHEHHS peyenmom He
hapmakoHarnagy, 3aTBepaxeHoro nionsieae

a60 9 KOHTYPHUX
YapyHKOBUX
yNakoBOK y nauLi

Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn Y
nepioguyYHOCTI MoAaHHS perynsipHux
3BITiB 3 6e3neku.

HavyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
BIANbHOCTI lenapTamMeHTy BNnpoBag)XeHHA pedhopm

T.M. IacKOBCbKUu




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
26.04.2019 Ne 978

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHMX IMYHOBIO/TOTHYHNX MPEMAPATIB), AKI BHOCATBCA A0
AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHA

Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asaBHUKa BUPOGHU Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) Ka nocsioYyeHHs1
1. | Anoxon TabneTkn, BKpUTI My6niuHe YkpaiHa My6niuHe YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 6e3 nionsizae UA/2355/01/01
NAiBKOBOK akuioHepHe akuioHepHe peyenma
060/10HKO10, M0 10 TOBapuCTBO TOBapuCTBO MepiognyHICTb NOA4AHHS PErynsipHo
abo 50 TabneTok y "HaykoBo- "HaykoBo- OHOBJIHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
6nictepax; no 10 BMPOGHWYNIA BMPOGHWYNIA Mopsaaky 3aiicHeHHs chapmakoHarnaay,
TabneTtok y 6nictepi; LeHTp LeHTp 3aTBEpPAXEHOro Haka3oM MiHicTepcTBa
no 5 6nicTtepis y nauui "BopLuariBcbkuii "BopLuariBcbkuii OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
3 KapToHy; no 180 XiMiKo- XiMiKo- poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
TabneTok y thapmaLeBTUYHWMI thapmaLeBTUYHWI tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
KOHTEliHepi 3asog" 3aBof", 1649/29779 (y pepakuii Hakaly MiHicTepcTBa
naacTnkosomy; no 1 YkpaiHa,; OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
KOHTeliHepy B naui 3 PacyBaHHA Ta 2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
KapTOHY nakyBaHHs: CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
TOB "Arpodhapm”, noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.
YKpaiHa
2. | Afloxon TabneTkn, BKpUTI My6niuHe YkpaiHa My6niuHe YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. - He UA/1643/01/01
NAiBKOBOIO akuioHepHe akuioHepHe nionsieae
060n10HKOH0, in bulk: TOBapUCTBO TOBapUCTBO MepiognyHiCTb NOAAHHA PErynsipHO
no 1 kr TabneTok B "HaykoBo- "HaykoBo- OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
nakeTax BMPOGHWYMIA BMPOGHWYMIA Mopsaaky 3aiicHeHHs chapmakoHarnagy,
nosieTUIeHoBUX LeHTp LeHTp 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
"BopLuariBcbkuii "BopLuariBcbkuii OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
XiMiko- XiMiko- poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
hapmaLeBTUUHWIA hapmaLeBTUUHWIA tocTuuiil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
3asog" 3asog" 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.
3. | ANIbFEPIKA kancynu TBepgi no 75 TOB "TeBa YkpaiHa MAIBA Xpsatcka Xopsartis nepepeecTpawis Ha HeobMeXeHWi TePMIH. 3a He UA/13629/01/01
Mr no 14 kancyny Ykpaiva" [.0.0. peyenmom niossieae
6nictepi; no 1, 2, abo 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
4 6nictepun y kopobui thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3acTOCyBaHHs
reHepUYHMX/TiGpUAHNX/6ioNnoAiGHMX NiKapCbKMX
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
pechepeHTHMIA Npenapar (3miHa He NoTpebye
HaZlaHHA XOAHWUX HOBUX JOAATKOBUX faHMNX)-
3MiHV BHECEHI A0 IHCTPYKLiT y po3ainu
"®apmakonoriyHi BnactnsocTi”, "MokasaHHa"
(yTOuHeHHS), "B3aemogis 3 iHWumu
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnoci6 3acTocyBaHHs Ta gosun”, "Oitn"
(yTOuHeHHs), "MNobivHi peakuii" BignosigHO 00
iHdhopmalii pechepeHTHOro nikapcbKoro 3acoby
(JMIPUKA, kancynu no 75 mr, 150 wmr).

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neku.

ANbIEPIKA

Kancysv Teepgai no
150 mr no 14 kancyn
y 6nictepi; no 1, 2,
abo 4 6nictepn y
KOpoo6Li

TOB "TeBa
YkpaiHa"

YkpaiHa

MNIBA Xpsartcka
4.0.0.

Xopsaris

nepepeecTpaisi Ha HEOBMEXEHMNI TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYyBaHHSA
reHepuyYHUX/ribpuaHMX/6ionogibHMX NiKapCbKUx
3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
pechepeHTHMIA Npenapar (3miHa He NoTpebye
HafaHHS XOAHNX HOBUX AOAATKOBMX JaHUX)-
3MiHV BHECEHI A0 IHCTPYKLiT y po3ainu
"®apmakonoriyHi BnactnsocTi”, "MokasaHHs"
(yTOYHEHHS), "B3aemogis 3 iHWumu
nikapcbkvMu 3acobamMu Ta iHLWi BUau
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHiamamun',
"Cnoci6 3acTocyBaHHs Ta gosun”, "Oitn"
(yTO4HeHHs), "Mob6iyvHi peakuii" BignosigHO A0

3a
peyerimom

He
nionsieae

UA/13629/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

iHchopMmawii pedrepeHTHOro slikapcbkoro 3acoby
(MIPUKA, kancynu no 75 mr, 150 wmr).

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’s YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

ANbTAH

TabneTkn, BKpUTI
N/1iBKOBOIO
060/10HKO0, N0 10 Mr
no 20 Tabnetok y
6nictepi; no 5
6nicTepiB y naui

My6niuHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHWYMIA
LleHTp
"BopLuariBcbkuii
XiMmiKoO-
hapmaLleBTUYHNI
3aBsog”

YkpaiHa

My6niuHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHWYMIA
LieHTp
"BopLuariBcbkuii
XiMmiKoO-
hapmaLleBTUYHNI
3aBsog”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.

MepiognyHiCTb NOAAHHA PErynspHO
OHOB/IHOBAHOrO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 3aiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.

6e3
peyenma

niosnsieae

UA/2636/01/01

BETAMETA30H-
JAPHULIA

Kpem no 15 r a6o no
30 ry Ty6i; no 1 Ty6i B
nauui

MpAT
"®GapmaueBTnyHa
thipma "OapHuus"

Ykpaina

MpAT
"GapmaueBTnyHa
thipma "OapHuus"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHWU TEPMIH.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
PerynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbkoro 3acoby, abo AOoCNiAKEHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiatpuyHmx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVIM OpraHom)
3MiHM BHECEHO A0 [HCTPYKLUii Ana MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"MpoTnnokasaHHA", "B3aemogis 3 iHWMMKN
niKkapcbkrMy 3acobamu Ta iHWi BUAK
B3aeMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo

3a
peyerimom

He
nionsieae

UA/1559/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asBHUKa BUPOGHU Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) Ka nocsioYeHHs1
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
[o3un" (YyTOUHeHHs iHcpopmadii), "gitn"
(aonoBHeHoO iHhopMavuieto 3 6e3nekn), "TTo6IYHI
peakuji" BignoBigHO A0 OHOBMEHOI iHChopMaLi 3
6e3nekun Ajilynx Ta OoNOMIKHUX PevYOBUH
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.
7. BIOUUKNIH Tabnetky no 45 mr no Bpounascbke MonbLia Bpounascbke MonbLia MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/13590/01/01
10 TabneTok y nignpueMcTBo nignpveMCcTBO peyenma
6nicTepi; no 3 nikapcbknx Tpas nikapcbknx Tpas MepiognyHicTb NoAaHHA perynsipHo
6nicTepy y KapTOHHiIl "TEPBANOMbL" AT "TEPBANOMbL" AT OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NoBIAHO A0
ynakoBLi Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
8. FAPLIAHIT NMoOpPOLLOK AT "KMIBCbKUIA YkpaiHa IHoo Bopng, IHais MepepeecTpavis Ha HeOOMEXeHUIA TEPMIH - He UA/3609/01/01
KAMBOMKUNCL | (cy6cTaHuis) y BITAMIHHW TpelignHr nionsizae
KOI EKCTPAKT, MilLKax NoABiiHUX 3ABOA" KopnopeiiluH
MOPOLLOK 50% nonieTnneHoBux gns
BMPOGHULITBA
HecTepUIbHNX
Jlikapcbknx dhopm
9. | MIKAMTUH™ niogpinizat ans HosaprTic ®apma LBelivapi | MnakcoCmiTKnsinH ITanisa MepepeecTpauis Ha 5 pokis. 3a He UA/9121/01/01
PO34MHY 415 IHQY3iN Al a MaHyhakTypuHr peuyenmom nionsieae
no 4 wmr; 1 chnakoH 3 C.n.A. MepiognyHICTb NOfAHHA PerynsipHo

niogpinizaTom y
KapPTOHHI KOpooL,ji

OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaky 34ificHeHHs hapmakoHarnsgy,
3aTBepxeHoro Haka3om MiHictepcTea

OXOPOHW 300pPOB’ YKpaiHuu Big, 27 rpyaHsa 2006

poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI

tocTumuii Ykpainm 19 rpyaHs 2016 poky 3a Ne
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asBHUKa BUPOGHU Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) Ka nocsioYeHHs1
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMK y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.
10. | FMIKNA3UA, MOPOLLIOK MAT "dapmak” YkpaiHa LaHnaoHr KeiisH Kuraii MepepeecTpavis Ha HeObMeXeHU TEPMIH - He UA/10173/01/01
(cybcTaHuis) y dapmacboTVKas nionsizae
MiLLIKaxX NoABINHMX Ko., N14.
nosieTuIeHoBuX oNs
BMPOGHMLTBA
HecTepunbHUX
nikapcbknx dopm
11. FTOMEOBOKC® TabneTkn, BKpUTI BYAPOH PpaHuis BYAPOH PpaHuis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 6e3 niossieae UA/9316/01/01
060/10HKO10, M0 20 peyenma
TabneTok y 6nictepi; MepiognyHiCTb NOAAHHA perynsipHo
no 3 6nictepn y OHOBJIHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
KapTOHHI Kopo6Lyi Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 34,0p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakady MiHicTepcTBa
OXOPOHY 34,0pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofiaHHsA perynsipHuX 3BiTiB 3 6e3neku.
12. EBPAHTUN Kancysnm Takega MmM6X HimeuumnH Takega M'm6X, HimeuumnH MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/9943/01/02
NPOJIOHIOBaHOT Aji a micue a peyenmom niosnsieae
TBepAi no 60 mr; no BMPOGHULITBA MepiognyHiCTb NOAAHHA perynspHo
50 a6o no 100 kancyn OpaHieHbypr OHOBJ/1OBAHOTO 3BITY 3 6e3Mneku BifgNOBIAHO 40
y chnakoHi; no 1 Mopsaaky 3aiicHeHHs chapmakoHarnagy,
dhnakoHy B KapTOHHIl 3aTBEPAKEHOro Haka3om MiHicTepcTea
KopoobUi OXOPOHW 340pP0B’S1 YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rifHO 3i
CTpOKamu, 3a3HaveHMK Y NepiognyHoCTI
nofJaHHA perynsapHvX 3BiTiB 3 6e3neku.
13. EBPAHTUN Kancysnu Takega 'm6X HimeuuunH Takepa M'm6X, HimeuuunH MepepeecTpauisi Ha HEOBMEXEHUIA TEPMIH. 3a He UA/9943/01/01
MPOJIOHrOBaHOI Aji a Mmicue a peyenmom nionsieae
TBepai no 30 mr; no BMPOGHMLTBA MepiognyHICTb NOAAHHS PerynsipHo
50 a6o no 100 kancyn OpaHieHbypr OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0

y thnakoHi; no 1
(h/1aKkoHy B KapTOHHIlA
KopoobLi

Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainu 19 rpyaHsa 2016 poky 3a Ne
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMK y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

14.

KNIMAMIH®

HacToiika no 100 mny
dhakoHi cknsiHoOMy
a60o nonimepHomy, no
1 chnakoHy B nauw;
no 100 mn y 6aHuj, no
1 6aHui y navuyj

NAT
"Ximcpapmsasozg
"UepBoHa 3ipka"

YkpaiHa

NAT
"Ximcpapmsasos
"UepBoHa 3ipka"

YkpaiHa

MepepeecTpayis Ha HEOOMEXEHUI TEPMIH

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

6e3
peyenma

nionsieae

UA/9641/01/01

15.

KOMBIrPUN
JIEKCA®

Tabnetku in bulk: no
5000 Tabnetok y
nakeTax

OpraHocuH Jlaiich

CaeHcus MeT. JIT4.

IHais

EBepToaxeH
Naiidp CaeHcms
Nimiteq

IHais

MepepeecTpauisi HA HEOGMEXEHWNIA TEPMIH.

MepioAnyHiCTL NoAaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepctea
OXOPOHY 340p0B’S1 YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

He
nidnsieae

UA/2069/01/01

16.

KOMBIrPUM
JEKCA®

Tabnetkv no 4
Tabnetku y 6nictepi;
no 1 6nictepy B
nayi; no 20 navyok y
rpynoBiii nayui; no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
nanepoBomy
KOHBepTi; o 20
nanepoBuX KOHBEPTIB
y rpynoBiii nauuj; no 8
TabneTtok y 6nictepi;
no 1 6nictepy B
nauyuyj; no 10 nayok y
rpynoBiii navui

OpraHocuiH laiich

Caencus M.T. JIT4.

IHais

EBepToaxeH
Nalicp CaeHems
Nimiteq

IHais

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TURY - 3MiHN WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3rnekmn 3aCToCyBaHHA NiKapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BIAMOBIAHO A0 NNaHy negiatpuyHnX
pocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOB&XEHNM OpraHoMm)
3MiHM BHECEHO A0 IHCTPYKLii AN MeguyHoro
3aCcTOCyBaHHS NiKapCbKoro 3acoby Ao po3finis

6e3
peyenma

nionsieae

UA/2068/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWNMK
nikapcbknMuy 3acobamu Ta iHWi BUAn
B3aemogiji", "Ocob/IMBOCTi 3aCTOCyBaHHA",
"Mepepo3yBaHHs", "Mo6iyHI peakyii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3neku fjtoyoi Ta JONOMDKHUX PEYOBUH
nikapcbKoro 3acooy.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHMK y NepiognyHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neku.

17.

KOPTIHE®®

Tabnetkn no 0,1 wmr,
no 20 Tabnetok y
dhnakoHi; no 1
(pN1aKkoHy B KQpPTOHHIM
Kopo6ui; no 20
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

Mab'aHiybkni

thapmaueBTUYHWI

3aBog, Monbha
AT.

Monbwa

Mab'aHiybkni

thapmaueBTUYHWI

3aBog, Monbha
AT.

Monbwa

MepepeecTpalis Ha HEOOMEXEHWN TEPMIH.
3miHu |l TUny - 3MiHn Wwopao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
3MiHN Y KOPOTKIill XapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MEAUYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHVMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMUN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3miHu
BHECEeHO [0 iHCTPYKLIT 415 MeanyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"Moka3aHHS" (YTOUYHEHHST (DOPMYIOBAHHS),
"Mepefo3yBaHHA" BiANOBIAHO 4O MaTepianis
peeCTpauinHoOro JocheE.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a
peyerimom

He
nionsieae

UA/9532/01/01

18.

KPOMO®APM®

Kpanni o4Hi 2 % no 10
My doiakoHi; no 1
oNakoHy y nayui 3

MAT "®apmak”

Ykpaina

MAT "®apmak”

Ykpaina

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnisgy.

3a
peyenmom

He
nidnsieae

UA/0885/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

KapToHYy

3MiHU Y KOPOTKIill XapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHWIH Npenapar (3mMiHa He NoTpebye
HafaHHA XO4HWX HOBMX [0AATKOBUX AAHVIX)
3MiHV BHeCeHi A0 IHCTPYKLi y po3ainu:
"®apmakonorivHi BiactmeocTi", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3acobamMu Ta iHLWi BUuam
B3aemogijit", "Ocob/mBoCTi 3acTocyBaHHA" (Y T.
4. "3acTocyBaHHA y nepiog BaritTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LUBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMKN MexaHizmamun'),
"Mo6iyHi peakwji"; pegaryBaHHs TEKCTY po34inis
"MMoka3aHHA", "TIpoTMnokasaHHa",
"Aitn","MepenosysaHHA" - BiANOBIAHO A0
iHchopMmawii pedrepeHTHOro slikapcbkoro 3acoby
AJIEPIOKPOM, kpanni o4Hi, 20 mr/mn.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekn BiANOBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

19.

KCEN/IIOH®

cycneHsis ans
iH'exui
MPOIOHTOBaHOI 4jl,
100 mr/mn; no 0,5 mn,
a6o 0,75 mn, a6o 1,0
mn, abo 1,5 mny
nonepeAHbLO
HanoBHEHOMY
wnpuui; no 1 wnpuuy
i 2 ronkamu gns
BHYTPILLHLOM'A30BUX
IH'EKLi y KAPTOHHIi
KOpoo6Li

TOB "[KOHCOH i
JDXOHCOH YkpaiHa"

YkpaiHa

fAHcceH
dapmaueBTuKa
HB, Benbris;
Cinar AT,
LLiBeiiuapis

Benbrisi/
LLiBeiiuapi
a

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
JaHuMK 3 hapMakoHarnagy - 3mMiHM BHECEHO
00 IHCTPYKLiT A/19 MeAMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"®apmMakonoriyHi BnactTneocTi" (pefaryBaHHs
iHbopMmawii), "B3aemogist 3 iHwumun
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakuji" BigNOBIAHO A0 MaTepianis
peecTpauiiHoro JocChbeE.

3a
peyenmom

He
nionsiecae

UA/13547/01/01
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n/n

Hassa
JliKapcbK0O20

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

3acoby

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6€3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

20.

nNiPA®

PO34YUH OpasTbHUIA,
100 mr/mn no 30 mn
a60 60 My dhnakoHi;
no 1 dpiakoHy pasom
3i Wwnpuuem-
[03aTopoM Y nauuj 3
KapTOHY

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KOpoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHOro
3aCTOCyBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUI NpenapaT (3miHa He NoTpebye
HaflaHHS XXOAHNX HOBUX AOAATKOBUX AaHUX) -
3MiHM BHECEHI [0 iIHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby B po3ainu:
"®apmakonoriyHi BractusocTi”, "lMoka3aHHS"
(yTouHeHHs iHdopmadii), "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
posn", "Oitn" (yTo4HeHHs iHchopmawii),
"Mo6iuHI peakuii" BiANOBIAHO A0 iHopmaLil
LLI0A0 MEANYHOrO 3aCTOCYBaHHSA
pedhepeHTHOrO Jlikapcbkoro 3acoby
(COMA3NHA®, po34rH A1 NepopasibHOro
3actocyBaHHs, 100 mr/mn).

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a
peyenmom

He
nionsiecae

UA/13370/02/01

21.

MEKCAPUTM

kancynu no 200 mr no
10 kancyn y 6nicTepi;
no 2 6naictepun B nayui

My6niyHe
akujioHepHe
TOBapUCTBO

Ykpaina

My6niyHe
akujioHepHe
TOBapUCTBO

Ykpaina

MepepeecTpauisi HA HEOGMEXEHWNIA TEPMIH.
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
hapmakoHarnsiay. 3miHa y KopoTkii

3a
peyenmom

He
nidnsieae

UA/1564/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asBHUKa BUPOGHU Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) Ka nocsioYeHHs1
3 KapToHY "HaykoBo- "HaykoBo- XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
BMPOGHWYNIA BMPOGHWYNIA MapKyBaHHS Ta iHCTPYKUiT AN MeaN4HOro
LeHTp LeHTp 3aCTOCYBaHHSA Ha MifcTasi perynspHo
"BopLuariBcbkuii "BopLuariBcbkuii OHOB/IHOBAHOTO 3BITY 3 6€3Mekn NikapCbKoro
XiMiKo- XiMiKo- 3acoby, abo focnimxkeHb 3 6e3neku
hapmaLleBTNYHUI hapmaLleBTNYHUI 3acTOoCyBaHHS MikapcbKoro 3acoby B
3asog" 3asog" nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BiZANOBIAHO [0 NNaHy neaiaTpuyHmnX
pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHoMm) -
3MiHW BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHA", "B3aemogis 3 iHWMMKN
nikapcbKvMu 3acobamu Ta iHLWi BUan
B3aemogiit", "OcobMBOCTi 3aCTOCYBaHHS",
"Mo6ivHi peakuii™ BiANOBIAHO O OHOBEHO!
iHchopmauii 3 6e3neku Ajroyoi Ta AONOMIKHNX
PEYOBUH NiKapCbKOro 3acoby.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neky BiANOBIAHO A0
Mopsaky 3aificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.
22. | METPOHIAA30N KpucTanivyHmi CninbHe YkpaiHa KopaeH dapma ITanis MepepeecTpavis Ha HeObMeXeHU TEPMIH - He UA/1459/01/01
NOpPOLLOK YKpaiHCbKO- Bepramo C.MN.A. nionsizae
(cybeTaHuin) y icnaHcbke
noABiNHMX nignpueMcTBo
nonieTueHoBmx "Cnepko YkpaiHa"
Millkax ans
BMPOGHMLTBA
HecTepuIbHNUX
niKapcbkux popm
23. MOBEKC® TabneTkn, BKPUTI Mosi Xenc M'm6X LLIseliapi CaBa Xenckea IHgis/ MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. - He UA/9818/01/01
KOM®OPT 060/10HKO10, in bulk: a nra, Hais; YropwuHa nionsieae
no 1000 Tabnetok y Megiton

noAaBinHMX
nonieTnIeHoBuUx
nakeTax

dapmachbloTikan
n1a., YropwmHa

MepioAnyHIiCTL NOAaHHA perynsipHo
OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepctea
OXOPOHY 340p0B’S YKpaiHnu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynspHyX 3BiTiB 3 6e3neku.

24.

MOBEKC®
KOM®OPT

TabneTkn, BKpUTI
060n0Hkot0, no 30
TabneTok y nasw;
no 1 naswuiy
KapTOHHII ynakoBLi;
no 60 TabneTok y
nnswuyi; no 1 aéo no
2 NAAWKA B KAPTOHHIl
ynakosui; no 120
Tab/1eToK y naswL;
no 1 naswuiy
KapTOHHI ynakoBLi

Mogi Xenc Mrm6X

LLiBefiuapi
2

CaBa Xesckea
N, IHAis;
MegiTton
dapmachbloTikan
Nn1a., YropwmHa

IHgis/
YropLmHa

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHVM OpraHom)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMKM Nikapcbkumn 3acobamu
Ta iHWi BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHS" Bi4MoBiAHO [0 OHOB/IEHOT
iHchopmaLii 3 6e3neku AitoUnx Ta ONOMDKHUX
PEYOBUH.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKEeHOro Hakasom MiHictepcTea
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTsa
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NoAaHHs perysnsipHyX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/9817/01/01

25.

HAPOMNIH

PO3YMH NS iH'EKLNA,
10,0 mr/mn no 10 mn
B amnyni; no 1 amnyni
B KOHTYPHiii
YapyHKOBIli ynakoBLi;
Mo 5 KOHTYPHUX
YapyHKOBUX YNakoBOK

AcneH dapma
Tpenginr Nimiteq,

IpnaHgis

AcTpa3eHeka Ab

Lseuis

MepepeecTpauisi HA HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUiT AN1S Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
SAKOCTI, IOKAIHIYHMMU, KiHIYHUMUW AaHUMK Ta

3a
peyenmom

He
nidnsieae

UA/9670/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

Y KapTOHHI nayui

AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHI y
po3ainu : "®apmakosnorivyHi BNacTuBocTi;"
"B3aemogisa 3 iHWKMKU NikapcbKruMu 3acobamm
Ta iHWi B1AK B3aemogiit;" "OcobamnBoCTi
3acTocyBaHHS;" "34aTHICTb BN/MBaTH Ha
LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCMopToM abo iHWMMKN MexaHiamamu;"
"Cnoci6b 3acTocyBaHHs Ta 403u;"
"Mepepno3yBaHHs;" "Mo6iYHI peakuii;"
"HecymicHicTb".

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

26.

HAPOMNIH

PO34MH ANs IH'EKL,
7,5 mr/mn no 10 mn B
amnyni; no 1 amnyni B
KOHTYPHIli YapyHKOBI
ynakosui; no 5
KOHTYPHUX
YapyHKOBUX YNaKkoBOK
Y KapTOHHI nayui

AcneH dapma

Tpenginr Nimites,

IpnaHgis

AcTpa3eHeka Ab

Lseujis

MepepeecTpavis Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN AaHMU Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHI y
po3ainu : "®apmakosnorivyHi BnactuBocTi;"
"B3aemogis 3 iHWKMKU NikapcbKMmn 3acobamm
Ta iHWi B1AK B3aemogiit;" "OcobnnBOoCTi
3acTocyBaHHS;" "34aTHICTb BN/MBaTH Ha
LIBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCMopTOM abo iHWMMKN MexaHiamamu;"
"Cnoci6b 3acTocyBaHHs Ta 403u;"
"Mepepno3yBaHHs;" "Mo6iuHI peakuii;"
"HecymicHicTb".

MepiognyHiCTb NOAAHHA PErynSpHO
OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 3aiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB’s1 YKpaiHu Bif 26 BepecHs

3a
peyerimom

He
nionsieae

UA/9670/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

27.

HAPOMNIH

PO34YMH ANS iH'eKUR, 2
mr/mn no 100 mny
KOHTeliHepi; no 1
KOHTeliHepy B
KOHTYpHIli YapyHKOBI
ynakosui; no 5
KOHTYPHUX
YapyHKOBUX YNaKkoBOK
Y KapTOHHI nauui

AcneH dapma

TpengiHr Nimites,

IpnaHgjs

AcTpa3eHeka MMTi

nrg

ABcTpanis

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Wopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMK, KTIHIYHMMKW AaHUMK Ta
OaHumy 3 hapmakoHarnsagy - 3mMiHu BHecCeHi y
po3ginu : "®apmakonoriyHi BnactmseocTi;"
"B3aemogis 3 iHWKMKU fikapcbkMu 3acobamm
Ta iHWi BUAW B3aemogiit;" "OcobnmBocTi
3acTocyBaHHs;" "34aTHiCTb BNAMBaTV Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMK MexaHi3amamu;"
"Cnocib 3acTocyBaHHs Ta 403u;"
"Mepepo3yBaHHs;" "INo6iyHi peakuii;"
"HecyMicHIiCTb".

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NoBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/9384/01/01

28.

HIMECUH®

Tabnetku no 100 mrin
bulk : no 2500
TabneTok y
KOHTeWHepi gns
BUIOTOB/IEHHS
rOTOBYMX NiKAPCbKUX
3acobiB

OpraHocyiH flaiic
CaeHcus MBT. /114,

IHAjA,
IHais,
IHgis

EBepToaxeH
Naiigp CaeHcus
Nimiten

IHAis

MepepeecTpauisi Ha HeoBGMexXeHUit TepMiH

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 34,0p0B’SA YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakady MiHicTepcTBa
OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMM y NepioanYHOCTI
nofiaHHsA perynsipHunX 3BiTiB 3 6e3neku.

He
nionsieae

UA/9974/01/01

29.

HIMECUH®

Tabnetkn no 100 mr
no 10 TabneTok y

OpraHocuH Naiidy
CaeHcus I.T. JI14.

IHgis

EBepTogxeH
Naiidp CaeHcus

IHgis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
3MiHuM Woao 6e3nekn/edpeKTMBHOCTI Ta

3a
peyenmom

He
nionsizae

UA/9973/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

6nicTepi; no 1 a6o 10
6nicTepiB y KAPTOHHIl
nauuj

Nimiteq

thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN Mean4HOro
3aCTOCyBaHHA Ha MifgcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NikapcbKoro
3acoby, abo fgocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
OL|iHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHNM OpraHom) -
3MiHU BHECEHO [0 IHCTPYKLUIT y po3ainv
"MpoTunokasaHHA", "B3aemogis 3 iHWMMKN
nikapcbKvMu 3acobamu Ta iHLWi BUan
B3aemogiit", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog BaritTHocTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBaTu Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCMoOpPTOM abo iHLWMMK MexaHiamamu',
"Cnocib 3acTocyBaHHA Ta fo3un" (LWoao
6e3neku), "lMNobivHi peakuii” BigNoBIAHO A0
OHOBJIEHOT iHbopMaLii 3 6e3neku aiuol
PEYOBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

30.

OHAAHCET

PO3YMH ANS iH'EKLRA, 2
mr/Mn no 2 mn (4 mr)
abo no 4 mn (8 mr) B
amnyni; no 5 amnyny
naJui 3 KapToHy

M. BioTek /T4,

Benwnka
BputaHis

Xenn C.A.

Ipeuis

MepepeecTpavis Ha 5 pokiB.
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCyBaHHSA
reHepUUHNX/ribpPUAHNX/6I0NOAIGHMX NiKapPCbKMUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHWIT Mpenapar (3mMiHa He NoTpebye
Ha/jaHHS XOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHW BHECEHI A0 IHCTPYKLiTy po3ginu
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS
y nepiof BariTHOCTi abo rofyBaHHs rpyaat”,

3a
peyenmom

He
nionsieae

UA/13558/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asBHUKa BUPOGHU Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) Ka nocsioYeHHs1
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Mepeno3yBaHHA" BiANOBIAHO A0 iHopmaLii
pedepeHTHOro nikapcbkoro 3acoby (SOPPAH,
PO34uH NS iH'eKUii, 2 mMr/mn).
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.
31. | OHAAHCET PO3YMH ANS iH'eKLiR, 2 M. BioTek N114. Benuka Xenn C.A. Ipeuis MepepeecTpauis Ha 5 pokis. - He UA/13559/01/01
mr/mn in bulk: no 2 mn BputaHis nionsizae
(4 mr) abo no 4 mn (8 MepiognyHICTb NOfAHHA PErynsipHo
mr); no 100 amnyn y OHOB/IOBAHOTO 3BITY 3 6e3Mneku BigNoBIgHO 40
KapTOHHI nayui Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTBa
OXOPOHW 340pOB’ YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
32. OHAAHCETPOHY | nopoLuok My6niuHe YkpaiHa CaH IHAjs MepepeecTpallisi Ha HEOOMEXEHNI TEPMIH. - He UA/13893/01/01
riaPOXNOPUL, (cybeTaHuis) y akujioHepHe dapmacboTvKasn nionsizae
AUriaPAT noABINHMX TOBapuUCTBO IHpacTpi3 114,
nonieTuIeHoBuxX "HaykoBo-
naketax gns BMPOGHNYNIA
dhapmaL,eBTU4YHOro LeHTp
3acToCyBaHHA "BopLiariBcbkuii
XimiKo-
thapmavueBTUYHWI
3asof"
33. OTPUBIH cnpeii HasaslbHWIA, HosapTic LLiseliyapi Hosapric LLiseliyapi MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH. 6e3 nionsieae UA/13560/01/01
EKCTPA [030BaHwWii no 10 mn KoHcbromep Xesc A KoHcblomep Xesc A peyenma
y thnakoHi 3 CA CA MepiognyHiCTb NOAAHHA perynspHo
[03younum OHOBJ/1OBAHOTO 3BITY 3 6e3MneKku BifNoOBIAHO 40

NPUCTPOEM; no 1
(h/1laKoHY B KapTOHHIlA
nauui

Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEpAXEeHOro Haka3om MiHicTepcTBa
OXOPOHW 340P0B’S1 YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
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Homep

n/n

Hassa
JliKapcbK0O20

dopma suUnycKy
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

peecmpayjiliHo2o
nocsioYeHHs1

3acoby

ynakoska)

tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku

nionsieae

UA/1602/01/01

34.

NAHTECTWH-
JAPHULA®

renb no 15ra6o 30r
y Ty6i, no 1 1y6i B
nauuj

MpAT
"GapmaueBTMyHa
dipma "apHuua”

YkpaiHa

MpAT

"GapmaueBTnyHa
dipma "apHuua”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHVM OpraHom)
3MiHV BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"MpoTmnokasaHHA", "B3aemopis 3 iHWMMKN
nikapcbkvMun 3acobamu Ta iHLWi BUan
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"Mo6ivHi peakuii™ BiANOBIAHO O OHOBEHO!
iHchopmauii 3 6e3nekn Ajroyoi Ta AONOMIKHNX
PEYOBUH JliKapCbKOro 3acoby.

MepiognyHiCTb NOAAHHA PErynsipHO
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMK Y NepiognyHOCTI
nofilaHHA perynsipHunX 3BiTiB 3 6e3neku.

6e3
peyenma

3a

He

UA/4990/04/01

35.

MEHTACA

CyCneHsis peKkTasibHa
no 1 r/100 mn, no 100
M/ cycneHsii y
pNakoHi 3
HaKOHEYHWKOM i
BHYTPILLHIM
KnanaHom; no 1

®eppiHr
IHTEpHeLLHN
CeHTtep CA

LLiBenuapi
a

®eppiHr-/leunsa,

a.c.

Yecbka
Pecny6nik
a

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT AN MeAN4HOro
3acTOCyBaHHS Y 3B’S13KY i3 HOBUMMW AaHUMU 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHUMU Ta
OaHVMK 3 dhapmakoHarnsay - 3MiHM BHECEHO

peyerimom

nionsieae

(oN1aKoHY y NakeTi 3
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asBHUKa BUPOGHU Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) Ka nocsioYeHHs1
anoMiHieBoi honbru; [0 iHCTPYKUiT ANS MeANYHOro 3acToCyBaHHS
no 5 a6o 7 cpnakoHis nikapcbKoro 3acoby Ao po3zinis
Ta5abo 7 "apmakonoriyHi BnacTnBocCTi"(yTOYHEHHS
nonieTueHoBmx iHchbopmawii), "MNpoTrnokasaHHs", "B3aemogis 3
NakeTiB y KAPTOHHIi IHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
KopooLi B3aeMogjin", "OcobnnBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs B nepiog, BariTHOCTi abo
rofyBaHHs rpyaar”(yTouHeHHs iHdhopmadii),
"Mepepno3yBaHHA", "Mo6IYHI peakuii "
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro
[OCbE.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekn BiANOBIAHO [0
Mopsiaky 3AiicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
36. | PAHEKCA® 1000 Tabnetkn MeHapiHi NMokcem6 Brpo6HMLUTBO «in HimeuunH MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13676/01/01
NPOJIOHIOBaHOT Aji No IHTEepHeLLoHan ypr bulk», nakyBaHHs, a/ 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom nionsi2ae
1000 mr no 10 OnepeiioHc KOHTPO/b Ta CWA thapmakoHarnagy. 3MiH1 y KOpOTKiii

TabneTok y 6nictepi;
no 6 6nictepis y
KapTOHHI Kopob6Li; no
15 TabneTok y
6nictepi; no 4
6nicTepu y KapTOHHIN
kopobui; no 20
Tabnetok y 6nictepi;
no 3 6nictepny
KapTOHHIli Kopoobui

Mokcembypr C.A.

BUWMYCK Cepii:
MeHapiHi-®oH
XengeH M'vbX,

HimeuunHa;

Bupo6bHMLTBO «in

bulks», KOHTpO/b
cepii:
MNareoH
MaHyhakTypiHr
Cepsices, /1/1C,
CLA

XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM AaHVMU 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
JaHuMK 3 hapMakoHarnagy - 3mMiHM BHECEHO
00 IHCTPYKLiT A/19 MeAMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"apmMakosorivyHi BnactusocTi”,
"MpoTrnokasaHHsA", "B3aemMogis 3 iHWNMKN
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCMOPTOM abo poboTi 3 iHWKMMK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
nosun”, "MepeposysaHHA", "Mo6iYHI peakuii”
BiANOBIAHO A0 MaTepianis peecTpauiiHoro
[0CbE.

MepiognyHiCTb NOAAHHA PErynspHO
OHOB/IHOBAHOrO 3BITY 3 6e3nek BiANOBIAHO A0
Mopsaaky 3aiicHeHHs1 chapmakoHarnaay,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

37.

PAHEKCA® 500

Tabnetkn
NPOJIOHIOBaHOT Aji no
500 mr no 10
TabneTok y 6nictepi;
no 6 6nictepis y
KapTOHHiI kopobuj; no
15 Tabnetok y
6nictepi; no 4
6nicTepu y KapTOHHIN
Kopo6ui; no 20
Tabnetok y 6nictepi;
no 3 6nictepny
KapTOHHI Kopo6Lyi

MeHapiHi
IHTepHeLLoHan
OnepewoHc
Mokcembypr C.A.

Jokcemb
ypr

Brpo6HMLUTBO «in
bulk», nakyBaHHs,
KOHTPO/b Ta
BUWMYCK Cepii:
MeHapiHi-®oH
XengeH M'vbX,
HimeuuunHa;
Buvpo6bHMLUTBO «in
bulks», KOHTpO/b
cepii:
MaTeoH
MaHyhakTypiHr
Cepsices, /1/1C,
CLA

HimeuumnH
a/
CLIA

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM AaHVMU 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
JaHuMK 3 hapMakoHarnagy - 3mMiHM BHeECEHO
00 IHCTPYKLiT 4719 MeAMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"apmMakosorivyHi BnactusocTi”,
"MpoTrnokasaHHsA", "B3aemogis 3 iHWNMKn
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 poboTi 3 iHWKMMK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
nosun”, "MepenosysaHHA", "Mo6ivHI peakuii”
BiANOBIAHO A0 MaTepianiB peecTpauiliHoro
[0CbE.

MepiognyHiCTb NOAAHHA PErynSpHO
OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34iicHeHHst hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/13676/01/02

38.

PEMABIP

kancysim no 100 mr no
10 kancyn y 6nicTepi;
no 1 abo 3 6nictepn y
nauuj KapTOHHIl

AT "OnaviHchapm"

Nartgia

AT "OnaviHchapm"

Nartgia

nepepeecTpauisi Ha HEOBMEXEeHWN TePMIH

3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTKii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi

6e3
peyenma

nidnsieae

UA/3777/03/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHUMU Ta
AaHuMu 3 hapMakoHarnagy - 3MiHM BHeCEHO
[0 IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCYBaHHS

nikapcbKkoro 3acoby 4o po3ainis:
"MpoTunnokasaHHs", "OcobamBoCTi
3acTocyBaHHA", "34aTHICTb BN/MBaTU Ha
LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUHEHHS),
"Mepepo3ysaHHs", "MobiuHI peakyji" WwWoa0
6e3nekn 3acTocyBaHHs BiAMNOBIAHO A0
marepianiB peecTpauiiHoro 10ChbeE.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

39.

PE®OP/ES3-
HOBO®APM

PO34uH NS iHQY3il,
60 mr/mn, no 200 mn,
a6o no 250 mn, abo
no 400 mn, a6o no
500 mn y nnsawkax

ToBapucTso 3
06MEeXeHO

BiANOBIAA/TbHICTIO

thipma
"HoBothapm-
BiocuHTes"

YkpaiHa

ToBapucTso 3
obmexeHolo
BiANOBIAA/TbHICTIO
hipma
"HoBothapm-
BiocuHTes"

YkpaiHa

MepepeecTpaduist Ha 5 pokiB. 3miHW | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiZANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHVM OpraHom)
3MiHM BHECEHO [0 IHCTPYKUiT AN MEeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"MpoTmnokasaHHA", "B3aemopis 3 iHWMMKN
nikapcbkvMu 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"MepeposysaHHsa", "Mo6GIYHI peakujii"
BiANOBIAHO [0 OHOBMEHOI iHGhopMaLi 3
6e3nekn 3acToCyBaHHA fil040T PEYOBUHN.

3a
peyenmom

He
nionsiecae

UA/2004/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6€3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

40.

CENTINIM

MOPOLLIOK ANS
PO3YMHY ANS iH'EKLiA
no 1000 mr 1 chnakoH
3 MOPOLLKOM Y naYi 3
KapTOHY

M.BioTek NiTg

Benuka
BpuTaHin

ACTPAN
CTEPITEK

MNPANBIT

NIMITE,

IHgis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TMnNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT 4Nns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 MNaHy neiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3romxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHVM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Y po3ainv
"B3aemogis 3 iHWK1MKN NikapcbkMu 3acobamm
Ta iHWi BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "34aTHiCTb BNAMBaTV Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCMNOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnoci6 3acTocyBaHHs Ta A031" (YTOUHEHHS),
"Mepepno3yBaHHs", "Mo6iyHI peakyii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun Aito4oi peHOBUHW.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKEeHOro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTsa
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a
peyenmom

He
nionsiecae

UA/11484/01/02
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n/n

Hassa

JliKapcbK0O20

3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

41.

CENTINIM

MOPOLLIOK AnSA
PO3YMHY ANS iH'EKLiA
no 500 mr 1 gonakoH 3
MOPOLLKOM Y nauui 3
KapTOHY

M.BioTek NiTg

Benuka
BpuTaHia

ACTPAN
CTEPITEK
MNPANBIT
NIMITE/,

IHgis

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTuL,j NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHoO OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigxeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BiZANOBIAHO [0 NNaHy neiaTpuyHnX
pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Y po3ainu
"B3aemogis 3 iHWKMKU fikapcbkMu 3acobamm
Ta iHWi BUAW B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "3AaTHiCTb BNAMBaTV Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCMoOpPTOM abo iHLWMMK MexaHiamamu',
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUHEHHS),
"Mepepo3yBaHHs", "Mo6iyHI peakyjii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun A4ilo4oi pevoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

3a
peyenmom

He
nionsiecae

UA/11484/01/01

42.

TANNITOH®

Tabnetku no 6,25 mr;
no 20 a6o 30
Tabs1eToK y hnakoHi;
no 1 chnakoHy B
KapTOHHI Kopob6Li; no
7 TabneTok y
6nictepi; no 2 a6o 4
6nicTepu y KapTOHHIN
Kopobui

3AT

dapmauleBTUYHNI

3aBof EliC

YropLmHa

3AT

dapmauleBTUYHNI

3aBof ElC

YropLmHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCyBaHHSA Ha MifgcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NikapCbKoro
3acoby, abo gocnimKkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO 0 MNaHy neaiaTpuyHmnX
pocnimpxeHb (PIP) (3MiHY y3romkeHo 3

3a
peyenmom

He
nionsieae

UA/0947/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

KOMMNETEHTHUM YNOBHOBAXEHWM OPraHoMm) -
3MiHV BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
«MokazaHHs» (pegaryBaHHs), "B3aemogis 3
IHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
B3aemogii", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"Mo6iuHi peakwii" BigNOBIAHO 4O OHOBMEHOI
iHbopmawii 3 6e3nekun 3acTocyBaHHS AitoHol
peyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340pOB’ YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

43.

TANNITOH®

Tabnetku no 12,5 mr,
no 20 a6o 30
Tabs1eToK y hnakoHi;
no 1 chnakoHy B
KapTOHHiI kopobuj; no
14 TabneTok y
6nictepi; no 1 a6o 2
6nicTepu y KapTOHHIN
KOpoo6Li

3AT

dapmauleBTUYHNI

3aBof ElC

YropLmHa

3AT

dapmauleBTUYHNI

3aBof EliC

YropLmHa

MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT NS Mean4HOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHVM YNOBHOB&XXEHVM OpPraHoM) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeAUYHOro
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
«MokasaHHs» (peparysaHHs), "B3aemogis 3
HLIMMKW NiKapCbKMKM 3acobamMu Ta iHLWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekn 3acTocyBaHHS Aitoyol
pPeyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340p0B’s YKpainu Bif 27 rpyaHs 2006

3a
peyenmom

He
nionsieae

UA/0947/01/02
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n/n

Hassa

JliKapcbK0O20

3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

TANNITOH®

Tabnetkv no 25 wr,
no 20 a6o 30
Tabs1eToK y hnakoHi;
no 1 chnakoHy B
KapTOHHiI kopobuj; no
14 TabneTok y
6nictepi; no 1 a6o 2
6nicTepu y KapTOHHIN
KOpoo6Li

3AT

dapmauleBTUYHNI

3aBof EliC

YropLmHa

3AT

dapmauleBTUYHN

3aBof ElC

YropLmHa

MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
3acoby, abo gocnimKkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHVM YMOBHOB&XXEHVM OpPraHoM) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
«MokasaHHs» (peparyBaHHs), "B3aemogis 3
HLIMMKW NiKapCbKMKM 3acobamMu Ta iHLWi B1uam
B3aemogiin", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekn 3acTocyBaHHS Aitoyol
pPeyoBUHN.

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NoBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/0947/01/03

45,

TAY®OH-
JAPHULA

Kpanni o4Hi, po3yunH
40 mr/mn, no 5 mn
a60 10 mn 'y donakoHi;
no 1 chnakoHy B nauui

MpAT

"®apmaueBTnyHa
dipma "apHuus”

YkpaiHa

MpAT

"GapmaueBTnyHa
ipma "apHuus”

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHNI TEPMIH.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ehekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT 4Nns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/1894/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHA NlikapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiaTpuyHmX
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOB&XEHVIM OPraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCcTOCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"Oco61MBOCTI 3acTOCyBaHHS" BigNoBiAHO f0
OHOBJIEHOI iHGhopMalLlii 3 6e3nekn
3aCTOCYBaHHSA NiKapCbKoro 3acoby.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 3aificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

46.

TIBOMAKC-
JAPHULIA

PO3unH AN iHQY3il,
42 mr/mn no 100 mny
dhnakoHi; no 1
chnakoHy B nauuyj; no
100 mn y chnakoHax

MpAT
"®apmavueBTnyHa
thipma "OapHuus”

YkpaiHa

MpAT
"®apmavueBTnyHa
thipma "OapHuus”

YkpaiHa

MepepeecTpalis Ha HEOOMEXEHWU TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHoro
3aCTOCYyBaHHSA
reHepuyHUX/ribpuaHMX/6ionogibHMX NiKapCbKUx
3ac06iB nicna BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHMIA Npenapar (3miHa He NoTpebye
HajaHH$ XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHN BHECEHI A0 IHCTPYKLiT y po3ainu
"MokasaHHA" (YTOYHEHHS), "MpoTnnokasaHHsa",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHsa Ta fo3u", "MobiyHi peakuyii”
BiANoBiAHO A0 iHGhopMaLii pedhepeHTHOoro
nikapcbkoro 3acoby (TIBOPTIH®, po3uunH ans
iHdpy3iin, 42 mr/mn).

MepiognyHiCTb NOAAHHA PErynspHO
OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 3aificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi

3a
peyerimom

He
nionsieae

UA/13827/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asBHUKa BUPOGHU Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) Ka nocsioYeHHs1
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
47. | Ti®IM BI/ PO34YMH ANS iH'EKL CaHodpi MacTep ®paHuisa MoBHWA UMK dpaHuis/ MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/13057/01/01
TYPHIM VI no 25 mkr/go3a no 0,5 C.A. BMpPOBHULTBA, 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
BAKUVHA Ana mn (1 gosa) y KOHTPO/b AKOCTI, VropLHa thapmakoHarnagy. 3MiH1 y KOpOTKiii
MPO®ITAKTUKN nonepeaHLo 3anoBHEHHS, pL XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
YEPEBHOI'O 3arnoBHeHOMY LUnpuLi BTOPUHHE MapKyBaHHS Ta IHCTPYKLii A8 MeAnYHOoro
TNDY 3 MPUKPINIEHOD nakyBaHHs, BUMYCK 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM AaHVMU 3
MONICAXAPUAH rosikoto Nel cepii: SIKOCTi, AOKMIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
A PIOKA CaHodpi MNacTep, LaHumu 3 hapmakoHarnsagy - 3MiH1 BHeCeHo
dpaHuis; 00 IHCTPYKUiT 4151 MeAMYHOro 3acToCyBaHHS
BTopuHHE nikapcbKoro 3acoby Ao po3ainis
nakyBaHHs1, BUMYCK "MpoTunokasaHHa", "OcobanBOCTI
cepii: 3acTocyBaHHA", "34aTHICTb BN/IMBATY Ha
CaHodi MNacTep, LUBMAKICTb peakLii Mpy KepyBaHHi
dpaHuis; aBTOTPAHCMOPTOM abo iHLWMMU MexaHi3mamun'"
BTopuHHe BiAMNOBIAHO 4O MaTepiasiB peecTpauiiHoro
nakyBaHHS: [0Cbe (KOPOTKOT XapaKkTepuUCTUKN NiKapCbKoro
CaHochi-ABeHTiC 3acoby).
Mpaisit Ko. T4,
YropuyHa MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
48. | TPAKTOUUN KOHLeHTpaT ans ®eppiHr TM6X HimeyuunH BignosigansHuii HimeyuunH MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/8850/01/01
PO3UmnHY ANns iHdy3ilA, a 3a BMPOGHULTBO, a/ 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
7,5 mr/mn, no 5 mny nepBuHHE Yecbka thapmakoHarnsgy. 3MiH1 y KOpOTKiii
hnakoHi; no 1 nakyBaHHs, Pecny6nik XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
KOHTPO/b SKOCTI a MapKyBaHHS Ta iHCTPYKLii 415 MeAnyHoro

h1akoHy B KapTOHHIiA
Kopo6u,i

Ta BuUnyck cepii
roToBOro
NPOAYKTY:

®eppiHr MTM6X,

HimeuunHa,;
BignosigansHuii

3a BTOPUHHE

nakyBaHHS:

3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMM AaHVMU 3
SAKOCTI, AOKNIHIYHUMW, KNIHIYHUMKU JaHUMK Ta
AaHvMK 3 chapmakoHarnsgy - 3MiHUM BHECEHO
00 IHCTPYKLiT 4719 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "Bzaemogis 3
iHLWMMK NiKapCcbKMK 3acobamu Ta iHWi BUAK
B3aeMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",

"Mo6ivHi peakuii"BignoBigHO A0 MaTepianis
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asBHUKa BUPOGHU Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) Ka nocsioYeHHs1
®eppiHr-/leunsa, peecTpauiiHoro JochbeE.
a.c., Yecbka
Pecny6nika MepiognyHICTb NO4AHHS PErynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neku.
49. | TPAKTOLUUN PO3YMH ANS iH'EKLN, ®eppiHr MTM6X HimeuunH BignosiganbHuii HimeuunH MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/8850/02/01
7,5 mr/mnno 0,9 mny a 3a BUPOGHMLTBO, a/ 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsizae
dhnakoHi; no 1 nepBuHHE Yecbka thapmakoHarnagy. 3MiHU y KOpOTKiii
h1aKkoHy B KapTOHHIi nakyBaHHs, Pecny6nik XapaKkTepucTuLi NikapcbKoro 3acoby, TekcTi
KOpoo6Li KOHTPO/Ib SKOCTI a MapKyBaHHS Ta iHCTPYKUiT AN1S MeAN4HOro
Ta BMnyck cepii 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
roToBOro AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN AaHMU Ta
NPOAYKTY: AaHumMu 3 hapMakoHarnagy - 3mMiHuM BHeCeHo
®eppiHr M'M6X, 00 IHCTPYKLUiT AN19 MeMYHOro 3aCTOCYBaHHS
HimeuunHa,; niKapcbKoro 3acoby Ao po3ainis "B3aemogis 3
BignosigansbHuii HLIMMKW NiKapCbKMKM 3acobamMu Ta iHLWi B1uam
3a BTOPUHHE B3aemogiin", "Ocob/MBOCTi 3aCTOCYBaHHSA",
nakyBaHHs: "Mo6iyHi peakuii”, "HecymicHicTb" BiANOBIAHO
®eppiHr-/leunsa, [0 maTepianiB peecTpauiiHoro JocChe.
a.c., Yecbka
Pecny6nika MepiognyHICTb NOAHHS PEryAsipHO
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMK Y NepiognyHOCTI
nofilaHHA perynsipHunX 3BiTiB 3 6e3neku.
50. | ®EHA30H MOPOLLIOK MAT "dapmak” YkpaiHa LWaHngoHr Kcilxya Kuraii MepepeecTpauis Ha HEOBMEXEHU TEPMIH. - He UA/13849/01/01
(cybeTaHuis) B dapmac toTrKan nionsizae
naketax noABiNHUX Ko., Nita
noslieTuIeHoBuX oNs
BMPOGHMLITBA
HecTepuIbHNX
nikapcbknx dopm
51. PNIKC cnpeii HazanbHUNA, [enbta Megiken LLseliuapi ABAI IBPAXIM TypeyynH [MNepepeecTpallis Ha HEOOMEXEeHWIA TepMiH 3a He UA/13463/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

cycneHnsis 0,05 % no
9rab6o18ry
nonieTueHoBoMy
dh1akoHi 3 Hacocom-
fosaropom; no 1
dhnakoHy y KapTOHHilA
KOpoo6Li

pomoyLH3 Al

Inay CaHai Be
TimpxkapeT A.LL.

a

3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
3aCTOCYyBaHHSA
reHepuyYHUX/ribpuaHMX/6ionogibHMX NiKapCbKUX
3ac06iB Nicna BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHMIA Npenapar (3mMiHa He NoTpebye
HaflaHHA XOAHMX HOBMX AOAATKOBUX [aHUX) -
3MiHU BHeCeHi y po3ginu: "®apmakonoriyHi
BnactusocTi"; "Moka3aHHsA"( gogaHo: "
MpodinakTnuHe nikyBaHHSA anepriyHoro puHiTy
cepeHbOro i TSHKKoro nepebiry
peKkoMeHAY€eTbCA po3noyaTty 3a 4 TWxHI 40
nepegb6ayyBaHoro noyaTky Ce3oHy
nunkyeaHHs"); "MNpoTunokasaHHs"; "B3aemogis
3 HWMMK NiKapCcbKMK 3acobamu Ta iHLWi BUAK
B3aemogiji"; "Ocob/IMBOCTi 3aCTOCYBaHHA";
"3acTocyBaHHA y nepiog BaritTHocTi abo
rogyBaHHs rpyaato”; "Cnocié 3actocyBaHHA Ta
fosn"; "Oitn" ; "Mepepo3sysaHHA"; "MO6IYHI
peakui"

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofaHHsa perynspHuX 3BiTiB 3 6e3nekun

peyerimom

nionsieae

52.

DOPEKOKC TPEK

TabneTkn, BKPUTI
060/10HKO10, in bulk:
500 TabneTok y
6aHKax

Makneopc

dPapmacbloTrKanc

Nimiteq

IHgis

Makneopc

PapmacbloTrKanc

NimiTeq

IHgis

MepepeecTpalis Ha HEOOMEXEHWUI TEPMIH.
3MiHu | TURY - 3MiHK Wopao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasbHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHSI
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
hapMakoHarnagy 3asaBHUKa A1 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3A4iICHEHHS
chapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina

He
nionsieae

UA/7797/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

cuctemu chapmakoHarnagy) Jiroya pegakuis:
YnosHoBaxeHa ocoba, BifnosijanbHa 3a
3AilicHeHHA hapMakoHarnsagy- AHxy ArapsaJi.
MponoHoBaHa pefakuis: YNoBHOBaXeHa
ocoba,BignoBifanbHa 3a 34iiCHEHHS
thapmakoHarnagy- Dr Sukhada Wadkar
(Wykxapa Bagkap); 3MiHa KOHTaKTHUX JaHNX
YMNOBHOBaXKeHOT 0co6M, BiANOBifabHOT 3a
3ailicHeHHs hapMakoHarnsagy. KoHTakTHa
0oco6a, BignoBigasibHa 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi - MNetpeHuyk
OneHa BikTopiBHa. MNponoHoBaHa pefakuis:
KoHTakTHa ocoba, BignoBigasibHa 3a
3[jiCHEeHHs1 hapmakoHarniaay B Ykpaii -
lHiTeupka /llo60B BanepiisHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT ocobu 3
hapmakoHarnsgy B YKpaiHi.

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6€3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’s YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynspHyX 3BiTiB 3 6e3neku.

53.

DOPEKOKC TPEK

TabneTkn, BKpUTI
060/10HKOI0, M0 6
TabneTok y cTpuni, no
10 cTpuniB y
KapTOHHiI kopobuj; no
28 TabneTok y
6nicTepi, no 24
6nicTepy y KapTOHHiIl
Kopoo6Li

Maxkneogc

PapmacbioTrKanc

Nimiten

IHgis

Maxkneogc

dapmacbioTrKanc

Nimiten

IHgis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMiHHa BiJ, yNOBHOBa)KEHOI 0co6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thainna
cucTemu chapmakoHarnagy) Jiroya pegakuis:
YnosHoBaxeHa 0coba, BifnosifanbHa 3a
3fiicHeHHs hapmakoHarnsgy- AHXy Arapsast.

3a
peyenmom

He
nionsiecae

UA/7796/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

MponoHoBaHa pefakuis: YNoBHOBaXeHa
ocoba,BignoBifanbHa 3a 34iACHEHHS
thapmakoHarnagy- Dr Sukhada Wadkar
(Lykxapa Bagkap); 3MiHa KOHTAKTHUX JaHNX
yMNOBHOBaXKeHOT 0cobM, BigNoBifabHOI 3a
3ailicHeHHs hapMakoHarnsagy. KoHTakTHa
0co6a, BignoBigasibHa 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi - MNetpeHuyk
OneHa BikTopiBHa. MNponoHoBaHa pefakLis:
KoHTakTHa ocoba, BignoBigasibHa 3a
3[jiCHEeHHs1 hapmakoHarniaay B Ykpaii -
lHiTeubka /llo60B BanepiisHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT ocobu 3
hapmakoHarnsgy B YkpaiHi.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynspHyX 3BiTiB 3 6e3neku.

54.

DTANA30N

MOPOLLIOK
(cybeTaHuin) y
nakeTax noABiNHUX
nonieTnaeHoBNx Ans
BMPOOHULTBA
HeCTepU/IbHNX
niKkapcbkux chopm

MAT

"KuiBmegnpenapa

T

YkpaiHa

Nab6. Ocpiuem B.B.

Hinepnax
an

MepepeecTpavis Ha HeobMeXeHUIA TEPMIH

He
nionsiecae

UA/1408/01/01

55.

XENICKAH®

HacTolika, no 100 mn
y thnakoHi; no 1
hnakoHy B nauui 3
KapToHy; no 100 mny
6aHuj; no 1 6aHy y
naJi 3 KapToHy

NnAT
"Ximcpapmsasos
"UepBoHa 3ipka"

Ykpaina

NnAT
"Ximcpapmsasos
"UepBoHa 3ipka"

Ykpaina

MepepeecTpaLisi Ha HEOOMEXEHUNIA TEPMIH.
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHoO OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IXEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHmx
npocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVMM YNOBHOB&XEHNM OpraHoMm)

6e3
peyenma

nionsieae

UA/9499/01/01




42

n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3MiHN BHECEHO A0 IHCTPYKLIT 4518 MeaNYHOro

3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ziny

"MokasaHHA" (peaakTopChbKi NpaBkK), a Takox

00 posgainis "MpoTunokasaHHs", "B3aemogis 3

IHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
B3aemogii", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"Mo6iuHi peakwii" BigNOBIAHO 4O OHOBMEHOI

iHchopMaLii 3 6e3nekun 4ilo4nx peyoBuH
nikapcbKoro 3acoby.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340pOB’ YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

56.

XIJTO®-KEA

Kpanni o4Hi; no 10 mn
y 6aratogo30BoMy
KOHTeWHepi 3
NOBITPOHENPOHWUKHNM
Hacocom Ta
KOBMaykom; no 1
KOHTelHepy B
KapTOHHI Kopo6Lyi

YPCA®APM
ApuHaiimitTTens
rmM6X

HimeyunH
a

YPCA®APM
ApuHaiimitTTens
rM6X

HimeyunH
a

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
noAaHHsA perynsipHuX 3BiTiB 3 6e3neku

6e3
peyenma

nionsiecae

UA/9732/01/01

57.

XNOPIrekCUavH-

KP

PO34MH ANna
30BHILLHLOIO
3actocyBaHHA 0,05 %
no 100 mny
KOHTEWHepi 3
HacafKow ans
CMpPsSIMOBAHOro
BBe/leHHs; no 1
KOHTeWHepy y nauui 3
KapToHy; no 100 mny
KOHTEWHepi 3
HacafKow ans
CNpPsSIMOBAHOro

NAT
"Ximchapm3sasopg
"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximchapm3sasog
"YepBoHa 3ipka"

YkpaiHa

MepepeecTpalisi Ha HEOOMEXEHNI TEPMIH.
3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeAnyHoro
3aCTOCYBaHHSA Ha MigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3MNeKn NiKapCbKoro
3acoby, abo fgocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX
BiZANOBIAHO [0 MNaHy negiaTpuyHnX
pocnimpkersb (PIP) (3MiHY Y3rofXeHo 3

6e3
peyenma

nionsieae

UA/9766/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocsBi0OYeHHs

BBEAEHHA

KOMMNETEHTHUM YNOBHOBAXEHWM OPraHoMm) -
3MiHV BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTOCyBaHHS",
"MepepnosysaHHsa", "TMo6IYHI peakujii"
BiZANOBIAHO [0 OHOBMEHOT iIHGhopMaLi 3
6e3nekn 3acToCyBaHHA [il040T PEYOBUHW.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHMK y NepiognyHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neku.

58.

LE®ENIM

MOPOLLIOK AN
PO3UMHY ANS iH'EKLi
no 500 mr 1 ¢onakoH 3
MOPOLLKOM Yy nadui 3
KapTOHY

M. BioTtek T4

Benuvka
BputaHis

ACTPAN
CTEPITEK
MPAMBIT
NIMITEL,

IHgis

MepepeecTpalis Ha HEOOMEXEHWN TEPMIH.
3MiHu | TURY - 3MiHK Wopao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foC/ipKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyHmx
pocnipxeHb (PIP) (3mMiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVIM OpraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT Y po3ainu
"B3aemogis 3 iHWKMKU NikapcbkMmn 3acobamm
Ta iHWi B1AKn B3aemogiit”, "OcobmnBoCTi
3acTocyBaHHA", "34aTHICTb BN/MBaTV Ha
LWIBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamun',
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUHEHHS),
"Mepeno3yBaHHs", "Mo6GiyHI peaky;i"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLi 3
6e3nekun 4it4oi pevyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340p0B’s YKpainu Bif 27 rpyaHs 2006

3a
peyerimom

He
nionsieae

UA/10108/01/01
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Homep

n/n

Hassa
JliKapcbK0O20

dopma suUnycKy
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

peecmpayjiliHo2o
nocsioYeHHs1

3acoby

ynakoska)

poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a

He

UA/10108/01/02

59.

LE®EMIM

MOPOLLIOK ANS
PO3UNHY NS iH'EKLiA
no 1000 mr 1 donakoH
3 MOPOLLKOM Y navi 3
KapTOHY

M. BioTek JiTq,

Benuka
BputaHis

ACTPAN
CTEPITEK

MPAVBIT

NIMITEL,

IHais

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHVUM YNOBHOB&XEHNM OPraHoMm)
3MiHU BHECEHO [0 IHCTPYKLUIT y po3ainu
"B3aemogis 3 iHWMMKM Nikapcbkumn 3acobamu
Ta iHWi BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "34aTHiCTb BNAMBaTV Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHiamamun',
"Cnoci6 3acTocyBaHHS Ta 4031" (YTOUHEHHS),
"MepeposysaHHsa", "Mo6GIYHI peakujii"
BiANOBIAHO [0 OHOBMEHOI iHGhopMaLi 3
6e3neku Aitoyoi peHOBUHH.

MepiognyHiCTb NOAAHHA PErynSpHO
OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34iicHeHHst hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.

peyenmom

nionsieae

He

UA/13693/01/01

60.

LE®TA3NINM 3
HATPIIO
KAPBEOHATOM

MOPOLLIOK
(cybeTaHuis) y
aNoMiHiEBMX BifoHax
ans

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHMYNI

Ykpaina

XapbiH
PapmacbioTikas
I'pyn Ko., 114,

[xeHepan dapm.

dexTopi

Kutai

MepepeecTpauis Ha HEOOMEXeHUA TEPMIH

nionsieae

chapMaLeBTUYHOTO
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asBHUKa BUPOGHU Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) Ka nocsioYeHHs1
3aCTOCYyBaHHSA LieHTp
"BopLuariBcbkuii
XiMiko-
thapmaueBTUYHWI
3asof4"
61. | UWMWHAPU3NH MOPOLLIOK PAKLWNT OPAIC IHAjs PAKLWNT OPAIC IHAjs MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. - He UA/13670/01/01
(cybcTaHuis) y MBT NTA. MBT NTA. nionsizae

nofBiliHMX nakeTax 3
nosnieTuneny gns
chapmaueBTUYHOro
3aCTOCYyBaHHSA

HavyanbHuUK Bigainy 3 nutaHb papmaueBTUYHOI

AisnbHoCTI lenapTaMeHTy BNpoBagXeHHs pedopm

T.M. JIackoBCbKUM




Aopatok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu

26.04.2019 Ne 978

NMEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTYHUX MPEMAPATIB), LLOAO AKUX BY/I BHECEHI 3MIHM A0
PEECTPALINHNX MATEPIANIB, AKI BHOCATbCA A0 AEP)XABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionycKy peecmpayitiHo2o
3acoby nocsioYeHHs1
1. AJEMMNAC® TabneTku, BKPUTI Baiiep Al HimeyunHa BCi cTagii HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu |l Tuny - 3a UA/14101/01/01
NNiBKOBOK 060/I0HKOHO, BUPOGHMLTBA: 3MiHW A0 IHCTPYKLi AN19 MeAUYHOro 3aCTOCyBaHHA 40 po3ainy peuyenmom
no 2,5 mr Ne 42: no 21 Baiiep AT, "®apmakonoriyni BnactmeocTi"; "MpoTunokasaHHs",
Tabnetui y 6nictepi; no HimeuuunHa,; "B3aemogis 3 iHWMMKU ikapcbKMU 3acob6amMu Ta iHLWi BUau
2 6nicTepu B KAPTOHHiIl BTOPVHHE B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA" LLOA0 HEOOXiAHOCTI
nauuj; Ne 84: no 21 nakyBaHHs: 3acTocyBaHHs 3acobiB KOHTpauenuii nig yac nikyBaHHSA
Tabnetui y 6nictepi; no LteremaHH nikapcbkum 3acobom, "Cnocib 3acTocyBaHHA Ta [031" LWoA0
4 6nicTepn B KAPTOHHIlA JNoHbepnakyHr LOCNiMKeHHs Nnepexoy Bif, 3aCTOCyBaHHS iHribiTopis AE-5
nauui & NoricTiwep [0 3acTocyBaHHSA piouuryaty
Cepsic e.K.,
HimeyunHa
2. | ADEMMAC® TabneTkn, BKpUTI Baiiep Al HimeuunHa BCi cTagii HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3mMiHu Il Tuny - 3a UA/14101/01/02
NMiBKOBOK 0G0/OHKOMO, BMPOBHMLTBA: 3MiHU [0 IHCTPYKLUT A8 MeAUYHOro 3acToCyBaHHA A0 po3ainy | peyenmom
no 2,0 mr Ne 42: no 21 Baviep AT, "®apmakonoriyHi BnactmsocTi”; "MpoTunokasaHHs",
Tabnetui y 6nictepi; no HimeuunHa; "B3aemMogisi 3 iHWMMM flikapCbKUMK 3acob6amMm Ta iHLWi Buan
2 6nicTepu B KAPTOHHiIl BTOPUHHE B3aemogiin", "Ocob/MBOCTi 3aCTOCyBaHHA" LL0A0 HEOOXiAHOCTI
nauyuj; Ne 84: no 21 nakyBaHHs: 3acTocyBaHHs 3ac06iB KOHTpaLenuii nig yac NikysaHHA
Tabnetui y 6nictepi; no LLIteremaHH nikapcbknum 3acob6om, "Cnocib 3acTocyBaHHs Ta 403K" Wo40
4 6nicTepn B KApTOHHIA JNoHbepnakyHr [JocnigpKeHHs nepexoay Bif, 3acTocyBaHHS iHribiTopis ®AE-5
nauuj & NoricTiwep [0 3acTocyBaHHsA pioyuryaty
Cepsic e .K.,
HimeyunHa
3. | ABEMNAC® TabneTkun, BKpUTI Baviep AT HimeuuunHa, BCi cTagil HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3MiHuW Il Tuny - 3a UA/14101/01/03
NNiBKOBOK 060/I0HKOHO, BVMPOGHMLTBA: 3MiHW [0 IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS 40 po3giny peyenmom
no 1,0 mr Ne 42: no 21 Baiiep AT, "papmakonoriyHi BnactusocTi"; "MpoTunokasaHHA",
Tabnetui y 6nictepi; no HimeuumnHa,; "B3aemogisa 3 iHWVMK NiKapcbKMK 3acob6amu Ta iHLWi BUan
2 6nicTepu B KAPTOHHIl BTOPUHHE B3aemogiin", "OcobMBOCTi 3aCTOCYyBaHHA" LL0A0 HEOOXiAHOCTI
nadui; Ne 84: no 21 nakyBaHHs: 3acTocyBaHHS 3aco6iB KOHTpauenuii nig vyac nikysaHHA
Tabnetui y 6nictepi; no LLteremaHH nikapcbkum 3acob6om, "Cnocib 3acTocyBaHHS Ta 4031" WoA0
4 6nicTepn B KApTOHHIA TNoHdepnakyHr [ocnigpKeHHs nepexoay Bif, 3acTocyBaHHS iHribiTopis ®AE-5
nauui & NoricTiwep [0 3acTOCyBaHHSA piouuryaty
Cepsic e .K.,
HimeyunHa
4. | AJEMNAC® TabneTkn, BKpUTI Baiiep Al HimeyunHa BCi cTagii HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/14101/01/04
NAiBKOBOK 060/TIOHKOHO, BUPOGHMLTBA: 3MiHM A0 IHCTPYKLi A1 MeAUYHOro 3aCTOCyBaHHA 40 po3ainy peyernmom
no 1,5 mr Ne 42: no 21 Baiiep AT, "®apmakonoriyHi BnactmBocTi"; "MpoTunokasaHHs",
Tabnetui y 6nictepi; no HimeyuuHa,; "B3aemogis 3 iHLWMMK NiKapCbKnMy 3acobamm Ta iHLWi BUan
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
2 6nicTepu B KAPTOHHIl BTOPUHHE B3aemogiin", "OcobMBOCTi 3aCTOCYyBaHHA" LL0A0 HEOOXiAHOCTI
nadui; Ne 84: no 21 nakyBaHHs: 3acTocyBaHHS 3ac06iB KOHTpauenwii nig vyac NikysaHHA
Tabnetui y 6nictepi; no LTeremaHH nikapcbknm 3acobom, "Cnocib 3acTocyBaHHA Ta [03K" LWoA0
4 6nicTepn B KApTOHHI TNoHdepnakyHr [ocnigpKeHHs nepexoay Bif, 3acTocyBaHHsS iHribiTopis ®AE-5
nauui & NoricTiwep [0 3acTocyBaHHSA piouuryaty
Cepsic e .K.,
HimeyunHa
5. | ADEMMAC® TabneTtkn, BKpUTI Baiiep Al HimeyunHa BCi cTagii HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/14101/01/05
NNiBKOBOK 060/TI0HKOHO, BUPOGHMLTBA: 3MiHW A0 IHCTPYKLi A1 MeAUYHOro 3aCTOCyBaHHA 40 po3ainy peyernmom
no 0,5 mr Ne 42: no 21 Baiiep AT, "®apmakonoriyHi BnactmBocTi"; "MpoTunokasaHHs",
Tabnetui y 6nictepi; no HimeuuunHa; "B3aemogis 3 iHWMMM Nikapcbkumm 3acobamu Ta iHLWi Buan
2 6nicTepu B KAPTOHHIl BTOPUHHE B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHA" LLOA0 HEOOXIAHOCTI
nauuj; Ne 84: no 21 nakyBaHHS: 3acTocyBaHHS 3ac06iB KOHTpavenii nig Yac nikyBaHHs
Tabnetui y 6nictepi; no LLiteremMaHH nikapcbkum 3acoboM, "Cnoci6 3acTocyBaHHA Ta 403K" WoA0
4 6nicTepn B KApTOHHI NoHdepnakyHr JocnigpkeHHs nepexoay Bif, 3acTocyBaHHs iHribiTopis ®AE-5
nauuj & NoricTiwep [0 3acTocyBaHHS pioyuryaty
Cepsic e.K.,
Himeyunna
6. | AEPOCW/ 300 MOPOLLIOK (cybCcTaHUis) y EBOHiK HimeyunHa EBoHik Pecypc HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - - UA/15958/01/01
DAPMA 6araTowlapoBomy IHpacTpiz Al EdbdirieHci AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3Bn APl abo [ONOMDKHOI
nanepoBOMy MiLLKy 4715 m6X PEYOBUHM - 3MiHA Ha3BU AD| 3 MbXHAPOAHOI HeEMATEHTOBaHOI
hapmMaueBTUYHOIO Ha ToprisesibHy Ha3By. 3arBepaxeHo: KPEMHIIO OIOKCAA,
3acTocyBaHHs KONOIAHWI BE3BOAHW 3anponoHosaHo: AEPOCW/T 300
PAPMA
7. | ASUMEA® NOPOLLOK A/191 OpasIbHOT NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/7234/03/01
cycnensii no 200 mr/5 "Kuismegnpen "KuiBmegnpena 3MiHM WoA0 6e3nekun/ehekTUBHOCTI Ta dhapmakoHarnagy - peyenmom
M, 1 donakoH 3 apar” pat" 3MiHM BHECEHI B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro
nopotukom (1200 mr 3aco0y o0 3a3Ha4YeHHsA MKHAPOAHNX NO3HAaYeHb OAUHULb
asuTpomiunHy) ans 30 BMMIiplOBaHHs. BBeieHHA 3MiH NPOTArom 6-T1 micsauis
MJT OpasIbHOI CycneHsii nicns saTBepAKeHHA
pasom 3
KanibpysasibHUM
LUMPULIOM Ta MipPHOI0
JI0KEYKOH B NauLl
8. | A3unon TabneTkun, BKpUTI Mab'sHiLbKniA MonbLa Mab6'sHiLbKWiA Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | TUny - 3a UA/14380/01/01
NiBKOBOK 060/I0HKOLO, thapmavneBTuy hapmaLeBTUYH 3MiHu Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
no 250 mr no 3 HWi1 3aB0Of nii 3aBop, BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy
Tabnetkun B 6nicTepi, no Monbcha A.T. Monbdha A.T. thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx npo

2 6nicTepu B KAPTOHHIl
KopooLi

cuctemy hapMakoHarnagy, 3MmiHa ynoBHOBaXkeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iicCHEHHA hapMakoHarnsay; KOHTakTHOI
0co6u 3 chapmakoHarnagy 3asBHuKa A5 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
yNOBHOBaXXEHOT 0c06M, BiAMNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnsay (Bk1oYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHi MacTep-ghaiina cuctemm hapmakoHarnsagy) -
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6W 3aABHNKA,
BiANOBIAA/ILHOI 3a 34iliCHEHHS hapmakoHarnsgy. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6M, BignoBigasibHOI 3a
3[iliCHeHHs1 dhapMakoHarisay B YkpaiHi. 3amiHa micus
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnisgy. 3amiHa
MicLie3HaX0MKeHHs MacTep-daiina cuctemy papmakoHarnagy
9. | A3unon TabneTku, BKpUTI Mab'aHiLbkni MonbLa Mab'aHiLbkuii Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepiasnis: 3MiHu | Tuny - 3a UA/14380/01/02
NAiBKOBOK 060/I0HKOLO, thapmavneBTuy hapmaLeBTUYH 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
no 500 mr, no 2 a6o 3 HWi1 3aB0of nii 3aBOp, BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy
Tabnetkun B 6nicTepi; no Monbcha A.T. Monbdha A.T. thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnx npo
1 6nicTepy B KapTOHHiIl cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaKeHOT ocobu,
Kopobui BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMakoHarnsay; KOHTakTHOI
0ocob6u 3 chapmakoHarnsgy 3asasBHVKa A5 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKIuvaum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXKEHOT 0CO6W 3asBHNKA,
Bi4NOBIAA/IbHOI 32 34iICHEHHS hapmakoHarnsgy. 3miHa
KOHTaKTHUX JaHMUX KOHTaKTHOT 0CO6M, BignoBigasibHOI 3a
3piicHeHHs chapMakoHarnsay B YkpaiHi. 3amiHa micus
3[iiCHEHHS OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3amiHa
MicLie3HaxoMKeHHs1 MacTep-dhaiiia cucteMu dpapmakoHarisay
10. | ABUTPOMIUUH | kancynu no 250 mr ans ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/9503/01/02
-3[10POB'A TOB "®apmavreBTnYHa 06MexeHo BVMPOGHMLTBA, AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI AinbHUL peyenmom
KomnaHia "3g0poB s BiANOBiAa/IbHI KOHTPO/b (BkntoyarouM AinbHNL Ans A®I, NpoMiXXHOro NpoaykTy abo
no 6 kancyny énicrepi; CTHO AKOCTI, BUNYCK roTOBOrO NiKapCbKOro 3acoby, AiNbHULI 418 NPOBEAEHHS
no 1 6nictepy B "®apmauesTu cepii: nakyBaHHs, BUPO6HMKa, BignoBifaIbHOro 3a BUMYCK Cepil,
KapTOHHI Kopobuji; Ans YyHa KoMMaHis ToBapucTBo 3 MicLie NpoBeAEeHHS KOHTPOJIO cepil) abo nocTayaibHuKa
TOB "®apmekc Npyn™: "3popos'a” 06MeXeHo BUXiQHOrO MaTepiasly, peareHTy abo AOMNOMIXHOI pevoBUHU
no 6 kancyn y 6nictepi, BiANOBiAaNbHICT (AKLWLO 3a3HaYeHO Y OCbE) - BUNYYEHHS BUPOOHUKIB AdI
no 1 6nictepy B 10 Alembic Pharmaceuticals Limited, IHgis; Shanghai Modern
KapTOHHIA KopooLi "papmaueBTNYH Pharmaceutical Co., Ltd, Kutaii. 3miHu | Tuny - 3MiHu 3 sIKOCTI.
a KkoMnaHis Ceprtucpikat BignosigHocTi/l E-cepTudiikar BignoBigHOCTI
"3p0pos'a", €Bponelicbkiin hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
YkpaiHa,; HEOO6XiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii
BCi cTagil [®Y abo €sponelicbkoi thapmakonei, abo iHLWOI HaLioHaIbHOT
BVMPOGHMLTBA, thapmakonei gepxasu €C (iHLWi 3MiHK) - CynyTHA 3MiHa -
KOHTPO/b 3MiHu 3 siKocTi. A®l. KoHTponb A®L. 3miHa y meTogax
SAKOCTI: BMNPOGYyBaHHs APl abo BuxigHOro marepiany/npoMikHOro
ToBapuCTBO 3 NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
06MeXeHo BUpo6HMLTBa AP (IHLWi 3MiHM Yy MeTogax BUNPOOyBaHHS
BiANOBiAaNbHICT (BKTtOYatOUM 3aMiHy ab0 AONOBHEHHS) Ad| abo
10 "PAPMEKC BUXiAHOIO/NPOMIXHOr0 NPOAYKTY) - 3MiHW Y cneumdikavii Ta
reyn-, MeToAax KoHTpoto APl A3uTpomiLmHy avrigpart, BignosigHO
YkpaiHa [0 moHorpadpii EP 3a nokasHukamu: «lgeHTudikavis»,

«CynpoBigHi AOMiLLKu», «KinbKicHe BU3HaYeHHS», «Boga»,
BUTYYEHHS NOKA3HUKIB: «KpUCTaniuHiCTb», «3aunLLokK nicns
MPOKasTIOBaHHA», «Badki MeTann», foAaHO NOKa3HWKN:
«lMpo30opicTb po34KHY», «KONbOPOBICTb PO3UKHY>,
«CynbhaTHa 301a». 3MiHu | TUny - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. CucteMa KoHTenHep/3aKynoproBasibHUI
3aci6. 3MiHa nocTayasibHMKa NaKkyBas/lbHUX MaTepianiB abo
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs

KOMM/IEKTYOUMX (SKLO 3a3Ha4YeHo B A0CbE) (3amiHa abo
[0AaBaHHA nocTavasibHWKa) - BBEAEHHS HOBOrO
nocTavyanbHviKa NepB1HHOTO NakyBaHHA (0/IbIv antoMiHIEBOT
TOB «AnTtpeiig», YkpaiHa. 3MiHu | Tuny - 3MiHu 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWiA 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT YNakoBKU
roToBOro NikapcbKoro 3acoby (iHWi 3MiHKW) - CynyTHS 3MiHa -
3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHWi 3aci6. 3MiHa y meToaax
BUNPOOYBaHHA NEPBUHHOI YNaKOBKM rOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHM y MeToAax BUNPoGyBaHb (BK/IKOYaOUM
3amiHy abo JofaBaHHs)) - 3MiHM y cneuudikauii Ta meTogax
KOHTPOJtO SIKOCTi NEPBMHHOT yNakoBku (chosibra antomiHieBa,
nniBka NoniBiHINXI0pUAHA 415 BUTOTOB/IEHHS Tapu nig
Xap4oBi NPOAYKTY Ta likapCbki 3ac06y) 3a NoOKasHUKaMu:
«30BHIiLLHI BUTNAL PYNOHY», «30BHilUHI BUrNAL hoNbIv»,
«Mikpob6ionoriyHa unctota». 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Onuc Ta cknag,. 3miHa y cknagi
(4ONOMKHMX peyoBMHAaX) rOTOBOro NiKapCbKoro 3acoby (iHLi
3MiHW). BBEAEHHA 3MiH NpoTArom 3-x MicAUiB Micas
3aTBepmxeHHs. CynyTHs 3MiHa - 3MiHK 3 AKkocTi. [0ToBWiA
nikapcbkuii 3aci6. KOHTPOob roTOBOrO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo fonyCTUMUX MEX
rOTOBOrO J1ikapCbkoro 3acoby (iHLWi 3MiHW) - 3MiHa y cknagi
0060/10HKM Kancyn y 3B'A3Ky i3 3aMiHOI0 3aTBEPAKEHOr0
BMpo6HUKa Kancyn Gelcar, Romania Ha Capsugel, Belgium
[ANA NigBULLEHHS SKOCTI NiKapCbKoro 3acoby: BUK/TIOYEHO
KOHcepBaHTW MmeTunnapabeH (E 218) Ta nponinnapabeH (E
216), ki 3anponNoHOBaHNi BUPOGHUK HE BUKOPUCTOBYE B
cknagj 06010HKN Kancys, 3aMiHEHO GapBHUK AiaMaToBuii
61aKUTHUIA Ha NaTEHTOBaHUIA CHHIl, @ TakoXX BHECEHO 3MiHU
00 cneumdikayii 3a nokasHnkom «Onunc». BeegeHHs 3MiH
NpoTArom 3-x MiCAUIB MiC/1A 3aTBEPMKEHHSA. 3MiHu || Tuny -
3MiHu 3 gKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOGHMKA
BVXifHOro/MPOMKHOro NPoAyKTy/peareHTy, Lo
BMKOPMCTOBYHOTbCA Y BUpOoOHNYOMy npoueci A®l, abo 3miHa
BMpOGHUKa (BK/IOYAKOUM, e HeO6XiAHO, MicLe NPOBeAeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy

[l0Ccbe)(BBElEHHSA HOBOTO BUPOGHUKA ADI 3 HaZlaHHSIM MacTep-

dhaiina Ha A®I) - CynyTHS 3MiHa - 3MiHK 3 AKoCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikauiii Ta/abo

LOMYCTUMMUX MEX, BU3HAUYEHUX Yy creundikaliax Ha A®l, abo
BUXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wo BUKOPUCTOBYIOTHCS

y npouieci BUpo6HmuTBa AdI (iHWwi 3MiHN) - CynyTHA 3MiHa -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA A®| abo BUXiAHOrO MaTepiasly/npomMiKHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOOYyBaHHS
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
(BKTHOYatOUM 3aMiHy ab0 AONOBHEHHS) Ad| abo
BUXIZAHOrO/NPOMIXHOr0 NPOAYKTY) - BBEAEHHS HOBOro
BMpo6HUKa AP| AsuTpomiuuHy aurigpat Shanghai Shyndec
Pharmaceutical Co., Ltd, Kutaii Ha 3aMiHy 3aTBEpPAKEHUM
BUpobHuKam Alembic Pharmaceuticals Limited, IHgis;
Shanghai ModernPharmaceutical Co., Ltd, Kutaii, sik
Hacnifok, 3MiHM y cneundikauii Ta meTogax koHTpono Ad| 3a
NOKa3HWKOM «3a/IMLIKOBA KiNlbKiCTb OPraHiYHUX PO3YMHHWKIB
11. | ABUTPOMIUMH | kancynu no 500 mr gns ToBapucTso 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux matepianis: 3miHu | Tuny - 3a UA/9503/01/03
-300POB'A TOB "dapmaueBTUYHa 06MeXeHOo BVMPOGHMLTBA, AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6GHUYOT AinbHUL peyenmom
KoMMaHis "310poB s BiANOBiAa/bHI KOHTPO/b (BKovaroumn ainbHUL gns A®l, npoMixXHOro NpoaykTy abo
no 3 kancynu y énictepi, CTIO AKOCTI, BUMYCK rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHS
no 1 6nictepy B "®apmaueBTu cepii: nakyBaHHs, BUPOGHYKa, BignoBigasibHOro 3a BUMYCK Cepil,
KapTOHHI Kopobui; Ans YHa KOMMaHis ToBapucTBo 3 MicLLe NpoBefeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
TOB "®apmekc Npyn": "3popos'a” 06MEXEHOI0 BUXiQHOrO MaTepiasty, peareHTy abo AOMOMIKHOI peYOBUHN
no 3 kancynu y 6nictepi, BiANOBiAaNbHICT (IKLLO 3a3HaYEeHO Y JOCbE) - BUYYEHHS BUPOOHUKIB ADI
no 1 6nictepy B 10 Alembic Pharmaceuticals Limited, IHgis; Shanghai Modern
KapTOHHI KOpooLi "PapmaueBTUYH Pharmaceutical Co., Ltd, Kutaii. 3miHn | Tny - 3miHM 3 SIKOCTi.
a KoMnaHist Ceprtudpikat BignoigHocTi/l E-cepTudpikat BiANoBigHOCTI
"3p0pos'a", €Bponelicbkiin hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
YKpaiHa, HeOoOXiAHICTIO NPMBEAEHHS Y BIANOBIAHICTL A0 MOHOrpadil
BCi cTagii [®Y abo €sponelicbkoi hapmakonei, abo iHLWOi HaLlioHabHOT
BUPOGHMLTBA, thapmakonei fgepxasu €C (iHLWi 3MiHK) - CynyTHA 3MiHa -
KOHTPO/b 3MmiHn 3 sKocTi. A®Il. KonTponb A®I. 3miHa y meTogax
AKOCTI: BMNpo6yBaHHA A®| abo BuXigHOro MaTepiasty/npomikKHOro
ToBapuCTBO 3 NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
obmexeHor BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHS
BiANOBiAANbHICT (BKTtOYatOUM 3aMiHy abo JONOBHEHHS) AD| abo
10 "®OAPMEKC BUXiAHOrO/NPOMIXHOr0 NPOAYKTY) - 3MiHM Y cneumdikavii Ta
reymn:, mMeTofdax KOHTponto APl AsUTpoMILUHY AuriapaT, BignoBigHO
YkpaiHa [0 moHorpadpii EP 3a nokasHukamu: «lgeHTudikais»,

«CynpoBigHi AoMiLLKu», «KinbKicHe BU3HaYeHHs», «Boga»,
BW/TYyYEHHS NOKa3HWMKIB: «KpuctaniuHicTb», «3anumLuok nicns
NPOKaUTIOBaHHSA», «Baxxki MeTann», fofaHO NOKa3HUKN:
«lMpo30opicTb po34KHY», «KONbOPOBICTb PO3UMHY>,
«CynbgaTHa 301a». 3MiHu | Tuny - 3MiHK 3 sAKkocTi. FoToBWMi
nikapcbkuii 3aci6. CructeMa KoHTelHep/3aKynoploBasibHUIA
3aci6. 3MiHa nocTayasibHUKa NakyBaslbHUX MaTtepianiB abo
KOMMEKTYOUMX (SKLO 3a3HaYeHO B A0CbE) (3amiHa abo
[0AaBaHHA nocTavyasibHNKa) - BBEAEHHSA HOBOIO
noctayanbHuKa NepBMHHOIO NakyBaHHSA hOsbIv a/THOMIHIEBOI
TOB «AnTpeiig», YkpaiHa. 3MiHu | Tuny - 3MiHu 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa napameTpis
cneumdikauin Ta/abo AoNYCTUMUX MEX NEPBUHHOT YNakoBKu
roTOBOrO Jlikapcbkoro 3acoby (iHwWi 3miHW) - CynyTHS 3MiHa -
3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBanbHWi 3aci6. 3MiHa y meTodax
BUNPOOYBaHHA NEPBVHHOI YNaKOBKM rOTOBOIO NiKapCbKOro
3aco6y (iHLWi 3MiHK y MeToAax BUnpobyBaHb (BKIHOYauu
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JNliKapcbKo20
3acoby

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

12.

A3SUTPOMILVH
-30POB'A

Kancynu no 125 mr gna

ToBapucTBO 3

YkpaiHa

BCi cTagii

YkpaiHa

3amiHy abo JofaBaHHs)) - 3MiHM y cneuudikauii Ta meTogax
KOHTPOJtO SIKOCTi NEPBMHHOT yNakoBku (chosibra antomiHieBa,
nniBka NoniBiHINXN0pUAHA 415 BUTOTOB/IEHHS Tapu nig
Xap4oBi NPOAYKTY Ta ikapCbki 3ac06y) 3a NoKasHUKaMu:
«30BHIiLLHI BUTNAL PYNOHY», «30BHilUHIA BUrNAL hoNbIv»,
«Mikpob6ionoriyHa unctota». 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Onuc Ta cknag,. 3miHa y cknagi
(BONOMKHMX peyoBMHAaX) rOTOBOro NiKapCbKoro 3acoby (iHLi
3MiHW). BBEAEHHA 3MiH NpoTArom 3-x MicAUiB Micas
3aTBepMxeHHs. CynyTHs 3MiHa - 3MiHK 3 AKocTi. [0ToBWIA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo foNyCTUMUX MEX
rOTOBOrO J1ikapCbkoro 3acoby (iHLWi 3MiHW) - 3MiHa y cknagi
0060/10HKM Kancyn y 3B'A3Ky i3 3amMiHOI0 3aTBEPAXEHOr0
BMpo6HUKa kancyn Gelcar, Romania Ha Capsugel, Belgium
[ANA NigBULLEHHS SKOCTI NiKapCbKoro 3acoby: BUK/TIOYEHO
KOHcepBaHTW MmeTunnapabeH (E 218) Ta nponinnapabeH (E
216), SIKi 3anpoNoOHOBaHN BUPOGHUK HE BUKOPUCTOBYE B
cKknagj 060/10HKM Kancys, 3aMiHeHO 6apBHUK AiaMaHTOBWIA
CUHIli Ha IHAMroKapMiH, a TakoX BHECEHO 3MiHV A0
crneungikauii 3a nokasHMKOM «Onuc». BBefeHHs 3MiH
NpoTArom 3-x MiCAUIB MiC/1A 3aTBEPMKEHHSA. 3MiHu || TRy -
3MiHu 3 gKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOGHMKA
BVXifHOro/MPOMKHOro NPoAyKTy/peareHTy, Lo
BMKOPMCTOBYHOTbCSA Y BUpOoBHNYOMY npoueci A®l, abo 3miHa
BMpOGHUKa (BK/IOYAKOUM, e HeO6XiAHO, MicLe NPOBeAeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOTO BUPOGHUKa AD| 3 HafaHHAM macTep-
dhaiina Ha A®I) - CynyTHS 3MiHa - 3MiHK 3 AKoCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikauiii Ta/abo
LOMYCTUMMUX MEX, BU3HAYEHUX Yy creundikaliax Ha A®l, abo
BUXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wo BUKOPUCTOBYIOTHCS
y npouieci BUpo6HmuTBa Ad! (iHWwi 3MiHK) - CynyTHA 3MiHa -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA A®| abo BUXigHOro MaTepiasly/npomMiKHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA ADI (iHLWI 3MiHM y MeToAax BUNPoOyBaHHS
(BKIOYAtOUM 3aMiHy ab0 AONOBHEHHS) AD| abo
BUWXi4HOro/MpOMKHOro NpoAyKTy) - BBEA,EHHS HOBOTO
BUpo6HUKa APl AsutpomiuuHy aurigpat Shanghai Shyndec
Pharmaceutical Co., Ltd, Kutaii Ha 3amiHy 3aTBeppKeHUM
BMpo6HMKam Alembic Pharmaceuticals Limited, IHgis;
Shanghai ModernPharmaceutical Co., Ltd, Kutaii, sik
Hacnifok, 3MiHM y cneundikauii Ta metTogax KoHTpono APl 3a
NOKA3HUKOM «3a/IMLLIKOBA KiJIbKICTb OpraHiYHuX pO34MHHMKIB»

nocsBi0YeHHs

TOB "®apmaveBTnyHa
KoMMaHis "340poB'a”: no
6 Kancyn y 6nictepi; no

06MeXeHo
BignoBiAa/bHI

CTIO0

BMPOGHMLTBA,
KOHTPONb

AKOCTI, BUNYCK

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHUYOI AinbHUL

(Bkntovaroun ginbHNL ans A®|, npoMixxHOro NpoaykTy abo
rOTOBOIO JIiKAPCbKOro 3acoby, AiNbHULI A/18 NPOBEeAEHHS

3a
peyenmom

UA/9503/01/01




52

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
1 6nicTepy B KapTOHHIl "®bapmauesTu cepii: nakyBaHHs, BUPOGHVKa, BigNoBiga/IbHOTO 3a BUMYCK Cepil,
Kopo6ui; ana TOB YHa KOMMaHis ToBapucTBo 3 MicLie NpoBefeHHSA KOHTPOI0 cepil) abo noctavyanbHUKa
"®apmekc Mpyn": no 6 "3p0pos'a” 06MeXeHot0 BVXiHOrO Matepiany, peareHTy abo AONOMiIXHOT PpevyoBUHN
kancyn y 6nictepi; no 1 BiANOBIAANLHICT (AIKLLO 3a3HaYEeHO Y [JOCbE) - BUTYYEHHS BUPOOHUKIB ADI
6nicTepy B KapTOHHIi 10 Alembic Pharmaceuticals Limited, IHgis; Shanghai Modern
Kopobui "papmaueBTUYH Pharmaceutical Co., Ltd, Kutaii; 3miHu | Tuny - 3MiHu 3 AKOCTI.
a KoMnaHis CeprtudpikaT BignosigHocTi/l' E-cepTudikar BiANoOBIiAHOCTI
"3p0pos'a", €Bponelicbkiin hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
YKpaiHa, HeOoOXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTL 40 MOHOrpadil
BCi cTagil [dY abo €sponelicbkoi hapmakonei, abo iHLWOi HaLioHabHOT
BMPOGHMLTBA, thapmakonei gepxasu €C (iHLWi 3MiHK) - CynyTHA 3MiHa -
KOHTPO/b 3MiHn 3 aKocTi. A®l. KonTponb A®I. 3miHa y meTogax
AKOCTI: BMNpo6yBaHHA A®l abo BUXigHOro MaTepiasty/npomikKHOro
ToBapwuCTBO 3 NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
06MeXeHoto BMPOGHMLUTBA AP (iHLI 3MiHM Y MeToAax BUNPOOYyBaHHS
BiANOBIAANBHICT (BKTHOYatOUM 3aMiHy ab0 AONOBHEHHS) Ad| abo
10 "®PAPMEKC BUXiAHOrO/NPOMIXHOr0 NPOAYKTY) - 3MiHW Y cneumdikavii Ta
reymn:, mMeTofax KOHTpono APl AUTpoMILUHY AurigpaT, BiAnoBigHO
YkpaiHa [0 moHorpadpii EP 3a nokasHukamu: «lgeHTudikavis»,

«CynpoBigHi AoMiLLKu», «KinbKicHe BU3HaYeHHs», «Boga»,
BW/TYYEHHS NOKa3HWUKIB: «KpucTaniuHicTb», «3anuLuok nicns
NPOKaUTIOBaHHSA», «Baxkki MeTann», [0faHO NOKa3HUKN:
«lMpo3opicTb po34KHY>», «KONbOPOBICTb PO3UMHY>,
«CynbhaTHa 301a». 3MiHK | TNy - 3MiHW 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. CructeMa KoHTelHep/3aKynoproBasibHUIA
3aci6. 3MiHa nocTavasnbHYKa NakyBaibHUX MaTtepianis abo
KOMMMEKTYOUMX (SKLO 3a3Ha4YeHo B A0CkE) (3amiHa abo
[0AaBaHHA nocTavyasibHNKa) - BBEAEHHS HOBOIO
noctayanbHuKa NepBMHHOIO NakyBaHHSA hOsbIv a/THOMIHIEBOI
TOB «AnTpeiig», YkpaiHa. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI YNaKoBKW
roTOBOrO Jlikapcbkoro 3acoby (iHwWi 3miHW) - CynyTHS 3MiHa -
3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa y MeToaax
BUNPOOYBaHHA NEPBVHHOI YNaKoBKM rOTOBOIO NiKapCbKOro
3aco06y (iHLWi 3MiHK y MeTogax BunpobyBaHb (BKIHOYaouu
3amiHy abo fofasaHHs)) - 3MiHM y crieuudikaLii Ta meTogax
KOHTPOJII0 SIKOCTi NEePBUHHOT yNakoBku (hosibra antomiHieBa,
nniBka NoniBiHiNXIopuaHa 4151 BATOTOB/IEHHA Tapu nig
Xap4oBi NPOAYKTY Ta fikapcbki 3ac061) 3a NoKasHNKaMu:
«30BHILWHIN BUMNAL PYyNIOHY», «30BHILLHI BUTIAA hONbIv»,
«Mikpob6ionoriyHa ynctota». 3MiHu Il Tuny - 3MiHM 3 AKOCTI.
A®|. BUpobHMLTBO. 3MiHa BUPOGHMKA BUXIAHOMO/NPOMIXKHOIO
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y BUPOBHNUOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKOUatouu, ae
Heo©bXifHO, MicLie NPOBeLEHHS KOHTPO/IIO skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI EBponeichbkiii
chapmakonei y 3aTBeppKeHoOMy A0CbE)(BBEAEHHSA HOBOrO
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BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina Ha A®l) - CynyTHA
3MiHa
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneumgikauisix Ha Adl, abo BUXigHWIA/NPOMIKXHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLLecCi
BMPOGHMLUTBA ADI (iHWi 3MiHK) - CynyTHSA 3MiHa
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA A®| abo BUXiAHOrO MaTepiasly/npomikHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA ADI (iHLWI 3MiHM Y MeToAax BUNPoOyBaHHS
(BKIOYAOUM 3aMiHy ab0 AONOBHEHHS) AD| abo
BUWXi4HOro/MpOMKHOro NpoAyKTy) - BBEA,EHHS HOBOTO
BUpo6HUKa APl AsutpomiunHy aurigpat Shanghai Shyndec
Pharmaceutical Co., Ltd, Kutaii Ha 3amiHy 3aTBeppKeHUM
BMpo6HMKam Alembic Pharmaceuticals Limited, IHgis;
Shanghai ModernPharmaceutical Co., Ltd, Kutaii, sik
Hacnifok, 3MiHM y cneundikauii Ta metTogax KoOHTpono APl 3a
NOKA3HUKOM «3a/IMLLIKOBA KiJIbKiCTb OpraHiYHnX pO34MHHMKIB»

13.

ATIMATE/Ib® A

CycneHsis opasibHa no
170 mn y chnakoHi, no 1
h1aKoHy Y KapTOHHIA
naJui pasom 3
[103yBaJIbHOIO JTIOXKKOIO;
no 10 mn y nakeTuky, no
10 ab6o 20 nakeTukiB y
KapTOHHIM nayu,i

BankaHdapma
-TposiH AT

Bonrapis

BankaHdapma-
TposH AT

Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 2004-008-Rev 04 ans
Aitoyoi pevoBuHY Benzocaine Standard Big Bxe
3aTBEPAKEHOIO BUPOBGHMKA; 3MiHW | TUNY - NofaHHA HOBOTO
cepTudpikaTa BignosigHOCTI EBponeiickbkiin dhapmakonei Ne RO-
CEP 2016-081-Rev 00 gns gitoyoi pevoBuHM Benzocaine Big
HOBOrO BUPOGHMKA; 3MiHW | TUNY - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiickbkiin dhapmakonei Ne R1-
CEP 2004-008-Rev 02 ans gitoyoi pevyoBuHY Benzocaine
Standard Big BXe 3aTBEPAKEHOIO BUPOBHMKA; 3MiHM | Tvny -
NnoAaHHA OHOB/IEHOTO cepTudpikaTa BifnoBiAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2004-008-Rev 05 ans
Aito4oi peyosrHN Benzocaine Standard Big Bxe
3aTBEpAXEHOro BUpobHUKa (AofaHo TepMiH npuaaTtHocTi 36
MicAaLiB)

6e3
peuyenma

UA/0879/01/01

14.

AMBPOKCO/-
TEBA

cupon, 15 mr/5 mn no
100 mn 'y dpnakoHi; no 1
donakoHy pasom i3
MIpHUM CTakaH4YMKOM y
Kopoo6Li

patiochapm
rm6X

HimeuunHa

Mepkne T'mM6X,
HimeuunHa
(mo3Bin Ha

BWMYCK Cepil;
BMPOGHMLTBO
Hepo3dgracoBaHo
T npoAykuji,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPONb
SAKOCTI)

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
nofaHHa oHoBsieHoro CepTtudikarty BifnoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2004-201-Rev 03 Big Bxe
3aTBEpAKEHOro BMPOGHMKa ans A®l ambpokcony

rigpoxnopuay

6e3
peyenma

UA/1853/02/01

15.

AMBPOKCO/1-
TEBA

PO34MH opasibHuiA, 7,5
mr/mn no 40 mn a6o no

patiochapm
vm6X

HimeuunHa

Mepkne 'vbX,
HimeyynHa

HimeuunHa

BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TUny -
nogaHHa oHossieHoro CepTtudikaty BignoBigHOCTI

6e3
peuyenma

UA/1853/03/01
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100 mn y chnakoHi; mo 1 (BMpOGHMLTBO €Bponelicbkin hapmakonei R1-CEP 2004-201-Rev 03 Big Bxe
chnakoHy 3 NpobKoto- Hepo3dacoBaHo 3aTBEPAKEHOro BUpO6HUKa ans A®l ambpokcony
KpanesnbHuLEl, T npoayku;i, rigpoxnopuay
[103YH0HOI0 CK/ISTHOUKOIO nepBuHHa Ta
B KOpOOGL BTOPWHHA
ynakoBka,
KOHTPO/b cepii;
[03BiN Ha
BUMNYCK cepii)
16. | AMIKCUH® MOpOLLIOK (cybeTaHuis) y | ToBapucTBo 3 YkpaiHa ToBapuncTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHu | Tuny - - UA/1088/01/01

naketax noABinHMX i3
nAiBKM NOMieTUNEHOBOI
ANns BUpo6HMLTBA
HeCTepWIbHUX
Nikapcbknx hopm

[0AaTKOBOIO
BiANOBIAA/bHI
CTIO
"IHTEPXIM"

[0AaTKOBOIO
BiANOBiAANbHICT
10 "IHTEPXIM"

3MiHuM 3 aKocTi. A®l. BUpOOGHMLTBO (iHLWi 3MiHW) - A0AaBaHHA
BMPOGHNYOI AiNAHKN y CKNagj 3aTBepAKEHOT BUPOOHUYOI
ainbHuui TAB "IHTEPXIM") 3a agpecoto YkpaiHa, 65025, m.
Opeca, 21-i1 km. CTapokuiBcbkoi goporu, 40-A, ae
3[iCHI0ETLCA BUPOOHNLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, 36epiraHHs roToBOI NPOAYKLi, CUPOBMHM Ta
maTepianis; BBEAEHHS a/lbTEPHATVBHOIO BUPOOHMKA
BMWXifHOro/MpoOMKHOro NpoAyKTa, L0 BUKOPUCTOBYETLCS B
npoueci BupobHuuTea (OO0 «XMOIM» YkpaiHa),
3aTBEPAKEHO: HaNIBNPOAYKT «AMIKCUH TexHi4Hui» (CM 37-02-
02.1) 3anponoHOBaHO: HaNiBNPOAYKT «AMIKCUH TEXHIYHWI»
(CN 37-02-02.1) abo NPOAYKT XiMiYHWUIA OpraHivyHmi
AIrNAPOXNOPUA, 2,7- BIC- [2-(4IETUTAMIHO)
ETOKCU]®/TYOPEH-9-OH (TY ¥ 20.1- 41268011-002:2017);
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HMUYOT
OinbHULI (BKIHOYaoun AinbHUL Ans APl NPpOMKHOIo
NpoAyKTy abo roTOBOro NiKapcbKoro 3acoby, AibHUL 4N
npoBefileHHA NakyBaHHS, BUPOOHWMKa, BiANOBIfa/IbHOIO 3a
BWMYCK Cepiii, MicLle NPOBELEHHSI KOHTPOSKO cepii) abo
nocTavasibHuMKa BUXigHOro martepiasny, peareHty abo
[OMOMIKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCbE) - BUNYUYEHHS
BMPOBHUYOI AiNbHUL, Ae 34iACHI0ETLCS 36epiraHHs roToBoil
npoaykuii Ykpaina, 65080, Ogecbka 06n., M. Ogeca,
NMoctpopdicbka fopora, 6ya. 86; 3miHM | TRy - 3MiHW 3 AKOCTI.
A®|. Bupo6bHMUTBO. 3MiHM B npoveci BupobHuutea AdI
(He3HayHa 3miHa y npoueci BupobHuuTea Adl) - 3miHa
BHOCUTBCS 3 METOI0 ONTUMI3aL,ii BUPOGHNYOro npolecy y
3B°A3KY 3 BBEJEHHSIM a/1bTepHaTUBHOTO BYPOGHNMKa
BUWXi4HOr0/MPOMIXXHOro NPOAYKTY, LU0 BUKOPUCTOBYETHCA Y
BMPO6HMYOMY npotieci ADI; 3MiHN | TuRy - 3MiHK 3 aKocTi. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXHOIO
npoaykTy/peareHTy, WO BUKOPVUCTOBYOTLCS Y BUPOOHUYOMY
npoueci Adl, abo 3miHa BUpoOHuKa (BKIOYaK4n, ae
Heo6XifHO, MicLie NPOBefeHHA KOHTPOS0 AKOCTi) AP (3a
BiACYTHOCTI cepTudikarta BifnoBigHOCTI €EBponeicbkiii
thapmakornei y 3aTBep)KeHOMY A0ChE)(3MiHM 40 3aX04iB,
noB'A3aHuX 3 KOHTposiem A®l, abo foaaBaHHA AiNbHUL, Ae
NPOBOAMUTLCA KOHTPONb/BUNPOGYBaHHS cepii)- 3MiHa
BMPOGHWKA, A€ MPOBOAUTLCA BUNPOOYBaHHA KOHTPOSO cepil
Al 3 ginbHUUL YKpaiHa, 65080, Ogecbka 061., M. Ofeca,




55

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Moctpopdcbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca,
21-i4 kM. CTapoKuiBCbKOI Aoporu, 23 Ha AiNbHNL0 3a aApecor
YKkpaiHa, 65025, m. Ogeca, 21-it km. CTapoKUiBCLKOT A0Opory,
40-A - BUPOGHULTBO, NEPBUHHE Ta BTOPUHHE MakKyBaHHS,
BMNPOBYBaHHSA KOHTPOSIO AKOCTI Mikpob6iosoriyHa uncroTa,
dhi3nuHi / XiMiuHi BUNpobyBaHHS) 36epiraHHa rotToBoi NPoAYKL;T,
C/POBUHM Ta MaTepiasiB
17. | AMITPUOTUNI PO34UH A8 iH'eKUii, 10 ToBapucTBO 3 YkpaiHa KOHTPO/b Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3miHu | Tuny: 3a UA/4872/02/01
HY Mr/mMa no 2 Ma B amnyni; 06MeXeHo SIKOCTi, BUNYCK 3MiHM 3 SIKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb peyernmom
riAPOXNOPUA | no 10 amnyn y nauui 3 BignoBiAa/bHI cepii: [OMNOMDKHMX peyoBuH. 3MiHa napameTpis cneyudikauiin Ta/abo
-03 KapToHy cTHo ToBapucTBo 3 O0NyCTUMUX MEX A1 LONOMIXHOI peqoBUHY (iHLUI 3MiHN)
"flocnigHnii obmexeHor CynyTHS 3miHa: 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3aB0Of, BiANOBiga/IbHICT KOHTpO/b AONOMIDKHUX peyoBrH. 3MiHa y MeTodax
"rHUAC" 10 "[JocnigHnia BUNPOBYBaHHS [OMNOMIXHOI peYOBUHY (He3HaYHI 3MiHWN Y

3aBof,
"rHunC,
YKpaiHa;

BCi cTagil
BVMPOGHMLTBA,
KOHTPONb
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MEXEHOI0
BiANOBiga/IbHICT
10 "XapkiBcbke
hapmaLeBTUyH
e MignpuemMcTBo
"340poB'a
Hapozy",
YkpaiHa

3aTBEPMKEHNX MeToAax BunNpobyBaHb) 3MiHM A0 crnevumdikawi
Ta METOAiB BXiHOr0 KOHTPO/IIO Ha AONOMIXHY pevyoBuHy Boaa
[Ans iH'eKUiii 3a Noka3HUKOM «MikpobiosioriyHa uncToTa»
[IONOBHEHO [0AAaTKOBUMU MeXamun «PiBeHb NonepemiKeHHs», y
3B'A3KY 3 NPVBEAEHHAM [0 BUMOT AOKYMeHTaLii BUPOBHMKA.
3MiHu | TMNy: 3miHn 3 sikocTi. CepTudikat BignosigHocCTI/IE-
cepTugikaT BiANOBIAHOCTI €BpoNeichbkil
thapmakonei/MoHorpadii. 3mMiHu, NOB'A3aHi 3 HEO6XiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4PY abo
€BponeiicbKoi hapmakonei, abo iHLWOoi HauioHaIbHOT
hapmakonei gepxasu E€C (3miHa y cneyudikauisix, noB'a3aHa
3i amiHamu B 1Y, abo €Bponeiicbkiilt hapmakonei, abo iHLLi
HaujioHanbHIli hapmakonei gepxasu €C) CynyTHA 3MmiHa:
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
O0NOMDKHUX peyoBUH. 3MiHa y MeTofax BUNpobyBaHHS
[ONOMDKHOT PEYOBUHY (HE3HAYHI 3MIHWN Y 3aTBEPA)KEHNX
MeToAax BUMPOOyBaHb)- 3MiHM A0 crieumdikaLii Ta MeTogis
KOHTPO/I0 AOMOMIKHUX PeYOBUH:- INtoko3a MoHorigpart (EP:
BBEJEHHS NOKa3HWKiB «lgeHTudpikauis», «Mutoma
€/1eKTPONPOBIgHICTb», «CyNpOoBiAHI [OMILLKMN», «eKCTPUH»,
«P0O34MHHWIA KpOXMasb, cynbdiTu», «KinbKicHe BU3HAUYEHHSI»;
«Onunc/30BHILLHIA BUTNSA» 3MIHEHO KpUTEPIT MPUAHATHOCTI 3
HA, — doipmu Ha EP*, 6e3 3MiHn MeToavku; «Mpo3opicTb
pO34MHYy» - 3aMiHEHO MeTOAMKY 3aBofy Ha EP*;
«KonbopoBiCTb PO3UNHY» - 3aMIHEHO KPUTEPIT MPUIAHATHOCTI Ta
MeToAVKy 3aBofy Ha EP*; «MBU» - 3miHeHo KpuTepii
NPUIAHATHOCTI Ta MeToan 3 AdY 1.1 Ha AdY*); - Boga ans
iH'ekyin (APY: 3a nokasHUkamn «Onnc» - BBEAEHO NMOKA3HMK
BiAnoBiaHO f0 BUMOr AdY*; «3aranbHuii opraHiuHuii
ByrneLb», «MMToMa e/1eKTponpoBigHICTb», «MBU» - 3MiHEHO
Kputepii NpuiiHaTHOCTI 3 AdY 1.2 Ha AdPY*, BuayyeHo
nokasHuK «Baxki meTanu», «Hitpatn», «bakrepianbHi
€HAO0TOKCUHW» - 3MIHEHO NocunaHHa 3 AdY 1.2, Ha AdY*).
3minu | Trny: 3miHn 3 akocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeicbkiii
hapmakonei/moHorpadii. 3mMiHW, NOB'A3aHi 3 HEOOXIAHICTIO
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npuBELEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
hapmakonei gepxasu E€C (3miHa y cneyudikallisix, nos'asaHa
3i 3amMiHot0 BUMOT MoHorpadii dY abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu €C Ha BUMOTM MOHOrpadit
€sponelicbkoi thapmakonei) CynyTHsa 3MmiHa: 3MiHU 3 AKOCTI.
oTOBMIA Nikapcbkuii 3aci6. KOHTPO/Ib OMOMDKHUX PEUYOBUH.
3MmiHa y MmeTogax BunpobyBaHHA [ONOMDKHOI PEeHOBWHM
(He3HauHi 3MiHN Y 3aTBEpPAYKEHNX METOAAX BUNPOOYBaHb)-
3MiHM [0 cneundikauii Ta MeTOAIB KOHTPOJIIO AOMOMIKHOT
peyoBVHM OKO3M MOHOTIAPAT:

- MOKa3HMKM «KMCNOTHICTb abo NYyXHICTb», «[MUTOME ONTUYHE
obepTaHHs», «CTOPOHHI caxapa, PO34MHHUI Kpoxmarl,
[EKCTPUHN», «CynbdiTn», «Cynbati», «Xnopuam»,

«Bapiii», «KanbLiit», «CynbaTHa 301a» BUIYHYEHO 3riAHO
BumMor EP%;

- 32 NOKa3HWKOM «PO3UYMHHICTb» 3MIHEHO KpuUTepil
npuiHATHOCTI 3 A®Y 1.2 Ha EP* 6e3 3mMiHn MeTogiB
BMMNPOGYBaHHS;

- 3a NOKa3HWKOM «BTpaTta B Maci npu BUCyLLyBaHHi/Boga»
3MiHEHO KpuTepii NpUIHATHOCTI Ta MeToauky 3 A®Y 1.0 Ha
EP*;

- 3@ NOKa3HWKOM «[liporeHn» 3MiHeHO MeToauky 3 APY 1.2 Ha
EP*, kpuTepii NPUAHATHOCTI He 3MiHWAMCS. 3MiHu | Tuny:
AZMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLA MpOBaMKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BK/Yaoumn AiNbHUL BUNYCKY
cepil abo micue NpoBefeHHs KOHTPOSIIO SKOCTI. (Zis/IbHICTb, 3a
SIKy BiANOBigae BUPOGHMK/IMNOpTep, BK/IOUAKUM BUMYCK CEpiid)
- NpUBEAEHHA agpecu MicLenpoBakKeHHs 4iafIbHOCTI
BMpOG6HUWKa 13 y BignoBigHOCTI Ao JliLeHsii Ha BMpOGHNLTBO.
Bupo6bHuya ainbH1uA Ta BCi BUPOGHMYI onepadii 3amwmcs
HE3MiIHHUMMW.

BBefeHHs1 3MiH NpoTArom 3-MicAuiB Micns 3aTBEPMAKEHHS.
3MiHu | TUny: 3MiHK 3 AakocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BVXiHWA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTHLCA
y npouieci Bupo6HuUTBa A®!| (iHWi 3MiHK). CynyTHA 3MiHa:
3MmiHu 3 sKocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHoro marepiaay/npoMikHOro
NpoayKTy/peareHTy, W0 BUKOPUCTOBYETLCSA Y NpOLeci
BMPOGHMLUTBA ADI (iHLWIi 3MiHM y MeToAax BUNPOGYyBaHHS
(BKNKOYAOUM 3aMiHy abo fonoBHeHHs) APl abo
BWXiHOr0/MPOMIKHOro NPoAyKTY)

- NpuBeAeHHs cneuudikalii Ta MeTOAiB BXiAHOr0 KOHTPO/IO
A®| amiTpunTUAIHY Tigpoxnopuay 40 BUMOT Ait040ro BUAaHHS
EP*:

- 3a NoKasHMKamy «PO3UMHHICTb», «MBY», «lgeHTudikais»,
«CynpoBigHi AoMiLKu», «KifbKiCHe BU3HAYEHHS», 3MIHEHO
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KpuUTepii NPUIAHATHOCTI Ta MeToAn BUNpoGyBaHHSA (3 HJ,
BMPO6HUKA Ha EP*); - 3a nokasHuKammn «Onuc», «Mpo3opicTb
PO34nHY», «KONbOPOBICTb PO3UNHY», «KUCNOTHICTbL 260
NYXHICTb», «Baxkki meTanu», «BTpata B maci npu
BUCYLLYBaHHI», «CynbdaTHa 301a» BBeAEHHS MOCUIaHHA Ha
Aitoyve BugaHHa EP*, 6e3 3MiHW KpuTepiiB NPUAHATHOCTI Ta
METOAVKM BUMPOOYBaHHSA. 3MiHW | Tuny: 3MiHU 3 SKOCTI.
[oTOBWI1 Nnikapcbkumii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3miHa hopmu abo
PO3Mipy KOHTelHepa Yy 3aKynopoBasIbHOro 3acoby
(nepBWHHOI yNakoBKu) (CTepubHi Nikapcbki 3acobu) CynyTHs
3MiHa: 3MiHW 3 sIKocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNaKoBKU
roTOBOrO /iKapcbkoro 3acoby (iHLWi 3MiHM)CynyTHA 3MmiHa:
3MiHK 3 SKoCTi. FoToBUIA NiKapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHKi 3aci6. 3MiHa y MeToaax
BUNPOOYBaHHA NEPBMHHOI YNaKOBKM rOTOBOTO NiKapCbKOro
3ac00y (He3HauHi 3MiHM y 3aTBEpPAKEHNX MeTofax
BMNPOGYBaHb) - 3MiHa (DOPMY NEePBUHHOT yrnakoBku 13 —
amnysin CKNSHOT Ta, SK HacnifoK, NpUBEeAEHHA BUMOT
cneuudikaLii Ta METOAiB KOHTPO/IH0 A0 HOPMATUBHOT
OOKyMeHTaLii BUpo6HMKa. Po3Mipyu f04aTKOBOI NEPBUHHOT
ynakoBKM BiAnoBifaloTb 3aTBepmKeHid amnyni IM (B). 3miHn I
TMNy: 3MiHM 3 AKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Yy NepBUHHIl
ynakoBLi FOTOBOro NMiKapCbKoro 3acoby (SKiICHWIA Ta KiflbKicHUiA
cknag) - CTepusbHi fikapcbki 3ac06m Ta fikapcbki 3acobm
6i0N10ri4YHOro/iMyHOMONYHOr0 NOXO)KEHHS — BBEAEHHS ammy
cKnaHuX Tuny Fiolax 3aTBepmxeHoro noctavasibHuka MNAT
«[MonTaBCcbkWil 3aBOA MEAMYHOTO Cka», YKpaiHa, 3i 3MiHO
AKICHOTO Ta KifIbKICHOro cknagy nepBuUHHOI ynakosku 13,y
3B'A3KY 3 BUPOGHNYOI HEOOXIAHICTIO Ta MapKETUHIOBOIO
nosliTMKOK MiANpUeEMCTBA.

18.

AMOJEPM
HEO

nak ons Hirtie
nikyBanbHuiA, 50 Mr/mn
no 2,5 mn y cpnakoHi; no
1 chnakoHy pasom i3
LwnaTensmMu ans
HaHeCeHHs naky y
KapTOHHI Kopo6Lj; no
2,5 Mn y donakoHi; no 1
h1akoHy pasom i3
nuaoYKaMu s HirTis,
cepBeTkamMu ans
OUWLLIEHHA Ta
winarensmu gns
HaHeCceHHs naky y
KapPTOHHI KOpooLyi

MAT
"Knismegnpen
apar”

YkpaiHa

LaHenb
Megikan

IpnaHgis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHariagy -
OHOBJ/IEHHS BX€ 3aTBEP)KEHOr0 TEKCTY MapKyBaHHsA
BTOPVHHOI Ta NEPBUHHOI YNaKoBKY JTiKapCbKOro 3acoby 3
BHECEHHAM A04aTKOBOI iHhopmaLii (BHECEHHS NO3HAaYEHb
OAVHULIb BUMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCLKOro
andasiTty Ta ToW0). BBegeHHA 3MiH NPOTArom 6-T1 micsauis
nicnAa saTBepAKeHHA

6e3
peuyenma

UA/15567/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
19. | AHAMBAUM Cyno3unTopii pekTasbHi MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 3a UA/8459/01/01
no 100 mr/10 mr, no 5 "MoHchapm" "MoHdpapm" 3aMiHa BUpo6HVKa AP| (JudpbeHrigpaminy rigpoxnopuay) peuyenmom
CynosunTopiie y cTpuni;
no 2 CTpunu B nNauLli 3
KapToHy
20. | AHANbAM Cyno3unTopii pekTasbHi MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3minu |l Tuny - 3a UA/8459/01/02
no 250 mr/20 wr, no 5 "MoHdapm" "MoHdapm" 3amiHa Bupo6Huka A®| (JudbeHrigpamiHy rigpoxnopuay) peyenmom
Cyno3uTopiiB y CTpuni;
no 2 CTpMnM B nauui 3
KapTOHY
21. | AHII CENT AP. | NbOASHUKM 3i CMAKOM [Op. Taiicc HimeuunHa [03BiN Ha HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/8531/01/01
TAWCC BWLUHI, no 12 HatypBapeH BUMYCK cepil LLisefiuapis AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenma
NbOASAHUKIB Y BnicTepi; 6X roToBOro MiCLil NPOBaPKEHHS AiSNIbHOCTI BUpOo6HUKa/imnopTepa
no 1 aéo no 2 6nicrepu nikapcbKoro roTOBOrO NiKapCbKOro 3acoby, BKIYAUN AiNbHUL BUMYCKY
B KApPTOHHIl1 Kopobu,i 3acoby: cepii abo MicLie NpoBeAEeHHS KOHTPOJIH AKOCTI. (BisNbHICTb, 3a
[Op. Taiicc SIKY BiANoOBiAae BUpPOGHMK/iIMNopTep, He BKIOYaUM BUMYCK
HaTypBapeH cepiid) - 3MiHa Ha3BW Ta aApecy BUPOGHMKa, 6e3 3MiHU MicLs
m6X, BMPOGHULTBA
HimeuunHa,
BMPOBHULTBO
Hepo3cacoBaHo
T npoayku;i,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
Ap. vep.
Ayhaepmayp
Arl, WBeiiuapis
22. | AHII CENT AP. | NbOASHUKK 3i CMaKoM [Op. Taiicc HimeuunHa [03Bin Ha HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 6e3 UA/8532/01/01
TAINCC o6ninuxu, no 12 HatypBapeH BMNyCK cepii LLIBeliyapis AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecun peuyenma
NbOASAHUKIB Y BnicTepi; 6X roToBOro MiCLii NPOBaPKEHHSA AisiNIbHOCTI BUpo6HUKa/imnopTepa
no 1 a6o no 2 6nictepu nikapcbKoro roTOBOrO /1iKapCbkOro 3acoby, BKYaoun AiNbHUL BUMYCKY
B KApPTOHHIlt Kopobu,i 3acoby: cepii abo MicLie NpoBeAeHHS KOHTPOJTHO AKOCTI. (BisNbHICTL, 3a
[Op. Taiicc SIKy BiANoBigae BUPOGHMK/iIMNopTep, He BK/OYaUM BUMYCK
HarypsapeH cepiid) - 3MiHa Ha3BW Ta aApecy BUPOGHMKA, 6e3 3MiHU MicLs
m6X, BMPOGHULTBA
HimeuumnHa,
BMPOGHULITBO
Hepo3dgiacoBaHo
T npoayku;i,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Op. mep,.
Aychaepmayp
Arl, Wseiiuapis
23. | AHII CENT AP. | NbOASHUKM 3i CMAKOM Lp. Taiicc HimeyunHa [03BiN Ha HimeuuunHa/ BHECEHHS 3MiH [JO peecTpavjiitHux maTepianis: 3MiHu | Tuny - 6e3 UA/8533/01/01
TAWCC wasnii, no 12 HatypBapeH BUMYCK cepil LLiBefiuapis AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
NbOASHUKIB Y BRicTepi; 'M6X roToBOro MicLiA MpoBaKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
no 1 a6o no 2 6nictepu nNiKapcbKoro rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUn AiNlbHUL BUMYCKY
B KapTOHHIi KopobLi 3acoby: cepil abo micLe NpoBeAEHHS KOHTPOSIIO AKOCTI. (fisbHICTb, 3a
[p. Taiicc AKY BifnoBigae BUPOGHUK/IMNOPTEP, HE BK/IHOYAKOUN BUNYCK
HatypBapeH cepiii) - 3MiHa Ha3BM Ta agpecy BUPO6HMKa, 6e3 3MiHU MicLs
M6X, BMpOOHULTBA
HimeuumnHa,;
BMPOGHMLTBO
Hepo3dghacoBaHo
T npoAykuii,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Ap. mea.
Aytaepmayp
AT, WBeliuapis
24. | AHII CENT AP. | NbOASHUKM 3i CMAKOM [Op. Taiicc HimeuunHa [03BiN Ha HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/8534/01/01
TAINCC mMegy, no 12 nboasHuKIB HatypBapeH BMNycCK cepil LLiBeiiuapis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu peuenma
y 6nicTepi; no 1 a6o no 6X roToBOroO MiCLii NPOBaPKEHHS AiSNIbHOCTI BUPOOHMKa/imnopTepa
2 6nicTepu B KApTOHHIl nikapcbKoro rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUmn AiNbHUL BUMYCKY
Kopobui 3acoby: cepii abo MicLe NpoBefeHHSA KOHTPOJIO AKOCTI. (BisNbHICTb, 3a
[Op. Taircc AIKy BignoBigae BUPOGHUK/IMNOPTEP, HE BK/IHOYAKOUN BUMYCK
HatypBapeH cepiid) - 3MiHa Ha3BM Ta agpecy BUPO6HMKa, 6e3 3MiHu MicLs
M6X, BMpOBOHULTBA
HimeuumnHa,;
BMPOGHMLTBO
Hepo3dgracoBaHo
T npoAykuji,
nepsBuHHe Ta
BTOPWHHE
nakyBaHHS:
Ap. mea.
Aytaepmayp
Ar, LLiBeliuapis
25. AHI CENT AP. | NbOASHUKM 3i CMaKoM [Op. Taiicc HimeuunHa [03BiN Ha HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/5899/01/01
TAINCC NMOHa, no 12 HatypBapeH BMNyCK cepil LLiBeiiuapis AAMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu peuenma
NbOASHUKIB y BAicTepi; m6X roToBOro MicList MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
no 1 a6o no 2 6nictepu nikapcbKoro rOTOBOrO JlikapCbKOro 3acoby, BK/OYakoUmn AiNbHUL BUMYCKY
B KapPTOHHIi Kopobui 3acoby: cepii abo MicLle NpoBefEeHHSA KOHTPOIO AKOCTI. (BisNbHICTL, 3a
[Op. Taiicc AIKy BignoBigae BUPO6GHUK/IMNOPTEP, HE BK/IHOYAKOUM BUMYCK
HaTypBapeH cepiid) - 3MiHa Ha3BM Ta agpecy BUPOGHMKa, 6e3 3MiHU MicLs
m6X, BMpPOBGHULTBA
HimeuumnHa;
BMPOGHMLTBO
Hepo3dgracoBaHo
T npoAykuji,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:

Qp. vep,
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Aytaepmayp
Ar, LiBeliuapis
26. AHrIO-IH'ENb PO34MH NS iH'EKLIA No Bionoriwe HimeyunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3MiHM | Tuny - 3a UA/6658/01/01
1,1 mn B amnyni; no 5 XaiinbmiTTens Xainbmitrens 3MiHa NnapameTpiB cneuyudikadili Ta/abo foMyCTUMUX MeX peyenmom
amnysn y KOHTYpPHIiA Xeenb M6X Xeenb M'v6X rOTOBOIO JIiKAPCbKOro 3acoby - AONOBHEHHSA cnevundikauii ans
YapyHKOBI ynakoBLi; No TEepMiHy NPUAATHOCTI MOKa3HNKOM «BbakTepiasibHi
1 KOHTYpHIlA YapyHKOBIli €©HJOTOKCUHM» Ta YTOUHEHHS NoKasHuka «bakTepiasbHi
ynakoBLi B Kopobui 3 €HZI0TOKCUHM» B cneuudikaLlii npy Bunycky. PegakuiiiHi 3miHun
KapToHy; no 1,1 mn B Ta npaskv B cneuudikauii npu BUNYCKy Ta ANs TEPMiHY
amnyni; no 5 amnyn'y npugaTtHocTi B MKA nikapcbkoro 3acoby; 3miHu | Tuny - 3MiHa y
KOHTYPHili YapyHKOBIi napameTpax cneuudikaii Ta/abo gonNycTUMUX MEX,
ynakoBLi; no 2 BM3HaYeHNX y cneyndikauisx Ha A®l, abo
KOHTYPHIli YapyHKOBIi BVIXiZHWA/NPOMDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA
ynakoBLi B Kopobui 3 y npoueci BUpo6bHuLTBa ADI - LONOBHEHHA cnevudikauii
KapToHy; no 1,1 mn B BMXigHOro marepiany Spigelia anthelmia napameTtpom
amnyni; no 5 amnyn'y «BTpaTa B Maci npy BUCYLLYBaHHi»
KOHTYPHili YapyHKOBIi
ynakosLij; no 20
KOHTYPHUX YapyHKOBUX
yNakoBOK y KOpobui 3
KapToHy
27. | APUMIGEKC TabneTku, BKPUTI AcTpa3eHeka Benuka BMPOGHUK CuwA/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/2417/01/01
NNiBKOBOK 060/I0HKOHO, HOK Nimitepq, BpuTaHis nikapcbKoro Benuka 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
no 1 mr no 14 Tabnetok 3aco6y "in bulk": BpuTaHis BBefeHHS abo 3MiHM [0 y3arasibHEHUX AaHUX NPO CUCTeEMY
y 6nicTepi; no 2 AcTpa3eHeka hapmakoHarnsgy (BBeAeHHs y3ara/ibHeHUX JaHuX Npo
6nicTepun y KapTOHHiIl dapmacbioTuka cuctemy hapmakoHarisgy, 3miHa ynoBHoBaXeHoi 0cobu,
Kopoobui nc in, CLA, BiANOBIAa/IbHOI 3a 34iiCHEHH:A ddapMakoHarnsay; KOHTakTHOI
BUPOGHWK, 0cobu 3 thapmakoHarnagy 3asBHVKa 4715 34iACHEHHS
BiANOBIgaIbHUIA thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
3a nakyBaHHs YyNOBHOB&XeHOT 0cobu, BiANoBiAanNbHOT 3a 34iCHEHHS
Ta BUNYCK cepil: thapmakoHarnagy (Bko4vatum KOHTaKTHi AaHi) Ta/abo 3MiHn y
AcTpa3eHeka pO3MiLLeHHi MacTep-thaiina cuctemm chapmakoHarnsgy) -
IOK Nimites, 3MiHa ynoBHOBaXXeHOI 0cobu BignosiganbHOT 3a
Benuka hapmakoHarnsag: MNponoHoBaHa pefakuis: Magnus Ysander.
BpuTaHis 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI 0cobu,
BiANOBiAa/IbHOI 32 hapmakoHarnsag
28. | APUNPA30N® | Tabnetku no 10 mr, no TOB "dapma YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/15765/01/01
10 Tabnetok y 6nicTepi; Crapt" Crapt" noaaHHsa oHosreHoro CEP Ne RO-CEP 2014-011-Rev 01 gns peyenmom
no 1, 3 abo 6 6nictepis A®| Apvninpason Big, 3aTBepAXEHOro BUPOBHUKA; 3MiHKM | Tuny
Y KapPTOHHIl nauui - nogaHHsA oHosneHoro CEP Ne RO-CEP 2013-324-Rev 01 ans
A®| Apuninpasony Bif 3aTBEPAYKEHOrO BUPOOHNKA; 3MiHN |
TMNy - 3MiHM BUNPOGYBaHb abo A0NYCTUMUX MEX,
BCTAHOBJIEHVX Y cneuundikalisx, nig yac BUpo6GHMLTBA
rOTOBOrO JiKapCbKOro 3acoby (3BY)XXEHHS A0NYCTUMUX MEX);
3MiHK | TNy - 3MiHa y NapameTpax cneumdikauii Ta/abo
OOMYyCTUMMX MeX, BU3HaUYeHuX y cneuudikauisx Ha Adl, abo
BUXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, LWo BUKOPUCTOBYIOTLCS
y npoueci Bupo6HuuTBa A®I (iHWi 3mMiHM)
29. | APUNPA30/I® | Tabnetku no 15 mr, no TOB "dapma YKpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/15765/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
10 TabneTok y 6nicTepi; Crapt” Crapt" nogaHHsa oHosnieHoro CEP Ne RO-CEP 2014-011-Rev 01 ans peyenmom
no 1, 3 a6o 6 6nictepis A®| Apuninpa3son Big, 3aTBEPAKEHOro BUPOOHUKA; 3MiHW | TUny
Y KapPTOHHIl nauui - nogaHHA oHosneHoro CEP Ne RO-CEP 2013-324-Rev 01 ans
A®| Apuninpasony Bif 3aTBEPAKEHOT0 BUPOOHNKKA; 3MiHN |
TMNYy - 3MiHWM BUNPO6YyBaHb abo A0NYyCTUMUX MEeX,
BCTAHOBJIEHVX Y cneundikauisx, nig vyac BMpobHuLTBa
rOTOBOrO J1iKapCbKOro 3aco0y (3BY)XXEHHS AOMYCTUMUX MEX);
3MiHM | TUNY - 3MiHa y napameTpax cneuudikauin Ta/abo
[0NyCTUMUX MEX, BU3HauYeHnX y crneuudikalisax Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA
y npoueci Bupo6HuuTBa ADI (iHWi 3MiHW)
30. | APAPOH® TabneTkun, BKpUTI ne ®paHuisa Na6opaTopii PpaHLin BHECEHHS 3MiH [0 peecTpavjiiiHix maTtepianis: 3minu |l Tuny - 3a UA/0521/01/01
NAiBKOBOK 060/10HKOLO, NNTABOPATYA Cepg'e IHgacTpi 3MiHM [0 iHCTPYKLi 415 MeAUYHOTo 3aCTOCyBaHHS 40 PO3Ainy | peyernmom
no 2,5 mr, no 30 P CEPB'E€ "B3aemogis 3 iHWMMM Nikapcbkumm 3acobamu Ta iHLWi Buan
TabneTtok y 6nictepi; no B3aEMogiin"
1 6nicTepy y kopobuji 3
KapToHy
31. | APTELXKA® emMy/ibrenb s MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/4699/01/01
EMYNbrENb 30BHILUHBLOIO "®ITOPAPM" "®ITOPAPM" BUTyYEHHSI BUPO6HUKIB A®| (XOHAPOITMHY HaTpito cynbdaTy) peuyenma
(ARTEDJA 3acTocyBaHHs 5 % no
EMULGEL) 251 a6o 40 r y Ty6i; no
1 Ty6i B nayLi 3 KAPTOHY
32. APTEQ)XA® kancynu no 30 a6o 60 MPAT YkpaiHa BUPOBHMK, YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/4461/01/01
KOMMJIEKC Kancyn y KoHTeiHepi; no | "®ITODAPM" BignoBigansHNi BUTy4EHHS1 BUPOOHMKIB A®| (XOHAPOITUHY HaTpilo cynibdary) peuyenma
1 KOHTelHepy B nau; 3a
no 6 kancyny énicrepi; BUPOBHMLTBO,
no 5 a6o no 10 nepBuHHe,
6nictepiB y nayi BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNYyCK cepil:
MPAT
"OITOPAPM",
YKpaiHa;
BUPOGHMUK,
BignoBigansHNi
3a
BVMPOGHMLTBO,
nepBuHHE,
BTOPWHHE
nakyBaHHs,
KOHTPO/b
saKocTi: TOB
"AcTpachapm"”,
YKpaiHa
33. | ACNAPKAM PO34UH AN18 iH'eKLiiA, no NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/1309/01/01
5 mn B amnyni, no 5 "Tanuucapm” "Tannucapm" 3MiHa napameTpiB crneuudikaliii Ta/abo AonycTUMUX MexX peyenmom

amnyn y 6nictepi, no 2
6nictepu y nayui; no 10

roTOBOrO JliKapCbKOro 3acoby; CynyTHS 3MiHa: 3MiHa y MeToAax
BMNPOGYBaHHS rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW y
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

M B amnyri, no 5
amnyn y 6nictepi, no 2
6nicTepu y nayui

MeToAax BUMPOo6yBaHb (BK/IKOYaOUM 3amiHy abo AONOBHEHHS))
- 3MiHW Yy cneuudikadii, MeTogax KOHTPO/I0 rOTOBOr0
NiKapCbKOro 3acoby - BUIy4YeHHs1 N. AHOMa/ibHa TOKCUYHICTb

34.

BAKTPOBAH™

Ma3b Ha3asibHa 2 % no
3ryT1y6i; no 1 1y6i B
Kopoo6ui

nakcoCmiTKn
SH EkcnopT
Nimiten

Benuka
BpuTaHia

nakco
OnepeiiwHc HOK
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny -
3MiHa y meTogax BunpobysaHHA APl abo BUXiAHOTO
marepiany/npomikKHOro NPoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpobHMLTBa AD| - BeAeHHSA
[08aTKOBUX BUNPOBYBaHb 3a NokasHukamu «Po3Mip 4acTok»
Ta «MikpobionoriyHa ymctoTa» Ao crneumdikadii Ha gitody
peYoBMHY MyNipOLIMHY MIKPOMI30BaHOro; 3MiHM | Tuny - 3MiHa
nepiogy NOBTOPHUX BUNPOGYBaHb/Nnepioay 36epiraHHA abo
ymoB 36epiraHHst A®| — BBefieHHs1 TepMiHy npugaTtHocTi Ad|
BMpO61ieHoro HoBMM BUpobHUkom Teva Pharmaceutical Works
Private Limited, YropwimHa; 3miHu | Tuny - 3MiHa y napameTtpax
cneundikauin Ta/abo AoNyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWIA/NPOMDKHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOGHMLTBA AD| — foNOBHEHHS cneuudikauii AdD|
NMOKa3HUKOM «3a/TULLKOBI KiSIbKOCTi OpraHiYHNX PO34MHHUKIB»,
AKUIA XapaKTepHW 4151 HOBOTO BUPOGHUWKA; 3MiHM | TRy -
3MiHa BUPO6HUKA BUXiAHOro/NnpoOMKHOrO NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci Adl, abo
3MiHa BUPOGHYKKa (BKtOHaUuW, ae HeobxigHo, micue
NPOBeAEHHS KOHTPOIO AKOCTi) APl — BBeAEHHSA BUPOOHMKA
[il040T PeYOBVHM MYMIPOLMHY KaslbLijito, KU BUKOHYE
MiKpOHi3aLito; 3MiHM | TUNY - NoAaHO HOBWIA cepTudikat
BignosigHocTi E® No. R1-CEP 2008-158-Rev 01 ans gitouoi
PEYOBUHM MYNIPOLMHY KaslbLiito Bif HOBOrO BUPOGHMKA

3a
peyenmom

UA/4019/02/01

35.

BAKTPOBAH™

Kpem 2 % no 15 r kpemy
y Ty6i; no 1 Ty6i B
KapTOHHIA KopoobLi

nakcoCmiTKn
ANH EkcnopT
Nimiteq

Benvka
BputaHis

nakco
OnepeiiwHe OK
Nimiteq

Benvka
BpuTtaHis

BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | Tuny -
3MiHa nepiogy NOBTOPHUX BMNPOGyBaHb/nepiody 36epiraHHs
a6o ymoB 36epiraHHa A®| — BBEleHHA TePMiHY NpuaTHoCTi
Ad| BupobneHoro HoBMM BUpo6HMKOM Teva Pharmaceutical
Works Private Limited, YropwuHa; 3mibu | Tuny — nogaHo
HOBWIA cepTudikaT BignosigHocTi €E® No. R1-CEP 2008-158-
Rev 01 ana Aitoyoi pevoBUHM MynipoOLMHY KasbLiito Bif HOBOrO
BMPOGHMKA; 3MiHM | TUMY - 3MiHa BUPOGHMKa
BUXiAHOro/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSH Y BUpOGHMUYOMY npoueci A®I, abo 3miHa
BMPO6HMKA (BKIKOYaUK, fe HeobXigHo, MicLie MPoBeAEeHHS
KOHTpOst0 sikocTi) A®| — BBeAEHHSA BUPOOHMKA Aito4oi
PEeYOBMHM MYMiPOLUHY KasbLiito, K1l BUKOHYE MIKPOHi3aLito;
3MiHM | Tuny - 3MiHa y MmeTogax BunpobysaHHA A®l abo
BMXiZAHOro MaTepiany/npoMiKHOro nNpoaykTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUPOGHMLTBA AD| — BEieHHSA
[10[aTKOBUX BUNPOOYBaHb 3a NoKasH1Kamu «POo3Mip 4acToK»
Ta «MikpobionoriyHa umctoTa» Ao crneumdikaii Ha gitody
PEYOBUHY MYMIPOLMHY MIKDOMI30BaHOr0; 3MiHu | TUNYy - 3MiHa Yy
napameTpax crneuudpikauinn Ta/abo foNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha A®l, abo

3a
peyenmom

UA/4019/03/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
BVIXiZHWA/NPOMDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA
y npoueci BupobHuuTea A®| — fonoBHeHHA cneuudikadii AdI
NMOKa3HNKOM «3a/TULLIKOBI KiSIbKOCTi OpraHiyHnX PO34NHHUKIB»,
SIKWIA XapaKTepHWIA 4151 HOBOro BUPOGHMKA
36. BAPBOBA/I® Kpanni opasnbHi, no 25 NAT YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB: yTOUHEHHA 6e3 UA/1196/01/01
MY chakoHi 3 "papmak” cTaTtycy peknamyBaHHA B Hakasi MO3 YkpaiHu Ne 728 Big peuyenma
npo6koto- 04.04.2019 B npoueci nepepeecTpauii. Pefakuis B Hakasi —
KpanenbHuLeto; no 1 nignsrae. 3anponoHoBaHa pefakLis — He nignArae.
chnakoHy B navui 3
KapTOHY
37. BIOBEH po34nH Ans iHdysii 10 TOB YkpaiHa BTOPVHHE Ykpaiva BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | TUny - 3a UA/14526/01/02
%, no 10 mn, 25 mn, 50 "BIO®PAPMA nakyBaHHs, 3MiHa posnoginy nigknacis imyHornobyniny G (1gG), wo peyenmom
mn a6o 100 mny MNA3MA" BUMYCK Cepiii: 3a3HayeHuit B po3gini "Cknag”; 3MiHu | Tuny - 3mMiHM Ao MeToay
nnawwi abo nakoHi; no TOB BMNPOGYBaHHSA 3a NOKA3HUKOM "“IMyHOrn106yniH A"; 3MiHu | Tuny
1 nnsAwyi abo drnakoHy "BIOPAPMA - 3MiHW Y MeTOZAj BUNPOOYBaHHS 3a NOKA3HUKOM
B nauuj 3 KapToHY MNA3SMA", "CTepunbHICTb"; 3MiHW | TUNY - 3MiHN Y MeToAi BUNpobyBaHHs
YkpaiHa; 3a nokasHvkoMm "Cknag 6ikis"; 3miHu | TMny - 3MiHK A0 MeToay
BVMPOGHMLTBO, BMNPOOYBaHHA 3a NOKa3HUKOM "AHTUKOMMNIEMEHTapHa
nepBuHHe Ta aKTMBHICTB"; 3MiHW | TUNY - 3MiHW A0 MeToAy BMNPOOyBaHHA 3a
BTOPUHHE NoKasHWKOM "BifloK"; 3MiHM | TUNYy - 3MiHWM 40 MeToay
nakyBaHHs, BMMNPOGYBaHHA 3a NOKa3HUKOM "AHTWTINA [0 Bipycy Kopy";
BUNYCK Cepili: 3MiHK | TUMY - 3MiHW [0 METoAY BUNPOGYBaHHSA 3a MOKa3HNKOM
TOB "AHTUTINA A0 ANDTEPIHOrO TOKCUHY"; 3MiHM | TUNY - 3aMiHa
"BIO®PAPMA TeCcT-CUCTEMM 418 BU3HAYEHHS BMICTY aHTuTIN fo HBsAg 3a
MNA3SMA", nokasH1kKom "AHTuTINA 80 HBSAQ"; 3MiHKM | TUny - 3MiHW 0
YKpaiHa MeToAy BUNPOGYBaHHS 3a NOKa3HWUKOM "AKTuBaTop
npekastikpeiHy"; 3MiHu | Tuny - 3MiHu 40 MeToAy BMNPOGYBaHHS
3a MoKasHWKOM "AHTU-D aHTuTINA"; 3MiHK | TUMY - 3MiHK A0
MeTOAY BUNPOOYBaHHSA 3a NOKa3HUKOM "AHTU-A Ta aHTU-B
reMarsiloTUHIHK"; 3MiHK |l TUNY - 3MiHK 40 MeToay
BMNPOGYBaHHSA 3a NOKa3HUKOM "“3a/IMLLKOBI KiflbKOCTi TPW-H-
6yTundocdaty” Ana npuBefeHHs Yy BignoBigHICTL 40 BUMOT
Aoy
38. BIOUUKNIH Tabnetku no 45 mr no Bpounascbke Monbwa Bpounascbke Monbwa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/13590/01/01
10 Tabnetok y 6nicTepi; nignpUEMCTBO niANPUEMCTBO 3MiHu Wopao 6esnekn/ethekTUBHOCTI Ta hapMakoHarnsgy. peuyenma
no 3 6nictepun y NiKapcbknx NiKapcbknx Tpas BBefeHHs abo 3MiHM [0 y3arasibHeHUX AaHNX NPO CUCTeMY
KapTOHHIA ynakoBLi Tpas "rEPBAINO/JB" hapmakoHarnsagy (BBeeHHs y3arasibHeHUX JaHuX Npo
"TEPBANO/b AT cuctemy hapmakoHarisay, 3miHa ynoBHoBaXeHoi 0cobu,
"AT Bi4NoBiAa/IbHOI 3a 34jICHEHHST hapMakoHarns4y; KOHTakTHOT

0cobu 3 chapmakoHarnsay 3asBHVKa o5 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6U, BiANOBIfa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BKuvatum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-thaiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0COOU 3asiBHMKA
BiANoBiAa/IbHOT 32 papmakoHarnsaay B YkpaiHi. NponoHoBaHa
pepakuis- MsaTteubknii OnekcaHap IBaHOBMY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6M 3asiBHMKA
Bif4noBigaNbHOI 3a hapmakoHarnsgy B YkpaiHi
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
39. | BiICconpPonon TabneTku, BKpUTI KPKA, o.4., CnoBeHis BMPOGHMLTBO CnoseHis/ BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/13869/01/01
KPKA NNiBKOBOK 060J1I0HKOHD, HoBo mecTo “in bulk”, HimeuunHa 3MiHu 3 sikocTi. CepTuddikat signosigHocTiI/lE-cepTudikar peuyenmom
no 2,5 mr, no 10 nepBuHHe Ta BiNOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
Tabnetok y 6nictepi; no BTOPUHHE MoaaHHA HoBOro abo oHOBEHOTO cepTuddikaTa BiANOBIAHOCTI
1,2,3,5,6,9a60 10 nakyBaHHs, abo BUNy4YeHHs cepTudpikaTa BiANoBigHOCTI EBponenchkili
6nicTepiB y KAPTOHHIi KOHTpO/b Ta hapmakonei: gna A®l; gns suxigHoro
Kopo6ui; no 14 TabneTok BWMYCK Cepil: matepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
y 6nicTepi; no 2, 4 a6o 6 KPKA, a.4., BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANns [ONOMDKHOT
6nicTepiB y KAPTOHHIi HoBso mecTo, peyoBMHM (cepTudikaT BignoBigHOCTI EBponelichkil
Kopo6ui; no 15 TabneTok CnoBeHis; thapmakone’) - OHOBIeHUIA cepTuddikaT Bif yxe
y 6nicTepi; no 2, 4 a6o 6 nepBuHHE Ta 3aTBEpPKEHOro BUPOBHMKA - NOAAaHHSA OHOB/IEHOMO
6nicTepiB y KApPTOHHIi BTOPUHHE CepTudpikaTy BignoBigHOCTI €Bponeiichkiin chapmakonei R1-
Kopoobui nakyBaHHs, CEP 2008-038-Rev 00 (nonepegHs Bepcis RO-CEP 2008-038-
BUNYCK cepil: Rev 01) Big BXe 3aTBeppxeHoro BupobHrka UNICHEM
TAL dapma LABORATORIES LIMITED, India gns A®| 6iconponony
v6X, dhymapaTy; 3miHu | Tuny - AAMiHICTpaTVBHI 3MiHU. 3MiHa
HimeuuunHa,; HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
KOHTPOb Ccepil: BMPO6GHMKa/iMNnopTepa roToBOro JlikapCcbKoro 3acoby,
KPKA, a.4a., BK/IOYAK0UM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
Hoso mecTo, KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
CnoseHis; BMPOGHMK/iMMOPTEpP, HE BK/IKOYAOUM BUNYCK Cepiit) - 3MiHa
TAL dapma agpecy BUPO6HWYOT AinbHULi BUpo6Huka TAL ®apma M'mbX,
M6X, HimeuyumnHa (BignoBigasbHWIA 3a KOHTPOSIb), Ta 3MiHA Ha3BM
HimeuunHa; BUpo6HMKa Jlabop JIC CE & Ko. KI' 6e3 3miHn micus
KOHTpPO/b BVMPOGHMLTBA; 3MiHN | TUMY - 3MiHK 3 SiKOCTi. [O0TOBMIA
MiKpO6ionoriyHoO nikapcbkuid 3aci6. 3MiHW y BUPOGHULTBI (iHLUI 3MiHK) -
T uncToTn cepii npuBeLeHHs Po3ainy BUPOOGHVKM Y BiANOBIAHICTb A0
(y Bunagky opuriHasIbHOT AOKYMeHTaL,ii BUpO6HUKa
KOHTpONIO cepil
TAL dapma
v6X):
Na6op /1IC CE &
Ko. KT,
HimeyunHa
40. BlconrPonon TabneTkun, BKpUTI KPKA, 4.4., CnoBeHis BMPOGHMLTBO CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/13869/01/02
KPKA NAiBKOBOK 060/10HKOLO, HoBo mecTo “in bulk”, HimeuunHa 3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTudikat peyenmom
no 5 mr, no 10 Tabnetok nepBuHHE Ta BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
y 6nictepi; no 1, 2, 3, 5, BTOPUHHE MoaaHHA HoBOro abo oHoBNEHOro cepTuddikaTa BiANOBIAHOCTI
6, 9 a6o 10 6nicTepiB y nakyBaHHs, abo Buny4yeHHs cepTudpikaTta BiANoBigHOCTI EBpoNenchbkili
KapTOHHI Kopo6Lj; no KOHTpO/b Ta thapmakonei: gns A®l; ans BUXiAHOrO
14 TabneTok y 6nicTepi; BWMNYCK Cepil: marepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO
no 2, 4 abo 6 6nictepis KPKA, ao.4., BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
Y KapTOHHIli kopobLi; No HoBo mecTo, peyoBuHM (cepTudikat BifgNoBiAHOCTI EBpONEiiChKiit
15 TabneTok y 6nicTepi; CnoseHis; thapmakone’) - OHOBMeHUIA cepTuddikaT Bif yxe
no 2, 4 abo 6 6nictepis nepBrHHE Ta 3aTBEPAXEHOro BUPO6HUKA - NOJaHHS OHOB/IEHOTO
Y KapTOHHiIli kopoobLi BTOPVHHE CepTudpikaTy BignoBigHocTi EBponelickkiii hapmakonei R1-
nakyBaHHs, CEP 2008-038-Rev 00 (nonepegaHs Bepcist RO-CEP 2008-038-
BWMYCK Cepil: Rev 01) Big BXe 3arBepxeHoro BupobHuka UNICHEM

TAL ®apma

LABORATORIES LIMITED, India gns A®I 6iconposniony
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
v6X, dhymapaTy; 3miHu | Tuny - AAMiHICTpaTWBHI 3MiHU. 3MiHa
HimeuuunHa; HalilMeHyBaHHs Ta/abo agpecy MicLiA NPOBaXEHHS Ais/IbHOCTI
KOHTPOb Ccepil: BMPO6GHMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
KPKA, a.4a., BK/IOYA0UM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
Hoso mecTo, KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
CnoseHis; BMPOGHMK/iIMMOPTEpP, HE BK/IKOYAOUM BUNYCK Cepiit) - 3MiHa
TAL dapma agpecy BUPO6HWYOT AinbHULi BUpo6Huka TAL ®apma M'mbX,
M6X, HimeuumnHa (BignoBigasbHWIA 3a KOHTPOSIb), Ta 3MiHA Ha3BM
HimeuunHa; BUpo6HMKa Jlabop JIC CE & Ko. KI' 6e3 3miHn micus
KOHTpPO/b BMPOGHMLTBA; 3MiHN | TUMY - 3MiHK 3 SiKOCTi. [OTOBMIA
MiKpO6ionoriyHO nikapcbkuid 3aci6. 3MiHW y BUPOBGHULTBI (iHLLUI 3MiHK) -
T uncToTn cepii npuBeLeHHs Po3ainy BUPOOGHVKM Y BiANOBIAHICTb A0
(y Bunagky opuriHasIbHOT AOKYMeHTaL,ii BUpO6HUKa
KOHTpONIO cepil
TAL dapma
v6X):
Na6op /IC CE &
Ko. KT,
HimeyunHa
41. BlconrPonon TabneTku, BKpUTI KPKA, 4.4., CnoBeHis BMPOGHMLTBO CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13869/01/03
KPKA NAiBKOBOK 060/1I0HKOLO, Hoso mecTo “in bulk”, HimeuunHa 3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat peyenmom
no 10 mr, no 10 nepBuHHE Ta BiANOBIAHOCTI EBponeiickbkil hapmakonei/MoHorpadii.
Tabnetok y 6nictepi; no BTOPUHHE MoaaHHA HoBOro abo oHoBNEHOro cepTuddikaTa BiANOBIAHOCTI
1,2,3,5,6,9a60 10 nakyBaHHs, abo Buny4yeHHs cepTudpikaTa BiANoBigHOCTI EBpoNenchbkili
6nicTepiB y KAPTOHHIl KOHTpO/b Ta thapmakonei: gns A®l; ans BUXigHOro
Kopo6ui; no 14 TabneTok BWMNYCK Cepil: marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
y 6nicTepi; no 2, 4 abo 6 KPKA, ao.4., BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
6nicTepiB y KAPTOHHIl HoBo mecTo, peyoBuHM (cepTudikat BifgNoBiAHOCTI EBpONEiiChKiit
Kopo6ui; no 15 TabneTok CnoBeHis; thapmakone’) - OHOBMeHUIA cepTuddikaT Bif yxe
y 6nicTepi; no 2, 4 abo 6 nepBrHHE Ta 3aTBEPAXEHOro BUPOOHUKA - NOJaHHS OHOB/IEHOTO
6nicTepiB y KAPTOHHIl BTOPVHHE CepTudpikaTy BignoBigHocTi €EBponelickkiii hapmakonei R1-
Kopobui nakyBaHHs, CEP 2008-038-Rev 00 (nonepegaHs Bepciss RO-CEP 2008-038-
BWMYCK Cepil: Rev 01) Big BXe 3aTBepxeHoro BupobHuka UNICHEM
TAL dapma LABORATORIES LIMITED, India gns A®I 6iconponony
v6X, hymapaTy; 3miHu | Tuny - AAMiHICTpaTWBHI 3MiHU. 3MiHa
HimeuunHa; HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
KOHTPO/b Ccepil: BUpO6GHMKa/iMnopTepa roToBoro JlikapcbKoro 3acooy,
KPKA, a.4., BK/IKOYA0UM AiNbHUL BUMYCKY cepii abo micle npoBefeHHs
HoBo mecTo, KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a SKy BignoBifae
CnoBeHis; BMPOGHMWK/IMNOPTEpP, He BK/IKOYAUM BUMYCK cepili) - 3MiHa
TAL dapma afpecy BUPO6HWYOI AinbHULi BUpo6Huka TAL ®apma M'vbX,
v6X, HimeuyumHa (BignoBigasibHMIA 3a KOHTPO/Ib), Ta 3MiHA Ha3BM
HimeuuunHa; BUpo6HuKa Jlabop JIC CE & Ko. KI' 6e3 3miHn micus
KOHTPO/b BMPOGHMLTBA; 3MiHN | TUNY - 3MiHK 3 SKOCTi. FoTOBMI

Mikpo6ionoriyHo

Tunctotu cepii
(v Bunagky

KOHTPO/IO cepil
TAL ®apma

nikapcbkuid 3aci6. 3MiHW y BUPOGHULTBI (iHLLI 3MiHK) -
npuBeAeHHs po3ainy BUPOOHUKM Y BIAMNOBIAHICTb A0
OopuriHasIbHOT AOKYMeHTaL,ii BUpO6HUKa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
6X):
Na6op /IC CE &
Ko. KT,
HimeyunHa
42, BOHAPOHAT® | Tabnetku, BKpUTI ®.XochcpmanH | LUselinapis BMPOGHMLITBO Lsenuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/5557/02/01
NAiBKOBOK 060/1I0HKOLO, -Na Pow T4 Hepo3dacoBaHo Benuka 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
no 50 mr; no 7 Tabnetok T npoayku;i, BpuTaHis BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy
y 6nicTepi; no 4 BMNPOGYBaHHSA thapmakoHarnsgy (BBeAeHHs y3arasibHeHNUX AaHnx npo
6nicTepun y KapTOHHIl KOHTpPO/II0 cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBakeHOT ocobu,
nauui AKOCTI, BUNYCK BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMakoHarnsay; KOHTakTHOI
cepii: 0ocobu 3 chapmakoHarnsgy 3asaBHVKa 415 34iNCHEHHS
®.XohpmaHH- thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
Na Pow NTa, YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
LLsenuapis; thapmakoHarnagy (BKuyaum KOHTaKTHi AaHi) Ta/abo 3MiHn y
BMPOGHMLTBO po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsgy) -
Hepo3dgracoBaHo 3MiHa KOHTaKTHOI 0co6Wu, BigNoBifa/IbHOI 3a 3AiACHEHHS
T npoAykuji, hapmakoHarnsagy B Ykpaini. NponoHosaHa pefakuis —
BUMNPOOYBaHHSA MouwHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT
KOHTPO/I0 ocobu, BiANoOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsgy B
AaKocTi: MeHH YKkpaiHi. 3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0co6u
dapmacbloTikan 3a8BHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapMakoHarnagy.
Cepsices /114, 3MiHa MicLA 3AiACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
Benuka hapmakoHarnsagy. 3miHa mMicuesHaxomKeHHs macTep-taiina
BputaHis; cuctemu dhapmakoHarnsgy
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
IBepc-/i AT,
LLsenuapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/I0
AKOCTI:
®.XohpmaHH-
Na Pow Nta,
Lliseiuapis
43. BOHAPOHAT® | KoHueHTpaT AN ®.XohcpmanH | LUselinapis Pow HimeuyunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3a UA/5557/01/01
pO34uHy ANs iHgysil, 6 -Ns Pow Ntg, [LiarHocTrke 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
Mr/6 M no 6 mn 6X BeeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHnX Npo cucTemy

KOHUeTparty y donakoHi 3i
cKkna; no 1 danakoHy y
KapTOHHI/ KopoobLi

chapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHux npo
cuctemMy hapMakoHarnagy, 3MmiHa ynoBHoBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A ddapMakoHarnsay; KOHTakTHOI
0cobu 3 thapmakoHarnagy 3asBHVKa 4715 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yNOBHOB&XeHOT 0cobu, BiANoBiAaNbHOT 3a 34iCHEHHS
papMakoHarnsay (BKIKYarum KOHTaKTHI AaHi) Ta/abo 3MiHW y
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
po3MilLeHHi MacTep-ghaiina cuctemm hapmakoHarnsagy) -
3MiHa KOHTaKTHOI 0co6W, BigNoBifaIbHOI 3a 3AiACHEHHS
thapmakoHarnsgy B YkpaiHi. MponoHoBaHa pegakuis —
MouwHiHa Onbra IBaHiBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
ocobu, BiAMNoOBIAa/IbHOI 3a 34iiCHEHHS hbapMmakoHarnsgy B
YKkpaiHi. 3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0co6u
3a8BHMKa, BiANOBIAANLHOI 3a 34iICHEHHS chapmakoHarnagy.
3MiHa MicLA 34iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLe3HaxomKeHHs MacTep-taiina
cuctemu dhapmakoHarnsgy
44, BPABAAVH® TabneTtkn, BKpUTI KPKA, a.4., CnoBeHis BUPOBHULTBO CnoseHisa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16224/01/01
NNiBKOBOK 060/IOHKOHO, HoBo mecTo "in bulk", 3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyernmom
no 5 mr no 14 TabneTtok nepBrHHE Ta 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
y 6nictepi; no 2 abo 4, BTOPVHHE roTOBOrO NikapCcbKoro 3acoby (36iNbLUEHHA TEPMiHY
ab6o no 6 6nictepiB y nakyBaHHs, NPWAATHOCTI TOTOBOTO JliKAPCbKOTro 3acoby) - 151 Toprosoi
KapTOHHIA KOopoo6Li KOHTpOnb cepii yMakoBKM (NiATBEPLKYETHCA AAHUMU PEasTbHOIO Hacy)
Ta BMNyCK cepil: 36i/1bLLEHHS TepPMiIHY NPUAATHOCTI J/1I3 Ha OCHOBI NO3UTUBHUX
KPKA, a.4., pe3ynbTaTiB AOC/iMKEHb CTabiNbHOCTI, NPOBEAEHNX Y
Hoso mecTo, peanbHOMY yaci: 3aTBepAxeHo: TepMiH NpPUAATHOCTI. 2 POKK
CnoBeHis; 3anponoHoBaHo: TepMiH NpuaaTHoCTi. 3 poku BBeAeHHs 3MiH
KOHTPO/b cepii: NpoTArom 6-Tn MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHuW | Tuny -
KPKA, a.4a., 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
HoBo mecTo, 3MiHW Y KOPOTKili XapakTepuCTuLi NikapCcbKoro 3acoby, TEeKCTi
CnoBeHis MapKyBaHHS Ta IHCTPYKUiT A/18 MEAMYHOrO 3aCTOCYBaHHS
reHepnyHuX/ribpuaHNx/6ionodibHNX nikapcbknx 3aco6is nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHMIA npenapart (3MiHa
He NoTpebye HafaHHS XOAHNX HOBUX AOAATKOBUX AaHWX)
BHECEHI [0 iHCTPYKLiT y po3ainu: "®apmMakosoriyHi
BnactumsocTi", "lMpoTunokasaHHsa", "OcobnnBoCTI
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta 403U" 3rigHO 3
iHhopmauieto pedhepeHTHOro nikapcbkoro 3acoby Procoralan 5
mg, 7.5 mg film-coated tablets. BBefeHHS 3MiH NPOTATOM 6-Tu
MicALIB MicnsA 3aTBEPKEHHSA. 3MiHU | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA NikapCbkunii 3aci6. 3MiHWM Yy BUPOOHULTBI. 3MiHN Y
npoueci BUPOGHULITBA rOTOBOIO flikapCbKoro 3acoby,
BKJ/THOYAKOUN MPOMDKHMIA MPOAYKT, L0 3aCTOCOBYETHLCA Mpn
BMPOGHULITBI FOTOBOrO /liKApCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUPOOHULTBA) 3MiHW Y BUPOBHUYOMY npoLieci Ans
noninweHHs hopMyBaHHA KOMMPECINHOT cyMiLli: 3MiHU B
po3gini 3.2.P.3.3 Onnc BUpOGHMYOTro NpoLEecy Ta KOHTPO/II0
npouecy
45, BPABAAVNH® TabneTku, BKpUTI KPKA, 4.4., CnoBeHis BMPOGHMLITBO CnoBeHis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16224/01/02
NNiBKOBOK 060/10HKOLO, HoBo mecTo "in bulk®, 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenmom
no 7,5 mrno 14 nepBuHHE Ta 3MiHa y TepMiHax npugartHocTi abo ymoBax 36epiraHHs
Tabnetok y 6nictepi; no BTOPUHHE rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
2 abo 4, abo no 6 nakyBaHHs, npuaaTHOCTI TOTOBOrO fikapcbkoro 3acoby) - [ns Toprosoi

6nicTepiB y KAPTOHHIl
Kopoobui

KOHTpONb cepil

Ta BUNycK cepi:

KPKA, o.4.,

yNakoBKM (NiATBEPLXKXYETHCSH AHUMU PeasIbHOrO Yacy)
36i/1bLLEHHS TEPMiIHY NPUAATHOCTI J/1I3 Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB A0C/iMKeHb CTabiIbHOCTI, NPOBEeAEHNX Y
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Homep

n/n

Hassa
JNliKapcbKo20

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o

nocsBi0YeHHs

3acoby

Hoso mecTo,
CnoBeHis;
KOHTPO/b cepii:
KPKA, 4.4.,
Hoso mecTo,
CnoseHis

peanbHOMY yaci: 3aTBepAxeHo: TepMiH NpuAaTHOCTI. 2 POKK
3anponoHoBaHo: TepMiH NpuaaTHoCTi. 3 poku BBeAeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHW | TNy -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHM Y KOPOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT AN MeANYHOro 3aCTOCyBaHHS
reHepnyYHuX/ribpuaHnx/6ionodibHNX nikapcbknx 3aco6is nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHMIA npenapart (3MiHa
He NoTpebye HafaHHs XOAHWX HOBMX [OAATKOBUX AAHNX)
BHECEHI [0 iHCTPYKLiT y po3ainu: "dapmMakosoriyHi
BnactusocTi", "lMpoTunokasaHHsa", "OcobnBoCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta A03u" 3rigHo 3
iHhopmauieto pedhepeHTHOro nikapcbkoro 3acoby Procoralan 5
mg, 7.5 mg film-coated tablets. BBefgeHHS 3MiH NPOTAroM 6-Tu
MicALIB MicnsA 3aTBepKEHHSA. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[OTOBWIA NikapCbkunii 3aci6. 3MiHWM Yy BUPOOHULTBI. 3MiHN Y
npoueci BUPOGHULITBA rOTOBOTO flikapCcbKoro 3acoby,
BK/TOYAKOUM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MPU
BMPOOGHULITBI FOTOBOrO /liKAPCbKOro 3acoby (He3HayHa 3MiHa y
npoLeci BUPO6GHMLITBA) 3MiHW Yy BUPOGHUYOMY Mpoueci Ans
noninweHHs hopmyBaHHsi KOMNPECIiHOT CyMmiLLi: 3MiHW B
po3gini 3.2.P.3.3 Onnc BUPOGHMYOTro NPOLECY Ta KOHTPO/IH0
npouecy

6e3

UA/9758/01/01

46.

BPOHXO
BAIM

6ans3amno 30 ry
6aHLi; no 1 6aHui B
KapTOHHIA KOpooLi

MeHTOonatym
Komnari
NimiTen

AHrNiA

MeHTONaTym
Komnari
Nimiteq

Benuka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHuX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVUX AaHnx npo
cuctemy hapMakoHarnagy, 3MmiHa ynoBHOBaXKeHOi ocobu,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapMakoHarnsay; KOHTaKTHOI
0ocob6u 3 chapmakoHarnsgy 3asasBHVKa 415 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKuyaum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6M YNOBHOBAXXEHOT 0CO6M 3asIBHYKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi. lponoHoBaHa
pepakuis: PornHcbka OneHa MNagniBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6M YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIgaUIbHOI 3a hapmakoHarnng B YkpaiHi

peyernma

6e3

UA/0265/02/01

47.

BAJNIEPIAHA
DOPTE

TabneTku, BKPUTI
NiBKOBOK 060JI0HKOIO,
no 40 mr no 10
Tabnetok y 6nictepi, no
5 6nicTepiB y nayui

NAT
"Tanuucpapm”

YkpaiHa

MAT
"KuiBmegnpena
par"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny -
3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy -
OHOBJ/IEHHS BXE 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS
BTOPUHHOI Ta NEePBVHHOT YNaKOBKU JliKapCbKoro 3acoby
06YMOB/IEHO BHECEHHAM MO3HAYeHb OAUHULIL BUMIPIOBAHHS, 3
BMKOPUCTaHHAM fliTep NaTUHCbKOro andasiTy Ta BUAA/IEHHS
iH(hopMaLii cTocoBHO “Koprnopauii ApTepiym“. BBegeHHs1 3MiH

MPoOTArom 6-T1 MicauiB nicnA 3aTBepAKEHHSA

peyenma

3a

UA/7943/01/01

48.

BAP®APEKC®

Tabnetku no 3 mr, no 30

TabneTokK y KOHTeHepi,

AT "I'piHgekc"

Narteis

AT "T'piHgekc"

Natsis

BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TUny -

3MiHM 3 gkocTi. CepTudikat BignosigHocTI/I E-cepTudikat

peyenmom
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n/n

JNliKapcbKo20
3acoby

dopma sunycky

no 1 KoHTelHepy y nauui

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

49.

BAP®APEKC®

3 KapToHy

Tabnetkn no 5 mr, no 30

AT "T'piHgexc"

Natsia

BiANOBIAHOCTI EBponelicbki hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudlikaTa Bi4NOBIAHOCTI
ab0 BuNyYeHHs cepTudikarta BignoBigHOCTI EBponeiickkil
thapmakonei: gna Ad®l; gna BuxigHoro
mMartepiany/peareHTy/NPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BigNOBIAHOCTI EBPONECHKIi
thapmakone’) - OHOB/EHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - NOJAHHS OHOB/IEHOIO
cepTudiikaTa BignoBiAHOCTI EBpoNeNiCchKin hapmakonel Big,
BXe 3arBepakeHoro BupobHuka Taro Pharmaceutical
Indusries, Ltd, Israel; 3miHu | TUNY - 3MiHK 3 AkocTi. AdL.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BUNpo6yBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs Ad|
(3a BiACYTHOCTI y 3aTBEpPAKEHOMY A0ChE cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei, Lo BKI0YaE nepiog,
NOBTOPHOro BUNPo6yBaHHS) (nepios NOBTOPHOro
BMUNpo6yBaHHsA/nepios 36epiraHHs) - 36ibLeHHA abo
BBE/EHHSA Mepiody NOBTOPHOro BUNPOGyBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCNiIMKEHb Y peasibHOMY
yaci - 36inbLUEHHA nepiogy nepekoHTposo AD|, 3aTBepXEHO:
2 poku, 3anpornoHoBaHo: 4 PokKK; 3MiHW | TUMY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTudpikat BignosigHocTi
€sponeiicbkili hapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTb A0 MOHOrpadil
[®Y abo €sponelicbkoi hapmakonei, abo iHLWOI HalioHaIbHOT
hapmakonei gepxasu E€C (3miHa y cneyudikallisix, nos'asaHa
3i amiHamu B 1Y, abo E€Bponeiicbkiil hapmakonei, abo iHLLii
HaLjioHasnbHIli hapmakonei gepxasu €C) - 3MiHa Y
cneuudikauii APl (HaTpito BapchapuHaty knaTpary) BignoBsifHO
no sumor EP

nocsBi0YeHHs

TabneTok y KOHTelHepi,
no 1 KoHTelHepy y nauui
3 KAPTOHY

AT "I'piHgekc"

Natsis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiicbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa Bi4NoOBIAHOCTI
abo BunyyeHHs ceptucpikata BignoBigHOCTI €BpONenchbkili
thapmakonei: gna A®l; gna BuxigHoro
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ans AONOMDKHOT
peyoBuHM (cepTudikaT BigNoBiAHOCTI EBpONEiChKiit
thapmakone’) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEP)KEHOr0 BUPOOHWMKA - NOAAHHS OHOB/IEHOIO
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin dhapmakonel Big,
BXe 3aTBepaxeHoro BupobHuka Taro Pharmaceutical
Indusries, Ltd, Israel; 3miHn | TUny - 3miHK 3 AkocTi. AdL.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BUNpo6yBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs Ad|
(3a BiACYTHOCTI y 3aTBEpPAKEHOMY A0ChE cepTudikara
BiANOBIAHOCTI E€Bponelickkili hapmakonei, Lo BKI0YaE nepiog,

NOBTOPHOro BMNpPo6yBaHHs) (nepios NOBTOPHOro

3a
peyenmom

UA/7943/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BMNpoGyBaHHsA/nepios 36epiraHHs) - 36inbLeHHA abo
BBEJeHHA nepiogy NOBTOPHOro BUNPO6yBaHHs/nepioay
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCNIMKEHb Y PeasTbHOMY
yaci - 36inbLUEHHA nepiogy nepekoHTposto Ad|, 3aTBepaKEHO:
2 poku, 3anponoHOBaHO: 4 poku; 3MiHW | TUMy - 3MiHM 3 AKOCTI.
Ceprtucpikat BignosigHocTi/l' E-cepTudikar BianoBigHOCTI
€Bponelicbkinn hapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeOobXiAHICTIO NPMBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadil
L®Y abo €sponelicbkoi hapmakonei, abo iHLWOi HaLioHabHOT
hapmakonei gepxasu E€C (3miHa y cneyudikauisix, noB'a3aHa
3i amiHamu B 1Y, abo €Bponeiicbkiit hapmakonei, abo iHLLii
HauioHasbHi thapmakonei gepxasu EC) - 3MiHa y
cneuudikauii APl (HaTpito BapchapuHaTty knaTpary) BignoBigHO
4o sumor EP

50.

BEPOLUMIPOH

Kancynu no 50 mr no 10
Kancyn y 6nictepi; no 3
6nicTepn B KApTOHHIiA
ynakoBLi

BAT "TepeoH
PixTep"

YropwuHa

BAT "l'egeoH
PixTep"

YropmHa

BHECEHHS 3MiH [0 peecTpavjiiiHix maTtepianis: 3minu |l Tuny -
3MiHW A0 IHCTPYKLii 415 MeAUYHOT0 3aCTOCYBaHHS [0 PO34inis
«®dapmakoanHamika», «poTrnokasaHHa», «B3aemopis 3
IHLIMMK NiKapCbK1MMKW 3acob6amu Ta iHLWi BUAM B3aEMOAili»,
«OCco6NMBOCTI 3aCTOCYBaHHS», «3aCTOCYBaHHS Y nepiog,
BariTHOCTi abo rofyBaHHA rpyao», «34aTHICTb BNAMBATU Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBTOTpaHCNopToM abo
po6OTi 3 IHLWMMYK MexaHi3Mammn», «Cnocib 3acTocyBaHHS Ta
[03un», «epefo3yBaHHA», «I06iuHi peakuii»

3a
peyerimom

UA/2775/01/01

51.

BEPOLUMIPOH

Kancynu no 100 mr no
10 kancyn y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
ynakoBLi

BAT "TeneoH
PixTep"

YropmHa

BAT "legeoH
PixTep"

YropmHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu |l Tuny -
3MiHW [0 IHCTPYKLUiT 4719 MeAMYHOro 3acTOCYBaHHSA [0 PO34inis
«®dapmakoanHamika», «poTnnokasaHHa», «B3aemopis 3
IHLWIXMKW NiKapCbK1MKW 3acob6amu Ta iHLWWi BUAM B3aEMOSili»,
«OCco6NMBOCTI 3aCTOCYBaHHS», «3aCTOCYBaHHS Y nepiog,
BariTHOCTi abo rofyBaHHA rpyaao», «34aTHICTb BNAMBATU Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBToTpaHCcnopTomM abo
po6OTi 3 IHLWMMYK MexaHi3MamMmn», «Cnocib 3acTocyBaHHS Ta
[03un», «epefo3yBaHHA», «M06iuHi peakuii»

3a
peyerimom

UA/2775/01/02

52.

BIKC AKTUB
MEAEKCMNEKT
(o]

cupon, no 200 mr/15 mn
no 120 mn a6o 180 mny
hnakoHi, no 1 dpnaxkoHy
3 MipHMM KOBMAaYkoM y
Kopoo6Li

[MpokTep eHp,
Femén
IHTepHeLUHN
OnepenwHs
CA

LLIBeliyapis

[pokTep eHp,
Fem6bn
MaHydekuypiHr
6X

HimeuunHa

BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TUny -
3MiHM 3 AkocTi. MeanyHi npucTpoi. 3MiHa NPUCTPOIB ANns
BMMIpIOBaHHA 4,031 ab0 BBEAEHHS NiKapCbKoro 3acoby
(oopaBaHHA abo 3aMiHa MPUCTPOID, SIKMIA HE € HEBIA'EMHOIO
YacTVHOK NEPBUHHOI ynakoBku) - Mpuctpiii, skuii mae CE-
MapKyBaHHS -
3amiHa [03yH40ro cTakaHumka nikapcbKoro 3acoby Ha HoBWiA 3
HOBUM HoMepoM cepTudikauii CE (3 0408 Ha 0483), 6e3 3MiHn
cknafly maTepiany Ta 30BHILLUHbOrO BUrNS4Y A03YHHOro
NPUCTPOLO; 3MiHW | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCLKMIA
3aci6. Cuctema KoHTeliHep/3akynoproBasibHWii 3aci6. 3MiHa y
MeToAax BUNPOGYBaHHSA NEPBUHHOI yNakoBKW rOTOBOrO
niKapcbKoro 3acoby (iHLWi 3MiHW y MeToAax BUNpobyBaHb
(BkntoUaroUM 3aMiHy abo foAaBaHHs)) - 3aMiHa MeToay
BunpobysaHHA EMC 006 ana napameTpa «BunpobysBaHHA Ha
NPOTIKaHHSI» Ha MeTOZ, BU3HaUYeHUi i EBponeicbkum
cTtaHgapToM EN 14401; 3MiHm | Tuny - 3MiHK 3 sikocTi. FoToBUA

6e3
peyenma

UA/13741/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
nikapcbkuii 3aci6. CructeMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3miHa y MmeTogax BUNnpobyBaHHA NEPBVHHOI yNakoBKu
roTOBOro NikapCbKoro 3acoby (iHLWi 3MiHK y MeToAax
BMNpOoGYBaHb (BK/IOYaluM 3amiHy abo gofaBaHHs)) - 3amiHa
MeToay BUNpoBYBaHHSA L0 NocunaeTbes Ha ctaHaapt DIN/ISO
Ana napameTpa "AKicTb ckna" (BUSHAYEHHS TigpoNiTUYHOT
CTIKOCTi ckna) Ha meToam onvcaHi B EP 3.2.1. "CknsHi
KOHTelHepu ans ®apmaueBTUYHOrO0 BUKOPUCTaHHA"
53. BIHOPE/IbBIH KOHLeHTpaT ans MicTpan AHrnis AkTasic ITanis ITania/ BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHM | TUny - 3a UA/14709/01/01
- BICTA po34uHy Ans iHgysiii, 10 Kenitan C.n.A, Itanis; PymyHis AZMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
mr/mn, no 1 mn (10 mr), MeHeKMeHT CingaH ®apma 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4eHHs1) - 3MiHa
5 mn (50 wmr) y conakoHi; Nimiten C.P.J1., PymyHisa aZpecu 3asiBHUKa
no 1 dpnakoHy B nauuj
KapTOHHIi
54, BOPUKOHA3O | nopoLloK 418 po3ynHy Mictpan AHrnis BWMYCK Cepil: Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16138/01/01
N-BICTA Ans iHdysii, 200 mr; no Kenitan CiHTOH MonbLua/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
200 mry dpnakoHi; no 1 MeHeKMeHT XicnaHisi, C.J1., TypeyuunHa/ 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4eHHs1) - 3MiHa
oNakoHy Y KapTOHHIN Nimiteq IcnaHis; Bonrapis aZpecun 3asiBHUKa
nauui BUPOBHNLTBO,
nepBuHHE i
BTOPUHHE
nakyBaHHS:
Arina
Cnewenrtic
Monbcka Cn. 3
0.0., MonbLua;
BVMPOGHMLTBO,
nepBuHHE i
BTOPWHHE
nakyBaHHS:
Medap lnay
CaHai A.C.,
TypeyuunHa;
BTOPWHHE
nakyBaHHS:
ok |
dapmac'toTikan
c ta.,
Bonrapis
55. FACTPO- TabneTku, BKPUTI NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/1034/01/01
HOPM® NNiBKOBOK 060/I0HKOHO, "Tanuucpapm” "Fanuudapm”, 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy - peyenma
no 120 mr no 10 Ykpaina; NMAT OHOBJIEHHS BXE 3aTBepAXXEHOro TEKCTY MapKyBaHHA
Tabnetok y 6nictepi; no "Kuiemegnpena BTOPUHHOI Ta NEepPBVHHOT YNaKOBKU JliKapcbKoro 3acoby
4 a6o no 10 6nicTepiB y par”, YkpaiHa 06YMOB/IEHO BHECEHHAM MO3HAYeHb OAUHULIL BUMIPIOBAHHS, 3
nauui BMKOPUCTAHHSAM JliTep TAaTUHCLKOrO asihaBiTy Ta BUAA/IEHHS
iH(hopMmaLii ctocoBHO “Koprniopauii ApTepiym“. BBegeHHs1 3MiH
npoTarom 6-Tu MicsWiB nicnsa sarBepmKeHHs
56. | FTEKCAKCUM / CyCneHsis oNs iH'ekuiin CaHodi ®paHuisa 3AT "CaHodi- YropuwwHa/ BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B MacTtep C.A. ABeHTiC", PpaHuis 3MiHa y meTogax BunpobysaHHa AP| abo BUXiAHOTO peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
BAKUMHA AN | nonepedHbo YropwuHa marepiany/npomiKHOrO NPoAyKTy/peareHTy, Wwo
NMPO®DINTAKTUK | 3anoBHeHWX Linpuuax 3 (BTOpPUHHE BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa AP - 3MiHa cepii
N ANDTEPII, 1-et0 (260 2-ma) nakyBaHHs1); CTaHaapTHOro 3paska (Hosa cepist FA534188), skuii
NPABLA, oKpemumu rosikamm Ne 1 CaHodpi MacTep BMKOPUCTOBYETHLCA /19 NPOBEAEHHS BUNpobyBaHHs Free
KALLU/TIOKY abo Ne 10 Tay C.A., ®paHuis polysaccharide content test ansa koH'toroBaHOro nonicaxapugy
(ALEENONAPH onakoHax Ne 10 (NOBHWIA LUKN Haemophilus Tvny b Ha ocHOBHIli cTagii BUpo6HMUTBaA (active
i BVMPOGHMLTBA, substance)
KOMIMOHEHT), BUNYCK cepii)
FENATUTY B
PEKOMBIHAHT
HA,
noniomienity
IHAKTUBOBAH
ATA
3AXBOPHOBAH
bl
CMPUYNHEHN
X
HAEMOPHILUS
TNy B
KOH''OrOBAH
Al
AL COPBEOBAH
A, PIOKA
57. | FTEMUUTABIH MOPOLLIOK ANt Mepak HimeuunHa Brpo6HWK, LWo HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/11640/01/01
MELAK NPUrOTYBAHHSA PO3UMHY lesenbladt Bignosigae 3a 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuyenmom
Ans iHdysin (38 mr/mn) drop KniHiwe BTOPVHHE 3MiHa y TepmiHax npugaTHoOCTi abo ymoBax 36epiraHHs
no 200 mr; 1 chnakoH 3 Lneuiansnpe nakyBaHHs, rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
NMOPOLLKOM Y KapTOHHil napare M6X HaHeCeHHs NPUAATHOCTI FOTOBOIO JiKaPCbKOro 3acoby) - 415 Toprosoi
Kopoo6ui 3aXMCHOI N/1iBKK ynakoBku (MiATBEPAKYETLCS AAHNMMN peasnibHOro vacy) -
Ha dhr1akoH 36iMbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro

(Heo60oB s13kOBE
) Ta 3a BMNycK
cepii:
Mepak
lesenbwadpT
dhrop KniHiwe
Lneuianbnpena
pare m6X,
HimeyunHa;
Bupo6HuK, Lo
Bignosigae 3a
BMPOGHMLTBO
roToBoT(
nikapcbkoi
dopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
OHkoTek ®apma

3acoby. 3aTBepaKeHo: 3 poku. 3anpornoHoBaHo: 5 pokiB.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
MpoaakLuH
M6X,
HimeuumnHa,;

Brpo6HWK, Wo
Bignosigae 3a
BTOPWHHE
nakyBaHHS Ta
HaHeCeHHs
3aXMCHOI N/iBKK
Ha dhr1akoH
(Heo6oB s13k0OBE

):
Meg-IKC-lNpecc

M6X,
HimeyunHa
58. | FTEMUUTABIH MOPOLLIOK ANt Mepak HimeuunHa Brpo6HWK, LWo HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/11640/01/02
MELAK NPUrOTYBAHHS PO3UMHY lesenbladt Bignosigae 3a 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuyenmom
Ans iHdysin (38 mr/mn) drop KniHiwe BTOPVHHE 3MiHa y TepmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
no 1000 wmr; 1 donakoH 3 Lneuiansnpe nakyBaHHS, rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
NMOPOLLKOM Y KapTOHHil napare M6X HaHeCeHHs NPUAATHOCTI FOTOBOIO JiKaPCbKOro 3acoby) - 415 Toprosoi
Kopoo6ui 3aXMCHOI N/1iBKK ynakoBku (MiATBEPAKYETLCS AAHNMMN peasnibHOro vacy) -
Ha dh1akoH 36iMbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
(Heo60oB s13kOBE 3acoby. 3aTBepaKeHo: 3 poku. 3anpornoHoBaHo: 5 pokiB.
) Ta 3a BMNycK
cepii:
Mepak
lesenbwadpT
dhrop KniHiwe
Lneuianbnpena
pare mM6X,
HimeyunHa;

Bupo6HuK, Lo
Bignosigae 3a
BMPOGHMLTBO
roTosoi
niKkapcbkoi
dopmu,
nepBrHHE Ta
BTOPUHHE
nakyBaHHS:
OHkoTek ®apma
MpoAakLuH
v6X,
HimeuuunHa;
Brpo6HuK, Wwo
BignoBigae 3a
BTOPUHHE
nakyBaHHs Ta
HaHeceHHs
3aXUCHOI NAiBKK
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ha dhr1akoH
(Heo6oB s13k0OBE

):
Meg-IKC-INpecc
M6X,
HimeyuunHa

59.

FEMUUTABIH
MEAAK

MOPOLLOK A5
NPUroTyBaHHs PO34nHY
Ans iHdysin (38 mr/mn)

no 1500 wmr; 1 donakoH 3
NOPOLLUKOM Y KapTOHHilA

Kopoo6ui

Mepak
lesenbladt
drop KniHiwe
Lneuiansnpe
napare M6X

HimeuunHa

Brpo6HWK, LWo
Bignosigae 3a
BTOPWHHE
nakyBaHHs,
HaHeCceHHs
3aXMCHOI N/1iBKK
Ha dhr1akoH
(Heo60oB s13kOBE
) Ta 3a BMNycK
cepii:
Mepak
lesenbwadpT
dhrop KniHiwe
Lneuianbnpena
pare mM6X,
HimeuumnHa;
Bupo6HuK, Lo
BiAnosigae 3a
BMPOGHMLTBO
roTosoi
nikapcbkoi
dopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
OHkoTek ®apma
MpoAakLuH
v6X,
HimeuuunHa;
Brpo6HuK, Wwo
BignoBigae 3a
BTOPWHHE
nakyBaHHS Ta
HaHeCeHHs
3aXUCHOT NNiBKK
Ha dhnakoH
(Heo60B s3k0BE

):
Meg-IKC-Tpecc
mM6X,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax NpugaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMIHY
NPUAATHOCTI FOTOBOIO JiKapPCbKOro 3acoby) - 415 Toprosoi
ynakoBku (MiATBEPAKYETbCS AAHNMMN peasibHOro vacy) -
36iMbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby. 3aTBepaKeHo: 3 poku. 3anpornoHoBaHo: 5 pokiB.

3a
peyenmom

UA/11640/01/03

60.

FEPLENTUH®

PO34nH A1 iH ek,
600 mr/5 mn; 1 dpnakoH

®.XodhpmaHH
-J1a Pow JIta

LLBeiuapis

BMPOGHMLITBO
Hepo3dlacoBaHo

LLisefiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta dpapMakoHarnsay.

3a
peyenmom

UA/14303/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
3 PO3UYMHOM Y KapTOHHIiA T NpoAyKuji, BBegeHHs abo 3MiHN A0 y3arasibHEeHNX AaHuX Npo cuctemy
KOpOGLi 3 MapKyBaHHAM nakyBaHHs, chapmakoHarnsgy (BBeeHHs y3arasibHeHUX gaHux npo
YKpPaiHCbKOH MOBOK BMNPOGYBaHHS cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHoi 0cobu,
KOHTPO/0 BiANOBIAa/IbHOI 3a 34iiCHEHH: dapMakoHarnsay; KOHTakTHOI
AKOCTI: 0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
®.XothpmaHH- hapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
Ns Pouw NTg, YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
LLiBeiiuapis; hapmakoHarnagy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
BMNPOGYBaHHSA po3MilLeHHI MacTep-halina cuctemu hapmakoHarnagy) -
KOHTPO/0 3MiHa KOHTaKTHOI 0co6u, BignoBiAa/IbHOI 3a 34iACHEHHST
AKOCTI, BUNYCK thapmakoHarnagy B YkpaiHi. Jitoda pegakuis — low TeTaHa
cepii: lOpiiBHa. MponoHoBaHa pefakuis — MowwHiHa Onbra |BaHiBHa,;
®.XohdpmaHH- 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0co6u, BiANOBiAa/IbHOT 3a
Na Pow Ntp, 3[iicHEeHHs1 hapMakoHarnsay B YKpaiHi; 3MiHa KOHTaKTHUX
LBeliuapis [JaHnx ynoBHOBaXXEHOI 0CO6Y 3asBHMKa, BiANoBifasIbHOT 3a
3[iicCHeHHs hapMakoHarnsay; 3MiHa Micus 34jiACHEHHS
OCHOBHOI AlisiNbHOCTI 3 hapmMakoHarnsay; amiHa
MicLle3HaX0MKeHHS MacTep-ghaiina cuctemu papmakoHarnagy
61. | FMIKAMTUH™ nioghinizat An19 po3unHy HoBaprTic LBenuapia | MnakcoCmiTKns ITanisa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu |l Tuny - 3a UA/9121/01/01
Ans iHdysiii no 4 wr; 1 dapmva Al H 3MiHU B IHCTPYKUIT 415 MeQUYHOro 3acToCyBaHHA A0 po3ziny peuyenmom
donakoH 3 niocpinizatom MaHyhakTypuHr "Mepeno3yBaHHA", "M06IYHI peakui™, "®apmakonoriyHi
Y KapTOHHiIli kopoobui C.n.A. BnacTMBocCTi", "B3aeMogis 3 iHLIMMKM Nikapcbkummn 3acobamu Ta
iHWI BMAaW B3aemogiit”, "Oco6MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs rpyaato”,
"34aTHICTb BNAMBATY Ha LUBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM ab0 poboTi 3 IHWMMU MexaHi3mMamn',
"Cnoci6 3acTocyBaHHsa Ta gosu", "Aitn"
62. FTNATUPAMEPY | po3uvH Ans iH ekuii, 20 Mictpan AHrniA BignoBiganbHuii | HigepnaHam BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16792/01/01
ALETAT-BICTA | mr/mnno 1 mn Kenitan 3a BMNyCK cepil: / 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
npenapary y MeHeKMeHT CiHTOH BB, Icnanis/ BeegeHHs abo 3MiHU [0 y3arasibHeHVX AaHnX Npo cucTemy
nonepegHb0 NimiTen HigepnaHaw, dini hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHuX Npo

HanoBHEHOMY LUNpULY;
no 1 nonepegHb0
HanoBHEHOMY LINpULY B
6nictepi; no 28, 30 Ta
90 (3x30) 6nicTepis B
KapTOHHIA KopoobLi

BiANOBIgaIbHUIA
3a BUMYCK Cepii:
CiHTOH
XicnaHis, C.J1.,
IcnaHis;
BVMPOGHMLTBO,
nakyBaHHS,
KOHTpPO/b
AKOCTI:
PoBi KoHTpakT
MaHdeTkypuH
r C/1, IcnaHis;
BUPOGHMLTBO,
nakyBaHHs:
CiHTOH Yini N1p,
Yini

cuctemy hapMakoHarnagy, 3MmiHa ynoBHoBaXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A ddapMakoHarnsay; KOHTakTHOI
0cobu 3 thapmakoHarnagy 3asBHVKa 4715 34iANCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yNOBHOBaXeHOT 0cobu, BiAMNoBiAanbHOT 3a 34iCHEHHS
thapmakoHarnagy (Bko4vatum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MiLLeHHi MacTep-chaiina cuctemun chapmakoHarnsgy) 3MiHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifNoBigabHOI 3a
3pificHeHHs hapmakoHarnsagy: fitoya pegakuis: dyb6au TeTsHa
BikTopiBHa.

MponoHoBaHa pepakuis: CoTHikoBa CeiTnaHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6M,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hbapmakoHarnsgy. 3miHa micus
3[iACHEHHS1 OCHOBHOT AiANbHOCTI 3 hapmMakoHarnsgy. 3miHa
agpecu Mactep-thaiina cuctemu dpapmakoHarnsgy. 3MiHu |
TMNy - AQMiIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo
afipecy 3asiBHVIKa (B1iacHWKa peecTpauiliHoro nocBigveHHs)
3MiHa agpecu 3asiBHUKA
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
63. | FNMMIOKOBAHC® | Tabnetku, BKpUTI Mepk CaHTte ®paHuisa Mepk CaHTe PpaHLis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 3a UA/5390/01/01
NNiBKOBOK 060J1I0HKOHD, c.a.c. 3MiHa NapameTpiB cnevuudikalili Ta/abo fonyCTUMUX MeX peuyenmom
no 500 mr/2,5 mr, no 15 rOTOBOrO /iKapCbKOro 3acoby - NpuUBEAEHHS Y BiANOBIAHICTb
Tabnetok y 6nictepi; no Cnevnudpikauiin Ha KiHeLb TepMiHy NPUAATHOCTI 3aTBEPAKEHNX
2 6nicTepu B KAPTOHHIl y €Bponi, AKi € YaCTUHOK rapMOHI30BAHOr0 MiXXHaPOAHOro
Kopo6ui; no 20 TabneTok [0CbE
y 6nicTepi; no 3
6nicTepu B KapTOHHIA
Kopobui
64. | FO3EPENIH iMnnaHTar no 3,6 mMr no AngoreH IMKo | fliokcembyp BMPOGHMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHu | Tuny - 3a UA/15570/01/01
ANBOrEH 1 iMnnaHTaty y wnpuuy- C.ap.n. r "in bulk", AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu peuyenmom
annikaTopi (wnpuu- nepBuUHHE Ta MiCList MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
annikatop cknafaeTbea BTOPWHHE roTOBOrO /iKapPCbKOro 3acoby, BKIOUAKUN AiNlbHUL BUNYCKY
3 N0/IIMEPHOro Kopnycy nakyBaHHs, cepii abo MicLe NpoBefeHHSA KOHTPOJIO AKOCTI. (BisNbHICTb, 3a
3 TpumMavem gns KOHTPO/b cepii, AIKy Bignosigae BUPO6HMK/iIMNIOpTEp, BK/IKOYAKOYM BUMYCK Cepili)
iMniaHTarty, ronku Ta Bignosigae 3a - 3MiHa Ha3Bu BMpoGHKKa M13 AMB 'm6X, HimeuunHa, 6e3
NopLUHSA); No 1 wnpuuy B BUNYyCK cepil: 3MiHM MicLA BUPO6HULTBA (BBEAEHHS 3MiH NPOTArom 6-Tu
nakeTuky; no 1 a6o 3 AMB '™mM6X, MICALIB MICNA 3aTBEPLKEHHS)
NaKkeTVKN Y KapTOHHIl HimeuumnHa;
nauui MiKpo6ionoriyHe
TecTyBaHHS:
€BpochiHC
Bio®apma
Mpopakt
TecTiHr MIoHXeH
v6X,
HimeuumnHa,;
cTepunisauis:
CuHepaxi
Xeanc
Annepcxay3eH
v6X,
HimeuumnHa,;
cTepunisaduis,
MiKpo6ionoriyHe
TecTyBaHHS:
BB®
CrepiniseiilHce
pBi3 M'M6X,
HimeyynHa
65. FO3EPE/NIH imnnaHTat no 10,8 mrno | AnsoreH IMKo | JllokceMbyp BMPOBHULTBO HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/15570/01/02
ANBOIrEH 1 iMnnaHTaty y wnpuuy- C.ap.n. r "in bulk", AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
annikaTopi (Lwnpuu- nepBuHHE Ta MiCLii NPOBaPKEHHSA AiSNIbHOCTI BUpOo6HUKa/imnopTepa
annikaTop cknafaeTbcs BTOPWHHE roTOBOrO NiKapCbKoro 3acoby, BKIOUAKUN AiNbHUL BUNYCKY
3 MO/IIMEPHOrO Kopnycy nakyBaHHs, cepii abo MicLie NpoBeAEeHHS KOHTPOJIHO AKOCTI. (BisNbHICTb, 3a

3 TpUMavem ans
iMnNaHTary, ronkm Ta
nopLHs); no 1 wnpuuy B
nakeTuky; no 1 a6o 3

KOHTPO/b Cepil,
Bignosigae 3a
BWMYCK Cepil:

AMB 'mM6X,

SIKy BiANoOBigae BUPOGHMK/IMNOpTep, BKOUAKUY BUMYCK Cepiid)
- 3MiHa Ha3Bu BMpo6HUka N3 AMB 'm6X, HimeuunHa, 6e3
3MiHW MicLA BUpPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-Ti

MicsLiB MiCNsa 3aTBEPMKEHHS)
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
NakeTVKN Y KapTOHHIl HimeuumnHa;
nauui MiKpo6ionoriyHe
TeCcTyBaHHS:
€BpochiHC
Bio®apma
MpogakT
TecTiHr MIoHXeH
v6éX,
HimeuumnHa,;
cTepunisauis:
CuHepaxi
Xeanc
Annepcxay3eH
v6X,
HimeuumnHa,;
cTepunisaduis,
MiKpo6ionoriyHe
TeCcTyBaHHS:
BB®
CrepinizeiiHce
pBi3 M'M6X,
HimeyunHa
66. | AANAPTIH - niocpinizaT ANs po3vnHy NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/5028/01/01
BIOJIIK® ONns iH'ekuin no 1 mr, 10 "OAPMCTAH "®PAPMCTAHL BHECEHHS 3MiH y MaTepiann peecTpauiinHoro gocke p. 3.2.P.7. peyernmom
amnyn 3 niodinizatom y OAPT- APT-BIOJIK" CurcTemMa KoHTelHep/ 3aKynoploBasibHWI 3aci6: NpuBeAeHHS
nauui BIOJIK" crneundikavii Ha NepBNHHY yNakoBKy (ammnysiv) y BignoBigHICTb
[0 MoHorpadii AdY (3a3HavaeTbes iHopmauis, LWo amnym
KOHTPO/IOKTLCSA 3rigHO MoHorpadii APY; y cneumdikawi
[04aTKOBO KOHTPO/TIOTLCA NOKAa3HWKN AKOCTI «BHELLHWIA
BUA», «LiBeTHOe KO/bL0 N3/10Ma, ToYKa U3ioMa», «Tur,
dhopma 1 pasmepbl», «Tepmuyeckas CTONKOCTb», «KauecTso
N3/10Ma»); CynyTHA 3MiHa: 3MiHa y MeToAax BUNpobyBaHHS
NepPBVHHOT YNaKoBKW FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHW)
67. AE3PAANH® TabneTku, BKPUTI KPKA, a.4., CnoseHis BignoBigansHNi CnoBeHisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/15474/01/01
NNiBKOBOK 060/IOHKOHO, HoBo mecTo 3a BUPOGHULITBO 3MiHK 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuenma

no 5 mr, no 10 Ta6neTok
y 6nicTepi; no 1 a6o no
3 6nicTepu y KapTOHHiN
Kopoobui

"in bulk",
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYyCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
BiANOBIAa/IbHUI
3a KOHTPO/Ib
cepi:
KPKA, a.4.,
HoBo mecTo,

3MiHa y TepMiHax NpugaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMIHY
NpUAATHOCTI FOTOBOrO JiKaPCbKOro 3acoby) - N5 Toprosoi
ynakoBku (MiATBEPAKYETbCS AAHNMMN peasnibHOro vacy) -
36i/bLLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby Ha OCHOBI NO3UTMBHWX Pe3yIbTaTiB AOBrOCTPOKOBUX
[ocnigpkeHb CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepaKeHo:
TepMiH npugaTHocTi. 3 poku. 3anponoHoBaHo: TepMiH
npuaatHocTi. 5 pokis. BBeAeHHs 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepkKeHHs.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
CnoseHis
68. AE3TPOH KOHLeHTpaT ans TOB "TeBa Ykpaina AkTasic ITanis ITanis BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3MiHM | Tuny - 3a UA/12864/01/01
pO34uHy A8 iHdysili no YkpaiHa" C.n.A. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MiCUs NPOBaKEHHS peyenmom
0,8 mr/mn, no 5 mMny LisiNbHOCTI BUPOGHMKaA (BK/IKOUAtouu, 3a HeobXigHOCTI, Micue
donakoHi; no 1 dpnakoHy NPOBEAEHHS KOHTPOJIO SIKOCTI), ab0 BNacHMka mactep-gaina
Y KapTOHHiIli kopoobui Ha A®l, abo noctavanbHuka AdI/BuXigHOrO
mMartepiany/peareHTy/npoMbKHOIO NPOAYKTY, WO
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI - 3miHa agpecu
BMPOGHMYOI AinbHKLi A®| Natco Pharma Limited, y 38’s3ky 3
peopraHisavjieto paiioHiB y wtaTi TenaHraHa, a Takox,
OHOB/IEHHA p. 3.2.S5.4. Ta 3.2.S.5. 3 MeTOI NpuBEAEHHS X A0
HOBOTO BHYTPILLUHBLOrO chopmaTy. 3MiCT po3ainiB 3aNnWaeTbCs
He 3MiHHWM; 3MiHW | TUNY - 3MiHa y MeToAax BUNpobyBaHHS
A®| abo BMXigHOrO MaTepiany/MPomMiKHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIEC
BUPO6HMLUTBA AD| - OHOB/IEHHSI METOAY BU3HAUYEHHS «MBUY»
A®I, a came: fOAAETLCA KOHTPO/Ib CTINKUX [0 XOBYI
rpamHeraTuBHux 6akTepiii, Clostridia i Candida albicans (3miHa
CTOCYETbCS /inLLe nocTadyasibHuka API)
69. AEHOBE/b 30 TabneTkn, BKpUTI Mi6e M'meX HimeuunHa Mmi6e M6X HimeuyunHa BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasliB: 3MiHM | Tuny - 3a UA/15836/01/01
NMiBKOBOK 0GO/OHKOIO, ApuHaiimitTen ApuHaiimiTTenb 3MiHU [0 IHCTPYKUT 4719 MEAUYHOrO 3aCTOCYBaHHSA y PO34inu: peyenmom
no 0,03 mr/2 mr; no 21 b "Oco61BOCTI 3acTOCyBaHHA", BiANOBIAHO A0 OHOBNEHOT
Tabnetui y 6nictepi; no iHchopmawii 3 6esnekun gjrounx peyosmH. BBegeHHA 3MiH
1 a6o no 3, a6o no 6 npoTArom 6-T1 micauiB nicnAa 3arBepA)KeHHs
6nicTepiB y KAPTOHHIl
Kopobui
70. | AUrOKCUH Tabnetku no 0,1 mrin ToBapucTBO 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMX MmaTepiasis: BUNPaBIeHHS - UA/12140/01/01
bulk: no 10000 06MeXeHo 06MeXeHOo TexHiuHoT nomunku B MKA N13 B po3gini "Cknag”
Tabnetok y BiANOBiAa/bHI BiAMOBiQa/IbHICT
KOHTeliHepax CTHO 10 "[JocnigHwnia
"LlocnifHnin 3asog "rHUIC"
3aBof,
"rHuact
71. | AQUTrOKCUH Tabnetkn no 0,1 mr, no ToBapucTBo 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [J0 pEECTPALiiiHMX MaTepiasiB: BUNPaB/EHHS 3a UA/5751/01/01
50 TabneTok y 6aHkax; 0bmMexeHot BVMPOGHMLTBA, TexHiyHoi noMmunku B MKA N3 B po3gaini "Cknag” peyenmom
no 50 TabneTtok y BiANoBiAa/bHI KOHTPO/b
KOHTeliHepax; no 50 cTHO SIKOCTIi, BUMYCK
Tabnetok y 6aHui abo "focnigHnii cepii:
KOHTeliHepi, o 1 6aHui 3aB0o/, ToBapucTBo 3
ab0 KoHTeliHepy B nauj "rHyact obmexeHoro

3 KapTOHy; no 25
Tabnetok y 6nicrepax;

BiANOBiga/IbHICT
10 "[JocnigHnia

no 25 TabneTtok y 3aB0[
6nictepi, no 2 6nictepn "THUC,

y nauyui 3 kKapToHy; no 10 YKpaiHa; BCi
TabneTtok y 6nictepi, no cTagji

5 6nicTepis y nauui 3 BVMPOGHMLTBA,
KapToHy KOHTPONb
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MeXeHO0
BignoBigasbHICT
10 "®APMEKC
rePyn-,
YkpaiHa,;

BCi cTagil
BVMPOGHMLTBA,
KOHTPONb
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MEXEHOI0
BiANOBiga/IbHICT
10
"papmaneBTNYH
a KoMmmnarist
"380pos'a”,
YKpaiHa

72.

OVMICTA

cnpeii HasasTbHUIA,
cycneHsis, 137 mkr/50
MKI Ha fo3y, Mo 6,4 1
cycneHnsii y dpnakoni 10
M/; no 1 donakoHy B
KapTOHHIM nayui; no 23 r
cycnensii y pnakoni 25
M/; no 1 donakoHy B
KapTOHHIM nayu,i

MEJA dapma
v6X eHp Ko.
KI

HimeuunHa

BMPOGHUK
BiANOBIgaIbHUIA
3a BUPOGHMLTBO
Hepo3dacoBaHo

T npoayku;i,
nepBuHHe Ta

BTOPWHHE

nakyBaHHs,

KOHTPO/b

sKocTi: Linnna
NimiTeq, 1HAis;

BUPOBHMK,
BignoBigansHNi
3a BMNyCK cepil:

MEJA dapma
'm6X eHg Ko.
KI, HimeyunHa

IHgis/
Himeyunna

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANoBiAHOCTI
€sponevicbkin hapmakonei Ne R1-CEP 2009-333-Rev 01 ans
[il040T PeYOBUHN Bif BXe 3aTBEPAKEHOro BUPOOHWMKa, AK
Hacnigok, 36iNbLIEeHHs nepioLy NOBTOPHOro BUNPO60OBYBaHHS
(3anponoHoBaHo: 60 MicALiB); NOgAHHSA OHOBMEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiickbkiin dhapmakonei Ne R1-
CEP 2009-333-Rev 02 ana fito4oi pevoBUHU Bif, BXe
3aTBEPAKEHOro BMPOGHYMKA i3 3MiHOK Ha3BW Ta agpecu
BrnacHuka CEP Ta BUPO6HUYOI AinsHKM

3a
peyenmom

UA/14920/01/01

73.

OV XIT

kpem no 15 r a6o no 67
ry Ty6i; no 1 1y6iy
KapTOHHIA KopooLi

MeHTonatym
Komnai
NimiTen

AHrnis

MeHTONnatTym
KomnaHi
Nimiten

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay.
BBeaeHHs abo 3MiHM A0 y3arasibHeHWX AaHuX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarnagy, 3MmiHa ynoBHOBaXKeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapMakoHarnsay; KOHTakTHOI
0ocob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YMNOBHOBaXKEHOT 0Cc06M, BiAMNOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKIuvaum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MileHHI MacTep-haiina cuctemy dpapmakoHarnsay) -

6e3
peyenma

UA/1453/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
3MiHa KOHTaKTHOT 0CcO6M YNMOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag, B YkpaiHi. [ponoHoBaHa
peaakuist: PormHcbka OneHa MasniBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0COGU 3asBHNKA,
BifnoBiganbHOI 3a dpapMakoHarnsg B YkpaiHi
74. | BATUNIH- pPO34nH N8 iH'ekuUii 20 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4076/01/01
BIONIK mr/mn, o 5 mn B "®APMCTAH "OAPMCTAH/[, 3MiHa NnapameTpiB cneuyudikadili Ta/abo fonyCTUMUX MeX peyenmom
amnyni; no 5 a6o no 10 OAPT- APT-BIOJIK" NepBUHHOT YNakoBKM rOTOBOrO JIiKapCbKOro 3acoby — BHECEHHS
amnyn y navuj BIONIK" 3MiH y MaTepianu peecTpauiiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoploBasibHUIA 3aci6: NpuBefeHHs
crneundikavii Ha NepBNHHY yNakoBKy (ammnysiv) y BignoBigHICTb
[0 MoHorpadii AdY (3a3HavaeTbes iHopmauis, LWo ammnym
KOHTPO/IOTLCA 3rigHO MoHorpadii APY; y cneumdikawi
[04aTKOBO KOHTPOJTIOTLCA NOKa3HWKN AKOCTI «BHELLHWIA
BUA», «LiBeTHOe KO/bL0 N3/10Ma, ToYKa U3ioMa», «Tur,
dhopma 1 pasmepbl», «Tepmuyeckas CTONKOCTb», «KauecTso
N3/10Ma»); CynyTHA 3MiHa: 3MiHa y MeToAax BUNpobyBaHHS
NepPBVHHOT YNaKoBKW FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHN)
75. | AIMAPUN® Tabnetkun no 2 mr no 10 NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peeCTpaLiiiHMX MaTepiasiB: BUNPaBIeHHS 3a UA/14726/01/01
Tabnetok y 6nictepi, no "KuiBmegnpen "KuiBmegnpena TEXHIYHOT MOMWSIKM B iHChopmaLii LWoAo 3aTBepoKEHNX peuyenmom
3, 5, abo 6 6nictepiB y apar” pat" YyNaKoBOK Ha TUTY/IbHOMY NncTky MKSA nikapcbkoro 3acoby, y
nadui 3 KapToHy 3B'AI3KY 3 HEBIAMOBIAHICTIO KiNbKOCTI 6/1icTepiB y naywyi 3 p.
«YnakoBKa»
76. | AIMAPUN® Tabnetkn no 3 mr no 10 NAT Ykpaina NAT Ykpaina BHECEHHS 3MiH A0 PEECTPaLiiHNX MaTepiasliB: BUNPaB/IEHHS 3a UA/14726/01/02
Tabnetok y 6nictepi; no "Knismegnpen "Kuiemegnpena TEXHIYHOT MOMWSIKM B iHhopmaLil WoA0 3aTBEpPIKEHNX peyenmom
3, 5, abo 6 6nicTepiB y apa pat" yNakoBOK Ha TUTYy/ibHOMY NncTky MKSA nikapcbkoro 3acoby, y
nadui 3 KapToHy 3B'A3KY 3 HEBIANOBIAHICTIO KiJIbKOCTI 6/iCTepiB y nauui 3 p.
«YnakoBka»
77. AIMAPUN® Tabnetkn no 4 mr no 10 MNAT YkpaiHa MNAT YKpaiHa BHECEHHS 3MiH [J0 pEECTPALiiiHMX MaTepiasiB: BUNPaB/EHHS 3a UA/14726/01/03
Tabnetok y 6nictepi; no "KviBmegnpen "KviBmegnpena TEeXHIYHOT MOMUIIKU B iHhOpMAaLLiT LLOA0 3aTBEPAKEHUX peyenmom
3, 5, abo 6 6nicTepiB y apart” patr” yNakoBOK Ha TUTYy/IbHOMY NncTky MKS nikapcbKoro 3acoby, y
nauuj 3 KapToHy 3B'A3KY 3 HEBIAMOBIAHICTIO KiNbKOCTI 6ricTepis y naywi 3 p.
«YnakoBka»
78. | AIOKOP 160 TabneTkn, BKpUTI TOB "dapma YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/8318/01/01
NNiBKOBOK 060/IOHKOHO, Crapt" Crapt” 3MiHM A0 IHCTPYKLi A1 MeAUYHOro 3aCTOCYBaHHA Yy PO34inu: peyernmom
no 160 mr/12,5 mr, no 10 "®apmakonoriyHi BractmsocTi", "Oco6MBOCTi 3aCTOCYBaHHSA",
TabneTtok y 6nictepi; no "Mo6ivHi peakui™ BigNOBIAHO L0 OHOB/IEHOI iHhopmaLlii 3
1,n0 3, no 4 a6o 9 6e3nekun Ajitoyoi pevoBuHN rigpoxnopoTiasvng. BeegeHHA 3MiH
6nicTepiB y nauui 3 npoTarom 3-x MicsiLiB NicnsA 3aTBepAKEHHSA
KapToHy
79. | AIOKOP 80 TabneTku, BKpUTI TOB "®apma Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/8318/01/02
NNiBKOBOK 060/10HKOLO, Crapt” Crapt" 3MiHW A0 IHCTPYKLi AN19 Me4UYHOro 3aCTOCyBaHHA Yy po3ainu: peyenmom
no 80 mr/12,5 mr no 10 "PapmakonoriyHi BnactusocTi”, "OcobMBOCTi 3aCTOCyBaHHSA",
Tabnetok y 6nictepi; no "Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI iHchopMmaLi 3
1,n03,n04a6o9 6e3neku Ailoyoi pevoBuHU TigpoxnopoTiasvng. BBegeHHs 3MiH
6nictepis y nayi nporarom 3-x MicsiLliB NicnA 3aTBepAKEHHSA
KapToHy
80. | AOMIKAP Tabnetku no 25 mr/250 TeBa 13painb AT YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/9969/01/01
Mr no 10 TabneTok y PapmaLeBTika PapmaLeBTUYH 3MiHu 3 siKocTi. A®l. KoHTposb A®I. 3miHa y napameTpax peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
6nictepi, no 5 a6o no 10 n lHgacTpis uii 3aBog TEBA cneumdikauin Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
6nictepis y Kopobui nra.

cneumgikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
nNpoAayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci
BMPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUyYEHHS 3acTapifioro NokasHvka)) - BUIyYeHHs
nokasHuka «Po3unHHICTb» 3i cneyudikadii A®| kapaigona;
3MiHM | Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichbkiii
hapmakonei/MoHorpadii. 3mMiHu, NoB'A3aHi 3 HEO6XiAHICTIO
npuBELEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
hapmakonei gepxasu E€C (3miHa y cneyudikaulisix, nos'asaHa
3i amiHamu B 1Y, abo E€Bponeiicbkiil hapmakonei, abo iHLLii
HaLjioHasbHIli hapmakonei gepxasu €C) - NpUBEAEHHS
cneundikauii A®I Kapaigonu y signosigHicts go EP
(BunyveHHs igeHTUdiKaLil MeTogoM 6MKHBLOT [Y —
crnekTpockonii); 3MiHu | Tuny - 3miHn 3 AkocTi. CepTudpikat
BiNOBIAHOCTI/ME-cepTudpikat BignoBigHOCTI €Bponechkiii
thapmakonei/MoHorpadii. 3mMiHu, NOB'sA3aHi 3 HEO6XiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0 MOHorpadii 4PY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
hapmakonei gepxasu E€C (3miHa y cneyudikauisix, noB'a3aHa
3i amiHamu B 1Y, abo €Bponeiicbkiit hapmakonei, abo iHLLii
HauioHasbHi thapmakonei gepxasu €C) -
npuBefeHHs cneundikauii A®| Kapgigony y BignoBigHIiCTb 40
EP (BWny4yeHHs [oAaTkoBOro BUNpobyBaHHA Ha BMICT CYNyTHIX
[OMILLOK; 3MiHW | TURY - 3MiHK 3 AkocTi. A®L. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo gonycTummx Mex,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BUXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, LWo BUKOPUCTOBYIOTLCS
y npoueci BUpo6HuuTBa AdD| (oNOBHEHHS cneundikauii
HOBWM MOKa3HMKOM AKOCTi Ta BiANOBiAHWM METOA0M
BMNPOGYBaHHS) - AONOBHEHHSA crneumdikalii HoBUM
nokasHukoMm «MBY» 3 BigMOBIAHNM METOAOM KOHTPOJIIO, AKWiA
Bignosigae sumoram EP; 3miHn | Tuny - 3miHu 3 siKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaliin Ta/abo
O0NyCTUMKX MEX, BU3Ha4YeHux y crneuudikayisx Ha Adl, abo
BVXiHWA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTHLCA
y npoueci BupobHuuTBa A®| (BUTyYEHHSI HE3HAYHOTO
nokasHuKa AKOCTi (Hanpuknag BUNyYeHHs 3acTapinoro
NMOKa3HWKa)) - BUNYYEHHS MOKa3HWKa «PO3UYNHHICTb» 3i
cneundikavii A®I Nlesogona; 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l' E-cepTudikar BiANoBIiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeOoOXiAHICTIO NPMBEAEHHS Y BIANOBIAHICTL 40 MOHOrpadil
[dY abo €sponelicbkoi hapmakonei, abo iHLWOi HaLioHabHOT
thapmakonei gepxasu €C (3miHa y cneumdikaLisix, nos'a3aHa
3i 3mMiHamu B 1Y, abo €Bponeiickkiin hapmakonei, abo iHLWil
HaujioHasbHIl thapmakonei gepxasu €C) - 3MmiHa A0

crneundikauii A®I Jlesogonu, a came: KpUTepii BMICT CynyTHIX
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
[OOMILLIOK NpuBeeHi y BiANOBIAHICTb A0 EP; 3miHun | Tuny -
3MiHu 3 sikocTi. CepTuddikat signosigHocTiI/lE-cepTudikar
BiNOBIAHOCTI €Bponelickkilit hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y BiANOBIAHICT A0
MoHorpadii 4dY abo €sponeiicbkoi thapmakonei, abo iHwoT
HauioHanbHOT hapmakonei gepxasun €C (3miHa y
cneundikauisix, moB'sa3aHa 3i 3miHamm B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWUIA HaLioHaNbHIl
hapmakonei gepxasun €C) - BUNYyYEHHS NOKa3HMKa
«lpeHTudikayis» metogom |4 - cnekTpockonis 3i cneyudikauii
A®| NleBogona, y BignosigHocTi Ao EP; 3miHn | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs
A®| abo BMXigHOrO Matepiany/npomiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
BMPOGHMLUTBA AP (iHLI 3MiHM Y MeToAax BUNPOOYyBaHHS
(BKTHOYatOUM 3aMiHy ab0 AONOBHEHHS) Ad| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - BBEAEHHSA A0 crieundikavii
[04AaTKOBOrO MeTofy BUNPOoOYBaHHSA PO3Mipy YacToK (CUTOBUM
MeTOA0M, B AKOCTi &/IbTEPHATUBHOIO BUNPOBYBaHHsA) AdI
JleBogona
81. EKSEMAPWUH TabneTku, BKpUTI AnsoreH IMKo | Jliokcembyp BCi cTagil IpnaHgis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepiasnis: 3MiHu | Tuny - 3a UA/13698/01/01
NMiBKOBOK 060/IOHKOIO, C.ap.n r npouecy npuBeAeHHs cneuudikaLii 4iro4oT peyoBUHN eK3eMecTaHy peyenmom
no 25 mr no 10 BUPOGHMLTBA: (ASMF) Bupo6Huka ScinoPharm Taiwan Ltd, TaliBaHb 3a
Tabnetok y 6nictepi; no Eiilen ®apma nokasHukamun «CynpoBifgHi 4OMILWKN», «BmicT Bogn», «BTpata
3 6nicTepu B nauui 3 Nimites, B Maci npv BUCYyLlyBaHHi «[TMTOMe onTU4YHEe 06epTaHHsA»
KapToHy IpnaHgis; BiANOBIAHO A0 BUMOr EP 3 OHOBNEHHAM MacTep chaiiny
NepBUHHE i (3anponoHosaHo: Bepcia 4 Big 01.03.2016 poky); 3miHW | Tuny -
BTOPUHHE noAaHHs HOBOro cepTudikaTa BiANOBIAHOCTI EBpONechbkili
nakyBaHHs: hapmakonei Ne RO-CEP 2016-156-Rev 00 ans gitouoi
MinmayHT PEYOBUHM Bif, BXXE 3aTBEPAYKEHOIO BUPOOHYMKA, K HACMifOK
Xenckea Jita, 3miHa agpecu BnacHuka CEP
Ipnangis
82. EK3SEMECTAH TabneTku, BKpUTI AT "I'piHgekc" NaT.is TOB IpnaHgis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/15026/01/01
r'PIHAEKC NNiBKOBOK 060/TI0HKOIO, "MinnmoyHT 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTbL peyenmom
no 25 wr; no 10 Xenckeap", 00 MoHorpadii dY abo €Bponeiicbkoi dhapmakonei, abo
TabneTok B 6nicTepi; no Ipnangis iHLOI HaujoHanbHOI thapmakonei Aepxasu E€C - NpuBeAeHHN
3 6nicTepu B nayui 3 (anbTEepHaTMBH cneundikauii girovoi peyoBuHM Exemestane Brpo6HMKa
KapToHy a AinbHUUSA, Ha ScinoPharm Taiwan, Ltd. y BiANoBigHICTb O BUMOT
AKIN MoHorpadii EP 3a nokasHukamu «KifibkicHe BU3HAYEHHS,
npoBOANTLCA «CynpoBigHi foMiLLKM», «BTpaTta B Maci Npu BUCYLLYBaHHI»,
nepBuHHe «lMnuTome onTUYHe 06epTaHHsA» (3anponoHoBaHo: ASMF
nakyBaHHS; Version 4/2016-03-01); 3MiHu | Tuny - NogaHHSA HOBOTO
anbTepHaTMBHa cepTudpikaTa BignoBigHOCTI EBponeiickkiin dpapmakonei Ne RO-
OinbHUUSA, Ha CEP 2016-156-Rev 00 ans gitoyoi pevoBuH Exemestane Big
AKIN BXe 3aTBEepKEHOr0 BUPOOHMKa
nNpoBOANTLCA
BTOPWHHE
nakyBaHHs);

NOBHMI
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BMPOGHUUNIA
npouec: EiplreH
dapwma Jlimiteq,

Ipnangis

83.

EKSUCTA

Kancynu Teepai, no 75
Mr; Mo 14 kancyny
6nictepi, no 2 abo 4
6nicTepn B KApTOHHIA
Kopoo6ui

AT "Apamep,
Papma”

MonbLa

BupobHuuTBO
«in bulk»,
nepsBuHHe Ta
BTOPWHHE
nakyBaHHS:
3aknag
dapmMaueBTUyH
nii Apamep
dapma C.A.,
MonbLya;
Brpo6HMK
NepBUHOrO Ta
BTOPWHOIO
nakyBaHHs,
BWMYCK Cepil:
Mab6’sHiLbKuiA
hapmaLeBTUyH
nin 3aB0Op,
Monbtha A.T.,
MonbLa

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460)

3a
peyenmom

UA/17002/01/01

84.

EK3NCTA

Kancynu Teepai, no 150
Mmr; no 14 kancyn y
6nictepi, no 2 abo 4
6nicTepu B KapTOHHIiA
Kopobui

AT "Apamvep
Papma”

MonbLa

Brpo6HMUTBO
«in bulk»,
nepBrHHE Ta
BTOPUHHE
naxkyBaHHs:
3aknag
dapmMaueBTUyH
nii Anamep
dPapma C.A.,
MonbLua;
Bupo6bHuk
nepBuHOro Ta
BTOPUHOIO
nakyBaHHs,
BWMYCK Cepil:
Mab’sAHiUbKNiA
hapmaueBTUYH
nin 3aBOA,
Monbtha A.T.,
MonbLua

Monbia

BHECEHHS 3MiH A0 peecTpaLiiiHux MaTepiasis: 3MiHa 3asBHVKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bifg 23.07.2015 Ne 460)

3a
peyenmom

UA/17002/01/02

85.

EH)KEPUKC™
Bl
ENGERIX™-B
BAKLIMHA ANSl
MPO®INAKTUK

CyCneHsist Asis iH'exuUii,
20 mkr/1 mn, no 1 mn
(20 mkr) (1 posa gns
popocnux) Ta no 0,5 mn
(10 mkr) (1 posa ans

nakcoCmiTKn
SH EkcnopT
Nimiten

Benuka
BpuTaHis

nakcoCwmitKns
ViH
Bionomxikans
C.A.

Benbris

BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TUny -
3MiHu 3 siKocTi. A®l. Bupo6bHMLTBO. 3MiHM B NpoLiECi
BMPOGHULTBA AD| (He3HauHa 3MiHa Y NpoLeci BUPO6HULITBA
AdI) - Mepernsig Ta OHOBMEHHS AOKyMeEHTaLl, Lo on1cye
BMPOGHUYUIA NpOLEC OTPUMAHHS OYULLEHONO aHTUTEHY

3a
peyenmom

UA/15740/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
1 BIPYCHOIO aiteid) y donakoHi; no 1, Hepatitis B (HBsAgQ) Ta onmc cpoBuHHM, Ska
FENATUTY B, a60 10 abo 25 cknsAHUX BMKOPUCTOBYETLCA Mif Yac Lboro npowecy. BHeceHHs
PEKOMBIHAHT | MOHOZ03HWX h/1aKOHIB y pefakuiiH1x NpaBok Ao po3ginie 3.2.S.2.2 Ta 3.2.S.2.3; 3MiHn
HA KapTOHHI Kopobui; no 1 | TNy - 3MiHW 3 AkocTi. A®l. BUpobHNLTBO. 3MiHN B NpoLIECi
M (20 mkr) (1 posa gns BUpo6HMUTBa AP| (He3HaYHa 3MiHa y npoLeci BUpobHMLTBa
nopocnux) Ta no 0,5 mn ADI) - Y3rogkeHHs 3apeecTpoBaHoro ckiagy
(10 wmxr) (1 posa gns thepmeHTaTnBHOro cepegosuiia F1600, ske
aitein) y nonepefHbL0 BUKOPVCTOBYETLCA Ha CTagil BUTOTOBMEHHA Npe-KynbTypy, 3i
HarnoBHEHOMY LUNPULL; CKafioM cepefoBuLLA, SIKe BUKOPUCTOBYETLCS B BUPOGHUYIN
no 1 nonepegHbL0 npakTuui; 3MiHu | Tuny - 3miHn 3 skocTi. A®I. KoHTponb AdI.
HanoBHEHOMY LLNPULY B 3MiHa y MeTogax BunpobyBaHHs A®| abo BUXigHOroO
KapTOHHilA KOpo6Li marepiany/npomikKHOro NPoayKTy/peareHTy, LWwo
BMKOPUCTOBYETBLCA Y npotieci BUpobHuutea AP| (iHWwi 3MiHK B
MeTofax BUNpobyBaHHA (BK/IOYaoUn 3amMiHy abo JOMNOBHEHHS)
[ONA peareHTy, WO He CNPUYNHAE ICTOTHOTO BM/IMBY Ha SKICTb
A®l) - BunpaBneHHsa aHaniTMYHUX NOCUaHb y MeToAj
KOHTPOJTO0 AKOCTi CUPOBWHW, LLIO BUKOPUCTOBYETLCS NpW
BMPOGHMLTBI HBSAQ i npuBeAeHHsA [0 BHYTPILLHLOT
MOHOrpadii KOHTPOJIH0 AKOCTI, LLIO BUKOPUCTOBYETHCS
86. | 3E/14OKC® Kancynu Teepai no 40 Mdpaiizep IHK. CLWA BUPOGHMLTBO, HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/2595/01/01
Mr, Mo 14 kancyny nakyBaHHs, IpnaHgis 3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikat peyenmom
6nictepi; no 2 6nictepn MapKyBaHHs1, BiANOBIAHOCTI EBponelicbkii hapmakonei/MmoHorpadii.
B KapTOHHIi Kopo6Li KOHTPO/b MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa BigNOBIAHOCTI
AKOCTI, BUMYCK abo BunyyeHHs ceptucpikata BignoBigHOCTI €BpONeNnchbkili
cepii: P-dapm thapmakonei: gna A®l; gns BuxigHoro
[xepmaHi mMartepiany/peareHTy/npoMbKHOIO NPOAYKTY, WO
v6X, BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; A1s AONOMDKHOT
HimeuumnHa; peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeiichkiii
BUPOGHMLTBO Ta thapmakonei gna Adl/BuxigHoro
KOHTPO/b marepiany/peareHTy/npomMikHOro NPOAYKTY abo [OMOMIKHOI
AKOCTI: peyvoBuUHK) - BunyyeHHs cepTudikatis (y BUnagky HasBHOCTI
Mdpaiizep My/bTUNETHOrO cepTudikata Ha matepian) - BUNyYeHHs MNe-
Ipnangis CeptuchikaTy BignoBsigHocTi €Bponelicbkoi ®apmakonei R1-
dapmacbloTikan CEP 2001-332-Rev 02 a1 AONOMDKHOI PEYOBUHW XeENaTuH;
3, Ipnangis 3MiHK | Tuny - 3miHK 3 AkocTi. CepTudcikat BignosigHoCTI/TE-

cepTugikaT BiANOBIAHOCTI €BpONeichbkil
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTudpikaTta BiZANOBIAHOCTI abo BUNYyYeHHA cepTudikara
BignoBigHOCTI €Bponeiicbkili hapmakonei: gns A®I; ona
BWXiQHOro marepiany/peareHTy/npoMiKHOro NPOAyKTY, L0
BYKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANns [OMNOMDKHOT
peyosuHu (FE-cepTtucpikat BignoBsigHOCTI €Bponeichkii
thapmakonei ana A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro nNpoaykTy abo AONOMIKHOT
peyoBuHK) - BunyyeHHs ceptudikatis (y Bunagky HasBHOCTI
MyNbTUNIETHOTO cepTudikata Ha martepian) - Buny4YeHHs INE-
CepruchikaTy BignoBigHocTi €Bponelicbkoi ®apmakonei R1-
CEP 2002-110-Rev 00 g/15 AONOMDKHOI PEYOBUHW XeENaTuH;
3MiHK | Tuny - 3MiHn 3 skocTi. CepTudikaTt BignosigHocCTI/l E-
cepTtudikaT BignoBigHOCTI EBponeiichkiii
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK
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PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUNYyYEHHS cepTudikaTa
BifnoBigHoCTI €Bponelickkili hapmakonei: ana Ad®l; ans
BVXiQHOrO Marepiany/peareHTy/npoMikKHOro NPoAyKTy, L0
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANns [ONOMDKHOT
peyoBunHM (FE-cepTudikat BignoBiAHOCTI EBpoNechkiii
thapmakonei ans A®l/BuxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo AONOMIXKHOT
peyoBuHK) - BunyyeHHs ceptudikaris (y Bunagky HasBHOCTI
MyNbTUNIETHOTO cepTudikata Ha martepian) - Buny4YeHHs INE-
CeprtuchikaTy BignoBigHocTi €Bponelicbkoi ®apmakonei R1-
CEP 2003-172-Rev 01 gns AONOMDKHOI PEYOBUHW XeNaTuH;
3MiHM | Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI ab0 BMyYEHHS cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei: gns A®I; ana
BUXiAHOro marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponelichkiii
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npomMibKHOro NPOAYKTY abo A0MOMKHOI
peyoBuHY) - BunyyeHHs ceptudikatis (y BUnagKy HasiBHOCTI
MyNbTUNAETHOTO cepTudikara Ha martepian) - BUny4veHHs MNe-
CeptuchikaTy BignoBigHoCTi €Bponelicbkoi ®apmakonei R1-
CEP 2000-027-Rev 02 ana oonoMibKHOT peYOBUHM XenaTuH;
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeinchKiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANoBigHOCTI E€Bponeiickkili hapmakonei: gns A®l; ana
BMXiAHOro MaTepiany/peareHTy/MPoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 AONOMDKHOT
peuoBuHu (FE-cepTudpikat BignoBigHOCTI €EBponeichKiii
hapmakonei gna A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTy abo [ONOMIKHOI
peyoBuHM) - HoBMiA cepTuddikat A5 BUXigHOro
MaTepiany/peareHTy/nMpoMiKHOro nNpoAykTy abo AONOMIKHOT
PeyoBUHM Bif, HOBOrO abo BXe 3aTBeEpPKEHOro BUPOGHMKA -
nogaHHsa Hosoro ME- CepTudpikaTy BiANOBIAHOCTI
€Bponelicbkiinn hapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[OMOMDKHOT PEYOBUHW XeNaTuH Bifi HOBOTO BUPOGHYMKa
Rousselot Peabody Inc 227 Washington Street United States
Am.-01960 Peabody, Massachusetts

87.

SE/NNAOKC®

Kancynu Teepai no 80
Mmr, no 14 kancyny
6nictepi; no 2 6nictepn
B KQpPTOHHI kopo6Li

Mdpaizep IHK.

CLWA

BVMPOGHMLTBO,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b
AKOCTI, BUMYCK
cepii: P-dapm

HimeuunHa/
IpnaHgis

BHECEHHS 3MiH [0 peecTpaliiHux maTtepianis: 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo oHoBNEHOro cepTuddikaTa BiANOBIAHOCTI
abo Buny4yeHHs cepTudpikaTa BiANoBigHOCTI EBpoNenchbkili
hapmakonei: ans A®l; Ans BUXiAHOrO

3a
peyerimom

UA/2595/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
[xepmati matepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
M6X, BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; AN1s [ONOMDKHOT
HimeuumnHa,; peyoBuHuM (FE-cepTudikat BignoBigHOCTI EBpoNechkiii
BMPOGHMLTBO Ta thapmakonei ans A®l/BuxigHoro
KOHTPO/b MaTepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo A0NOMIXKHOT
AKOCTI: peyoBuHK) - BunyyeHHs ceptudikaris (y Bunagky HasBHOCTI
Mdpaiizep My/NbTUNIETHOTO cepTudikata Ha martepian) - Buny4YeHHs INE-
Ipnangis CepruchikaTy BignoBigHocTi €Bponelicbkoi ®apmakonei R1-
dapmacbloTikan CEP 2001-332-Rev 02 15 AONOMDKHOI PEYOBUHW XeENaTuH;
3, lpnangis 3MiHM | Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-

cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei: gns A®I; ana
BUXiAHOro marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponelichkiii
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npoMibKHOro NPOAYKTY abo [OMOMKHOT
peyoBuHY) - BunyyeHHs ceptudikatis (y BUnagKy HasBHOCTI
MyNbTUNAETHOrO cepTudikata Ha martepian) - BUny4veHHs MNe-
CepruchikaTy BignoBigHocTi €Bponelicbkoi apmakonei R1-
CEP 2002-110-Rev 00 ana gonoMibKHOT peYOBUHM XenaTuH;
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHoCTI/lIE-
cepTudikaT BignoBigHOCTI EBponeinchKiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANoBigHOCTI E€Bponeiickkili hapmakonei: gns A®l; ana
BMXiZAHOro MaTepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCSA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peuoBuHu (FE-cepTudpikat BignoBigHOCTI €EBponeichKiii
hapmakonei gna A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY abo [ONOMKHOI
peyvoBuUHW) - BunyyeHHs cepTudikatis (y BUNnagky HassBHOCTI
My/bTUNNETHOro cepTudpikata Ha matepian) - BUNy4YeHHs MNe-
CepTudikaTty BignoBigHoCTi €Bponeiicbkoi ®apmakonei R1-
CEP 2003-172-Rev 01 /15 AONOMDKHOI PEHOBUHW XeENaTuH;
3MiHu | TUny - 3miHK 3 AkocTi. CepTudikat BignosigHocCTI/TE-
cepTudikaT BignoBigHOCTI EBponelichkkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUNYyYEHHS cepTudikaTa
BifnoBigHoCTI €Bponelicbkili hapmakonei: ana Ad®l; ons
BVXiAHOrO Marepiany/peareHTy/npoMikKHOro NPoAyKTY, L0
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANns [ONOMDKHOT
peyoBuHM (FE-cepTudikar BignoBigHOCTI EBpoNechkiii
thapmakonei ans A®l/BuxigHoro
MaTepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo AONOMIKHOT
peyoBuHK) - BunyyeHHs ceptudikatis (y Bunagky HasBHOCTI
My/NbTUNIETHOTO cepTudikata Ha martepian) - Buny4YeHHs INE-
CeptudpikaTy BignoBigHocTi EBponelicbkoi ®Papmakonei R1-
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
CEP 2000-027-Rev 02 15 AONOMDKHOI PEHOBVHW XeENaTuH;
3MiHu | TUny - 3miHK 3 AkocTi. CepTudikat BignosigHocCTI/TE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOrO abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUNYyYEHHS cepTudikaTa
BifnoBigHoCTI €Bponelicbkili hapmakonei: ana Ad®l; ons
BVXiQHOrO Marepiany/peareHTy/npoMikKHOro NpPoAyKTy, L0
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANns [ONOMDKHOT
peyoBunHM (FE-cepTudikat BignoBigHOCTI EBpoNechkiii
thapmakonei ans A®l/BuxigHoro
MaTepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo AONOMIKHOT
peyoBuHM) - HoBWIA cepTudikat 4nsa BUXIAHOTO
mMarepiany/peareHTy/npomMbKHOro NPOAYKTY abo [0MOMKHOI
peyoBMHM Bif, HOBOro abo BXe 3aTBEPMKEHOr0 BUPOGHMKA -
nogaHHs Hosoro INE- CepTudikaty BiAnoBigHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[OMOMIXHOI PEYOBWHW XXeNaTuH Big HOBOTO BUPOGHMKA
Rousselot Peabody Inc 227 Washington Street United States
Am.-01960 Peabody, Massachusetts
88. | 3E/14OKC® Kancynu Teepai no 20 Mdpaiizep IHK. CLWA BUPOGHMLTBO, HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/2595/01/04
Mr, Mo 14 kancyny nakyBaHHs, IpnaHgis 3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikat peyenmom
6nictepi; no 2 6nictepn MapKyBaHHs1, BiANOBIAHOCTI EBponelicbkii hapmakonei/MmoHorpadii.
B KapTOHHIi Kopo6Li KOHTPO/b MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa BigNOBIAHOCTI
AKOCTI, BUMYCK abo BunyyeHHs ceptucpikata BignoBigHOCTI €BpONeNnchbkili
cepii: P-dapm thapmakonei: gna A®l; gns BuxigHoro
[xepmaHi mMartepiany/peareHTy/npoMbKHOIO NPOAYKTY, WO
v6X, BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; A1s AONOMDKHOT
HimeuumnHa; peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeiichkiii
BUPOGHMLTBO Ta thapmakonei gna Adl/BuxigHoro
KOHTPO/b marepiany/peareHTy/npomMikHOro NPOAYKTY abo [OMOMIKHOI
AKOCTI: peyvoBuUHK) - BunyyeHHs cepTudikatis (y BUnagky HasBHOCTI
Mdpaiizep My/bTUNETHOrO cepTudikata Ha matepian) - BUNyYeHHs MNe-
Ipnangis CeptuchikaTy BignoBsigHocTi €Bponelicbkoi ®apmakonei R1-
dapmacbloTikan CEP 2001-332-Rev 02 a1 AONOMDKHOI PEYOBUHW XeENaTuH;
3, Ipnangis 3MiHK | Tuny - 3miHK 3 AkocTi. CepTudcikat BignosigHoCTI/TE-

cepTugikaT BiANOBIAHOCTI €BpONeichbkil
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTudpikaTta BiZANOBIAHOCTI abo BUNYyYeHHA cepTudikara
BignoBigHOCTI €Bponeiicbkili hapmakonei: gns A®I; ona
BWXiQHOro marepiany/peareHTy/npoMiKHOro NPOAyKTY, L0
BYKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANns [OMNOMDKHOT
peyosuHu (FE-cepTtucpikat BignoBsigHOCTI €Bponeichkii
thapmakonei ana A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro nNpoaykTy abo AONOMIKHOT
peyoBuHK) - BunyyeHHs ceptudikatis (y Bunagky HasBHOCTI
MyNbTUNIETHOTO cepTudikata Ha martepian) - Buny4YeHHs INE-
CepruchikaTy BignoBigHocTi €Bponelicbkoi ®apmakonei R1-
CEP 2002-110-Rev 00 g/15 AONOMDKHOI PEYOBUHW XeENaTuH;
3MiHK | Tuny - 3MiHn 3 skocTi. CepTudikaTt BignosigHocCTI/l E-
cepTtudikaT BignoBigHOCTI EBponeiichkiii
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUNYyYEHHS cepTudikaTa
BifnoBigHoCTI €Bponelickkili hapmakonei: ana Ad®l; ans
BVXiQHOrO Marepiany/peareHTy/npoMikKHOro NPoAyKTy, L0
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANns [ONOMDKHOT
peyoBunHM (FE-cepTudikat BignoBiAHOCTI EBpoNechkiii
thapmakonei ans A®l/BuxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo AONOMIXKHOT
peyoBuHK) - BunyyeHHs ceptudikaris (y Bunagky HasBHOCTI
MyNbTUNIETHOTO cepTudikata Ha martepian) - Buny4YeHHs INE-
CeprtuchikaTy BignoBigHocTi €Bponelicbkoi ®apmakonei R1-
CEP 2003-172-Rev 01 gns AONOMDKHOI PEYOBUHW XeNaTuH;
3MiHM | Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI ab0 BMyYEHHS cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei: gns A®I; ana
BUXiAHOro marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponelichkiii
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npomMibKHOro NPOAYKTY abo A0MOMKHOI
peyoBuHY) - BunyyeHHs ceptudikatis (y BUnagKy HasiBHOCTI
MyNbTUNAETHOTO cepTudikara Ha martepian) - BUny4veHHs MNe-
CeptuchikaTy BignoBigHoCTi €Bponelicbkoi ®apmakonei R1-
CEP 2000-027-Rev 02 ana oonoMibKHOT peYOBUHM XenaTuH;
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeinchKiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANoBigHOCTI E€Bponeiickkili hapmakonei: gns A®l; ana
BMXiAHOro MaTepiany/peareHTy/MPoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 AONOMDKHOT
peuoBuHu (FE-cepTudpikat BignoBigHOCTI €EBponeichKiii
hapmakonei gna A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTy abo [ONOMIKHOI
peyoBuHM) - HoBMiA cepTuddikat A5 BUXigHOro
MaTepiany/peareHTy/nMpoMiKHOro nNpoAykTy abo AONOMIKHOT
PeyoBUHM Bif, HOBOrO abo BXe 3aTBeEpPKEHOro BUPOGHMKA -
nogaHHsa Hosoro ME- CepTudpikaTy BiANOBIAHOCTI
€Bponelicbkiinn hapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[OMOMDKHOT PEYOBUHW XeNaTuH Bifi HOBOTO BUPOGHYMKa
Rousselot Peabody Inc 227 Washington Street United States
Am.-01960 Peabody, Massachusetts

89.

SEPKAJIH®

PO34MH HaLLKipHWiA, 1 %
no 30 Mny CKNstHOMY
donakoHi; no 1 dpnakoHy
B KQpPTOHHI kopo6Li

Afpax-
[aneHcbkmit
Na6opaTopiii
a.n.

Xopsaris

AfpaH-
[aneHcbkuit
Na6opaTopiii
a.A.

Xopsaris

BHECEHHS 3MiH [0 peecTpaliiHux maTtepianis: 3MiHu | Tuny -
3MiHU BHECEHI B TEKCT MapKyBaHHS YMakoBKW NikapCbKoro
3aco6y LWoA0 3a3Ha4YeHHA MiXKHAPOAHUX NO3HAaYeHb OAUHULL
BMMiplOBaHHS. BBeieHHA 3MiH NpoTArom 6-tm micsAuis
nicnsa 3aTBepPKEeHHsA

6e3
peyenma

UA/12443/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
90. | IBAHAPOHOB TabneTku, BKpUTI Mictpan AHrnis CiHTOH Icnanis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16004/01/02
A KUCNOTA- NNiBKOBOK 060J1I0HKOHD, Kenitan XicnaHis, C.J1. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peuyenmom
BICTA 150 MI' no 150 mr, no 3 MeHeKMeHT 3asBHUKA (B/1aCHMKa peecTpaviiiHoro noceigyeHHs) 3MiHa
Tabnetkn y 6nictepi; no Niviten agpecu 3asiBHUKa
1 6nicTepy B KapTOHHiIl
Kopoo6ui
91. | IBIKAPA® H Tabnetku no 80 mr/25 OPrAHOCUWH OAE EBepTOomXeH IHAjs BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/16929/01/03
Mr, Mo 7 TabneToK B NANDCAEHC Naiicp CaeHcnz 3MiHW [0 IHCTPYKLi A1 Me4UYHOro 3aCTOCyBaHHA Yy po34inu: peuyenmom
a/loMiHiEBOMY briicTepi, N3 (E® 3ET Nimiteq "®apmakosoriyHi BnactusocTi”, "Ocob/MBOCTi 3aCTOCyBaHHS",
no 2 6nictepu y Cl) "Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMEHOI iHchopMaLii 3
KapTOHHIA KopobLi; no 7 6e3nekun Ajl4oi pevyoBuHN rigpoxnopTiasvui. BBegeHHs 3MiH
TabneTok B npoTArom 3-x MicsiLiB NicnA 3aTBepAKEHHSA
antoMiHieBomy 6riicTepi,
no 4 6nictepu y
KapTOHHI/ KopoobLi
92. IBIKAPA® H Tabnetkn no 80 mr/12,5 OPIAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16929/01/02
Mr, Mo 7 TabneTok B NAN®CAEHC Navicp 3MiHW A0 IHCTPYKLi AN18 MeAUYHOro 3aCTOCYyBaHHA Yy po34inu: peuyenmom
a/loMiHiEBOMY briicTepi, N3 (E® 3ET CaeHcms Jlivite "®apmakosoriyHi BnactusocTi”, "Ocob6/MBOCTi 3aCTOCyBaHHS",
no 2 6nictepu y Cl) b} "Mo6iuHi peakuyji" BigNOBIAHO 4O OHOBMEHOI iHChopMaLii 3
KapTOHHIiA KopobLi; no 7 6e3nekun Ajlyoi pevyoBrHN rigpoxnopTiasvui. BBegeHHsA 3miH
TabneTok B npoTarom 3-x MicsiLiB nicnA 3aTBepAKEHHsA
antoMiHieBomy 6iictepi,
no 4 6nictepu y
KapTOHHI/ KopoobLi
93. IBIKAPA® H Tabnetku no 40 mr/12,5 OPIAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16929/01/01
Mr, M0 7 TabneTok B NAN®CAEHC Naiicp 3MiHW A0 IHCTPYKLi A8 MeAUYHOro 3aCTOCyBaHHA Yy po34inu: peyernmom
a/TlOMiHIEBOMY BriicTepi, N3 (E® 3ET CaeHcms flivite "dapmakosioriyHi BnactueocTi”, "Ocob6/MBOCTi 3aCTOCyBaHHS",
no 2 6nictepu y Cl) I} "Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMEHOI iHChopMaLii 3
KapTOHHiiA kopo6Li; no 7 6e3nekun Ajtoyoil pevoBuHN rigpoxnopTiasni. BBegeHHA 3MiH
TabneTok B NMPOTArom 3-xX MicsILiB nicns 3aTBepAKeHHA
antoMiHieBomy 6iicTepi,
no 4 6nictepu y
KapPTOHHI KOpooL
94. I130COPBIAY MOPOLLIOK (CybCcTaHLis) y TOB YkpaiHa TOB HaykoBo- Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - - UA/13554/01/01
ANHITPAT NoABIHMX MilLKax 3 HaykoBo- BMPOGHMYA 3MiHn 3 aKocTi. A®Il. CtabinbHicTb. 3MiHa nepiody NOBTOPHUX
PO3BEAEHUI NAiBKM NO/ieTUIEHOBOI BMPOGHMYa thipma BMNpobyBaHb/nepiogy 36epiraHHs abo yMoB 36epiraHHs AdI
Ons hapmaueBTUYHOro hipma "Mikpoxim" (3a BiACYTHOCTI y 3aTBEpAXEHOMY [OCbE cepTudiikara
3acTOCyBaHHA "Mikpoxim" BifNOBigHOCTI €Bponelickkili hapMakonei, Lo BKIYaE Nepios,
NOBTOPHOro BMNpPo6yBaHHS) (Nepiog NOBTOPHOIO
BMNpo6yBaHHs/nepiof 36epiraHHs) - 36ibLIEHHA abo
BBE/iEHHA nepiody NOBTOPHOro BUNPOGyBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCMiIMKEHb Y PeasTbHOMY
yaci - 36inbLueHHs nepiogy 36epiraHHa ans A®l isocopbigy
AvHITpaTy: 3aTBepaxeHo: 1 pik; 3anponoHoBaHoO: 3 poku
95. | IHO3VH MOPOLLIOK (CybCTaHuis) y MAT YkpaiHa Craprneiik KnTaii BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - - UA/10551/01/01
noABiliHMx "Tanuuchapm” BiocaiiHc Ko., 3MiHa y napameTpax crneuudikadiii Ta/abo fonyCcTUMUX MeX,
nonieTuIeHoBMX IHK. YKaokyiHr BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
naketax gns l'yaHrgoHr BVIXiZHWA/NPOMDKHWIA NpOAYyKT/peareHT, L0 BUKOPUCTOBYIOTLCA

chapmMaLeBTUYHOTO

Crapnelik bio-

y npoueci BUpo6HuuTBa AP (iHLWi 3MiHW); CYNYyTHSA 3MiHa:
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
3acTOCyBaHHs Kemikan BU/yYEHHS 3i cneuudikauii Ta MeToaiB BUNnpodysaHHs Ad|
dapmac'toTuka nokasHMka «AHOMaslbHa TOKCUYHICTb»
PekTOopi
96. | IHOAHPUKC cycnensis (DTPa-HBV- nakcoCmiTKn Benwvka "nakcoCwmiTKns Benbris BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3a UA/16235/01/01
FEKCA™/INFA IPV) ons iH’ekuiii no 0,5 AH EkcnopT BputaHis H 3MiHu 3 siKocTi. APl BUpo6HULTBO. 3MiHM B NPOLLECI peuyenmom
NRIX HEXA™ mn (1 gosa) Ta Nimiten Bionogxikans BMpO6HMUTBa AD| (HE3HAYHa 3MiHA y MpoLeci BUPO6HMLTBA
KOMBIHOBAH niogpinizat (Hib); 1 C.A. A®I) - Mepernsag Ta OHOBMEHHSA AOKYMeHTaLi, Lo on1cye
A BAKUVHA nonepegHsL0 BMPOGHUYMIA NPOLEC OTPUMAHHS OYULLEHONO aHTUTEHY
ansa HanoBHEHWN Hepatitis B (HBSAQ) Ta onmc cMpoBMHK, sika
MPO®DINTAKTUK | ogHopasoBwuii WwWnpuy, BMKOPWCTOBYETbLCSA Mif, Yac LbOoro npouecy. BHeceHHs
N AUOTEPII, (no 0,5 mn (1 gosa)) y pefakuiiHux npaBok Ao po3ginie 3.2.S.2.2 ta 3.2.S.2.3; 3MiHK
NPABLA, KOMMNEKTi 3 ABOMA | Tuny - 3miHn 3 AkocTi. APl BupobHULTBO. 3MiHM B NPOLECI
KALUMOKY ronkamu Ta do1akoH 3 BMPOGHMLTBA AD| (He3HaYHa 3MiHa Y NpoLeci BUpo6HMLTBA
(ALEENONAPH niocpinizatom (Hib) ana ADI) - Y3rompkeHHs 3apeecTpoBaHoro ckiagy
nin 1 803K, WO 3MiLyTbCS pepmeHTaTMBHOrO cepegosua F1600, ske
KOMMOHEHT), nepes BUKOPUCTaHHAM, BMKOPUCTOBYETbLCS Ha CTagil BATOTOB/IEHHS Npe-KynbTypH, 3i
FENATUTY B, y NNacTukosBomy CK/1afi0M CepefioBuLLa, sIKe BUKOPUCTOBYETLCS B BUPOOHWUIl
MONIOMIENITY | koHTeliHepi; no 1 abo no npakTnuj; 3MiHy | Tuny - 3MiHn 3 akocTi. A®IL. KoHTponb AdL.
TA 10 nnacTmkoBux 3miHa y meTogax BunpobyBaHHs A®| abo BUXigHOro
3AXBOPHOBAH | KoHTeliHepiB y mMartepiany/npombKHOro nNpoaykTy/peareHTy, LWo
b, KapTOHHI/ KopoobLi BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHWi 3MiHK B
3BYAHUNKOM MeToAax BUMPOOyBaHHS (BK/OYa0UM 3aMiHy abo [OMOBHEHHS)
AKNX € 0151 peareHTy, Lo He CNPUYMHSIE ICTOTHOIO BMN/MBY Ha SKICTb
HAEMOPHILUS A®I) - BUNpaBAeHHA aHaNiTUYHNX NOCUNaHb y MeTOAj
INFLUENZAE KOHTPOJI0 SIKOCTi CUPOBWHW, WO BUKOPUCTOBYETLCA MpY
TUny B BUPOGHMLTBI HBSAQ | NnpuBeeHH:A 40 BHYTPILLUHbLOT
MOHoOrpadii KOHTPO/IK0 SKOCTI, L0 BUKOPUCTOBYETLCS
97. IHPAHPUKC™ CyCneHsist ANs iH'ekuiid "nakcoCmiTKn Benuka "nakcoCmitKns Benbrisa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |l Tuny - 3a UA/15120/01/01
KOMBIHOBAH no 1 gosi (0,5 mn) y AH ExkcnopT BpuTaHis H 3MiHW A0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHA [0 po34iniB | peyenmom
A BAKUVHA nonepegHL0 Niviten Bionogxikan3 "B3aemogis 3 iHWVMK ikapcbKMK 3acobamu Ta iHLWi Buan
ansa 3anoBHeHoOMy LwnpuLi Ne C.A. B3aemogiit", "OcobnuBi 3axoau 6e3nekn”, "HecymicHicTb".
MPO®INAKTUK | 1y komMnnekTi 3 ogHieo TepmiH BBej,eHHSA 3MiH NPOTArom 6 micsauis
N ANDTEPII, abo fBoMa rosikamut: no
MPABLA, 1 nonepeAHLO
KALUJTHIOKY HanoBHEHOMY LLNpULY Y
ALENIONAPHA | KomnnekTi 3 ogHieto abo
OUYNLLEHA [BOMa rosikamu y
IHAKTUBOBAH | nnactukosomy
A PIOKA KOHTeliHepi; no 1
nAacTKoBoMy
KOHTEeiHepYy B KapTOHHIlA
Kopobui
98. IPUHOTEKAH- KOHUeHTpaT ans Mictpan AHrniA AkTasic ITanisa ITanis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14240/01/01
BICTA NPUrOTYBaHHA PO3UUHY Kenitan C.n.A. AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpec peyenmom
ONs iHdysiid, 20 mr/mn MeHeKMeHT 3as1BHMKA (B/1acHMKaA peecTpaLiiiHoro Noceig4yeHHs) 3MiHa
no 5 mn (100 mr) abo no NimiTen afpecu 3asaBHUKa

15 mn (300 mr), abo 25
M1 (500 mr) y doniakoHi;
no 1 dpsiakoHy B
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 Bionycky peecmpayiliHo2o

3acoby nocsioYyeHHs
KapPTOHHI KOpooLyi
99. ITPYHFAP Kancynu no 100 mr no 4 AHaHTa Benuka MapkcaHc IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/2248/01/01
abo 15 kancyn y Megikeap BputaHis ®apwma /114, 3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3MiHn y peyenmom
6nictepi; no 1 6nictepy nTp. IHAjs; BMPO6HMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCA
B KapTOHHIi Kopo6Li dnamiHro BUNYCKY cepii Ta KOHTPOJIIO SKOCTI FOTOBOrO NiKapCbKoro
dapmacbloTuka 3acoby (3amiHa abo foaaBaHHS BUPOOHMKa, L0 BiAMOBIAAE 3a
nc nta., IHgis; BBE3EHHA Ta/abo BMNyck cepii) - Bkioyatroun
ApTtypa KOHTPONb/BUNPOGYBAHHSA cepil; BBEAEHHS A04aTKOBOT
dapmacboTikas BMPOGHUYOT AinbHUUI ApTypa ®apmacstoTikana MeT. /174.,
3 MeT. NI14., IHAiS | AK HACNifOK NosABa e O4HOT0 BUAY NaKyBaHHS.
IHais BBefeHHS 3MiH NpoTAroM 3-x MicsLB NiCNs 3aTBEPXKEHHS.
3MiHn | TUNY - 3MiHK 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMUTBI. 3amiHa abo BBeAEHHS f0AaTKOBOI
OiNbHULI BUPOGHMLTBA A1 YaCTUHM ab0 BCbOro BUPOBHUYOrO
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULA, Ha SKiR
NpoBOAATLCA OyAb-AKi BUPOGHWYI CTagii, 32 BUHATKOM BUMYCKY
cepiil, KOHTPOIO AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4719 HECTEPUIBHUX NIKaPCbKMX 3aco6iB). CynyTHsA
3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA NikapcbkWii 3aci6. 3MiHM Yy
BMPOOHULTBI. 3aMiHa abo BBeeHHS 10AATKOBOI AiNbHUL
BMPOBHMLTBA A/151 YacTNHM abo BCbOro BUPOGHNYOro npoLecy
rOTOBOrO JliKapcbKoro 3acoby (AiNbHULSA A5 BTOPUHHOMO
nakyBaHHs) - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3amMiHa abo BBeAEHHSA AOAATKOBOI Ai/TbHNL
BMPOBHMLTBA 151 YACTUHM abo BCbOro BUPOBHNYOro npoLecy
roTOBOrO NiKapCbKOro 3acoby (AibHULA ANA NePBUHHOMO
nakyBaHHs) - BBEAEHHS A0AATKOBOI BUPOBHNYOT AifIbHUL
ApTypa dapmacbtoTikans MBT. /IT4., IHAIS. BBegeHHS 3MiH
NpPOTArom 3-X MicALiB Nicnsa 3aTBEPLKEHHS. 3MiHW | Tvny -
3miHu Wwoao 6esnekn/edhekTMBHOCTI Ta thapmakoHarnsagy (iHwi
3MiHM). 3MiHN BHECEHI W00 BUPOOHHUKIB Ta iX
MiCLLe3HaXOMKEHHS /151 MOX/IMBOCTI APYKYBaTW IHCTPYKUIT ANs
KOXHOro BUpo6Huka /13 okpemo, 3 BiANOBIAHUMY 3MiHAMU B
TEKCTi MapKyBaHHS yNakoBOK. BBefieHHs 3MiH NpoTArom 3-X
MicsILiB Micnsa 3aTBepAKEHHS.

100. KAACINA® NMOpOoLUOK ANA ®.XochcpmanH | LUselinapis BMPOGHMLITBO CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13770/01/01
KOHUEHTpaTy ans -Na Pow Mg, Hepo3dhacoBaHo | LUBeiiuapis/ 3MiHu Wopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peyenmom
PO34uHy A5 iHgy3ili no T npoayku;i, HimeuunHa BBefeHHSA abo 3MiHM [0 y3arasibHeHUX AaHnX NpPo cucTemy
100 wr, 1 cpnakoH 3 nepsBuHHe thapmakoHarnsgy (BBeAeHHs y3arasibHeHVUX AaHnx npo
MOPOLLKOM B KapTOHHii nakyBaHHS: cuctemy hapMakoHarnagy, 3MmiHa ynoBHOBaXKeHoi ocobu,

Kopobui MarteoH BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapMakoHarnsay; KOHTakTHOI
MaHyheKkTypuHr 0ocob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
Cepsicus, N1/1Ci, hapmakoHarnsagy B YkpaiHi, AKLW0 BOHA BigMiHHA Bif,
CLUA; YMNOBHOBaXKEHOT 0Cc06M, BiAMNOBiAaNbHOT 3a 34iACHEHHS
®.XothpmaHH- thapmakoHarnsgy (BKIuvaum KOHTaKTHi AaHi) Ta/abo 3MiHu y
Na Pouw NTa, po3MilLeHHi MacTep-ghaiina cuctemm hapmakoHarnsagy) -
LLieiiuapis; 3MiHa KOHTaKTHOT 0Cc06M , BiAnoBigabHOI 3a 3AiICHEHHS
BTOPVHHE dhapmakoHarnagy B YkpaiHi. [ponoHoBaHa pefakuisi —

NakyBaHHA:

MowwHiHa Onibra IBaHiBHa. 3MiHA KOHTAKTHUX AAaHUX KOHTaKTHOI
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
®.XohdpmaHH- 0co6u, BiAMNOBIAa/IbHOI 3a 34iICHEHHS hbapMmakoHarnsagy B
Na Pow N1ta4, YKpaiHi. 3MiHa KOHTaKTHUX AaHKX YNOBHOBaXEHOI 0CO6U
Lseliuapis; 3asBHUKA, BiAMOBiAa/IbHOI 3a 34iiCHEHHA hapMakoHariaay.
BMNPOGYBaHHSA 3MiHa Micus 34iliCHEHH OCHOBHOI Aisi/TbHOCTI 3
KOHTPO/0 hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs MacTep-aiina
AKocTi: Pow cuctemn chapmakoHarnsgy
dapma Arll,
HimeuumnHa,
Pow
[LiarHocTrkc
v6éX,
HimeuumnHa,;
®.XohdpmaHH-
Na Pow N1ta,
Lseliuapis;
BWMYCK Cepil:
®.XohpmaHH-
Na Pow Jltg,
LLiBeliyapis
101. KAACINA® NopoLUOK ANs ®.XohcpmaHH | LUselinapis BMPOBHULTBO cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13770/01/02
KOHLeHTpary ans -Na Pow NTAa. Hepo3dghacoBaHo | LUBeiuapis/ 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyernmom
pO34uHy A5 iHdysili no T npoaykuji, HimeuunHa BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHUX NPo cucTemy
160 wmr, 1 chnakoH 3 nepBuHHe chapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHux npo
NMOPOLLKOM B KapTOHHIl nakyBaHHs: cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
Kopoobui MarteoH BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOT
MaHydeKkTypuHr 0cob6u 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
Cepsicus, JICi, thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
CLUA; YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
®.XohpmaHH- hapmakoHarnsagy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
Na Pouw Nltg, po3MmilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsagy) -
LLiBeiuapis; 3MiHa KOHTaKTHOI 0Co6U , BiAMNOBIAAIbHOI 3a 3A4iACHEHHSI
BTOPUHHE thapmakoHarnagy B YkpaiHi. [MponoHoBaHa pefakuis —
nakyBaHHs: MowHiHa Onbra IBaHiBHa. 3MiHa KOHTAKTHUX JAaHUX KOHTaKTHOT
®.XohdpmaHH- oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy B
Na Pow Nta, YKpaiHi. 3MiHa KOHTakTHUX faHuX YNOBHOBaXXEHOT 0CO6U
LLisenuapis; 3a8BHMKA, BiANOBIA&NbHOI 3a 34iCHEHHA hapmakoHarnagy.
BMNPOGYBaHHSA 3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/TbHOCTI 3
KOHTPO/I0 hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs MacTep-aiina
SKOCTI: Pow cucTemMu dhapMakoHarisgy
dapma Al
HimeuumnHa,
Pow
[LiarHocTnkc
v6X,
HimeuumnHa,;
®.XohpmaHH-
Na Pow Nta,
LLsenuapis;
BWMYCK Cepil:

®.XodhpmaHH-
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Na Pow 14,
LliBeiiuapis
102. KAHAEKOP® H | Ttabnetku, 16 mr/12,5 mr KPKA, 4.4., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepiasnis: 3MiHu | Tuny - 3a UA/13917/01/02
16 no 10 TabneTok y HoBo mecTo HoBso mecTo BW/Ty4EHHS BUPO6HUKa A®| KaHaecapTaHy unnekceTuny peyenmom
6nictepi; no 3, abo no 6, Cadila Healthcare Ltd., India; 3miHu | T1ny - 3MiHK, NOB'A3aHi 3
abo no 9 6nictepis y HeOoOXiAHICTIO NPMBEAEHHS Y BIANOBIAHICTL A0 MOHOrpadil
KapTOHHI Kopo6uj; no [®Y abo €sponelicbkoi hapmakonei, abo iHLWOi HaLioHabHOT
14 Tabnetok y 6nictepi; thapmakonei gepxasu €C - npuBefeHHA cneundikavii Ha APl
no 1, a6o no 2, a6o no KaHAecapTaHy umnekceTuny y BignosigHICTb A0 BUMOT
4, abo no 6, abo no 7 €Bponeiicbkoi ®apmakonei; 3MiHu | Tuny - NogaHHA HOBOro
6nicTepiB y KAPTOHHIl CEP(CEPNe RO-CEP 2011-309-Rev 03) ans Adl
Kopoo6ui KaHAecapTaHy UunekceTuny Bif HOBOro BUPo6HMka API; 3miHn
Il TNy - oHOBNEHHA MalicTep-dhaiiny Ha A®l KaHaecapTaHy
uunekceTun Big BUpo6bHuKa APl
103. KAHAEKOP® H | Ttabnetku, 16 mr/12,5 mr KPKA, 4.4., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13917/01/02
16 no 10 TabneTtok y HoBo mecTo HoBo mecTo 3MiHa y MeToAax BUNpobyBaHHS roTOBOro /likapcbkoro 3acoby | peyenmom
6nictepi; no 3, abo no 6, - HE3HAYHI 3MiHM B aHaNiTUYHIl MeToauLi «CynpoBigHi
ab6o no 9 6nictepiB y [LOMILLIKM»
KapTOHHI Kopo6uj; no
14 Tabnetok y 6nictepi;
no 1, a6o no 2, a6o no
4, abo no 6, abo no 7
6nicTepiB y KAPTOHHIl
Kopobui
104. KAHAEKOP® H | Ttabnetku, 32 mr/12,5 mr KPKA, a.4., CnoBeHis KPKA, a.4., CnoseHisa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13918/01/01
32 no 10 TabneTok y Hoso mecTo Hoso mecTo 3MiHa y MeTofax BUNpobyBaHHA roTOBOrO NikapCbKoro 3acoby | peyenmom
6nictepi, no 3, abo no 6, - HE3HaYHI 3MiHX B aHaNITUYHIN MeToaunLi «CynpoBigHi
abo no 9 6nictepiB y [OMILLKM»
KapTOHHIiA Kopo6Li; no
14 TabneTok y 6nictepi,
no 1, a6o no 2, abo no
4, abo no 6, abo no 7
6nicTEpIB Y KAPTOHHIN
Kopo6ui
105. KAHAEKOP® H | Ttabnetku, 8 mr/12,5 mr KPKA, a.4., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | TUny - 3a UA/13919/01/01
8 no 10 Tabnetok y HoBo mecTo HoBeo mecTo 3MiHa y MeTofax BUNpobyBaHHS roTOBOrO JlikapcbKoro 3acoby | peyenmom
6nictepi; no 3, abo no 6, - HE3HAYHI 3MiHM B aHaNiTUYHIl MeToauLi «CynpoBigHi
ab6o no 9 6nictepiB y [LOMILLIKM»
KapTOHHI Kopo6Lj; no
14 TabneTok y 6nicTepi;
no 1, a6o no 2, a6o no
4, abo no 6, abo no 7
6nicTepiB y KAPTOHHIl
Kopoo6ui
106. KAHAEKOP® Tabnetku, 32 mr/25 mr KPKA, a.4., CnoBeHisi KPKA, a.4a., CnoBeHisn BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/13917/01/01
HD 32 no 10 TabneTtok y HoBo mecTo HoBso mecTo 3MiHa y MeTogax BUnpobyBaHHS rOTOBOro NiKapCbKoro 3acoby peyernmom

6nictepi; no 3, abo no 6,
abo no 9 6nictepiB y
KapTOHHI Kopo6Li; no

- HE3HAYHI 3MiHM B aHaNiTUYHIN meToauui «CynpoBigHi
[OOMILLKM»
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
14 TabneTok y 6nicTepi;
no 1, abo no 2, a6o no
4, abo no 6, abo no 7
6nicTepiB y KAPTOHHIM
Kopoo6Li
107. KAHAEKOP® Tabnetkn, 32 mr/25 mr KPKA, 4.4., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/13917/01/01
HD 32 no 10 TabneTok y HoBo mecTo HoBso mecTo BUTy4EHHS BUPOOHMKa AD| KaHaecapTaHy LnekceTusy; 3MiHU | peyernmom
6nictepi; no 3, abo no 6, | TMNYy - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
abo no 9 6nictepis y BiANOBIAHICTb A0 MOHOrpadii APY abo €sponeiicbkoi
KapTOHHI Kopo6uj; no hapmakonei, abo iHLIOi HalioHa/IbHOT thapMakonei Aepxasu
14 Tabnetok y 6nictepi; €C - npuBefeHHa cneuudikauii Ha APl kaHaecapTaHy
no 1, a6o no 2, a6o no LunekceTuny y BignoBigHICTb [0 BUMOT E€BPONERCHKOI
4, abo no 6, abo no 7 dapmakonei; 3miHu | Tuny - nogaHHa HoBoro CEP (CEPNe RO-
6nicTepiB y KAPTOHHIl CEP 2011-309-Rev 03) ans A®l kaHaecapTaHy LunekceTuny
Kopoo6ui Bifi HOBOrO BMPOGHWMKA; 3MiHM || TUMY - OHOBNEHHA MaiicTep-
paliny Ha A®| KaHgecapTaHy LuiekceTu Big BUpo6HuKka Al
108. KAHTAB Tabnetku no 8 mr no 14 HOBEN INAY TypeuunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13920/01/01
Tabnetok y 6sictepi; no CAHAI BE CAHAI BE BUYYEHHS BUPOBHUYOT AifbHML (BKOUYAIOUM AifbHUL ANs peyenmom
2, abo 4, abo no 7 TIOXAPET TIOXAPET A®I|, npomiXHOro NPoAyKTy abo roToBOro fikapcbkoro 3acoby,
6nicTepiB y KAPTOHHIl A.LL. A.LL. OiNbHUL 4NS NPOBEAEHHS NakyBaHHS, BUPOOHMKa,
ynakoBLi BiAMNOBIAA/ILHOrO 3a BMUMYCK Cepil, MicLie MPOBeAEeHHS
KOHTPO/tO cepii) abo nocTavasibHUKa BUXIAHOrO MaTepiaty,
peareHTy ab0 LONOMIXXHOI PEYOBUHY - BUNYYEHHS BUPOOHVIKIB
A®| kangecapTaHny unnekcetun Ulkar Kimya Sanayi ve Ticaret
A.S., Turkey Ta Teva Pharmaceutical Industries Ltd., Israel;
3MiHKM | TUNY - NOAAHHA OHOBMEHOTO cepTudikaTa
BignosigHocTI €Bponelicbkin hapmakonei Ne RO-CEP 2013-
256-Rev 01 gna gitoyoi peyoBnHu Candesartan cilexetil Big,
BXe 3aTBePA)KEHOro BUPO6HMKA; 3MiHW | TUMY - NoAaHHSA
OHOBJ/IEHOrO cepTudpikaTa BiANoBIgHOCTI €BpoONenchbkili
hapmakonei Ne R1-CEP 2011-309-Rev 00 ans gito4oi
peuoBuHM Candesartan cilexetil Big BXe 3aTBEpAKEHOIO
BMPOGHUKaA
109. KAHTAB Tabnetku no 32 mr, no HOBEN INAY TypeyunHa HOBEN INAY TypeyuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13921/01/01
14 TabneTok y 6nicTepi; CAHAI BE CAHAI BE BUIYYEHHA BUPOOHUYOI AiNbHULI (BKIOYAOUN AiNbHULi ANs peyenmom
no 2, abo 4, abo no 6 TIODKAPET TIOIKAPET A®I|, TPOMXHOIO NPOAYKTY abo rOTOBOIO JliKapCbKOro 3acoby,
6nicTepiB y KAPTOHHIl A.LL. A.LL. AiNbHULI ANS NPOBeAEHHS NakyBaHHS, BUPOOHUKa,

ynakoBLi

BiZNOBIAa/IbHOTO 3a BUMYCK Cepiid, MicLie NpoBeAeHHS
KOHTPO/O cepii) abo nocTavasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo [AONOMIXXHOT PEYOBWHY - BUTyYEHHS BUPOOHMKIB
A®| kanpecapTaHny unnekcetun Ulkar Kimya Sanayi ve Ticaret
A.S., Turkey Ta Teva Pharmaceutical Industries Ltd., Israel;
3MiHKM | TUNY - NOAAHHA OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI €Bponelickkiit thapmakonei Ne RO-CEP 2013-
256-Rev 01 gna gitoyoi pevoBuHu Candesartan cilexetil Big
BXe 3aTBePA)KEHOro BUPO6HMKa; 3MiHW | TUMY - NoAaHHSA
OHOB/IEHOr0 cepTudikaTa BiANoBigHOCTI EBponelichkil
papmakonei Ne R1-CEP 2011-309-Rev 00 ans gjtouoi
peyvoBnHM Candesartan cilexetil Big BXe 3aTBepKeHoro
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
BMPOGHUKA
110. KAHTAB Tabnetkn no 16 mr no HOBEN INAY TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13920/01/02
14 TabneToK y 6ictepi; CAHAI BE CAHAI BE BUYYEHHS BUPOBHUYOT AifbHML (BKOYAIOUM AiNbHUL AN peyenmom
no 2, abo 4, abo no 6 TIOXAPET TIOXAPET A®I, npomiXHOro NpoAyKTy abo roToBOro Jlikapcbkoro 3acoby,
6nicTepiB y KAPTOHHIl A.LL. A.LL. OinbHULI 4NS NPOBeeHHSA NakyBaHHS, BUPOOHMKa,
ynakoBLi BiANOBIA&/IbHOrO 3a BMNYCK Cepil, MiCLie MPOBEeAEHHS
KOHTPO/tO cepii) abo nocTavasibHMKa BUXIAHOrO MaTepiasty,
peareHTy ab0 JONOMiXHOI PEYOBUHY - BUNYyYEHHS BUPOOHVIKIB
A®| kangecapTany unnekcetun Ulkar Kimya Sanayi ve Ticaret
A.S., Turkey Ta Teva Pharmaceutical Industries Ltd., Israel;
3MiHKM | TUNY - NOAAHHA OHOBEHOTO cepTudikaTa
BignosigHoCTI €Bponelickbkin hapmakonei Ne RO-CEP 2013-
256-Rev 01 ans gitovoi peyoBmHu Candesartan cilexetil Big,
BXe 3aTBePAKEHOro BUPO6HMKa; 3MiHM | TUMY - NoAaHHA
OHOBJ/IEHOrO cepTudpikaTa BiANoBIAHOCTI €BpONeNnchbkili
chapmakonei Ne R1-CEP 2011-309-Rev 00 ans gitouoi
peyoBuHM Candesartan cilexetil Big Bxe 3aTBEpKEHOIO
BMPOGHUKA
111. KAMEUWTABIH | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3a UA/16478/01/01
-TEBA NNiBKOBOK 060/I0HKOHO, YkpaiHa" IHAacTpi3 c.p.o. Pecny6nika 3MiHM B aHaNITUYHIA METOAML 32 NOKA3HUKOM «3a/INLLIKOBI peyenmom
no 150 mr no 10 PO3YMHHWKIB» A1 Ai040i peYOBMHM KaneumTabiHy Bif,
Tabnetok y 6nictepi; no 3aTBepmxeHoro BupobHuka A®| Dr. Reddy’s Laboratories
6 6nicTepiB y KOopobL,i Limited, IHgjs; 3mMiHuW | TUNY - KPUTEPIT NPUIAHATHOCTI 3a
nokasHukom «MikpobionoriyHa unctota» cneuudikauii Ha
Ailo4y pevyoBuHY kaneuumtabiHy Bif BUPOOHMKA rOTOBOTO
NiKapcbKoro 3acoby akTyanizoBaHo Yy BiANOBIAHICTb 40 BUMOr
EP. BBefeHHs1 3MiH NPOTArom 6-Tu micAwiB nicnsa
3aTBepAKEHHA
112. KANEUUTABIH | TabneTku, BKpUTI TOB "TeBa YkpaiHa Tesa Yex Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16478/01/02
-TEBA NNiBKOBOK 060/I0HKOHO, YkpaiHa" IHgacTpi3 ¢.p.o. Pecny6nika 3MiHM B aHaNITUYHIA MeToANML,i 3a MOKA3HMKOM «3a/INLLIKOBI peuyenmom
no 500 mr no 10 PO3YMHHIKIB» /1A [i040i peYOBUHM KaneumTabiHy Big,
TabneTtok y 6nictepi; no 3aTBepxeHoro Bupo6bHuka A®I Dr. Reddy’s Laboratories
12 6nicTepiB y kopobui Limited, IHgis; 3miHW | TUNY - KpUTEPIT NPURHATHOCTI 3a
nokasHukoM «MikpobiosioriyHa unctoTa» cneyudikauii Ha
Aitody peyoBuHy KaneuuTtabiHy Bif BUPO6GHMKA rOTOBOrO
NiKapcbKoro 3acoby akTyasizoBaHo Yy BigNoOBIgHICTb 40 BUMOr
EP. BBegeHHs 3MiH NpoTSArom 6-tu MicAwis nicns
3aTBepAKEHHs
113. | KAPBOMNATIH | koHueHTparT ans Mictpan AHrnis AxTasic ITanis ITanisa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14384/01/01
-BICTA pO34uHy ans iHgysili, 10 Kenitan C.n.A. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peuyenmom
mr/mn; no 5 mn (50 mr/5 MeHeKMeHT 3asBHUKA (B1aCHMKa peecTpaviiiHoro noceigyeHHs) 3MiHa
mn) abo no 15 mn (150 Niviten agpecu 3asiBHMKa
Mr/15 mn), a6o no 45 mn
(450 mr/45 mn), abo no
60 mn (600 mMr/60 mn) y
donakoHi; no 1 dpnakoHy
B KAPTOHHIlA nayui
114. | KAPI3OH XupHa masb, 0,5 mr/lr [Jepmadchapm HimeuunHa Mi6e Mmb6X HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - UA/10950/04/01
no 15 r a6o 30 r, a6o 50 Al ApuHaiimiTTens 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsay. 3a
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n/n

Hassa
JNliKapcbKo20

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3acoby

ry Ty6i; no 1 Ty6i B
KapTOHHI navi

3MiHa y KOpOTKili XapakTepucTuL, Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeNYHOro 3aCTOCyBaHHSA Ha
nigcrasi peryaspHO OHOB/IIOBAHOIO 3BIiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpaviitHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, NPOBEAEHNX BiAMNOBILHO
00 nnaHy negiatpuyHux gocnimkerb (PIP) (3MiHy y3romkeHo 3
KOMMNETeHTHUM YNOBHOBaXXEHWM OpraHoMm) - BHECEHi [0
IHCTPYKUii y po3ginun: "OcobnunsocTi 3acTocyBaHHsA", "M06IYHI
peakuji” 3rigHO 3 AaHVMK W0 6e3nekn 4ityoi pevyoBUHU;
3MiHu I TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHv y KOpoTKili XapaKTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT Ans
MeANYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JaHUMU 3
AKOCTI, AOKNIHIYHUMM, KIHIYHUMUW AaHUMU Ta JaHumy 3
thapmakoHarnagy - BHECEHi 40 IHCTPYKLUIi y po3ain
"MokasaHHSA"; a TakoX y po3ginu: "®apmakoTepaneBTuyHa
rpyna" (Lwono Ha3su), "®apmakonoriyHi BnactmseocTi”,
"MpoTunoka3saHHa", "B3aemogis 3 iHWMMK NiKapCbKUMM
3acobamu Ta iHWi B1uamn B3aemogiii”, "OcobnmBoCTi
3actocyBaHHa" (y T. 4. "3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "34atHicTb BN/IMBATY Ha LUBUAKICTb
peaxuii Nnpu kepyBaHHiI aBTOTPaAHCMOPTOM ab0 iHLMMU
mMexaHizmamu'), "Cnocib 3actocyBaHHsa Ta go3u" (y T. u.
"fitn"), "Mepepo3ysaHHa", "MobiyHi peakuii; po3ain "Aitn";
3MiHM 3riIHO 3 MaTepiaslamMmy PeeCcTpaLiiHoro A0Ccke

peyerimom

3a

UA/10950/03/01

115.

KAPI3OH

ma3b 0,5 mr/rno 15 r
abo 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHIM nayu,i

[Jepmachapm
Al

HimeyunHa

Mi6e MmbeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis: 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpOTKili XapakTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLii 4151 MeANYHOro 3acTOCyBaHHS Ha
nigcrasi peryaispHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B nicnisgspeecTpaviiituii nepiod, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxeHs (PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHWM OpraHoM) - BHECEHi 0
IHCTpYKLii y po3ginun: "OcobnnBocTi 3acTocyBaHHS", "To6iuHI
peaxuii” 3rigHO 3 AaHUMK WoA0 6e3nekun AitoHoi pevoBUHN.;
3MiHuM Il TMny - 3miHn Wwogo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MEJUYHOI0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JaHUMU 3
SIKOCTi, AOKMIHIYHMMM, KNiHIYHUMU AaHUMK Ta AaHUMK 3
thapMakoHarnsay - BHeCeHi [0 iHCTPYKUii y po3ain
"MokasaHHs"; a TakoX y po3ginu: "®apmakoTepaneBTnyHa
rpyna" (Wwoao Ha3swu), "®apmakosoriyHi BnacTmBocTi”,
"MpoTunokasaHHA", "B3aeMogia 3 iHWMMU NiKapCbKUMu
3acobamu Ta iHWi B1uAmn B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHs" (y T. 4. "3acTocyBaHHs y nepios BariTHOCTi abo

roflyBaHHs rpyaar”, "34atHiCTb BN/AMBATU Ha LWBUAKICTb

peyerimom
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
peakuji npy KepyBaHHi aBTOTPaHCMOPTOM ab0 iHWMMM
MexaHizmamun"), "Cnocib 3actocyBaHHs Ta 4o3un" (y T. 4.
"fitn"), "MepeposysanHsa”, "Mob6iyHi peakuii”; posain "Aditn"
116. | KACAPK® H Tabnetkn, 16 mr/12,5 mr | OPFTAHOCUH OAE EBepTOomXeH IHAjs BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3a UA/12313/01/01
no 10 TabneTtok y NANDCAEHC Navicp 3MiHW [0 IHCTPYKLi A1 Me4UYHOro 3aCTOCyBaHHA Yy po3ainu: peuyenmom
6nictepi; no 1 a6o no 3, N3 (Ed 3ET CaeHcus Nlimite "®apmakonoriyHi BractmsocTi”, "Oco6MBOCTi 3aCTOCYBaHHA",
abo no 10 6nicTepiB y Cl) a "Mo6iuHi peakwyji" BigNoBiAHO [0 OHOBMEHOI iHchopMmaLii 3
KapTOHHIA KOpooLi 6e3nekun Ajl4oi pevyoBuHM rigpoxnopTiasvui. BBegeHHs 3miH
npoTarom 3-x MicsiliB Nicns 3aTBepAKEHHSA
117. KACAPK® H Tabnetku, 16 mr/12,5 mr | OPFAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - - UA/12314/01/01
in bulk: no 2500 NANOCAEHC Naiicp CaeHcnz 3MiHW A0 IHCTPYKLi AN18 MeAUYHOro 3aCTOCyBaHHA Yy po34inu:
TabneTok B noAggifiHomy N3 (E® 3ET Nimiteq "®apmakosoriyHi BnactusocTi”, "Ocob6/MBOCTi 3aCTOCyBaHHS",
nakeri; no 1 nakety B Cl) "Mo6iuHi peakuyji" BigNOBIAHO 4O OHOBMEHOI iHChopMaLii 3
Kopobui 6e3nekun Ajlyoi pevyoBmHN rigpoxnopTiasui. BBegeHHsA 3miH
npoTarom 3-x MicsiliB nicns 3aTBepAKEHHsA
118. KBAOPOLIE®® | nopoLloK A/18 pO3UHNHY NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/11759/01/01
ans iH'ekuiino 1,0r; 1 "Knismegnpen "KuiBmegnpena OHOBJIEHHSA BX€ 3aTBEPA)KEHOro TEKCTY MapKyBaHHA peyenmom
oNakoH 3 MOPOLLUKOM Y apar” pat" BTOPVHHOI Ta NEPBMHHOI YNaKOBKM JTiKAPCbKOro 3acoby
nauui (BHECEHHSA NO3HAYeHb OAMHULb BUMIPIOBaHHS, 3
BVKOPUCTAHHAM JliTep NaTUHCLKOro andasiTy). BBeaeHHs
3MiH NPOTArom 6-T1 MicsiLiB Nic/isi 3aTBEPAKEHHs
119. KNEKCAH® pO34uH ANs iH'ekuiid, 10 TOB "CaHodi- YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu Il Tuny - 3a UA/7181/01/01
000 aHTK-Xa MO/1 mn, ABeHTIC BIHTPOTM 3MiHn Wwopao 6esnekn/ethekTUBHOCTI Ta hapMakoHarnsagy. peyenmom
Ne 2: no 0,8 mny YkpaiHa" IHOACTPIA 3MiHU y KOPOTKili XapakTepucTuL, flikapCbkoro 3acoby, TekcTi
LUMPWL-A03i i3 3aXMCHOI0 MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro 3aCTOCyBaHHA Y
CUCTEMOI0 ro/IKu, no 2 3B'A3KY i3 HOBUMW JAaHUMU 3 AKOCTI, AOKAIHIYHUMU, KNiHIYHUMK
Lwnpuu-go3n y bnictepi, AaHVMK Ta JaHuMK 3 ddapmakoHarnsagy.
no 1 6nictepy B 3MiHV BHECEHO A0 IHCTPYKUIi AN MeguyHOro 3acTocyBaHHs
KapTOHHIA KopooLi nikapceKoro 3acoby go posginis "Cknag" (BHeceHa
po3'AcHIOBa/IbHA iHhopMaL,is WoA0 Aio4ol peyoBuHY),
"®apmakonoriyHi BnactusocTi”, "lMokasaHHA" (pegaroBaHo y
3B'A3KY i3 CTBOPEHHAM €AVMHOIO NPOEKTY IHCTPYKLi 418 [03
2000 MO, 4000 MO, 8000 MO),
"MpoTunokasaHHA","B3aeMogisa 3 iHWMMUW NiKapCbKUMn
3acobamu Ta iHWi BUAK B3aemogiin”, "OcobnmneocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHoCTi abo
rogyBaHHs rpyaar”, "34atHiCTb BNMBATU Ha LWBUAKICTb
peakuii Nnpu kepyBaHHiI aBTOTPaAHCMOPTOM ab0 iHLIMMU
mMexaHismamu", "Cnoci6 3actocyBaHHs Ta go3un", "Oitn",
"MepeposyBaHHA", "Mo6IYHI peakuii”. BBeAeHHSA 3MiH NPOTAroM
6 micsis nicns 3aTBepKeHHs
120. | KNNEKCAH® pO34uH A4 iH'ekuin, 10 TOB "CaHodi- YkpaiHa CAHO®I ®paHLis BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu |l Tuny - 3a UA/7182/01/01
000 aHTK-Xa MO/Mn, Ne ABeHTIC BIHTPOMN 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsmy. peuyenmom
10 (2x5): no 0,2 mny Ykpaina" IHOACTPIA 3MiHM Y KOPOTKIil XapaKTepuCTULL NiKapCbKoro 3acoby, TeKCTi

LUNPUL-A03i i3 3aXMCHOI0
CUCTEMOIO FO/IKM, No 2
Lwnpuy-A03u y énictepi,
no 5 6nictepiB y
KapTOHHI Kopo6Li; no

MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMW JaHUMU 3 IKOCTi, AOKNIHIYHUMU, KIIHIYHUMUW
JaHMMu Ta fjaHumuy 3 dpapmakoHarnsgy. 3MiHM BHECEHO A0
IHCTPYKUIT 415 MEAMYHOrO 3aCTOCYyBaHHS Nikapcbkoro 3acoby
[0 po3ginis "Cknaa" (BHeceHa po3'siCHIBa/IbHa iHhopMaLlis
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK
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peecmpayiliHo2o
nocsioYeHHs1

0,4 MmN y Wwnpuu-403i i3
3aXMCHOI CUCTEMOIO
roM1IKM; No 2 WnNpuL-A03u
y 6nictepi; no 5
6nicTepiB y KAPTOHHIl
Kopoo6ui

LLIOAO AiHo40i pevyoBuHK), "dapmakosnoriyHi BnacTneocTi”,
"Moka3saHHs" (pegaroBaHo Yy 3B'sA3KY i3 CTBOPEHHAM €4MHOI0O
NPOEKTY IHCTPYKLii gnsA o3 2000 MO, 4000 MO, 8000 MO),

"MpoTrnoka3aHHsa","B3aemogis 3 iHWMMM flikapCbkumm
3aco6amu Ta iHWi B1uAmn B3aemogiii”, "OcobnmBoCTi
3acTocyBaHHs", "3acTocyBaHHs Yy nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "34atHicTb BN/IMBATU Ha LIBUAKICTb
peaxuii Nnpu kepyBaHHi aBTOTPaAHCMOPTOM abo iHLIMMU
mexaHismamu", "Cnoci6 3actocyBaHHs Ta gosun", "Oitn",
"MepepnosyBaHHa", "Mob6iyHI peakuii”. BBeAeHHS 3MiH NPOTArom
6 MicALiB nic/a 3aTBepAKEHHS

121.

KOMBIrPUN®

Ma3b no 20ry
KOHTeliHepi; mo 1
KOHTelHepy B nauli; no
20 ra6o no 401y Ty6i;
no 1 Ty6i y KapTOHHii
nauui

OpraHocuH
Nand
CaeHcus MBT.
nra.

IHgis

EHK'106 ETikan3
MpaiBit Mimites

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo oHoBNEHOro cepTuddikaTa BiANOBIAHOCTI
abo Buny4yeHHs cepTudpikaTta BiANoBigHOCTI EBpoNenchbkili
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMKHOro NMPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBuHM (cepTudikat BifgNoBiAHOCTI EBpONEiiChKiit
thapmakonei) - Houii cepTudikar Bif HOBOrO BUPOGHMKA
(3amiHa abo fOMOBHEHHS). BBeAeHHSA HOBOro BUpoGHMKa AdI
NeBomeHTON Symrise AG, Germany 3 HafaHHAM HOBOro R1-
CEP 2004-100-Rev 01. YTouHeHHs Ha3Bu APl y po3gini
"Cknag" (3aTBeppkeHo: MeHTO/; 3anpornoHOBaHo:
JNleBoMeHTON). CynyTHSA 3MiHa - AAMIHICTPaTUBHI 3MiHU. 3MiHa
Ha3sBu APl abo fONOMIXHOI peyoBuHU. 3MiHN | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6GHUYOT AinbHUL
(BKtovaroum ginbHUL ans A®l, npoMixHOro NpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHS
nakyBaHHs, BUPOGHYKa, BignoBigasibHOro 3a BUMYCK Cepil,
MicLLe NpoBefeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
BVXifHOrO Martepiany, peareHTy abo AONOMiXHOT peyoBUHU
(AIKLLLO 3a3HAYEHO Y A0CHE) - BUTYYEHHS BUPOOHNYOT AifIbHUL
o151 A®l Menton Orhid Chemicals, India.

6e3
peyenma

UA/1920/02/01

122.

KOMEryc®

TabneTkn, BKpUTI
NNiBKOBOK 060/TI0HKOIO,
no 200 wmr, no 168
TabneTok y goNakoHi; no
1 dpnakoHy B KapTOHHii
Kopobui

®.XochpmaHH
-Jla Pow T4

LLBeiuapis

BMPOGHMLITBO
Hepo3dhacoBaHo
T npoaykuji:
MaTeoH IHK.,
KaHapga;
nakyBaHHS:
IBepc-/i AT,
LLiBeiiuapis;
®.XohhmaHH-
Na Pow Nltg,
LLiBeiiuapis;
BMNPOGYBaHHS
KOHTPO/O
AKOCTI: Pol

KaHnaga/
LBeiuapis/
Himeyunna

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHu Wopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay.
BBeaeHHs ab0o 3MiHM A0 y3arasibHeHWX AaHuX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVUX AaHnx npo
cuctemy hapMakoHarnagy, 3MmiHa ynoBHOBaXKeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapMakoHarnsay; KOHTakTHOI
0ocob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, AKLW0 BOHA BigMiHHA Bif,
YMNOBHOBaXKEHOT 0Cc06M, BiAMNOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKIuvaum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHi MacTep-ghaiina cuctemm hapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0Cc06M , BiAnoBigabHOI 3a 3AiICHEHHS
thapmakoHarnsgy B Ykpaini. MponoHoBaHa pegakuis —

MowwHiHa Onibra IBaHiBHa. 3MiHA KOHTAKTHUX AAaHUX KOHTaKTHOI

3a
peyerimom

UA/8616/01/01




99

n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa
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peecmpayiliHo2o
nocsioYeHHs1

dapma Arll,
HimeuumnHa,
BUMNYCK cepil:
®.XohdpmaHH-
Na Pow N1ta4,
LiBeliuapis

0co6u, BiAMNOBIAa/IbHOI 3a 34iICHEHHS hbapMmakoHarnsagy B
YKpaiHi. 3MiHa KOHTaKTHUX AaHKX YNOBHOBaXEHOI 0CO6U
3asBHUKA, BiAMOBiAa/IbHOI 3a 34iiCHEHHA hapMakoHariaay.
3MiHa Micus 34iliCHEHH OCHOBHOI Aisi/TbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs MacTep-aiina
cmcTemMun chapmakoHarnsgy

123.

KOPBANAVNH®

Kpanni opasibHi, no 25
My ¢hnakoHi; no 1
thnakoHy B nayui; no 50
My chnakoHi; no 1
donakoHy B nauuj

MAT
"®apmak”

YkpaiHa

MAT "®apmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB: yTOUHEHHA
HanucaHHs yMOB Bignycky B Hakasi MO3 YkpaiHu Ne 728
Big 04.04.2019 B npoueci BHeCEHHA 3MiH (3MiHu | Tuny -
BUJTyHEHHA BUKNAEeHHSA NMOBHOI METOAMKM 3a MOKa3HUKOM
«Mikpob6ionoriyHa YucToTa» B METOAAax KOHTPOJIO Ajto4oTl
PEYOBUHM €TUIOBOTO edhipy 0-6pomi3oBaniepiaHOBOI KMCNOTU
Ta A0AAaHO MOCUNAHHS Ha 3arasibHi cTatTi 4dY go
3aTBEPKEHOro nocunaHHs Ha EP; 3MiHu | Tuny - 3miHa y
mMeTodax BunpobysaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa ADI (He3HauHi
3MiHV Y 3aTBEPAKEHNX MeTofax BUNPO6yBaHHs); 3MiHu | Tuny
- 3MiHM B npoueci BupobHuuTea APl (HesHayHa 3miHa y
npoueci Bupo6bHuLTBa A®I) - 3MiHX B nNpoLieci BUPO6HULTBA Ha
BMPOGHMUIl nnowaaui y m. LLlocTka; 3miHu | Tuny - BUNy4YeHHs
BVK/TafleHHA NOBHOI METOAVKY 3a MOKa3HUKOM
«Mikpo6ionoriyHa YucToTa» B MeTOAax KOHTPOJIO Aito4oTl
peyoBUHM heHobapbiTany Ta AoAaHO NOCWUIaHHA Ha 3araibHi
ctarTi A®Y o 3aTBEepKEHOro nocunaHHa Ha EP; 3miHu | Tuny
- 3MiHEHO YacTOTy BUNPOOYBAHHSA 3a NOKa3HUKOM
«MikpobionoriyHa unctota» B cneyudikauii Ha gjrouy
peyoBUHY eTUI0BOr0 equipy 0-6poMi3oBasiepiaHOBOT KUCOTH
i3 BU3HAYEHOI0 NEPIOANYHICTIO — NepLUy Ta KOXHY AecATy
HacTyMHi cepii; 3MiHW | TUNY - BUNYYEHHA BUKNAAEHHS NMOBHOI
MEeTOAMKM 3a NokasHMKoM «MikpobionoriyHa yicToTa» B
MeToZax KOHTPOJItO AitoH0i peHoBUHM 0Nl M'ATU Ta 404aH0
NOCWaHHA Ha 3arasibHi cTatTi AdY 00 3aTBEPAKEHOr0
nocunaHHs Ha EP; 3miHu | Tvny - BUNy4YeHHs BUKNageHHs
NOBHOT METOAMKM 3@ NOKa3HNKOM «MikpobionoriyHa YmctoTa»
B METOAAax KOHTPOSIO Ait040i PeYOBMHM OAii XMEIo Ta A0AaHO
nocunaHHA Ha 3arasibHi cTatTi 4PY o 3aTBepAKeHoro
nocwaaHHa Ha EP; 3MiHu | Tuny - 3MiHeHo YacToTy
BMNPOOYBaHHA 3a NOKa3HMKOM «MikpobionoriyHa ynctota» B
cneuudikauii Ha fitody peqyoBuHy heHobapbitany i3
BM3HAYEHOI0 NEPIOANYHICTIO — NEPLLY Ta KOXHY M'ATY HACTYMHI
cepii). Pegakuisi B Hakasi — 6e3 peuenTa. 3anponoHoBaHa
pefakuis — no 25 mn — 6e3 peuenta; no 50 ma — 3a peLenToMm.

no 25 msa—
6e3
peyenma;
o 50 msa1—
3a
peuyenmom

UA/2553/01/01

124.

KOPBAJITAB

Tabnetku; in bulk: no 7
Kr TabneToK y
nonieTuieHoBomy
naketi; no 1 nakeTy B
KOHTeliHepi

TOB "®apma
Crapt”

Ykpaina

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB: yTOUHEHHA
HanMcaHHA ynakoBKu B Haka3i MO3 YkpaiHu Ne 728 Big
04.04.2019 B npoueci nepepeecTpauii (TOMUIKOBO pa3oMm 3
ynakoBkot y chopmMi in bulk 6yno 3a3HavyeHo ynakoBky Ha
roToBwWiA Nikapcbkuii 3aci6). Pefakuis B Hakasi — TabneTku; no
10 TabneTok y 6nictepax; no 10 TabneTok y 6aicTepi; no 2 1a

UA/3760/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
10 6nicTepiB y nayui 3 kapToHy; in bulk: no 7 kr Tabnetok y
nonieTusIeHoBOMyY MakeTi; N0 1 NakeTy B KOHTENHepi.
3anponoHoBaHa pegakuisa — TaéneTky; in bulk: no 7 kr
TaGneToK y nonieTusieHoOBOMy nakeTi; no 1 nakety B
KOHTeWHepi.
125. KCAJIKOPI Kancynu no 200 mr, no NPANEP CLA Mdpaiizep HimeuyunHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3miHM | Tuny - 3a UA/14081/01/01
60 kancyn y dpiakoHax: EWY.CLMI. MeHtohekvypyH 3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat peyenmom
no 10 kancyn y 6nictepi; | KOPMOPENLU r JoiiuneHy, BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
no 1 a6o no 6 6nictepis H 6X MoaaHHA HoBOro abo oHoBMEHOro cepTuddikaTa BiANOBIAHOCTI

Y KapTOHHIli kopobu,; No
60 kancyn y dnakoHax;

no 10 kancyn y 6nictepi;
no 1 a6o no 6 6nictepis
Y KapTOHHiIli kopoobLi

abo Buny4yeHHs cepTudpikaTta BiANoBigHOCTI EBpoONenchbkili
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peuoBuHu (FE-cepTudpikaT BignoBigHOCTI EBponelickkiii
hapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npomMiKHOro NPoAyKTy abo [0MOMKHOI
peyoBuHM) - HoBWIA cepTudpikaT An1s BUXigHOrO
marepiany/peareHTy/npomMikHOro NPoAYKTy abo [OMOMKHOI
PeyoBMHM Bifi HOBOrO abo BXe 3aTBePMKEHOro BUPOGHMKA -
nogaHo Hoswii TE-cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
dhapmakonei No. R1-CEP 2010-043-Rev 00 gnst fONOMiXHOT
PeyYOoBWHW XenaTuH Bif, 3aTBEPMAXEHOro BUpobHMKa Rousselot,
CLA,; 3miHm | Tuny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBpONECHKii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTudpikaTta BiZANOBIAHOCTI abo BUNYyYeHHA cepTuddikara
BignoBigHOCTI €Bponeiicbkili hapmakonei: gnsa A®l; ana
BWXiQHOro marepiany/peareHTy/npoMiKHOro NPoOAyKTY, L0
BVKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANns [OMNOMDKHOT
peyosuHu (FE-cepTtucpikat BignoBsigHOCTI €Bponeichkii
thapmakonei ana A®l/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro nNpoaykTy abo AONOMIXKHOT
peyoBuHK) - BunyyeHHs ceptudikatis (y Bunagky HasBHOCTI
My/nbTUNIETHOrO cepTudikata Ha maTtepian) - Buny4veHo MNE-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei No. R1-
CEP 2002-110-Rev 00 Ha enaTuH Bif 3aTBEPAKEHOIO

BMpo6HMKa PB Gelatins, Benbris; 3mMiHu | Trny - 3MiHW 3 AKOCTI.

CepTtudpikat signosigHocTi/l E-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiANoBIAHOCTI @60 BUMYYEHHS
cepTtudpikaTa BigNoBiAHOCTI E€Bponelickbkiin hapmakonei: ans
A®l; ans BuxigHoOro matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI AL, Ans
LonomkHOT pedoBuHu (ME-cepTudikat BignosigHoCTI
€sponelicbkin hapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npoMiKHOro NPOAYKTy abo [0MOMKHOI
peyoBuHM) - BunyyeHHs ceptudikatis (y BUNagKy HasiBHOCTI
MynbTUNAETHOrO cepTudpikata Ha matepian) - BunyyeHo MNe-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei No. R1-
CEP 2003-172-Rev 01 Ha XenaTuH Bif 3aTBEP)KEHOIO
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PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BMpo6HuKa Gelita Group, HimeuuunHa; 3miHW | Tuny - 3miHuW 3
sAKocTi. CepTudikar signosigHocTi/lE-cepTudikar
BiNOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo oHOBEHOTO cepTuddikaTa BiANOBIAHOCTI
abo BUNy4YeHHs cepTudpikaTa BiANoBigHOCTI EBponenchkili
hapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANns [ONOMDKHOT
peyoBunHM (FE-cepTudikat BignoBigHOCTI EBpoNechkiii
thapmakonei ans A®l/BuxigHoro
MaTepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo AONOMIKHOT
peyoBuHK) - BunyyeHHs ceptudikatis (y Bunagky HasBHOCTI
My/NbTUNIETHOrO cepTudpikata Ha martepian) - BunyveHo MNE-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei No. R1-
CEP 2000-027-Rev 02 Ha XenaTuH Bif 3aTBEPAKEHOIO
BMpo6HUMKa Rousselot, CLUA; 3miHu | Tuny - 3MiHW 3 AKOCTI.
CepTudbikat signosigHocTi/l E-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiANoBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BigNoBiAHOCTI E€Bponelickbkiin hapmakonei: ans
A®l; ansa BuxigHoOro matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Y BUPOOHNLTBI AL, Ans
[onomikHOT peyoBuHu (ME-cepTudikat BignosigHoCTI
€sponelicbkili hapmakonei ans A®I/BuxigHOro
mMarepiany/peareHTy/npoMbKHOro NPOAYKTY abo A0MOMKHOI
peyoBuHY) - BunyyeHHs ceptudikatis (y BUnagKy HasiBHOCTI
MyNbTUNAETHOrO cepTudikata Ha matepian) - BunyyeHo MNe-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei No. R1-
CEP 2001-332-Rev 02 Ha XenaTuH Bif 3aTBEP)KEHOIO
BMpo6HMKa Rousselot, CLLA

126.

KCANKOPI

Kancynu no 250 mr; no
60 kancyn y cnakoHax:
no 10 kancyn y 6nictepi;
no 1 a6o no 6 6nictepis
Y KapTOHHIli kopobLi; No
60 kancyn y cnakoHax;
no 10 kancyn y 6nictepi;
no 1 a6o no 6 6nictepis
Y KapTOHHIli kopoobLi

NOAVI3EP
ENY.CLIL.
KOPMOPEWILL
H

CLWA

Mdpaiizep
MeHogekvypuH
r JouneHg,
m6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. CepTuddikat signosigHocTiI/IE-cepTudikat
BiANOBIAHOCTI EBponelickbkiin thapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMEHOTO cepTuddikaTa BiANOBIAHOCTI
ab0o BUNy4YeHHs cepTudpikaTa BiANoBigHOCTI EBponenchkili
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BVKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANns [OMNOMDKHOT
peyosuHu (FE-cepTtuchikat BignoBsigHOCTI €Bponeichkii
thapmakonei ana A®l/BuxigHoro
MaTepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo AONOMIXKHOT
peyoBuHM) - HoBMi cepTuddikat Ansa BUXigHOro
Marepiany/peareHTy/npomMibKHOro NPoAyKTy abo [0MOMKHOI
peyoBMHM Bif, HOBOro abo Bxe 3aTBEPAXEHOr0 BUPOGHMKA -
nogaHo Hoswii ME-cepTuddikaTt BiANOBIAHOCTI EBPONEChKIl
thapmakonei No. R1-CEP 2010-043-Rev 00 gnsi 4ONOMiXHOT
PeYOBWHW XeNaTuH Bif, 3aTBEPAXXEHOro BUpo6HMKa Rousselot,
CLUA; 3minu | TUny - 3milm 3 sKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO

3a
peyenmom

UA/14081/01/02




102

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs

cepTucpikaTa BiANOBIAHOCTI a60 BMyYEHHS cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei: gns A®I; ana
BUXiAHOro marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 ONOMDKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npoMbKHOro NPOAYKTY abo A0MOMKHOI
peyoBuHY) - BunyyeHHs ceptudikatis (y BUnagKy HasiBHOCTI
MyNbTUNAETHOrO cepTudikata Ha matepian) - BunyyeHo MNe-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei No. R1-
CEP 2002-110-Rev 00 Ha XenaTuH Bif 3aTBEPKEHOIO

BUpo6HMKa PB Gelatins, Benbrisi; 3mMiHu | TUny - 3MiHK 3 AKOCTI.

CeprtudpikaT BignoigHocTi/l' E-cepTudikar BiANoBIigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJ/IEHOrO cepTudpikaTta BiANoBIAHOCTI abo BUNYYEHHS
cepTuddikaTa BiANOBIAHOCTI EBpoNelichKin dhapmakonei: aAns
A®|; onsa BUXigHOTrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOGHULTBI ADI; Ana
OonomixHoi pevoBuHn (CE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTy abo [O0NOMKHOI
peyvoBuUHW) - BunyyeHHs cepTudikatis (y BUNnagky HasBHOCTI
My/bTUNIETHOTO cepTuddikata Ha martepian) - BunyyeHo lMe-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei No. R1-
CEP 2003-172-Rev 01 Ha enaTviH Bif, 3aTBEpPIKEHOr0
BUpo6HUKa Gelita Group, HimeuyuunHa; 3miHu | Tuny - 3MiHu 3
akocTi. CepTudpikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponelicbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudlikaTa Bi4NOBIAHOCTI
ab0 BuNyYeHHs cepTudikarta BignoBigHOCTI EBponeiickkil
thapmakonei: gna A®l; gns BuxigHoro
mMartepiany/peareHTy/NPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 AONOMDKHOT
peuoBuHu (FE-cepTudpikat BignoBigHOCTI €EBponeichKiii
hapmakonei gna A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTy abo [ONOMIKHOI
peyvoBuHM) - BunyyeHHs cepTudikatis (y BUnagky HassBHOCTI
MY/bTUNIETHOTO cepTudpikata Ha martepian) - BunyyeHo lMe-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei No. R1-
CEP 2000-027-Rev 02 Ha enaTviH Bif, 3aTBEpPIKEHOr0
BUpo6HMKa Rousselot, CLUA; 3MiHK | TNy - 3MiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikar BignoBigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BiANoBiAHOCTI ab0 BUNYUEHHSI
cepTudpikaTa BignoBigHOCTI E€Bponelickkili hapmakonei: ans
A®l; ans BuxigHoro matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI; Ans
[0NoMiXHOT pevoBuHK (CE-cepTudikat BignosigHOCTI
€sponelicbkin hapmakonei ana A®l/BuxigHoro
MaTepiany/peareHTy/nMpoMibKHOro nNpoAykTy abo A0MOoMiXHOI
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
peyvoBuUHW) - BunyyeHHs cepTudikaris (y BUNnagky HasBHOCTI
MY/bTUNIETHOTO cepTudpikata Ha martepian) - BunyyeHo lMe-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei No. R1-
CEP 2001-332-Rev 02 Ha enaTviH Bif, 3aTBEpIKEHOro
BMpo6HMKa Rousselot, CLLA
127. KCENOJA® TabneTku, BKpUTI ®.XochcpmanH | LUselinapis BMPOGHMLITBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/5142/01/01
NAiBKOBOK 060/1I0HKOLO, -Na Pow T4 Hepo3dacoBaHo Mekcuka/ 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
no 150 wmr, no 10 T npoayku;i, LLiBeiiuapis BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy
Tabnetok y 6nictepi; no BMNPOGYBaHHSA thapmakoHarnsgy (BBeAeHHs y3arasibHeHNUX AaHnx npo
6 6nicTepiB y KapTOHHIi KOHTPO/0 cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBakeHOT ocobu,
ynakoBLii AKOCTi: Ekcenna BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMakoHarnsay; KOHTakTHOI
M6X eHg Ko. 0ocobu 3 chapmakoHarnsgy 3asaBHVKa 415 34iNCHEHHS
K, HimeuuuHa; thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
BUPOBHULTBO YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
Hepo3acoBaHo thapmakoHarnagy (BKuyaum KOHTaKTHi AaHi) Ta/abo 3MiHn y
T npoaykuji, po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsgy) -
nepBuHHE Ta 3MiHa KOHTaKTHOT 0Cc06M , BiAMoBigabHOI 3a 34iICHEHHS
BTOPVHHE dhapmakoHarnagy B YkpaiHi. [ponoHoBaHa pefakuis —
nakyBaHHs, MouwHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT
BMNPOGYBaHHSA ocobu, BiANoOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsgy B
KOHTPO/O YKkpaiHi. 3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0co6u
SIKOCTI: 3a8BHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapMakoHarnagy.
MpoaykToc Powwu 3MiHa MicLA 3AiACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
C.A. pe C.B., thapmakoHarnisgy. 3miHa MicLe3HaxogKeHHs MacTep-chainna
Mekcuika; cuctemu dhapmakoHarnsgy
BMNPO6YBaHHS
KOHTPO/0
AKOCTI: PoLwu
dapma Al
HimeuumnHa,;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTpO/0
AKOCTI:
®.XohpmaHH-
Na Pow Nta,
LLsenuapis;
BWMYCK Cepil:
®.XohpmaHH-
Na Pow JlTg,
LLIBeliyapis
128. KCENOAA® TabneTtkn, BKpUTI ®.XohcpmanH | LUBselinapis BMPOBHULTBO HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/5142/01/02
NAiBKOBOK 060/I0HKOLO, -Na Pow 14 Hepo3cacoBaHo Mexkcmka/ 3MiHu Wwopao 6esnekn/edheKTUBHOCTI Ta hapMakoHarnsagy. peyenmom
no 500 mr, no 10 T npoayku;i, LLiBefiuapis BBefeHHs abo 3MiHU [0 y3arasibHeHVX AaHUX NPo cucTemy
Tabnetok y 6nictepi; no BMNPOGYBaHHS hapmakoHarnsay (BBe4eHHs y3arasibHeHUX AaHWX Npo
12 6nictepiB y KOHTPO/I0 cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOI 0coobu,

KapPTOHHII ynakoBLUi

AKocTi: Ekcenna

BiAnoBiga/IbHOI 3a 3AiCHEHHST hapMaKoHarnsay; KOHTakTHOT
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
'm6X eHg Ko. 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
KI, HimeuuunHa; hapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Bif,
BMPOGHMLTBO YNOBHOBaXXEHOT 0CO6U, BiNOBIAANBHOI 33 3iACHEHHS
Hepo3dacoBaHo thapmakoHarnsgy (BKIo4yatum KOHTaKTHi AaHi) Ta/abo 3MiHn y
T npoayku;i, pO3MilLeHHi MacTep-ghaiina cuctemm hapmakoHarnsgy) -
nepBuHHe Ta 3MiHa KOHTaKTHOT 0co6M , BigNOBiAabHOI 3a 3AiACHEHHS
BTOPUHHE thapmakoHarnagy B YkpaiHi. [ponoHoBaHa pefakuisi —
nakyBaHHs, MouwHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX faHUX KOHTaKTHOT
BMNPOGYBaHHSA 0co6wu, BiANOBifa/IbHOT 3a 34iicCHEHHSA thapMakoHarnsay B
KOHTPO/I0 YKkpaiHi. 3MiHa KOHTaKTHMX AaHVX YNMOBHOBaXXEHOI 0co6u
AKOCTI: 3asBHWKa, BiANOBIAANLHOI 3a 34iiCHEHHS (hapMakoHarnaay.
MpoaykToc PoLu 3MiHa MicLs 34iCHEHHSA OCHOBHOT AiSNIbHOCTI 3
C.A. ge CB,, hapmakoHarnsgy. 3miHa mMicuesHaxomKeHHs macTep-aiina
Mekcuika; cuctemu chapmakoHarnsgy
BMNPOGYBaHHSA
KOHTPO/IO
AKOCTI: Pol
Papma Al
Himeyunha;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPO/IIO
AKOCTI:
®.XohpmaHH-
Na Pow Jltg,
LLiBeiuapis;
BUNYCK cepil:
®.XothpmaHH-
Na Pow 14,
LliBeiiuapis
129. | NNIASUKC® Tabnetkun no 40 mr Ne TOB "CaHodi- YkpaiHa CaHodi IHais IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4871/01/01
45 (15x3): no 15 ABeHTIC Nimiteq OHOBJ/IEHHSI METOAMKMN KOHTpo o A®| dypacemia ans peyenmom
Tabnetok y cTpuni; no 3 YkpaiHa" nokasHuka «laeHtudikadis (UV)»; 3miHu | TUNY - BUTYyYEHHS
CTPVNW Yy KAPTOHHIN MeToAMK Ta cneuudikauii ans kKoHTponio A®l dypocemig,
Kopoobui BiANoBigHO MoHorpadpii USP, 3a/miaeTbes KOHTPOsb
BiANoBiAHO 0 BUMOr MoHorpadii €sp.®apm
130. NAHUEPON® kancynu no 30 mr, no 10 MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHM | Tuny - 3a UA/7875/01/01
Kancyn y 6nictepi, no 1 "KuiBmegnpen "Kuismegnpena 3MiHM Woa0 6e3neku/ehekTVBHOCTI Ta dhapmakoHarniagy - peyenmom
6nictepy B nauui apar” pat" 3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKMW NiKapCbKoro
3ac06y W00 3a3HAYEHHS MiXXHapPOAHMX NO3HAaYeHb OAUHULIb
BMMiploBaHHs. BBeieHHA 3MiH NPOTArom 6-T1 micsauis
nicnsa 3aTBepKeHHs
131. | NEBIHOPWUH TabneTkn, BKpUTI CaHnpos CnoBeHisi BMPOBHULITBO CnoBeHis BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TUny - 3a UA/15166/02/01
NNiBKOBOK 060/1I0HKOHO, PapmacbHoTiK "in bulk”, 3MiHW [0 IHCTPYKLUIT 4719 MeAWYHOr0 3aCTOCYBaHHSA Y Po34iv peyenmom
no 250 mr no 10 an3 a.4. nakyBaHHs, "B3aemogis 3 iHWMMK NiKapcbKUMK 3acobamu Ta iHLWi BUan
TabneTtok y 6rictepi; no TeCTyBaHHs, B3aemMogiin", "OcobanBOCTi 3acTocyBaHHSA", "3acTOCyBaHHS Y

3 6nicTepu B KAPTOHHIN

BUNYCK Cepil:

nepiof BarirTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Kopoobui Nex 3acTocyBaHHs Ta go3u", "MobivHi peakwyi” 3rigHo 3
dapmMaLeBTUYH iHdhopMaLLieto LLoA0 MeAMYHOro 3acCToCyBaHHS pedhepeHTHOro
a komnarisa a.4., nikapcbKoro 3acoby
CnoseHis;
nakyBaHHs: Jlek
hapmaLeBTUyH
a KomnaHisa 4.4.,
CrnoseHis
132. NEBIHOPWVH TabneTkn, BKpUTI CaHpos CnoBeHisi BMPOBHULTBO CnoBeHis BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHM | Tuny - 3a UA/15166/02/02
NAiBKOBOK 060/10HKOLO, dapmacboTik "in bulk", 3MiHW A0 IHCTPYKLi 4115 MeAUYHOro 3aCTOCYBaHHS Y po3ainv peyenmom
no 500 mr no 10 an3 a.4. nakyBaHHs, "B3aemogis 3 iHWMMM Nikapcbkumm 3acobamu Ta iHLWi Buan
Tabnetok y 6nictepi; no TecTyBaHHS, B3aemogiin", "OcobmBoCTi 3acTocyBaHHA", "3acTocyBaHHsA y
3 abo 6 bnictepiB y BUMYCK Cepiii: nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
KapTOHHIA KOpooLi Nex 3acTocyBaHHsA Ta o3mn", "MobivHi peakui™ 3rigHo 3
PapmMaueBTUUH iHhopmaLieto WwoA0 MegnyHoro 3acTocyBaHHs ped)epeHTHOro
a komnawisa a.4., nikapcbKoro 3acoby
CnoseHis;
nakyBaHHs: Jlek
hapmaLeBTUYH
a KomnaHisa 4.4.,
CnoBeHis
133. | NNIEBIHOPUH TabneTku, BKPUTI CaHpo3 CnoBeHis BMPOGHMLTBO CnoseHisa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/15166/02/03
NNiBKOBOK 060/I0HKOHO, dapmacbHoTiK "in bulk", 3MiHW [0 IHCTPYKLUIT A8 MeAMYHOro 3aCTOCYBaHHSA Y po3Ainmv peuyenmom
no 1000 mr no 10 an3 a.4. nakyBaHHs, "B3aemogis 3 iHWVMK ikapcbKMK 3acobamu Ta iHLi BUau
Tabnetok y 6nictepi; no TecTyBaHHs, B3aemogiin”, "OcobmBoCTi 3acTocyBaHHsA", "3acTocyBaHHA y
3 6nicTepu B KAPTOHHiIl BUMYCK Cepiii: nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
Kopoobui Nek 3acTocyBaHHs Ta fo3u", "MobiuHi peakwyi” 3rigHo 3
dapmMaLeBTUYH iHdhopMaLieto LWoA0 MeAMUHOro 3aCTOCyBaHHSA pedhepeHTHOro
a Komnaisa 4.4a., nikapcbKoro 3acoby
CnoBeHis;
nakyBaHHs: Jlek
hapmaueBTUYH
a komnaris a.4.,
CrnoBeHis
134. NEBOMIH 30 TabneTkn, BKpUTI Mibe M6X HimeuunHa Mi6e Mv6X HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16583/01/01
NNiBKOBOK 060/I0HKOHO, ApuHalimitten ApuHalimiTTenb 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
0,03 mr/0,15 wr, no 21 b 3MiHa y KOpOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi

Tabnetui y 6nictepi; no
1 a6o no 3, abo no 6
6nicTepiB y KAPTOHHIl
Kopoo6Ui

MapKyBaHHS Ta iIHCTPYKLii A5 MeNYHOro 3aCTOCyBaHHSA Ha
nigcTaBi perysisipHO OHOBJ/THOBAHOIO 3BITy 3 6e3nekn
nikapcbKoro 3acoby, abo AocnifkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHMX BignoBigHO
[0 nnaHy negiatpuyHux gocnimxeHs (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpraHom) 3MiHU BHECEHI A0
IHCTPYKLii y po3ain "Ocob6MBOCTi 3acToCyBaHHS" BiANOBIAHO
[0 OHOBJIEHOT iHGbopMaLii 3 6e3neku Aitoyol
peyoBuHW.BBEEHHA 3MiH NPOTAroM 6-T MicALIB nicns
3aTBEpMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/eddeKTBHOCTI Ta thapmakoHarnsay. 3MiHU y KOpOoTKili
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUT A8 MeANYHOro 3acTOCyBaHHA
reHepuyHuX/ribpuaHx/6ionogibHNX nikapcbkmx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHWIA npenapart (3MiHa
He noTpebye HafaHHsA XO4HNX HOBMX A0AATKOBUX AAHWX)
3MiHU BHECEHI A0 HCTPYKLii y po3ainu "MokasaHHs"
(yTOuHeHHs1), "®apmakonorivyHi B1acTMBoCTi" (pefaryBaHHs),
"MpoTunokasaHHA" (peparyBaHHs), "B3aemMogis 3 iHWMMu
NikapcbkMK 3aco6amu Ta iHLWi BUAW B3aemogii”,
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rofyBaHHsa rpyaar”, "3aaTHicTb BNvMBaTh Ha
LUBMAKICTb peakLii Npu KepyBaHHi aBTOTpaHCNopToM abo
iHLWKMMK MexaHi3mamun” (pegaryBaHHs), "Crocib 3acTocyBaHHs
Ta fo3un" (peparyBaHHs), "MobivHi peaxuii” 3rigHo 3
iHthopmauieto LWoA0 MeaUYHOro 3acTocyBaHHsA pedhepeHTHOro
nikapcbkoro 3acoby (Microgynon®, film coated tablets, 0,03
mg/0,15 mg, B YKpaiHi He 3apeecTpoBaHuii). BBeieHHS 3MiH
NPOTArom 6-T1 MICALIIB MiCNS 3aTBEPLKEHHS

135.

NE®PHO®

TabneTku, BKpUTI
060/10HKO0, MO 20 Mr,
no 10 TabneTtok y
6nictepi, no 3 6nictepn
Y KapTOHHIli ynakoBLi

KYCYM
XENTXKEP
MnBT. NTA.

IHgis

Kycym
Xentxkep MseT
nig

IHgis

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu |l Tuny -
3MiHa BUPOGHMKa BUXiZHOro/MpoMKHOIO NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npoueci Adl, abo
3MiHa BUpO6HUKa (BK/TKOYatouu, fe HeobxigHo, MicLe
NpoBeAeHHA KOHTPOSO SKOCTi) AD| - fofaBaHHA BUPOOHMKaA
Aitoyoi pevosuHn nedpnyHomigy Alembic Pharmaceuticals
Limited, IHgia fo BxXe 3aTBepmkeHOro BupobHuka Aarti Drugs
Limited, IHais

3a
peyenmom

UA/6367/01/02

136.

NIBPA

pO3unH Nns iHQysiii 42
mr/mn no 100 mny
nasawyi; no 1 naswuiy
nauuj

MpusatHe
akuioHepHe
TOBapUCTBO

"lHdpy3ia”

Ykpaina

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHdpy3ia”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHu Wopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay.
3MiHW Y KOPOTKili XapakTepucTunLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT A8 MEAMYHOrO 3aCTOCYBaHHS
reHepnyHuX/ribpuaHMnx/6ionodibHNX nikapcbkx 3aco6is nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHMIA npenapart (3MiHa
He noTpebye HaJaHHS XO4HUX HOBUX AOAATKOBUX AaHUX).
3MiHV BHeCeHi [0 IHCTPYKLi 419 Me4UYHOro 3aCTOCYBaHHsA
nikapcbKoro 3acoby y po3ginu: "lMokasaHHA", a Takox y
po3ginu: "MpoTunokasaHHsa", "B3aemogis 3 iHwumun
nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiii",
"Oco6nmBocTi 3acTocyBaHHs", "Mepeno3ysBaHHsA", "T106IYHI
peakui" BiANOBIAHO A0 iHopMaL,i WoA0 MeaNyHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(TIBOPTIH®, po34unH anst iHdysiid, 42 mr/mn)

3a
peyerimom

UA/15578/01/01

137.

nionie-
BIOJIIK®

niocpinisat Ans emynbcii
Ans iH'ekuid, 1 donakoH
abo nnswka 3
niocpinizatom y nauuj

nAT
"®APMCTAH
JAPT-
BIONIK"

YkpaiHa

MAT
"OAPMCTAH/
APT-BIOJIIK"

YkpaiHa

BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TUny -
BHECEHHS 3MiH Y MaTepianu peecTpadiiHoro gocke p. 3.2.P.7.
Cuctema KoHTelHep/ 3aKynoproBasibHUiA 3aci6 - NprBeaeHHs
cneumdikauii Ha NnepBNHHY ynakoBKy (hs1akOHM CKASHI,
NASALWKN CKNSHI Ta NPO6KM r'yMOBI) Y BiANOBIAHICTbL A0
MoHorpadii APY: 3a3HayaeTbeA iHopMalis, WO d1akoHu
CK/SHI, NASILLKA CKSHI Ta MPOOKN r'yMOBi KOHTPO/IIOKOTHCS
3rigHO MoHorpadii AdY; y cneumndpikauii ansa diakoHis

3a
peyenmom

UA/3549/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

[0[aTKOBO KOHTPO/THOTLCA NOKA3HWKN AKOCTI «BHELLHWIA
BUa», «Popma 1 pasmepbl»; y cneumdikadii o8 naswok
CKNAAHWX A0AATKOBO KOHTPOSIIOIOTLCA MOKA3HUKM AKOCTI
«BHeLwHWiA BUA», «dopma 1 pasmepbl», «Xumuyeckas
CTOWMKOCTb», «TepMuyeckas CTOMKOCTb»; y cneumdikauii ans
Npo6OoK ryMOBMX A0AATKOBO KOHTPOJIIOIOTLCA MOKA3HUKM AKOCTI
«BHeLwHWIA BUA», «dopma v pasmepbl»; CynyTHA 3MiHa: 3MiHa
y MeTogax BMnpobyBaHHA NEPBUHHOI yNakoBKW rOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHW)

138.

NINIH-BIONIK®

niodpinisat gnsa emynbeii
no 500 mr, 1 chnakoH
abo nnswka 3
niochinizatom B nauu;
KOMNAeKT: 3 hnakoHu 3
niocpinisatom Ta 1
inransTop Nebuliser B
nauui

nAT
"®APMCTAH
JAPT-
BIONIK"

YkpaiHa

MAT
"®APMCTAH/L
APT-BIOJTIK"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH Y MaTepiasn peecTpadiiiHoro gocke p. 3.2.P.7.
CucTtema KoHTeliHep/ 3akynoptoBasibHUIA 3aci6b - NpMBEeAEHHS
cneumdikauii Ha NePBUHHY YNakoBKy (h/1aKOHU CKSHI,
NAALWKA CKSAHI Ta NPo6Ku rymoBi) y BiANOBIAHICTb A0
MoHorpadii APY: 3a3HayaeTbes iHopmMauis, Wo dIakoHu
CKNSHI, NASALLKN CKSHI Ta MPOGKN r'yMOBI KOHTPOJIOKTLCS
3rifHO MoHorpadii APY; y cneumdikayii ons hnakoHis
[04aTKOBO KOHTPOIOKTLCS MOKA3HMKN AKOCTI «BHeLWHNiA
BUA», «DopMa 1 pa3mepbl»; y cneumdikalii 45 naswok
CKMSAHMX AOAATKOBO KOHTPO/IHOTHCA NOKA3HWKM AKOCTI
«BHewHnii Bua», «dopmMa 1 pasmepbi», «Xummuyeckas
CTOIKOCTb», «TepMuyeckas CTOMKOCTb»; y cneyndikauii ans
NpPo6OK ryMOBUX A0AATKOBO KOHTPOJIHOIOTHCS MOKA3HUKW SKOCTI
«BHewHuii Bua», «dopmMa 1 pasmepbl»; CynyTHA 3MiHa: 3MiHa
y MeTogax BMnpobyBaHHA NEPBUHHOI yNakoBKWN rOTOBOrO
NiKapcbKoro 3acoby (iHLi 3MiHKn)

3a
peyenmom

UA/3528/01/01

139.

NINO®PNABOH

niocpinisat Ans emynbcii
Ans iH'ekuid, 1 donakoH
abo nnswka 3
nioghinizatom B nauli

nAT
"®APMCTAH
JAPT-
BIOAIK"

Ykpaina

MAT
"OAPMCTAH[,
APT-BIOJTIK"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHa NapameTpiB cnevuudikalili Ta/abo foMyCTUMUX MeX
NepBUHHOT YNakoBKW rOTOBOTO NiKapCbLKOro 3acoby; CynyTHSA
3MiHa: 3MiHa Y MeTofax BUNpobyBaHHS NePBUHHOT yNakoBKM
roTOBOrO JliKapCbKoro 3acoby - BHECEHHS 3MiH Y MaTepianu
peecTpauiiiHoro gocke p. 3.2.P.7. Cuctema koHTeliHep/
3aKynoproBasibHUiA 3aci6 - npuBeAeHHs cneuudikauii Ha
NepBUHHY YyNakoBKy ((0N1akoHW CKNSHI, MIALKA CKNSAHI Ta
NPO6KM rymoBi) y BignoBigHICTb 40 MOHorpadii 4PY:
3a3HayvaeTbCA iHhopmaL,is, Wo 1akoHW CKASHI, NASALKA
CK/I5IHI Ta NPOOKN Ir'yMOBi KOHTPOJIHOIOTLCA 3riAHO MOHOrpadii
[oY; y cneuudpikauii ana pnakoHis Lo4aTKoBO
KOHTPOIOOTLCS MOKA3HWKN AKOCTI «BHewWHNA Bug», «dopma n
pasmepsbl»; y cneumdikadii 418 NAAWOK CKAAHUX JOAATKOBO
KOHTPOOKTHCS NMOKA3HUKN SKOCTi «BHeLwHnii Bug», «®opma un
pa3mepbl», «Xummnyeckas CToKoCTb», «TepMmmyeckas
CTOWKOCTb»;

y cneyudpikauii 4na npo6oK ryMoBuX LO4ATKOBO
KOHTPOIOOTLCS NMOKA3HWKN SKOCTI «BHeLwWHNA Bua», «dopma n
pasmepbI»

3a
peyerimom

UA/3581/01/01

140.

NOMEKCUH®

Kpem BariHanbHUi 2 %
no 78 r kpemy y Ty6i; no
1 Ty6i y KOMMIEKTi 3

Pekopgaari
Ainenp Nt

IpnaHgis

Pekoppaari
IHoacTpia
Ximika e

ITanis

BHECEHHS 3MiH 10 peecTpaLiiiH1x maTepianis: 3MiHuW Il Tuny -
3MiHM A0 IHCTPYKUIT 4719 MEeAMYHOro 3aCTOCYBaHHSA A0 po3ainy
"KaTeropis Biganycky". BBeAeHHs 3MiH npoTarom 3-x Micauis

6e3
peyenma

UA/6094/03/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
amnikaTopom y dapmaceBTika nicnA 3aTBepAKeHHA
KOHTeliHepi; no 1 C.n.A.
KOHTEiHEPY B KApPTOHHIlA
Kopobui
141. | NTOMEKCUH® Kpem 2 % no 30 r y Ty6i, Pekopparti IpnaHgis Pekoppari ITania BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/6094/02/01
no 1 1y6i y kapTOHHiN Ainenp Ntg IHoacTpia 3MiHN A0 IHCTPYKUiT 4151 MEAMYHOrO 3aCTOCYBaHHA A0 PO34iniB | peyenmom
Kopoobui Ximika e "Oco6nMBOCTI 3aCTOCyBaHHSA", "34aTHICTb BM/IMBATU Ha
dapmacesTika LIBUAKICTb peakLii npy kepyBaHHi aBToTpaHcnopTom abo
C.n.A. iHWKYMK mexaHi3mamu”, "IMo6iyHi peakuii”. BBegeHHA 3MiH
NPOTArom 3-X MicsiLiB nicsis 3aTBepKeHHSA
142. | NTOMEKCUH® Kancynu BariHasibHi Pekopparti Ipnangis KataneHT Itani ITania BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu |l Tuny - 6e3 UA/6094/01/01
M’'siki o 600 mr no 1 a6o Ainenp Nt C.n.A. 3MiHN A0 IHCTPYKUiT 415 MEANYHOTO 3aCTOCYBaHHSA A0 PO34iny peyenma
no 2 kancynu y nictepi, "Karteropis Bignycky". BBefeHHsA1 3MiH NPOTArom 3-X micsiuis
no 1 6nictepy B nicnsa saTBepmAKeHHsA
KapTOHHI/ KopoobLi
143. | NTOMEKCUH® Kancynu BariHasibHi Pekopparti IpnaHgis KataneHT Itani ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 6e3 UA/6094/01/02
M’'siki no 200 mr no 3 a6o Ainenp Ntg C.n.A. 3MiHW A0 IHCTPYKUIT AN MEAWYHOTO 3aCTOCYBaHHA [0 po3ainy peyenma
no 6 kancyny énicrepi, "Kateropisi Bignycky". BBegeHHs1 3MiH NPOTArom 3-x micsiliB
no 1 6nictepy B nicns saTBepmKeHHs
KapTOHHi Kopo6Lli
144. | nworons pO34nH AN MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/8047/01/01
PO34/H 30BHILUHLOIO dapmaueBTny dapmMaueBTUyH BUNYUEHHS 3aTBEPpKeHOro BUpo6HuKka Al Mog; 3miHm Il Tuny peyenma
3acTocyBaHHA No 251y Ha habpuka a thabpvika - BBE/]eHHs! HOBOrO BMPOGHUKa ana Adl Mog
chnakoHi; no 1 donakoHy "Biona" "Biona"
B nauuji 3 kKapToHy; no 25
r y chnakoHax
145. | MABTEPA® PO34YUH AN iH'EKLIN, ®.XopcpmanH | LUselinapis BMPOGHMLTBO LLiBefiuapis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny - 3a UA/14231/01/01
1400 mr/11,7 mnno 11,7 | -Na Pow NTpg, Hepo3dgracoBaHo 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. peuyenmom
My chnakoHi, no 1 T npoAykuji, BeefeHHs abo 3MiHU [0 y3araslbHEHNX AaHUX Npo cucTemy
h1akoHy y KapTOHHIl nepBuHHe Ta chapmakoHarnsgy (BBefleHHs y3arasibHeHUX AaHux npo
Kopobui BTOPVHHE cuctemy hapmakoHarisay, 3miHa ynoBHOBaXeHoi ocoou,
nakyBaHHs, BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsaay; KOHTakTHOI
BMNPOGYBaHHSA 0co6u 3 chapmakoHarnsay 3asaBHVKa o5 34iACHEHHS
KOHTPO/O thapMmakoHarnsgy B YkpaiHi, SKLW0 BOHa BigMiHHA Bif,
AKOCTI: YNOBHOB&XeHOT 0cobM, BiANoBiAaNbHOT 3a 34iNCHEHHS
®.XohdpmaHH- thapmakoHarnagy (BKIouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Na Pow NTa, pO3MiLLeHHI MacTep-chaiina cuctemm hapmakoHarnsgy) -
LLsenuapis; 3MiHa KOHTaKTHOT 0cObM 3asiBHUKA, BiANOBIAA/IbHOI 3a
BMNPOGYBaHHSA 3AjiCHeHHs1 hapMakoHarisay B YkpaiHi. [ponoHoBaHa
KOHTPO/O pefakuis — MowHiHa Onbra IBaHiBHa. 3MiHA KOHTaKTHUX
AKOCTI, BUMYCK [aHnX KOHTaKTHOI 0Co6M 3asBHWKa, BigNOBifabHOT 3a
cepii: 3pificHeHHs hapmakoHarnsgy B YkpaiHi. 3MiHa KOHTaKTHUX
®.XohpmaHH- [aHuX ynoBHOBaXXEHOI 0CO6M 3as1BHYIKA, BiANOBIAA/IbHOT 38
Na Pouw Nltg, 3fiicHeHHs hapmakoHarnsay. 3miHa mMicus 34iiCHeHHSA
LLiBeiuapis OCHOBHOI Aisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLie3HaX0MKeHHs MacTep-daiina cuctemy papmakoHarnagy
146. MAXXE3UK- TabneTkn, BKpUTI CaHoBesib TypeyunHa CaHosenb Inay TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHun | Tuny - 6e3 UA/10349/01/01
CAHOBE/b NNiBKOBOK 060/10HKOMO, Insy CaHai Be CaHai Be AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma

no 100 mr no 5

Tugxapet

Tumpxkapet A.LL.

3asiBHMKA (B1acHMKa peecTpauiiHoro NocBigYeHHs1) 3MiHa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Tabnetok y 6nictepi; no A.LL. agpecy 3asBHVKa. 3MiHW | Tuny - AOMIHICTPaTUBHI 3MiHN.
1 a6o 2, abo 6 6nicTepis 3MmiHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
Y KapTOHHiIli kopobLi LisiNIbHOCTI BUPO6GHMKa/iMnopTepa roToBOro J1ikapcbKoro
3aco6y, BK/IH0YAKUU [i/TbHUL BUNYCKY Cepii abo Micue
NpoBeAeHHSA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iIMMOPTEp, BKIOYAKOUMN BUMYCK CePilf)
3MiHa agpecy BUPO6HMKa, 6€3 3MiHK Miclsi BUpo6HMUTBA
147. MAKCUTPO/N® | kpanni o4Hi, o5 Mny Hosapric LLseiiuapis AJKOH - Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/8329/01/01
hnakoHi-kpanenbHuLi Papma Al KyBpbop 3MiHM A0 IHCTPYKLi 419 MeAUUYHOro 3acToCyBaHHSA 40 PO3Ainis: | peyenmom
"[pon-TeiiHep®"; no 1 "B3aemogis 3 iHWK1MKU ikapcbkMU 3acob6amMu Ta iHLWi BUau
donakoHy-KpanenbHuL B3aemogiit", "OcobmBocTi 3acTocyBaHHs", "IM06GiYHI peakuii”
"Nipon-TeliHep®" B BiANOBIAHO [0 MaTepianiB peecTpauiliHoro f4ocbe
KOpo6Li 3 KAPTOHY
148. MAHIHIN® 3,5 Tabnetku no 3,5 mMr no BEP/IIH-XEMI | HimeuyunHa Brpo6HmuTBO HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/9669/01/01
120 TabneTok y Al «in bulk», 3MiHM 3 sKocTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPONb rOTOBOTO |  peyernmom
donakoHi; no 1 dpnakony KOHTPO/b Cepiit: nikapcbkoro 3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
B KapPTOHHIi Kopobui BEPNIH-XEMI L0NYCTUMUX MEX rOTOBOTO JliKapCbKOro 3acoby (BHECEHHS
Al, HimeuuunHa; 3MiH Y AOCbE AN NPUBEAEHHS Y BiAMOBIAHICTb [0 3arasibHOT
Brpo6HMUTBO ctarTi 2.9.40 «OAHOPIAHICTb [030BaHUX OAUHULbY»
«in bulk», [dY/EBponeiicbkoi thapmakonei 3amiCTb 3aTBEPKEHNX
nepBuHHE Ta 3arasibHux ctarten 2.9.5 «OgHopigHicTb Macu» Ta/abo 2.9.6
BTOPVIHHE «OfHOPIAHICTL [03K») - 3aMiHa NokasHuKa «OfHOPIAHICTbL
nakyBaHHs, Macu» (EP 2.9.5.) Ha «OHOPIAHICTb O030BaHUX OAVHULLb»

KOHTpPO/b cepii:
MeHapiHi-®oH
XeligeH Mv6X,
HimeuumnHa;
KoHTponb Ta
BUMYCK Cepiii:
BEPNIH-XEMI
Ar, HimeuunHa

(EP 2.9.40) y cneuudpikauii M13. BBeAeHHS 3MiH NpoTArom 6-
TV MICALIB NiCNA 3aTBePMKEHHS; 3MiHM | TUNY - 3MiHU 3 AKOCTI.
FoTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JTiKapCbKOro
3aco0by (He3HauHa 3MiHa y 3aTBepKeHNX MeTofax
BMNPOBYBaHHS) - 3MiHa y MeTogax koHTponto /13 3a
noKasHUKOM «McnbiTaHne Ha NOAMHHOCTb FnbeHknamuga
npy NOMOLLY abCopbLIMOHHOI cnekTpockonun B
ynbTpachnoneToBoi U BUAMMON 061acTax», a came:
36i/1bLLUEHO KOHLIEHTPALi0 PO34MHY 3 METOH YAOCKOHA/IEHHS
iaeHTdikauii. BBefeHHs 3MiH NpoTArom 6-Tm micAuiB nicns
3aTBEPKEHHS; 3MiHM | TUny - AAMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOT AinbHUL (BKNOUAOUY AinbHWLi ANS
A®I, NpPOMKHOro NPoAYyKTY abo roToBOro Nikapcbkoro 3acoby,
OiNbHULI ANS NPOBEAEHHS NakyBaHHS, BUPOOHMKa,
BiAMNOBIA&/TLHOrO 3a BMUMYCK Cepil, MiCLie MPOBeAEeHHS
KOHTPO/tO cepii) abo nocTavasibHUKa BUXiAHOrO MaTepiaty,
peareHTy abo AOMNOMIKHOT PEYOBUHM (AKLLO 3a3HAYeHOo Y
[0CbE) - BUTYYEHHS BUPOGHWYOI AibHULL, BIANOBIAAIBHOI 3@
nakysaHHs 13 BEPJIIH — XEMI Al', HimewuuHa. jlooaTkoBo
BHOCATbCSA pefakLiliHi 3MiH1 40 po3giny «BupobHukm», a
came, 3a3HaveHHs BUPOOHUYOI AiNbHULI, BigNoBiganbHOI 3a
KOHTPO/Ib AKOCTI. [MpuBefeHHs Y BiANOBIgHICTL MaTepianis
BMpOGHMKa (p. 3.2.P.3.1) Ta peecTpauiiiHoro nocBig4eHHs,
MKS$ (BBeAeHHs 3MiH NpoTarom 6-Tu micauis nicns
3aTBEepPMKEHHS); 3MiHM | TMny - 3MiHK 3 AKOCTIi. [o0TOBUIA




110

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs

nikapcbknii 3aci6. KOHTpONb roTOBOrO NikapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOTO /ikapCbKoro 3acoby
(iHLWi 3MiHKW) - 3MiHa aHaNITUYHMX METOANK BUNPOOYBaHHS Ha
PO3YMHEHHS Ta XiMiuHy uncToTy. MogatTbca HOBI MeToaM
pocnimkeHHs Banigauii. Metos BunpobyBaHHS 3anuLLINBCA
HEe3MiHHUM; 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3Mmipy cepii (BkIovaun
JianasoH po3Mipy cepil) roTOBOro likapCbKoro 3acoby
(36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
pO3MipoM) - BBEA,EHHSA AOAATKOBOrO PO3MIpy Cepiit; 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PeYOBMH. 3MiHa y MeToAax BUNPoGyBaHHSA
[OMOMIKHOI PEYOBMHM (BUTyYEHHSA METOAY BUNPOOYBaHHS,
AKLLO anbTepHATVBHUI MeToZ, BUNPOOYBaHHA BXe
3aTBEPAXKEHO) - 3MiHA A0 METOLIB KOHTPOJIHO 3@ NOKA3HNKOM
iAeHT1dikauito 4ONOMiIXHOT pevoBnHU BapBHMKka noHco 4R (E
124), a came: BUTyYEHHS albTepPHATUBHOIO MeToay
BMNpobyBaHHA 3a fonomoroto bIY — cnektpochoTomeTpii;
3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA Nikapcbknii 3aci6.
KOHTpO/b [ONOMKHUX PeqoBMH. 3MiHa y MeTodax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHWN (BUYYEHHS METOLY
BUNPOOYBaHHS, AKLLO a/lbTEPHATUBHWI METOZ, BUNPOBYBaHHS
BXe 3aTBepKeHO) - 3MiHa 40 METO/IB KOHTPO/I0 3a
NoKa3HUKOM iAeHTudiKaLito fOMOMKHOI pe4oBUHMN MarHito
CTeapaTy, a came: BUJTy4YeHHS a/lbTEPHATUBHOIO MeToay
BUNPO6YBaHHSA 3a gonomMorot bIY — cnektpodoTomeTpii,
OCKINbKU HasiBHWI 3aTBEPMXKEHNI MeTOoZ, ifeHTUdikaui
BiANOBIAHO A0 MOHorpadii EP; 3miHu | Tvny - 3MiHKM 3 AKOCTi.
loTOBMIA Nikapcbkuii 3aci6. KOHTPO/Ib OMOMIKHUX PEUYOBUH.
3MiHa y meTodax BUNPOGYyBaHHS AOMNOMIXHOI PEUYOBUHM
(BvnyyeHHs1 meToAy BUNPOOYBaHHSA, AKLO a/lbTEPHATUBHUI
MeTOo/, BUNPOo6YBaHHSA BXe 3aTBEPIKEHO) - 3MiHA 10 METO/iB
KOHTPO/IO 3a NOKa3HUKOM ifeHTudikaLito JONOMKHOI
peyoBMHN MeTUTiLPOKCIETUILLENION03N, & CaMe: BUTyYEHHS
NbTEpHATNBHOIO MeToAy BUNPO6yBaHHs 3a gonomoroto bIY —
CNeKTPohOTOMETPIT, OCKINIbKM HASIBHWI 3aTBEPIAXEHNI METOL,
ineHT1dikauii BignoBigHo Ao MmoHorpadii EP; 3miHm | Tvny -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHUX PeYOBMH. 3MiHa y MeToAax BUNPoGyBaHHSA
[OMOMIKHOI PEYOBMHM (BUTyYEHHSA METOAY BUNPOOYBaHHS,
AKLLO aNbTepHATVBHUI MeToZ, BUNPOOYyBaHHA BXe
3aTBEPAKEHO) - 3MiHA A0 METOLAIB KOHTPOJIHO 3@ NOKA3HNKOM
iAeHT1dikaLilo 4ONOMIXHOT peqoBuHN Kpoxmautio
KapTOMN/ISHOro, a came: BUTyYEHHS a/ibTEPHATVBHOIO MeToAy
BMNpobyBaHHA 3a fonomoroto bIY — cnektpochoTomeTpi,
OCKi/TbKW HasiBHWI 3aTBEPMAKEHUIA MeToz iaeHTudikawii
BignoBigHO A0 MoHorpadii EP; 3MiHM | TUNY - 3MiHK 3 AKOCTI.
OTOBWIA Nnikapcbkunii 3aci6. KOHTPO/Ib fONOMDKHUX PEYOBUH.
3MmiHa y meTogax BunpobyBaHHsA [OMNOMDKHOI PEeHOBWHM
(BVNyYEHHS1 MeToAy BUMPOBYBaHHS, AKLO asibTEPHATUBHUI
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

MeToz BUNpoOyBaHHSA BXe 3aTBEPAKEHO) - 3MiHA A0 METOAIB
KOHTPO/IO 3a NOKa3HWKOM iAeHTUdiKaLito fONOMDKHOI
peyoBMHM J1akTo31 MOHOrigpary, a came: BUlyYeHHs

a/lbTEPHATVBHOIO MeToAy BUNPOoOyBaHHS 3a gonomoroto bIY —

CneKTpodhoTOMETPIT, OCKINIbKM HASIBHWIA 3aTBEPMAXKEHNI METOL,

ineHTudikauii BignosigHo Ao moHorpadii EP; 3minm | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo oHOBNEHOro cepTuddikaTa BiANOBIAHOCTI
abo BunyyeHHs cepTudpikaTta BiANoBIigHOCTI €BpoONenchbkili
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npoMKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 ONOMDKHOT
peyoBuHM (cepTudikat BifgNoBiAHOCTI EBpoONEiiChKiii
dhapmakonei) - OHOBNeHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA - NOAAHHSI OHOB/IEHOTO
cepTudikaTy BignosigHOCTi €EBponeiicbkoi hapmakonei Ne R1-
CEP 2000-289-Rev 04 (nonepegHs sepcia 03) Big,
3aTBepmkeHoro BupobHuka A®I ibeHknamig SRI KRISHNA
PHARMACEUTICALS LIMITED, IHgjsa. Ak Hacnigok,
BMMNpaB/IEHHS NOMUIIKN Y Ha3Bi BUPO6HMKa API, fonyLeHoi y
MKA N3 3 SRI KRISHNA DRUGS LIMITED Ha SRI KRIA
PHARMACEUTICALS LIMITED Ta 3MiHa agpecu BUpo6HuKa,
y 3B'AA3Ky 3 peopraHisalieto MicLLeBOro caMoBpsiyBaHHs.
Brpo6HMya AinbH1LS, MicLie3Hax04KeHHS Ta BCi BUPOOHUYI
onepawii 3a/mwaTbca He3MiHHUMU

149.

MEOAKCOH

NOPOLLOK A4/151 PO3UNHY
ONns iH'ekuin, no 1 r; 10
oNakoHIB 3 NOPOLLKOM B
KapTOHHI/ KopoobLi

Megokemi
nTa

Kinp

Mepokemi T4
(3aBog C)

Kinp

BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepianis: 3MiHu |l Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) [0 3000B'A3aHb Ta YMOB Buaadi
peecTpauinHOro noceig4eHHs, BkIoYatoun MNnaH ynpasniHHA
pu3nkamm (3aCToCyBaHHSA 3MiH(M), siki(a) BUMaratoTb(€)
nofasibLLIoro 06rpyHTyBaHHS HOBUMU A0ATKOBUM AaHUMMU,
LLIO MarTb HafaBaTUCHA KOMMETEHTHUM OPraHoM, OCKISIbKM
BMMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHom) -
BrkoHaHHs 3060B'A3aHb BIAMNOBIAHO A0 NIANYHKTY 2.3 NYHKTY 2
popartky 15 o MNMopsagky npoBefeHHsA ekcnepTusmn
peecTpauiiHux MaTepiasiiB Ha flikapcbki 3acobu, Lo
noJarTbCs Ha AepXaBHy peecTpaLiio (nepepeecTpadiio), a
TakoX eKcnepTusn matepiaslis PO BHECEHHA 3MiH 4O
peecTpauiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
nocBigyeHHs, 3aTBepapkeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460); 3MiHK
BHECEHO [0 iHCTPYKLiT A1 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu: "®apmMakoniorivHi
BnactmsocTi","Moka3aHHA" (YTOUHEHHS iHchopmawii),
"B3aemogis 3 iHWK1MKU ikapcbkMU 3acob6amMu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3acTOoCyBaHHA", "34aTHICTb
BN/MBaTW Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMY MexaHismamun”, "Cnocio
3acTocyBaHHA Ta Ao3Kn", "MobivHi peakuii” BigNosBigHO A0

3a
peyerimom

UA/7582/01/01
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Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
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OHOBJIEHOI iHhopMaLii 3 6e3neku Aitoyoi pe4yoBuHM (BBeaeHHS
3MiH NPOTArom 3-X MicsUiB Nicnsa 3aTBepAXeHHS)

150.

MEOAKCOH

MOPOLLOK A4/151 PO34UHY
ONs iH'ekuin, no 2 r; 10
oNakoHIB 3 NOPOLLKOM B
KapTOHHI/ KopoobLi

Megokemi
nTa

Kinp

Mepokemi T4
(3aBog C)

Kinp

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu |l Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) [0 30008B'A3aHb Ta YMOB Buaadi
peecTpauinHOro noceig4eHHs, BkIoYatoun MNnaH ynpasniHHA
pu3nkamm (3aCToCyBaHHSA 3MiH(M), siki(a) BuMaratoTb(€)
nofasibLLIoro 06rpyHTyBaHHS HOBUMU A0ATKOBUM AaHUMMU,
L0 MalTb HaJaBaTUCA KOMMNETEHTHUM OpPraHOM, OCKiSIbKY
BMMaraeTbCs CyTTEBA OL{iHKa KOMNETEHTHUM OpraHom) -
BrkoHaHHs 3060B'A3aHb BIAMOBIAHO A0 NIANYHKTY 2.3 NYHKTY 2
popartky 15 o MNMopsagky npoBefeHHsA ekcnepTusun
peecTpauiiHux MaTepiasiiB Ha flikapcbki 3acobu, Lo
noJarTbCA Ha AepXaBHy peecTpaLiio (nepepeecTpadiio), a
TakoX eKcnepTusn matepiaslis NPo BHECEHHSA 3MiH 4O
peecTpauiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
nocBigYeHHs, 3aTBepakeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460); 3MiHK
BHECEHO [0 iHCTPYKLiT A/15 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu: "®apmMakosiorivHi
BnactmsocTi","Moka3aHHA" (YTOUHEHHS iHchopmawii),
"B3aemogis 3 iHWK1MKU iKkapcbkMU 3acob6amMu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3acTOoCyBaHHA", "34aTHICTb
BN/MBaTW Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWUMY MexaHismammn”, "Cnocio
3acTocyBaHHA Ta o3un", "MobiyHi peakuii” BignosigHO A0
OHOB/IEHOI iHhopMaLiii 3 6e3neku Aitoyoi peyoBuHN (BeeaeHHs
3MiH NpoTArom 3-x MicsUiB Nicas 3aTBepIKEHHS)

3a
peyerimom

UA/7582/01/02

151.

ME/TOKCA
KCAHTIC

Tabnetku no 15 mr; no
10 TabneTok y 6nictepi,
no 1 a6o no 2, a6o no 3,
abo no 5, abo no 6, abo
no 10 6nicTepis y
KapTOHHI navi

KcaHTic
Papma
Nimiteq

Kinp

CaHeka
dapmacbloTikan
3 AT

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB: yTOUHEHHA
HanUcaHHA NikapcbKoi chopMu Ta AO03yBaHHA B HaKasi
MO3 Ykpainu Ne 728 Big 04.04.2019 B npoueci BHECEHHS
3MiH (3MiHK | TURY - 3MiHN Woa0 6e3nekn/edheKkTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHM J0 y3arasibHEHUX
JaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy hapmakoHarnsgy, 3mMiHa
yNOBHOBaXeHOT 0cobu, BiAMNoBiAanbHOT 3a 34iCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
3asBHUKA AN 3AiiCHeHHs hapmakoHarnagy B YkpaiHi, kLo
BOHa BifMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHOT 3a
3[jiCHEeHHs1 hapmakoHariaay (BK/IYakoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLieHHI MacTep-halina cuctemu
thapmakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0cobum
BignoBigasIbHOI 3a hapmakoHarnsag: NMponoHoBaHa pefakLis:
IBaH Kimnpiy / lvan Cimprich. 3miHa KOHTaKTHUX faHWX
yrNoBHOBaXeHOT 0cobw, BignoBiganbHOT 3a dhapmakoHarnsg,.
3MiHa Micus 3AiliCHEeHHS1 OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu mactep-chaiina) (3 TEXHIYHUX
06CTaBUH B Hakasi 6y10 NponyLLeHo flikapcbky hopmy Ta
[03yBaHHs). Pefakuin B Hakasi — no 10 TabneTok y 6nictepi,

3a
peyenmom

UA/16277/01/01
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KpaiHa

Bupo6HuK
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Ymosu
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Homep
peecmpayiliHo2o
nocsioYeHHs1

no 1 a6o no 2, a6o no 3, abo no 5, a6o no 6, abo no 10
6nicTepiB y KApTOHHIl Nayli. 3anponoHoBaHa pefakLisa —
Ta6netku no 15 mr; no 10 Ta6neTtok y 6nictepi, no 1 aéo

no 2, a6o no 3, a6o no 5, a6o no 6, ao no 10 GnictepiB y
KapPTOHHI naui.

152.

METUNNPEAHI
30/10H-®C

Tabnetku no 4 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepun y naywi
KapTOHHI

TOB "®apma
Crapt”

YkpaiHa

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHux matepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHN Y KOPOTKill XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MEAMYHOrO 3aCTOCYBaHHS
reHepnyYHuX/ribpuaHNx/6ionogibHNX nikapcbknx 3aco6is nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHMIA npenapart (3MiHa
He NoTpebye HafaHHS XOAHNX HOBMX AOAATKOBUX AaHWX)
3MiHU BHECEeHi A0 iHCTPYKLii y po3ainu "MokasaHHS"
(yTouHeHHs), "dapmakonoriyHi BnactmeocTi”, "B3aemogis 3
HLUIMMK NikapCbKMKU 3acobamMu Ta iHLWi BUAW B3aemogii",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaar”, "Cnocié 3acTocyBaHHsA Ta
no3n", "Mo6ivHi peakuii” 3rigHO 3 iHhopMaLjieto Woa0
MeAMYHOro 3acTOCYBaHHS ped)epeHTHOro NiKapcbKoro 3acoby
(MEOPON, TabneTkun). BBegeHHS 3MiH NPOTArom 3-x Micsuis
nicns 3aTBepakeHHs

3a
peyerimom

UA/3183/01/01

153.

METUINPEALHI
30/10H-®C

Tabnetku no 8 mr, no 10
TabneTtok y 6nictepi; no
3 6nicTepun y nauu,i
KapTOHHIi

TOB "®dapma
Crapt"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, NikapCbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT A1 MeNYHOro 3aCTOCyBaHHS
reHepuyHMX/ribpuaHNX/6ionoAibHNX Nikapcbkmx 3aco6iB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHWIA npenapart (3MiHa
He noTpebye HafjaHHs XOAHNX HOBUX JOAATKOBUX AaHNX)
3MiHV BHECeHI A0 IHCTPYKLi y po3ainun "MNoka3aHHa"
(yTouHeHHs), "®apmakonoriyHi BnactusocTi”, "Bsaemogis 3
HLIMMKM NikapcbkMKU 3acobamMu Ta iHLWi BUAW B3aemogiii”,
"Oco6nmBOCTI 3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTi ab0 rogyBaHHsA rpyaar”, "Cnocib 3acTocyBaHHs Ta
[o3n", "TMobiuHi peakwyii” 3rigHo 3 iHhopMmaLieto Wwoao
MeAMYHOI0 3aCTOCYBaHHs peddepeHTHOro NikapcbKoro 3acoby
(MEOPO, TabneTkun). BBeaeHHs 3MiH MPOTAroM 3-x micsuis
nicns 3aTBepKeHHs

3a
peyenmom

UA/3183/01/02

154.

METOMPOION

Tabnetkun no 25 mr no
10 TabneTok y 6nicTepi;
no 3 6nictepum y naudi

NAT
"KniBmegnpen
apar”

YkpaiHa

NAT
"KviBmegnpena
patr”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | TUny -
3MiHK WoA0 6e3nekn/edeKkTMBHOCTI Ta thapmakoHariagy -
OHOBJ/IEHHS BX€ 3aTBEPKEHOr0 TEKCTY MapKyBaHHs
BTOPUHHOI Ta NePBUHHOI YNaKOBKW /TiKapCbKOro 3acoby
(BHECEHHSA NO3HAYeHb OAMHULLb BUMIPIOBaHHS, 3
BUKOPVCTaHHAM JliTep IaTUHCBKOro andhasiTy Ta BUAANEHHS
iHchopmawii cTocosHO “Kopnopaduii ApTepiym”). BBegeHHA
3MiH NPOTArom 6-Tu MicsiLiB Nic/isi 3aTBEPAKEHHs

3a
peyenmom

UA/2548/01/01

155.

METOMNPONON

Tabnetku no 50 mr no
10 TabneTok y 6nicTepi;
no 3 6nictepm y nauui

MAT
"Kuismegnpen
apar”

YkpaiHa

MAT
"KuiBmegnpena
patr"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy -
OHOBJ/IEHHS BXE 3aTBEP)KEHOr0 TEKCTY MapKyBaHHsA
BTOPUHHOI Ta NEePBVHHOI YNaKOBKU JliKapcbKoro 3acoby

3a
peyenmom

UA/2548/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
(BHECEHHSA NO3HaYeHb OAMHULb BUMIPIOBaHHS, 3
BUKOPVCTaHHAM JliTep NaTUHCLKOro andasiTy Ta BUAANEHHS
iHchopmawii cTocoBHO “Kopnopadii ApTepiym*). BBegeHHA
3MiH NPOTArom 6-Tu MicsiLiB Nic/isi 3aTBEPAKEHHs
156. METOMNPO/ION | Tabnetkn no 100 mr no NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/2548/01/03
10 TabneTok y 6nicTepi; "Knismegnpen "KuiBmegnpena 3MiHM Woao 6e3nekun/ethekTVBHOCTI Ta dhapmakoHarnagy - peyenmom
no 3 6nictepu y nauui apar” pat" OHOBJIEHHS BXe 3aTBEPAKEHOIO TEKCTY MapKyBaHHS
BTOPVHHOI Ta NEPBUHHOI YNaKOBKYM JliKapCbKOro 3acoby
(BHECEHHSA MO3HAYeHb OAUHULIb BUMIPIOBAHHS, 3
BUKOPVCTaHHAM JliTep IATUHCLKOro andhasiTy Ta BUAAIEHHS
iHdbopmawii ctocoBHO “Kopnopadii ApTepiym”). BBegeHHs
3MiH NPOTArom 6-Tn MicsALiB Nicna saTBepAKeHHs
157. MUPLIEPA® pO34uH A4NA iH ek, 50 ®.XohcpmanH | LUselinapis BMPOGHMLTBO HimeuyunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3a UA/16434/01/02
MKr/0,3 mn; 1 -Ns Pow Ntg, Hepo3dgracoBaHo 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
nonepeaHL0 T npoAykuji, BeeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHnX Npo cucTemy
HamnoBHEeHWI WwWnpu, nepBuHHe chapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHux npo
pa3om 3 rosikoto A nakyBaHHS, cuctemy hapMakoHarnagy, 3MmiHa ynoBHoBaXkeHoi ocobu,
iH'EKLi Y KAPTOHHIi BTOPVHHE BiANOBIAa/IbHOI 3a 34iiCHEHH:A ddapMakoHarnsay; KOHTakTHOI
ynakoBLi nakyBaHHs, 0cobu 3 thapmakoHarnagy 3asBHVKa A5 34iACHEHHS
BMNPOGYBaHHS thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
KOHTPO/O YyNOBHOB&XeHOT 0cobu, BiANoBiAanNbHOT 3a 34iCHEHHS
AKOCTI (3a thapmakoHarnagy (BKIo4vatum KOHTaKTHi AaHi) Ta/abo 3MiHn y
BUHATKOM pO3MiLLeHHi MacTep-thaiina cuctemm chapmakoHarnsgy) -
BMNPOGYBaHHSA 3MiHa KOHTaKTHOT 0CcObM 3asiBHUKA, BiAMNOBIAA/IbHOI 3a
MeToA0M 3AjicHeHHs1 hapMakoHarnisay B YkpaiHi. [ponoHoBaHa
6ionoriyHoro pefakuis — MowHiHa Onbra IBaHiBHa. 3MiHA KOHTaKTHUX
aHanisy [JaHnX KOHTaKTHOI 0Co6M 3asBHMKa, BiANoBigabHOT 3a
"AKTUBHICTb in 3pificHeHHs hapMakoHarnsay B YkpaiHi. 3MiHa KOHTaKTHUX
Vvivo, Ha [aHnx ynoBHOBaXXEHOI 0CO6M 3as1BHYIKA, BiANOBIAA/ILHOT 38
HOPMOUMTEMIYHI 3pificHeHHs hapMakoHarnsgy. 3miHa mMicus 34iicCHeHHS
A Mywi" ans OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3MmiHa
[OCNiMKEHHS MicLie3HaxX0MKeHHs MacTep-ghaiina cuctemy hapmakoHarnagy
cTabinbHoCTi),
BUNYCK cepi:
Pow
[LiarHocTrkc
m6X,
HimeuumnHa,
BMNPOGYBaHHSA
KOHTPO/0
AKOCTI
aKkTVBHOCTI Ans
BU3HAYEHHS
(Tinbkn
BMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy

"AKTVBHICTb in
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Homep

n/n

Hassa
JNliKapcbKo20

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsioYeHHs1

3acoby

vivo, Ha
HOPMOUUTEMIYHI
" Muwi" gns
LOCAIMKEHHSI
cTabinbHoOCTi):
Bioecceit-
Na6op diop
6ionoriwe
AHaniTik TM6X,
HimeyunHa

UA/16434/01/01

158.

MUPLIEPA®

PO34UH AN1s1 iH €eKLii, 75
Mkr/0,3 mn; 1
nonepeaHL0
HanoBHEeHWIA WnpuL,
pasoMm 3 ronkow As
iH'EKLi Y KAPTOHHIi
ynakoBLii

& . XohdpmaHH
-Nsa Pow Jtg,

LLseiiuapis

BUPOBHULTBO
Hepo3acoBaHo
T npoaykuji,
nepBrHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/IO
AKOCTI (3a
BUHSATKOM
BMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOUMTEMIYHI
A Muwi" ans
OOCTiKEHHSA
cTabinbHOCTI),
BUNYyCK cepil:
Pow
[LiarHocTnkc
v6X,
HimeuumnHa,;
BMNPOGYBaHHSA
KOHTPO/I0
AKOCTI
aKTMBHOCTI Ans
BU3HAYEHHS
(TinbKM
BMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOUMTEMIYHI

A Muwi" ans

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy.
BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
chapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHux npo
cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MiLLeHHI MacTep-haiina cuctemn dhapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiga/bHOI 3a
3[iicCHeHHs1 hapMakoHarnsay B YkpaiHi. ponoHoBaHa
peaakuist — MowHiHa Onbra IBaHiBHA. 3MiHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0Cco6M 3asiBHUKA, BiAMNOBiAa/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay B YkpaiHi. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXXEHOI 0CO6Y 3asBHWKa, BiANoBifasIbHOT 3a
3piicHeHHs hapMakoHarsay. 3miHa micus 34iicHeHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3MiHa
MiCLe3HaxXoKeHHS MacTep-hainna cuctemn hapmakorarnsgy

3a
peyenmom
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Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

nocsBi0YeHHs

LOCAIMKEHHSI
cTabinbHoOCTi):

AHaniTik F'mM6X,

Bioecceli-
Na6op diop
6ionoriwe

HimeyunHa
YOP/[,

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -

3a
peyenmom

UA/16219/01/01

159.

MYCKOMEQL

kancynv TBepgi 8 mMr no
10 kancyn y 6nictepi, no
1 a6o 2 6nictepn y
KapTOHHIA KOpooLi

YOPAN[,
MEAMLIH
INIAY CAH.
BE TIOXK.
AL

TypeyunHa

MEOMLVH
INIAY CAH. BE
TIDK. A.LLL

hapmakoHarnagy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy

3MiHu Wwopao 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHUX NPo cucTemy
thapmakoHarnaay (BBeAeHHs y3araslbHeHUX AaHux npo
cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS

po3MiLLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNoBHOBaXXeHOT 0CcO6M 3asiBHUKA, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay: MponoHoBaHa pefakList —
Mescim Inbkbaxap LiHuens/Mrs. Mevsim llkbahar Dincel.
3MiHa KOHTaKTHUX aH/X YNIOBHOBAXEHOI 0COOU 3asBHIIKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnsagy. 3miHa
KOHTaKTHUX SaHMX KOHTaKTHOI 0CO6M, BignoBiganibHOI 3a
3[jiCHeHHs hapmakoHarnagy B YkpaiHi. 3amiHa
MiCLie3HaxX0MKeHHS1 MacTep-haiina cucremu
thapmakoHarnsgy. 3amiHa micus 34iiCHEHHS OCHOBHOI
LisNbHOCTI 3 hapmakoHarnsay
BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | Tuny -

3a

UA/16219/01/02

160.

MYCKOMEQL

1 a6o 2 6nictepn y
KapTOHHIA KopooLi

Karncynv TBepaj 4 Mr no
10 kancyn y 6nictepi, no

YOPA[,
MEAMLIH
INIAY CAH.
BE TIZXK.
AL

TypeyunHa

YOPA[,
MEOMLIVH
INIAY CAH. BE
TIDK. A.LLL

TypeuyunHa

3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmMakoHarnsagy.
BBefeHHs abo 3MiHU [0 y3arasibHeHVX AaHUX NPo cucTemy
thapmakoHarnsay (BBeAEHHS y3arasibHeHNX faHux npo
cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOI 0coobu,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapMakoHarnsay; KOHTakTHOI
0cob6u 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS

po3MiLLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) -

3MiHa YNnoBHOBaXXeHOT 0cO6OM 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay: NMponoHoBaHa pefakList —

MeBcim Inbkbaxap LiHuens/Mrs. Mevsim llkbahar Dincel.

3MiHa KOHTaKTHUX AaHKX YNIOBHOBAXEHOI 0COOU 3asBHIIKA,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA hapmakoHarnsgy. 3miHa
KOHTaKTHUX SaHMX KOHTaKTHOT 0CO6M, BignoBigasibHOI 3a

3[jiCHEeHHs hapmakoHarnagy B YkpaiHi. 3amiHa
MicL,e3HaxX0MKeHHs1 MacTep-halina cucremu

hapmakoHarnsay (BkNoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy

peyenmom

thapmakoHarnsgy. 3amiHa micus 34iliCHEHHS OCHOBHOI

AiANbHOCTI 3 hapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
161. | HArgoK KBiTkM no 25 r a6o no 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/2156/01/01
KBITKA Iy nayj 3 BHyTPILLHIM PapmaueBTNy dapmaLeBTUYH 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy - peuenma
naketom; no 1,5ry Ha habpuka a thabpvika OHOBJ/IEHHSI TEKCTY MapKyBaHHS (PO3LUMPEHHS iHchopmalyii)
hinbTp-nakeTi; no 20 "Biona" "Biona" NepBUHHOT Ta BTOPVMHHOI YNakKoBKU JTiKapcbKoro 3acoby.
inbTp-nakeTiB y nayui BBeAeHHA 3MiH npoTarom 3-x MicAuis nicns
3aTBEpPAKEHHsA
162. | HEMPOPYBIH pO34uH A4 iH'eKUi no 3 TeBa I3painb BMPOGHMUTBO 32 | HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/10051/01/01
™ M/1 B amnyni; no 5 dapmaLeBTika NOBHUM 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. peuyenmom
amnyn y kopobui n lHgacTpis LMKIOM,; BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX Npo cucTemy
nTg. KOHTPONb chapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHux npo
AKocTi: Mepkne cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocoou,
6X BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMakoHarnsaay; KOHTakTHOI
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapMakoHarnsagy B YkpaiHi, KLU0 BOHa BigMiHHA Bif,
YNOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnagy (BKIouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemm hapmakoHarnsgy) -
3MiHa yNOoBHOBaXXeHOI 0cOobM 3asiBHUKA, BiANOBiAa/IbHOI 3a
3AjiicHeHHs hapmMakoHarnaay: NMponoHoBaHa pegakuis — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI
ocobwm.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/TbHOCTI 3
chapmakoHarnagy. 3MiHa agpecu mactep-gaiina
163. HIMOAUNIH MOPOLLIOK (CybCcTaHuis) y My6niuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - - UA/13632/01/01
noABiliHMX akuioHepHe akuioHepHe 3MiHV BUNpo6yBaHb y NpoLeci BUpo6bHMuTBa Adl, wo
CBIT/103aXNCHNX TOBapuCTBO TOBapucTBO BCTaHOB/EHI y cneundikalisx; 3miHu | Tuny - 3mMiHK, NOB'A3aHi
nonieTuIeHoBMX "HaykoBo- "HaykoBo- 3 HeOOXiHICTIO MPUBEAEHHS Y BiANOBIAHICTb A0 MOHOrpadii
naketax gns BMPOGHUYNIA BMPOGHUUNIA [dY abo €sponelicbkoi hapmakonei, abo iHLWOi HaLioHabHOT
hapMaLeBTUYHOIO LeHTp LEeHTp thapmakonei gepxasu €C (3miHa y cneumdikalisx, nos'a3aHa
3acTocyBaHHs "BopLuariBcbk "BopLuariBcbknii 3i 3miHamu B 1dY, abo €Bponeiickkiin hapmakonei, abo iHLWii
Ui XimiKo- XiMiKo- HaujioHasbHIl hapmakonei gepxasu €C); CynyTHA 3MiHa:
hapmaveBTny hapmaueBTUYH npuBefeHHs cneundikaii Ta meTogis BUNpobysaHHs Ad|
Hui1 3aBoa” uii 3aBog" (HimoamnuH) o Bumor moHorpadii EP, 9.0 3a nokasHukamu
"lgenTundpikauis®, "CynpoBigHi 4omilkun”. MpuseneHHs
cneumaikaLii 4na KOHTPOJIKO NPOMDKHOTO NpoaykTy Ad|
(HimoamniH) Ao BUMOr MoHorpadii EP, 9.0 3a nokasHvukamu
"CynpoBigHi AOMILLKKN"
164. HOPMOAUMIH Tabnetkn no 5 mr, no 10 BAT "lepeoH YroplmHa BAT "legeoH YropLmHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | TUny - 3a UA/2777/01/01
TabneTtok y 6rictepi; no PixTep" PixTep" 3MiHM 3 siKocTi. A®I. KoHTposb AdI. 3miHa y napameTpax peuyenmom

3 6nicTepu B KApTOHHiIl
ynakosLi

cneumdikauin Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneumgikauisix Ha Adl, a6o BUXigHWIA/NPOMIDKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BMPOGHMLTBA AD| (4ONOBHEHHS cneuudikauii HOBUM
MOKa3HWKOM SIKOCTi Ta BifANOBIAHUM MEeTOA0M BUNPOOYBaHHSA) -
[ONOBHEHHSs cneymdikayii APl HOBUM NOKA3HUMKOM
«Mikpob6ionoriyHa unctoTa» Ta BiANOBIAHUM METOA0M
BunNpobyBaHHA Yy BiAgnosigHocTi Ao EP (2.6.12.), (2.6.13.) (TecT
€ nepiognMyHnM, NPV BUMYCKY A5 OOHIET cepii B nepiog
BUPOGHMUTBA (NPUHAMHI ANs oAHIET cepil Ha pik); 3MiHK 3
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

akocTi. CepTudpikaT BignosigHocTi/l E-cepTudpikat
BiANoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. 3miHu,
noB'sAi3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIAMNOBIAHICTb A0
MoHorpadii JPY abo €sponeiicbkoi thapmakonei, abo iHwoi
HauioHas1bHOT dhapmakonel gepxasun €C (iHWi 3MiHW) -
npvBeAEeHHS aHaNiTUYHOT METOAMKM A1 BUNPOBYBaHHSA
«MikpobionoriyHa ynctoTa» y BignosigHocTi o EP (2.6.12.),
(2.6.13.) 3 HoBMM KogoM MeToay (MO-05-03); 3MiHU 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikar BianoBigHOCTI
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BiAnoBigHOCTI ab0 BUNYUEHHSI
cepTudpikaTa BignoBigHOCTI E€Bponelickkili hapmakonei: ans
A®l; ans BuxigHoOro matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI; Ans
[0MNOMDKHOT peyoBuHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBNeHW cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHocTi €Bponelickkili hapmakonei Ne R1-
CEP 2010-318-Rev 00 (3atBepgxeHo: RO-CEP 2010-318-Rev
00) gna gitodoi peyosnHM Amlodipine besilate Big Bxe
3aTBEpAXeHoro Bupo6Hrka GEDEON RICHTER PLC. sk
HacnifokK 3MiHN B afpeci BUPOO6HUYOI AiNSHKK, B p.
«YnakoBKa», nepiogi NOBTOPHOro BUNPO6OBYBaHHS
(3aTBEpMAKEHO: 24 MicsiLi; 3anponoOHOBaHO; 36 MICALIB), 3MiHU
B cneyndikauii A®I 3a nokasHukamn «CynpoBigHi OMILLKU» ,
«KisibkicHe BU3HaYeHHs»- OHOBJ/IEHO NOCWUaHHA o EP

165.

HOPMOAUMIH

Tabnetku no 10 mr; no
10 TabneTok y 6nicTepi;
no 3 6nictepu B
KapTOHHI ynakosL,i

BAT "TepeoH
PixTep"

YropwuHa

BAT "l'egeoH
PixTep"

YropmHa

BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis: 3MiHu | Tuny -
3MiHu 3 aKkocTi. A®Il. KoHTposib AL, 3miHa y napameTpax
cneumdikaLin Ta/abo [oNyCTUMUX MEX, BU3HAUYEHUX Y
cneumnagikauisx Ha A®l, abo BUXIGHWIA/MPOMDKHW
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
BMpo6HULUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
MOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
[onoBHeHHs cneumdikayii APl HOBUM NOKa3HUKOM
«Mikpob6ionoriyHa uncToTa» Ta BiANOBIAHUM METOA0M
BMnNpobyBaHHA y BignoBigHocTi go EP (2.6.12.), (2.6.13.) (TecT
€ NnepiognyHVM, NpY BUMYCKY 4718 OAHIET cepii B nepiog,
BMPOGHMLTBA (NMPUHAMHI o151 OfHIET cepii Ha pik); 3MiHK 3
skocTi. CepTudpikat signosigHocTi/lE-cepTudikar
BiANOBiAHOCTI EBponeiickbkili hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii oY a6o €sponelicbkoi thapmakonei, abo iHLWoT
HaujioHanbHOT dhapmakonei gepxasun €C (iHLWi 3MiHN) -
nprBeAeHHs aHaNiTUYHOT METOAVKM A1 BUNPOOYBaHHA
«MikpobionoriyHa unctoTa» y signosigHocTi o EP (2.6.12.),
(2.6.13.) 3 HoBUM KogoM MeTogy (MO-05-03); 3MiHM 3 AKOCTI.
CepTtudpikat signosigHocTi/l E-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiANoBIAHOCTI @60 BUMYYEHHS
cepTudpikaTa BiANoBiAHOCTI E€Bponelichbkiii dpapmakonei: aAns

3a
peyerimom

UA/2777/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
A®l; ans BuxigHoOro matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; aAns
[0MNOMDKHOT peyqoBuHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBNeHWA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHocTi €Bponelickkili hapmakonei Ne R1-
CEP 2010-318-Rev 00 (3atBepgxeHo: RO-CEP 2010-318-Rev
00) gna gitodoi peyosnH Amlodipine besilate Big Bxe
3aTBEpAXeHoro Bupo6Hrka GEDEON RICHTER PLC. sk
HacnifokK 3MiHN B afpeci BUPOO6HUYOI AiNsSHKK, B p.
«YnakoBKa», nepiogi NOBTOPHOro BUNPO6OBYBaHHS
(3aTBEpPMAKEHO: 24 MicsiLi; 3anponoOHOBaHO; 36 MICALIB), 3MiHU
B cneyndikauii A®I 3a nokasHukamn «CynpoBigHI JOMILLKU» ,
«KisibkicHe BU3HAYeHHsI»- OHOBJ/IEHO NOCWaHHA Ao EP
166. HOP®J/TOKCAL, | kpanni o4Hi Ta BYLUHI, 3 TosapucTso 3 YkpaiHa BCi cTagil Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4901/01/01
VH mr/m, mo 5 mny 0bMexeHot BVMPOGHMLTBA, AZMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
donakoHi; no 1 dpnakoHy BiANOBiAA/bHI KOHTPO/b MicLis MpOBaMKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
Y KOMMNJIEKTi 3 KPULLIKOO- cTI0 AKOCTI, BUMYCK rOTOBOrO /1iKapCbkOro 3acoby, BK/YaoUn AiNlbHUL BUMYCKY
KpanesnbHULEeto B «[locnigHnii cepii: cepil abo micue NpoBefeHHS KOHTPOSIIO SKOCTI. (ZisfbHICTb, 3a
Kopobui 3aBo/, ToBapucTBo 3 5Ky BiANoBigae BUPOGHMK/IMNOpTEp, BK/OUAKUM BUMYCK CEpiid)
«HLUJIC» 06MEXEHO0 - 3MiHa NOLUTOBOrO iHAEKCY B afpeci BUpoOHMKa ToBaprCTBO 3
BiANOBiga/IbHICT o6MmexeHoto BignosiganbHicTio «PAPMEKC IMPYT», 6e3 3MiHn
10 «[JocnigHnii (haKTUYHOTO MiCLisi BNPOBAIXXEHHS AiSNIbHOCTI
3aBof,
«THUJ/C>,
YKpaiHa;
BCi cTagil
BVMPOGHMLTBA,
KOHTPONb
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MEXEHOI0
BiANOBiga/IbHICT
10 «PAPMEKC
PYM>»,
YKpaiHa
167. OKPEBYC® KHLEHTpaT AN PO3UnHY ®.XohcpmanH | LUBselinapis BMPOBHULTBO HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 3a UA/16278/01/01
Ans indysiii no 300 -Na Pow Nt Hepo3dghacoBaHo LLiBeliyapis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyernmom
Mr/10 mn, no 10 mny T npoayku;i, BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB Buaadi
donakoHi; no 1 dpnakoHy nepBuHHe peecTpaLiiiHoro NocBigYeHHs1, BkIYarum MNnaH ynpasniHHA
Y KapTOHHiIli kopoobLi nakyBaHHs, pu3nkamm (3aCToCyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
BUMNPOOYBaHHSA noAasIbLLIOro 06r'pyHTYBaHHS HOBUMU J0ATKOBUM AaHUMMK,
KOHTpPO/0 |0 MatoTb HaAaBaTNCA KOMMNETEHTHUM OpraHoM, OCKIfIbKY
SAKOCTI: BMMara€eTbCs CyTTEBA OLLiHKA KOMMETEHTHUM OpraHoM)
Pow BriKkoHaHHS 3060B'A3aHb BiANOBIAHO A0 MigNYHKTY 1.8.2 NyHKTY
[LiarHocTrke 1.8 popgatky 5 o NMopsaky NnpoBefeHHsA ekcnepTusn
v6X, peecTpauiiHux mMaTepiasis Ha fikapcbki 3acobu, Lo
HimeyunHa; noJatTbCa Ha AepPXaBHY peecTpauito (nepepeecTpadit), a
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
BTOPWHHE TaKoX eKcnepTV3n mMaTepiaslis NPO BHECEHHS 3MiH A0
nakyBaHHs, peecTpauiiiHux MaTepiasiiB NPOTAroM Aii peecTpaviiHoro
BUMNYCK cepil: nocBifyeHHs, 3aTBepkeHoro Hakasom MO3 Big 26.08.2005
®.XohdpmaHH- Ne 426 (y pegaxuii Hakazy MOS3 Big 23.07.2015 Ne 460)
Na Pow N1ta4,
LiBeliuapis
168. | OMAHY KopeHeBMLLA 3 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/2262/01/01
KOPEHEBULUA | kopeHsmu no 50 ry ®apmaueBTny dapmMaLeBTUyH 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy - peyenma
3 KOPEHAMUA naykax 3 BHyTPILHIM Ha habpuka a habpuika OHOBJ/IEHHSI TEKCTY MapKyBaHHS (PO3LUMPEHHS iHchopmalii)
nakeTom; no4ry "Biona" "Biona" NepBUHHOT Ta BTOPVMHHOT YNakKoBKU JTiKapcbKoro 3acoby.
inbTp-nakeTi; no 12 BBeAeHHA 3MiH npoTarom 3-x MicAuis nicnsa
abo no 20 cinbTp- 3aTBEpPAKEHHsA
nakeTiB y nayui
169. NMAHKPEATUH rpaHynu MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/14646/01/01
KMLLKOBOPO3YMHHI "TexHonor" "TexHonor" AAMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
(cybcTaHuis) y naketax MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPOOHMKA (BK/IHOYatoum, 3a
i3 nniBKK Heob6XiAHOCTI, Micue NPOBeAEHHS KOHTPOIO SKOCTI), abo
nonieTuneHoBoi Ans BacHuka mactep-caiina Ha A®l, abo noctavasibHUKa
hapmMaueBTUYHOIO Ad|/BMXiAHOrO MaTepiany/peareHTy/NMPoMiKHOIo NPOAYKTY, L0
3acTocyBaHHS 3aCTOCOBYHOTLCA Y BUPOOHULTBI A®I (SIKLLO 3a3HAYEHO Y AOCbE
Ha NikapcbKWin 3acib) 3a BiACYTHOCTI cepTucpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BMPOGHMKA HOBOT AOMOMDKHOI PEHOBUHM (SKLLO
3a3HavyeHo y gocbe) 3MiHa agpecy BUpo6HMKa AdI
MaHkpeatuH MpAT "TexHonor", Ykpaina. 3miHu | Tuny -
AAMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
3asBHVKa (BNacHvKa peecTpauiiHoro noceigveHHs) - 3MiHa
agpecu
170. NMAHTEHO/N niHa HawkipHa, 4,63 TOB YkpaiHa [Op. F'epxapa HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: BUNPaBIeHHs 6e3 UA/4438/01/01
CMNPEN r/200rno130ry "BAJIEAHT MaHH, Xewm.- TeXHi4YHOoT nomunkn y MK, HeBignoBigHICTb iHdhopmauii peuyenma
KOHTeliHepax nig, PAPMACHIO thapm. ®abpuk (pi3HOUMTAHHSA) B MeXax OHOr0 AOKYMEHTY: Onuc
TUCKOM, no 1 TIKAN3" 6X HOpPMYBaHHS 3a nokasHukom «WaeHtudpukauus. MponenneHt
KOHTeliHepy B KOPOOLi (6yTaH, n306yTaH, nponaH)»
171. MAPALIETAMO | cycneH3ia opanbHa 120 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/11577/01/01
N BEBI mr/5 mn no 50 mn abo 06MmexXeHo 06MEXEHO 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuyenma
no 100 mn 'y donakoHi, BiANOBIA&/bHI BiANOBIAANBHICT KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa y NepBUHHIl
no 1 cpnakoHy pasom 3 cTHo 10 yMakoBLji FOTOBOro NikapcbKoro 3acoby (Tvn KoHTelHepa abo
[,03Y04MM MPUCTPOEM Y "®apmaueBTn "PapmaueBTUYH [lofaBaHHs HOBOrO KOHTelHepa) - TBepai, M'siki Ta
KapTOHHI Kopobui; no 5 YyHa KOMMaHis a KoMnaHis HecTepw/bHi pigki nikapcbki popmu. CynyTHS 3MiHa - 3MiHW 3
M abo 10 mn y cawe, "3p0pos'a” "3popos'a" AKocTi. FOTOBWIA Nikapcbkuii 3aci6. CucteMa

no 20 caLue y KapToHHil
Kopoobui

KOHTeliHep/3akyrnoptoBasibHWiA 3aci6. 3MiHa NnocTavyanbHMKa
naKyBa/lbHNX MaTepianis abo KOMMIEKTYUNX (SKLO
3a3HayeHo B 10CbE) (3amiHa abo AofaBaHHA NocTavasibHUKA);
- 3MiHM 3 sIKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOrO NiKapCbKOro
3aco6y ([0NoBHEHHS cneuydikaLii HOBUM MOKA3HUKOM 3
BiAMNOBIAHMM MeToA0M BUNpobyBaHHS). BBeAeHHS 3MiH
npoTsArom 3-X MicsLiB nicna 3aTBepAXeHHs. BBefeHHs
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

[04,aTKOBOrO BMAY NakyBaHHA (calue) 3i 3MiHOK po3mipy
ynakoku (no 5 mn a6o 10 mn y calle), 06'eMy BMiCTy
ynakoBkn Ta MmaTepiasly nepBuHHOT ynakosku J13. logaBaHHA
nocTavasnibHVIKiB NakyBasibHUX Martepianis. 3MiHn y
crneundikavii meToaiB KoHTpoto /13, a came BBeAEHHA [0
crneundikavii Ta MeToAiB KOHTPON /13 HOBOro NokasHuKa
«OAHOPIAHICTb A030BaHMX OAVHMLb (415 cale)»; 3MiHu | Tuny
- 3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa pPo3Mipy ynakoBKu
rOTOBOrO Jlikapcbkoro 3acoby (3miHa macu/o6'eMy BMICTY
KOHTeliHepa 6araTof030BOro Nikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOL030B0Or0,
4aCTKOBOIO BUKOPUCTaHHA)) - BBefeHHs A0AaTKOBOMO BUAY
nakyBaHHs (caLle) 3i 3MiHOK po3Mipy ynakoBku, Macu/o6'emy
BMICTY YNakoBKW Ta MaTepiasly NepBUHHOT ynakoBku J13; 3MiHK
| TMINy - 3MiHW 3 AKOCTIi. FOTOBWIA NiKapCbKniA 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (Bk/IoYakoum gianasoH
pO3Mipy cepii) roToBOro /ikapcbKoro 3acoby (3MeHLUEeHHS A0
10 pasiB) - BBeaeHHs JOAATKOBUX PO3MIpIB Cepiil mpenapary
ons pitovoro uexy XL, (ginbHuua MP/I®CIA) - 3aTBepaKeHo:
Bupo6bHuk: Liex ®XL (ainbHuus MP/1®CIiA) Po3mip cepii
cknapae: 8,703 Tuc.yn. (470,00 n) no 50 mn y donakoHax;
4,351 Tuc.yn. (470,00 n) no 100 mn y chnakoHax.
3anponoHoBaHo: BupobHuk: Liex XL (ginbHuus MPIDCIA)
Po3wmip cepii cknagae: 8,703 tuc.yn. (470,00 n1) no 50 mny
thnakoHax; 4,351 tuc.yn. (470,00 n) no 100 mn y prnakoHax;
4,700 tuc.yn. (470,00 n) no 5 mn y cawe Ne20 (1x20); 2,350
Tuc.yn. (470,00 n1) no 10 mn y cawe Ne20 (1x20). JoaaTkoBuii
po3mip cepili cknagae: 1,200 tuc.yn. (120,00 n) no 5 mn'y
cawe Ne20 (1x20); 0,600 Tuc.yn. (120,00 n) no 10 mn y cawe
Ne20 (1x20)

172.

MEHTACA

CYCNEH3iA pekTasibHa no
1 r/100 mn, no 100 mn
cycnexsii y pnakoHi 3
HaKOHEYHUKOM i
BHYTPILLHIM KnanaHow;
no 1 donakoHy y nakeTi 3
TIOMIHIEBOT )O/bIK; MO
5 abo 7 chnakoHiB Ta 5
abo 7 nonieTuneHoBmx
NakeTiB y KAPTOHHIl
ynakoBLi

deppiHr
IHTepHeLHN
CeHtep CA

LLseiiuapis

deppiHr-
Neyusa, a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HalimMeHyBaHHA Ta/abo agpecun
MiCLii NPOBaPKEHHS AiNIbHOCTI BUpOobHUKa/imnopTepa
roTOBOrO NikapCbKOro 3acoby, BKIYaUN AiNbHAL BUMYCKY
cepii abo micue NpoBefeHHsI KOHTPOSIO AKOCTI. (fisIbHICTb, 3a
SIKY BiAMoBigae BUPOGHMK/IMNOPTep, BKIOUAKUY BUMYCK
cepiid). 3MiHa Ha3BM Ta agpecu BUPOGHMKa, 6e3 3MiHM MicLst
BMPOGHULITBA

3a
peyenmom

UA/4990/04/01

173.

NEPTYCUH

cupon no 100 mny
hnakoHax abo 6aHkax,
no 100 mn y chnakoHax
Ne 1 a6o y 6aHkax Ne 1
y nauui

NAT
"Tanuucpapm”

YkpaiHa

NAT
"Tanuuchapm"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
npuBeAEeHHS Yy BiANOBIAHICTL cnewmdikalii Ta MeToAis
KOHTPOIO SIKOCTi Ha A®| yebpeLto ekCTpakT pigkvii No po3ainy
«MikpobionoriyHa unctota» o sumor AdY/EurPh 5.1.8.;
CynyTHS 3MiHa: 3MiHa y MeToAax BunpobysaHHs APl abo
BWXiAHOr0 Marepiany/npomikHOro NPOAYKTy/peareHTy, Lo
BWKOPUCTOBYETLCS Y Npoueci BUpobHuuTBa A®I (iHLWI 3MiHW Y

6e3
peuyenma

UA/0749/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
MeToAax BUMPOOyBaHHSA (BK/0Ya0UM 3aMiHy abo JOMOBHEHHS)
A®| abo BMXigHOro/MpoMiXXHOro NpoAyKTy)
174. NEPTYCWH cupon in bulk: no 100 MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3MiHM | Tuny - - UA/9554/01/01
My chnakoHi abo "lranuucapm” "Tannucbapm” npuBeLEeHHS Y BiANOBIAHICTb cneumdikalii Ta meTogis
6aHLi, no 48 chnakoHiB KOHTPO/IH0 SIKOCTi Ha AD| uebpeLo ekCTPaKT piakuii no po3giny
ab60 6aHoK y Kopoo6i «MikpobionoriyHa unctota» go sumor AdY/EurPh 5.1.8.;
KapTOHHOMY CynyTHS 3MiHa: 3MiHa y MeTogax BunpobysaHHs Ad| abo
BMXiIZAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, LWo
BVKOPWCTOBYETbLCS Y NpoLeci BUPO6HMLUTBA AP (iHLWi 3MiHU Y
MeToAax BUMPOOyBaHHS (BK0YaouM 3aMiHy abo [OMOBHEHHS)
A®I a60 BUXiAHOrO/NPOMIXHOIO NPOAYKTY)
175. MIKOBIT® TabneTku, BKpUTI KPKA, 4.4., CnoBeHis BiANOBIAa/IbHUI CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/8268/02/02
POPTE o060n0HkKoto, no 15 HoBo mecTo 3a BUPOGHMLTBO noJaHHA OHOBJ/IEHOro cepTudpikarty BifnoBigHOCTI peuyenma
TabneTtok y 6nictepi; no "in bulk", €Bponeiicbkoi hapmakonei Ne R1-CEP 2004-267-Rev 01 gns
2 6nicTepu y KapTOHHIN NepBUHHY aitoyoi peyosmHu Calcium Pantothenate Big 3aTBepmxeHoro
Kopo6Li yNakoBky, BMPOGHMKA; 3MiHW | TNy - NOAaHHA OHOB/IEHOTO cepTudlikaTy
BTOPVIHHY BignoBiaHocTi €Bponelicbkoi hapmakonei Ne CEP Ne R1-CEP
ynaKoBKy: 1999-057-Rev 04 ans gjtoyoi peyosuHn Thiamine nitrate Big
KPKA, 4.4., 3aTBEPAKEHOr0 BUPO6HUKA; 3MiHM | TUMy - NoAaHHsA
Hoso mecTo, OHOBJ/IEHOrO CepTudikaTy BifgnNoBiAHOCTI E€BPONECHKOI
CnoBeHis; chapmakonei Ne R1-CEP 2004-110-Rev 03 gns gitouoi
BignoBigansHNiA peuvoBuHM Nicotinamide Big, 3aTBEpAXEHOr0 BUPO6HUKA
3a KOHTPO/b
cepiii: KPKA,
n.n., Hoeo
MecTo,
CnoBeHis;
BignoBigansHNiA
3a KOHTPO/b Ta
BUMYCK Cepiii:
KPKA, 4.4.,
Hoso mecTo,
CnoBeHis
176. NOAOPOXHUK | nucts no 50 r y naykax 3 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/2263/01/01
A BE/IMKOIo BHYTPILLHIM NakeTom; no | dapmaueBTny PapmMaLeBTUyH 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy - peyenma
NNCTA 1,5 ry chinbTp-nakeTi; Ha thabpuka a thabpurka OHOBJIEHHSI TEKCTY MapKyBaHHS (pO3LUMPEHHS iHGpopMalLliT)
no 20 inbTp-nakeTiB y "Biona" "Biona" NepBUHHOT Ta BTOPVMHHOI YNakKoBKU JliKapcbKoro 3acoby.
nauuj BBepfeHHA 3MiH npoTarom 3-x micAwiB nicns
3aTBepAKEHHSA
177. MOPTANAK cupon, 667 mr/mn, no Benyno, niku Xopsaris Benyno, niku Ta Xopsaris BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/14086/01/01
250 mnabo no 500 My | Ta KOCMETMKa, KocmeTuka, A.4. nofaHHsa oHoBeHoro ceptudikaty CEP (R1-CEP 2005-023- peyenma
chnakoHi; no 1 donakoHy a.n. Rev 01) Big yxe 3aTBep)KeHOro BUPOGHUKa; 3MiHW | Tuny -
B KapTOHHII naui nofaHHsa oHoBrieHoro cepTtudpikaty CEP (R1-CEP 2005-023-
Rev 02) gns A®l Lactulose, liquid, Big yxe 3aTBepmKeHoro
BMPO6HMKA 3i 3MIHOK Ha3BM
178. NMPEHECA® Tabnetku, Wo KPKA, a.4., CnoBeHis BMPOBHULTBO CnoseHisa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13691/01/01
OPO TAB AVCnepryoTLes B HoBo mecTo "in bulk", AAMiHICTpaTuBHI 3MiHW. 3MiHa HalimMeHyBaHHA Ta/abo agpecun peyenmom
POTOBI NOPOXHWHI, N0 4 nepBrHHE Ta MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPOOHMKA (BK/IHOYaoum, 3a
MTr, Mo 7 TabneTok y BTOPVHHE Heob6XiAHOCTI, Micle NPoBefieHHs KOHTPOJIIO SKOCTI), abo
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
6nictepi; no 4 a6o no 8, nakyBaHHs, B/lacHuka mactep-caiina Ha A®l, abo noctavasibHUKa
abo no 12 6nictepis y KOHTpO/b Ta Ad|/BMXiAHOrO MaTepiany/peareHTy/NMPoMKHOIo NPOAYKTY, L0
KapTOHHI Kopo6L; no BUNYyCK cepil: 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HaYEHO Y A0ChE
10 TabneTok y 6nicTepi; KPKA, ao.4., Ha nikapcbkuii 3aci6) 3a BiACYTHOCTI cepTudikata
no 3 aéo no 5, a6o no 6, Hoso mecTo, BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoOMy
abo no 9, a6o no 10 CnoseHis; [ocke, abo BUPOBHKKa HOBOT AOMOMDKHOI PEYOBUHY (SIKLLLO
6nicTepiB y KAPTOHHIi BMPOGHMLTBO 3a3HavYeHo y A0CLE) - 3MiHa HallMEeHYBaHHS Ta afgpecu
KopooLi "in bulk", KOHTPaKTHOI BUPO6HMYOT AinbHuui A®I Zhejiang Menovo
nepBuHHe Ta Pharmaceutical Co., Ltd.; 3miHu | Tuny - 3miHn 3 AKOCTI.
BTOPUHHE [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI. 3aMiHa abo
nakyBaHHS: BBEJEHHSA [0AaTKOBOI AiNlbHUL BUPOGHMLITBA 4151 YACTUHM
KPKA, a.4., a60 BCbOro BUPOBGHMYOro NpoLecy roToBOro AikapCbKoro
HoBo mecTo, 3aco6y (AinbHMLA AN BTOPUHHOTO NakyBaHHS) - oAaBaHHS
CnoBeHis; BMPOGHNYOT AiNbHULI BiANOBIAaNbHOI 38 BTOPUHHE NakyBaHHSA
KOHTPOb Ccepil: - KPKA, a.4., HoBo mecTo, HoBOMeLLKa LecTa 22, 8310,
KPKA, ao.4., LLleHTepHe, CnoBeHist; 3MiHu | TMNYy - 3MiHK 3 SKOCTi. [oTOBMIA
Hoso mecTo, nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
CnoBeHis [0AAaTKOBOI [i/TbHUL BUPOGHULTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(8iNbHULA 0N NEPBUMHHOIO NaKyBaHHS) - 4O0AAaBaHHS
BMPOBHUYOI AiNbHULI BiANOBIA&ILHOI 3a NEPBUHHE NakKyBaHHSA
- KPKA, g.4., HoBo mecTo, HoBOMelLLKa LecTa 22, 8310,
LLleHTepHe, CnoBeHist; 3MiHK | TUNY - 3MiHK 3 SKOCTI. FoTOBWMIA
NiKapcbknii 3aci6. 3MiHW Y BUPOBHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbLCSA BUMYCKY Cepil Ta KOHTPO/I0
SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo AoaaBaHHsA
[iNbHWL, Ha SKill 3QiACHIOETLCA KOHTPOL/BUNPOBYBaHHSA
cepii) - AoAaBaHHA BUPOOHNYOT AiNbHULI BignoBiganbHOT 3a
KOHTpOnb cepii - KPKA, a.4., HoBo mecTo, Mosxosa yniua 5,
8501 Hoso mecTo, CnoBeHist; 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI. 3amiHa abo
BBEJEHHSA [0AaTKOBOI AiNlbHUL BUPOGHMLITBA 4151 HACTUHM
a60 BCbOro BUPOBGHMYOro NpoLecy roToBOro AikapCbKoro
3acoby (AinbHWLA, Ha SKili NPOBOAATLCA Oy Ab-5Ki BUPOGHWUI
cTagii, 3a BUHATKOM BUMYCKY Cepiid, KOHTPOJO AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHS, /151 HECTEPUSIbHUX
NiKapCbKNxX 3aco6iB) - J0AaBaHHSA BUPOGHNYOT AiNbHUL
BignosiganbHOI 3a BUpo6bHMUTBO "in bulk" - KPKA, a.4., HoBo
MecTo, HoBomeluka uecta 22, 8310, LeHTepHe, CnoseHis
179. NMPEHECA® TabneTtku, Wwo KPKA, a.4., CnoBeHisi BMPOGHMLTBO CnoBeHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3mMiHu | Tuny - 3a UA/13691/01/02
OPO TAB OucnepryTbes B HoBo mecTo "in bulk", AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu peuyenmom
POTOBI i NOPOXHWHI, N0 8 nepBuUHHE Ta MiCLst MPOBaKEHHS AisiNIbHOCTI BUPOGHYMKA (BKIOHauu, 3a
Mr, No 7 TabneTok y BTOPUHHE HeoObXiAHOCTI, MicLle NPOBeAEHHSI KOHTPO/IIO SKOCTI), abo
6nictepi; no 4 a6o no 8, nakyBaHHs, B/lacHuKa macTep-thaiina Ha A®l, abo noctavasibHUKa
abo no 12 6nictepis y KOHTPO/b Ta Adl/BnxigHoro matepiany/peareHTy/npOMKHOrO NMPOAYKTY, L0
KapTOHHI Kopo6uj; no BWMYCK Cepil: 3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO 3a3HAYEHO Y AOChE
10 Tabnetok y 6nictepi; KPKA, a.4., Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
no 3 a6o no 5, abo no 6, HoBso mecTo, BIANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
abo no 9, a6o no 10 CnoBeHis; [ocbe, abo BUPOGHKKA HOBOT JOMOMDKHOI PEYOBMHY (SIKLLIO
6NicTepiB y KAPTOHHIM BUPOBHULITBO 3a3HA4YeHO Y [0CLE) - 3MiHA HAalIMEHYBaHHSI Ta afipecu
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Kopoobui "in bulk", KOHTPaKTHOI BUPO6HMYOI AinbHuLi A®| Zhejiang Menovo
nepBuHHE Ta Pharmaceutical Co., Ltd.; 3mMiHM | TUNY - 3MiHK 3 AKOCTI.
BTOPVHHE FOTOBWIA nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
nakyBaHHS: BBEJeHHSA [0AaTKOBOI AiNIbHUL BUPOBHMLITBA A1 HACTUHM
KPKA, a.4., a60 BCbOro BUPOGHMYOro NpoLecy rotToBoro Mikapcbkoro
HoBo mecTo, 3aco6y (AinbHMLA AN BTOPUHHOTO NakyBaHHSA) - AoAaBaHHSA
CnoBeHis; BMPOGHWYOI Ai/TbHML BiANOBIAA/IbHOI 38 BTOPUHHE NaKyBaHHS
KOHTPO/b cepil: - KPKA, a.4., HoBo mecTo, HoBOMeLLKa LiecTa 22, 8310,
KPKA, a.4., LLleHTepHe, CnoBeHist; 3MiHK | TUNY - 3MiHK 3 sIKOCTi. FoTOBWUIA
HoBo mecTo, nikapcbknii 3aci6. 3MiHM Y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
CnoseHis [0[aTKOBOT AiNbHULL BUPOBHULTBA A/19 YACTUHW ab0 BCbOro
BMPOGHNYOro NPOLECY roTOBOro JliKapCbKoro 3acoby
(8iNbHULA A8 NEPBMHHOIO NakyBaHHSA) - f0AaBaHHSA
BMPOBHUYOI AiNbHML BiANOBIAANLHOI 3a NEPBUHHE NaKyBaHHS
- KPKA, g.4., HoBo mecTo, HoBomellka LecTta 22, 8310,
LLleHTepHe, CnoBeHist; 3MiHu | TMNYy - 3MiHK 3 SKOCTi. [oTOBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITbLCSA BUMYCKY Cepii Ta KOHTPO/I0
SIKOCTi FOTOBOrO NikapCcbKoro 3acoby (3amiHa abo JoAaBaHHs
[iNbHULI, Ha 5Kl 3QJCHIETLCA KOHTPO/L/BUNPOBYBAHHSA
cepii) - AoAasaHHA BUPOOHMNYOT AiNbHULI BignoBiganbHOT 3a
KOHTposb cepii - KPKA, a.4., HoBo mecTo, MoBxoBa yniya 5,
8501 HoBo MecTo, CnoBeHis; 3MiHK | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBEJEHHSA [0AaTKOBOI AiNIbHUL BUPOBHMLITBA A1 HACTUHM
ab0 BCbOro BUPOGHNYOro NPoLLecy roToBOro ikapcbKoro
3acoby (AiNbHULSA, Ha Kk NPOBOAATLCS BYb-AKi BUPOGHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepiid, KOHTPOJIIO AKOCTI,
NepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, /151 HECTePUSIbHUX
NiKapCbKNx 3aco6iB) - fA0AaBaHHA BUPOOHWUYOT AiNbHUL
BiANOBIAasIbHOI 3a BUpo6HMUTBO “in bulk" - KPKA, a.4., HoBo
MecTo, HoBomeluka LecTa 22, 8310, LeHTepHe, CrioBeHis
180. MPECTAPIYM® | Tabnetku, BKpUTI ne ®paHuisa Na6opaTopii PpaHuia/ BHECEHHS 3MiH [0 peecTpavjiiiHix maTtepianis: 3minu |l Tuny - 3a UA/5654/01/01
APTIHIH KOMBI | nniBkoBOK 060/I0HKOH; NTABOPATYA CepB'e IpnaHgis 3MiHV A0 IHCTPYKLi 415 MeAUYHOr0 3aCTOCYBaHHS [0 PO34iniB | peyenmom
no 14 a6o no 30 P CEPB'E€ IHaacTpi, "MpoTunokasaHHA", "B3aeMogia 3 iHWMMU NiKapCbKUMu
TabneTok y KOHTelHepi; dpaHuis; 3acobamu Ta iHWi BuAn B3aemogiit”, "OcobamBocCTi
no 1 KoHTelHepy y CepB'e 3actocyBaHHs", "lNo6iyHI peakuii”. BBejeHHA 3MiH NPOTArom
KopobLi 3 KapTOHY (IpnaHgis) 6-TU MicsLiB Nicns 3aTBepAKEeHHsA
IHpacTpic T4,
Ipnangis
181. NMPOCKAP® TabneTtkn, BKpUTI Mepk Wapn i Lseiiuapis BUPOBHMK cuwaA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/0485/01/01
NNiBKOBOK 060/TI0HKOHO, [oym lgea, IHK Hepo3dghacoBaHH Benuka 3MiHu 3 sikocTi. CepTudikat BignosigHocTi/lE-cepTucpikar peyernmom
no 5 mr; no 14 TabneTok Ol NpoAyKu;i: BpuTanis/ BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3miHu,
y 6nicTepi; no 2 AIAC HigepnaHan noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
6nicTepu B KApTOHHI IHTepHeLwHn MoHorpadii JPY abo €sponeiicbkoi thapmakonei, abo iHwoi
ynakoBLii dapwma, TOB, HauioHa/IbHOT hapmakonel gepxasun €C (3MiHa y
CLA; nepBuHHe cneumdikayisx, nos'a3aHa 3i 3miHamu B dY, abo
nakyBaHHs: €Bponeiicbkii hapmakonei, abo iHLLIA HauioHaNbHI
Mepk LWapn i cthapmakonei gepxasu €C) - 3miHa y cneumndpikauii nos‘s3aHa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
[Loym Nimites, 3i 3MiHamu y €Bponeiicbkili hapmakonei, 3MiHa BHOCUTBCSA
Benvika BUK/IOYHO AN NPYBEAEHHS Y BiANOBIAHICTL 4O OHOBNEHOT
BpuTaHis; MoHorpadii €sponeiicbkoi chapmakonei Ha A®| chiHacTepus 3a
BTOPWHHE MYHKTOM <«[JOMiLLIKM>»
nakyBaHHS,
BUMNYCK cepil:
Mepk Wapn i
Joym B.B.,
Higepnangm
182. | MPOTEKOH® TabneTku, BKpUTI OpraHocuH IHAjs EBepTOomXeH IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/3347/01/01
060/10HKO10, Mo 10 Naiidp Naiicp CaeHcnz 3MiHa y MeTogax BunpobyBaHHS rOTOBOro NiKapCbKoro 3acoby peuenma
Tabnetok y 6nictepi; no CaeHcms [BT. Nimiteq (iHWi 3miHM y MeTogax BUNpobyBaHb) — y 3B'A3KY 3
3 6nicTepu y navyi 3 nTp. ONTUMI3aLiel0 aHaNITUYHOTO KOHTPO/0 6yno po3pobeHo Ta
KapToHy; no 10 3anponoHoOBaHO HOBY MeTOAMKY ANs nokasHuka «KinbkicHe
Tabnetok y 6nictepi; no BM3HAYEHHS rNI0Ko3aMiHy cynbhaty». 3aTBepikeHa Ta
3 6nictepu y nauui 3 3anponoHoBaHa MeTOANKV NMPOBOAATLCA METOAOM PifAVHHOI
KapToHy; Mo 3 naukn y XxpomaTorpadil; yTOYHEHHS [0 METOAVKM KOHTPOJIIO MOKa3HMKa
nauuj 3 kapToHy; no 30 «lgeHTudpikanis. TutaHy giokcugy» WoA0 KOHLEeHTpauii
abo 60 TabneToky BVKOPVCTOBYBAHWNX B METOANML PO34YMHIB Ta HE3HAYHI
KOHTelHepax; no 1 peAakLuiiiHi yTOYHEHHS NO TEKCTY
KOHTeliHepy B nauuj 3
KapTOHY
183. NMPOTEKOH® TabneTkun, BKPUTI OpraHocuH IHAjs EBepTomxeH IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - - UA/3348/01/01
060/10HKOH, in bulk: no Naiidp Naiich CaeHcus 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro NiKapCbKoro 3acoby
2500 TabneTok y CaeHcus MBT. Nimiten (iHWi 3MiHM y MeTogax BUNpobyBaHb) — y 3B'A3KY 3
naketax y kopobu,i 3 nra. ONTMMI3aLi€0 aHaNiTUYHOIO KOHTPOJIK0 6yN0 po3pobeHo Ta
rogppokapToHy 3anponoHOBaHO HOBY METOAMKY A1 nokasHuka «KinbkicHe
BU3HAYEHHS [MI0KO3aMiHy CyfbdhaTy». 3aTBepixeHa Ta
3anponoHoBaHa METOANKY NMPOBOAATLCS METOAOM PifVHHOI
Xpomatorpadii; yTOUHeHHS [0 METOAMKN KOHTPOJTIO NOKa3HuKa
«lpeHTudpikauis. Tutany giokcna» WoA0 KOHLeHTpauil
BMKOPWUCTOBYBaHUX B METOANL PO3UYMHIB Ta HE3HAYHI
pefakLiiiHi yTOYHEHHS MO TEKCTY
184. NYNbMO3UM® | po3uvH Ans iHransuii, ®.XopcpmanH | Lseliyapis BMPOGHMLTBO CuwA/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/12438/01/01
2,5 Mr/2,5 mi; no 2,5 mn -Na Pow Nta Hepo3chacoBaHo | LUBeiiuapis/ 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. peyernmom
B amnyni; no 6 amnyny T npoaykuji: HimeuunHa BBefeHHs abo 3MiHM [0 y3arasibHeHUX AaHNX NPO CUCTeMY

KOHTeliHepi; no 1
KOHTelHepy B KapTOHHii

[KeHeHTek [HK.,
CLA; nepBuHHe

chapmakoHarnsigy (BBeeHHs y3arasibHeHUX AaHux npo
cuctemy hapmakoHarisay, 3miHa ynoBHoBaXeHoi 0cobu,

yNakoBLii nakyBaHHs: Bi4NoBiAa/IbHOI 3a 34jICHEHHST hapMakoHarns4y; KOHTakTHOT
KeTeneHt 0cobu 3 chapmakoHarnsay 3asBHVKa o5 34iACHEHHS
dapma hapmakoHarnagy B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
COnoLWH3, YNOBHOB&XEHOT 0CO6U, BiANOBIfa/IbHOI 3a 34iiCHEHHS
CLA; BTOpUHHE thapmakoHarnsgy (BKuvatum KOHTaKTHi AaHi) Ta/abo 3MiHu y
nakyBaHHs: po3MilLieHHi MacTep-halina cuctemun hapmakoHarnagy) -
®.XohchbmaHH- 3MiHa KOHTaKTHOI 0CcOo6W , Bi4MNOBIAA/IbHOT 32 34iCHEHHS
Na Pow NTa, thapmakoHarnagy B Ykpaini. Jitoda pegakuis — oy TeTaHa
LBeliuapis; lOpiiBHa. MponoHoBaHa pefakuis — MoLwHiHa Onbra IBaHiBHa.
BMNPOOGYBaHHS 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0co6u, BignoBiAa/IbHOI 3a
KOHTPO/0 3AilicCHEHHs1 chapMakoHarnsay B YKpaiHi. 3MiHa KOHTAKTHUX
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
SIKOCTi: Poww [aHnXx ynoBHOBaXeHOI 0c06y 3asBHMKa, BiANOBifaIbHOT 3a
dapma Arl, 3piicHeHHs hapMakoHarnsay. 3miHa Micus 34iicHeHHSA
HimeuunHa; OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3MmiHa
BWMYCK Cepil: MicLie3HaxX0KEHHS MacTep-haiina cuctemn hapmakoHarnsgy
®.XohpmaHH-
Na Pow Jltg,
LLIBeliyapis
185. PEMUKENA® niocpinizaT ANs po3vnHy TOB YkpaiHa BUNYyCK cepil: Higepnanaun BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/4904/01/01
Ans indpysiii no 100 wmr, "[IKOHCOH i AHcceH / Weeiuapis 3MiHa B yMOBax 36epiraHHsl roTOBOro NikapcbKoro 3acooby, peyernmom
1 dp1lakoH 3 MOPOLLKOM Y JPKOHCOH Baionomxukc 30Kpema: BUTyYEHHS [0AATKOBOI BkasiBku "He
KapTOHHIA KOpooLi YkpaiHa" B.B., 3aMopoXxyBaTn”. 3MiHW BHECEHO B iIHCTPYKLiI0 4158 MegU4HOro
HigepnaHaw; 3acTOCyBaHHSA 40 po3giny "YMoBuM 36epiraHHA" Ta K HacNigok,
BUPOOHNLTBO 3a [10 TEKCTY MapKyBaHHA BTOPUHHOI YNakOBKW NiKapCbKoro
NOBHUM 3acoby
uuknom: Cinar
Al WBeiiuapis
186. PECIMUKC® PO34uH opasibHUiA, 10 OPIrAHOCUH OAE dpaHuia ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/12305/01/01
CMPEN mr/0,2 mn; no 13 mn NANOCAEHC dapmachbHoTidi 3MiHM 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y peyenma
PO34UMHY Y (priakoHi 3 N3 (E® 3ET IHaycTpia BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/Iovakoum gianasoH
[,03YH04UM NPUCTPOEM; Cl) dapmako po3Mipy cepil) roToBOro NikapcbKoro 3acoby (3MeHLUEeHHS A0
no 1 cpnakoHy B Bionogxika 10 pasiB) - 3MeHLUeHHS1 po3Mmipy cepii [N13. 3aTBepaxeHo: 750
KapPTOHHI KOpooOLyi C.p.n. N, 100 n, 3anponoHoBaHo: 500 n, 100 n
187. PUBACTUIMIH | kancynu Teepgi no 3,0 OpioH PiHNAHAIA Brpo6HuK, Lo PiHnaHpia/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/11943/01/02
Mmr no 14 kancyny KopnopeiwH 3[iliCHI0E IHgis/ AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW MikapCbKOro 3acoby - peuyenmom
6nictepi, no 2 6nictepn BTOPVHHY ManbTa 3MiHa Ha3Bw sikapcbkoro 3acoby. SATBEPIXXEHO:
B KapPTOHHIlA KOpO6L ynakoBKy, PUBACTUIMIH OPIOH (RIVASTIGMIN ORION)
KOHTPO/b 3AMPOMNOHOBAHO: PUBACTUIMMIH (RIVASTIGMIN)
AKOCTI, BUNYCK BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBEPAKEHHS;
cepii: 3MiHM | TURY - 3MiHK LWoAo 6e3nekn/edeKkTUBHOCTI Ta
OpioH hapmakoHarnsgy (iHwi 3MiHKn) - 3amiHa po3giny
KopnopeiiH, «["padmyeckoe ohopmneHne ynakosku» y MKA 13 Ha po3gin
PiHNAHAIA; «MapkvpoBka». BBefieHHs1 3MiH NPOTArom 6-T1 MicALIB Micns
Bnpo6HWK, Wwo 3aTBEPAKEHHS
3pjicHI0E
BMPOGHMLTBO,
NepBUHHY,
BTOPUHHY
yNakoBKy,
KOHTPO/b
SAKOCTI:
ToppeHT
dapmacboTikas
NimiTeq, 1HAis;
AnbTepHaTUBHA
1 BUPOOHVIK, L0
3pjicHI0E
KOHTPO/b
AKOCTI:

En.MNi.En. CeidT
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Cepsicec
(ManbTa) 14,
MasibTa
188. | PUBACTUIMIH | kancynu TBepgi no 1,5 OpioH PiHNAHAIA Brpo6HWK, LWo PiHnaHgia/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3a UA/11943/01/01
Mmr no 14 kancyny KopnopeiLuH 3pjicHI0E IHais/ AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby - peuyenmom
6nictepi, no 2 6nictepn BTOPUHHY ManbTa 3MiHa Ha3Bw nikapcbkoro 3acoby. 3SATBEPI)KEHO:
B KapPTOHHI kopo6ui yMakoBKy, PUBACTUIMIH OPIOH (RIVASTIGMIN ORION)
KOHTPONb 3AMPOMOHOBAHO: PUBACTUIMMIH (RIVASTIGMIN)
AKOCTI, BUMYCK BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS;
cepiii: 3MiHM | TURY - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
OpioH hapmakoHarnagy (iHwi 3MiHKn) - 3amiHa po3gainy
KopnopeiiwH, «["padmyeckoe ohopmneHne ynakoskm» y MKA N13 Ha po3gin
PiHNAHAIS; «MapknpoBka». BBefieHHS1 3MiH NPOTArom 6-T1 MicALIB micns
Bnpo6HuK, Wwo 3aTBEPAKEHHSA
3[jcHIoE
BVMPOGHMLTBO,
NepBUHHY,
BTOPUHHY
yNakoBky,
KOHTPONb
AKOCTI:
ToppeHT
PapmacbloTikas
Nimitea, IHgis;
AnbTepHaTuBHU
1 BUPOGHUIK, LU0
3[jcHIoE
KOHTPONb
SAKOCTI:
Eii.Mi.En. Csict
Cepsicec
(ManbTa) 114,
MasibTa
189. PUNy30n MOPOLLIOK KpUCTanivHuiA My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - - UA/12233/01/01
(cybeTaHuis) y akuioHepHe akuioHepHe 3MiHa y cneumdikauii noB‘a3aHa 3i 3MiHaMun y €Bponeiicbkiit
noABiiHMX TOBapuCTBO TOBapuCTBO hapmakonei, 3MiHa BHOCUTbCS BUK/TIOYHO 415 MPUBEAEHHS Y
nosieTUIEHoBMX "HaykoBo- "HaykoBo- BiANOBIAHICTb A0 OHOB/IEHOI MOHOTpadii €EBponencbkol
nakeTtax gns BUPOGHNUNIG BUPOGHNUNIA chapmakonei, BUy4YeHHs TecTy «Baxki MeTanun»
hapmaueBTUYHOro LEeHTp LEeHTp
3acTocyBaHHsA "bopLuariBcbk "BopLyariBcbkuii
uii Ximiko- Ximiko-
thapmavneBTuy hapmaLeBTUyH
HWiA 3aBog” nii 3aBog”
190. PUTYKCUM KOHUeHTpaT ans TOB "/llom'ep YkpaiHa TOB "/ltoMm’ep Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/15580/01/01
PO34MHy NS iHdysiii no dapma” dapma” AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecun peuyenmom
100 mr/10 mn, no 10 mn (BMPOGHMLTBO MiCLii NPOBaPKEHHS AisiNIbHOCTI BUpOo6HUKa/imnopTepa
y donakoHi; no 2 3 NpoAyKui in roTOBOrO /iKapCbkOro 3acoby, BKYaoun AiNbHUL BUMYCKY
oNakoHW B KOHTYPHIlA bulk BUpoGHuKa: cepii abo MicLie NpoBeAEeHHS KOHTPOJTHO SKOCTI. (BisNbHICTL, 3a
YapyHKOBIli ynakoBLj; No ®.XodphmaHH- 5Ky BiiNOBiAa€e BUPOBHMK/iMNoOpTep, BK/IOYAKYM BUMNYCK cepiit)




128

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
1 KOHTYpHIlA YapyHKOBIli Na Pow N1a, - 3MiHa agpecu Micus NPoBafKeHHs 4isNIbHOCTI BUPOGHMKa
yMaKoBLji B KAPTOHHIl LLiBeiiuapis; roToBOro nikapcbkoro 3acoby TOB "/llom'ep ®apma”, 6e3
Kopo6ui; no 50 mny Pow 3MiHM Micus BUPOOHULITBA - MPUBEAEHHS iHdhopmaLii y
chnakoHi; no 1 donakoHy [LiarHocTnkc BiANOBIAHICTb 4,0 OHOB/EHOI NiLEH3IT HA BUPOGHMLTBO
B KapTOHHI kopobui M6X, (OopaTok Nel o NiueHsii cepii AB Ne578997); 3miHu | Tuny -
HimeuunHa) AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpec
3asBHMKa (BNacHyKa peecTpaLiiHoro NocBif4YeHHs) - 3MiHa
afipecu 3asiBHUKa
191. POAKKYTAH® Kancynu no 10 mr no 10 P. LLseiuapis BMPOGHMLITBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/2865/01/02
Kancyn y 6nictepi; no 3 XodhcpmaHH- Hepo3chacoBaHo | LlBeliuapis 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
6nictepu B KOPOOLL Na Pow Ntpg, T npoayku;i: BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy
KeTeneHt thapmakoHarnsgy (BBeAeHHs y3arasibHeHVUX AaHnx npo
[xepmaHi cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBakeHOi ocobu,
E6epbax MvbX, BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMakoHarnsay; KOHTakTHOI
HimeuumnHa,; 0cob6u 3 chapmakoHarnsgy 3asasBHVKa A5 34iNCHEHHS
nepBrHHE Ta thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
BTOPVHHE YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
nakyBaHHS: thapmakoHarnagy (BKIyaum KOHTaKTHi AaHi) Ta/abo 3MiHn y
IBepc-Ni AT, po3MilLeHHi MacTep-ghaiina cuctemmn hapmakoHarnsagy) -
LLiBeiiuapis, 3MiHa KOHTaKTHOI 0Cco6Y 3as1BHMKA, BiAnoBigabHOI 3a
®.XothpmaHH- 3AificHeHHs thbapmakoHarnsgy B Ykpaini. MponoHosaHa
s Pouw NlTg, pefakuis — MowHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
LLiBeiiuapis; [aHnX KOHTaKTHOI 0cobu 3asBHUKa, BIANOBIAa/IbHOI 3a
BMNPOGYBaHHSA 3fiicHeHHs hapmakoHarnagy B YkpaiHi. 3MiHa KOHTaKTHUX
KOHTPO/0 [aHnXx ynoBHOBaXeEHOI 0C06Y 3asBHMKA, BiANOBifabHOT 3a
SAKOCTI: 3piicHEHHs hapMakoHarnsay. 3mMiHa Micus 3ailicHeHHS
®.XothpmaHH- OCHOBHOI AisiIbHOCTI 3 hapmakoHarnsgy.
s Pouw NlTg, 3miHa MicLe3HaxomkeHHs: MacTep-haiina cucremm
LLiBeiiuapis; hapmakoHarnagy
®.XothpmaHH-
Na Pow 14,
LLiBeiiuapis;
BWMNYCK Cepil:
®.XohdpmaHH-
Na Pow Nta,
LLiseiuapis
192. POAKKYTAH® Kancynu no 20 mr no 10 P. LLBeiuapis BMPOGHMLTBO HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3a UA/2865/01/01
Kancyn y 6nictepi; no 3 XothdhmaHH- Hepo3chacosaHo | LlBeliuapis 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
6nictepn B KOpoo6L Na Pow NTg T npoAykKuji: BeeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX Npo cucTemy
KeTteneHt chapmakoHarnsgy (BBefeHHs y3arasibHeHUX gaHux npo
[bxepmaHi cuctemy hapmakoHarisgy, 3miHa ynoBHoBaXeHoi ocobu,
E6epbax Mm6X, BiANOBIAa/IbHOI 3a 34iiCHEHH:A ddapMakoHarnsay; KOHTakTHOI
Himeyumnha; 0cobu 3 thapmakoHarnagy 3asBHVKa A5 34iACHEHHS
nepBuHHE Ta thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
BTOPVHHE YyNOBHOB&XeHOT 0cobu, BiAMNoBiAanNbHOT 3a 34jiCHEHHS
nakyBaHHs: thapmakoHarnagy (Bko4vatum KOHTaKTHi AaHi) Ta/abo 3MiHu y
IBepc-/i AT, pO3MiLLEeHHi MacTep-thaiina cuctemm chapmakoHarnsgy) -
LLsenuapis, 3MiHa KOHTaKTHOT 0CcObM 3asiBHUKA, BiAMNOBIAA/IbHOI 3a
®.XodpchbmaHH- 3fiicHeHHs1 papMakoHarnisay B YkpaiHi. MponoHoBaHa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Ns Pouw NlTg, pefakuis — MowHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
LLiBeiiuapis; [aHnX KOHTaKTHOI 0CO6M 3asiBHMKA, BiANOBifaIbHOT 3a
BMNPOGYBaHHSA 3ailicHeHHsA thapmakoHarnsay B YkpaiHi. 3MiHa KOHTaKTHUX
KOHTPO/II0 [aHnx ynoBHOBaXeEHOI 0c06y 3asBHMKa, BiANOBifaIbHOT 3a
AKOCTI: 3piicHeHHs hapMakoHarsay. 3miHa Micus 3aiicHeHHSA
®.XothpmaHH- OCHOBHOI AisiIbHOCTI 3 hapmakoHarnsagy.
Ns Pouw NTg, 3miHa MicLe3HaxoMkeHHs: MacTep-chaiina cucremu
LLiBeiiuapis; thapmakoHarnagy
®.XothpmaHH-
Na Pow 14,
LLiBeiiuapis;
BUMNYCK cepil:
®.XohdpmaHH-
Na Pow N1ta,
LiBeliuapis
193. | CAM3EH® 8 MI' | nopolwuok an1a Apec LLBeiuapis Mepk CepoHo ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/1567/01/02
KNIK.I3I NPUroTyBaHHA PO34UHY Tpeiginr C.A. C.n.A. 3MiHU [0 IHCTPYKUIT AN5 MEeAUYHOro 3aCTOCYBaHHA [0 po3AiniB | peyenmom
Ans iH'exkuivi no 8 mr, 1 "B3aemogis 3 iHWVMK fikapcbkMK 3acobamu Ta iHLi Buan
abo 5 dhnakoHiB 3 B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", "Cnocib
nopotukom, 1 a6o 5 3acTocyBaHHA Ta 031" OHOBMEHa iHhopmaLia woao
KapTpuaxis 3 1,37 mn B3aEMOJ,i 3 KOPTUKOCTEPOIAaMM Ta ecTporeHamu; Ao4aHo
po3unHHuka (0,3 % 3acTepexeHHs LLoAO0 CKOMio3y; BHECEHO pekoMeHAaauil Woao
(M./06.) pO34MH M- ONTMMI3aLiT 03YBaHHS XiHKaM; a TakoX BHeceHa
Kpe3ony y Bodi ans nonepegkyBasibHa iHhopmMaLis WoA0 BMICTY HaTpito
iH’eKUili) nonepegHbLO BiANOBIAHO 0 OHOB/IEHOT KOPOTKOT XapakTepuCTrKn
3ibpaHmx B 1 abo 5 niKkapcbKkoro 3aco6y. BBeAeHHA 3MiH NPOTArom 6-Tu micauis
NpUCTpOIB Ans nicnA saTBepAKeHHA
PO34YMHEHHS (KNIK.i3i),
Lo cknagatTbea 3 1
abo 5 kopnycis
npuctpoto Ta 1 abo 5
CTepUIbHUX NepexigHnX
KaHINb Y KapTOHHIl
Kopobui
194. CAHOPUWH- Tabnetku wunydi 200 mr "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepiasis: BUNPaB/IEHHS 6e3 UA/16834/01/01
BPOHXO no 6, a6o no 10, a6o no dapma dapmacboTikas Pecny6nika TEXHIYHOT MOMW/IKN Y METOAAX KOHTPOJIHO AKOCTI peuyenma
20 TabneTok y Ty6i, no 1 Nimiten" 3AT
Ty6i B KQpPTOHHIA nayL;
no 10 TabneTok y Ty6i,
no 3 Ty6u B KAPTOHHIl
nauii
195. CAHOPWH- Tabnetku wunydi 600 mr "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: BUNPaB/IEHHS 6e3 UA/16834/01/02
BPOHXO no 6, a6o no 10, a6o no Papma PapmacboTikau Pecny6nika TEXHIYHOT MOMWSIKN Y METOAAaxX KOHTPOJIHO AKOCTI peyenma
20 TabneTtok y Ty6i, no 1 NimiTen" 3AT
Ty6i B KQPTOHHIl nauuj;
no 10 TabneTtok y Ty6i,
no 3 Ty6n B KAPTOHHIl
nauui
196. CENNCENT® Kancynu no 250 mr, no ®.XopcpmanH | Lseliyapis BUPOBHULTBO ITania/ BHECEHHS 3MiH [10 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/6612/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
10 kancyn y 6nictepi; no | -9 Pow JITg Hepo3chacoBaHo | LlBeliuapis 3MiHu Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
10 6nicTepiB y T npoayku;i, BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy
KapTOHHI nauw,i BMNPOGYBaHHS hapMakoHarnsay (BBeAEHHS y3araslbHEHUX AaHWX Npo
KOHTPO/0 cuctemy hapmakoHarnagy, 3MmiHa ynoBHOBaXkeHoi ocobu,
AKOCTI: BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapMakoHarnsay; KOHTakTHOI
Jensdapm 0co6u 3 chapmakoHarnagy 3asBHuKa A5 34iINCHEHHS
MinaHo, C.P.J1.. thapmakoHarnsgy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
ITanis; yNOBHOBaXXeHOT 0c0o6M, BiANOBiAaNbHOT 3a 34iCHEHHS
nakyBaHHs: . thapmakoHarnagy (BKo4vaoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
XothcpmaHrH-/15 po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsagy) -
Pow Nita, 3MiHa KOHTaKTHOI 0CO6U , BiAMNOBIAA/IbHOI 3a 3AiiCHEHHS
LLiBeiiuapis; thapmakoHarniagy B Ykpaini. itoua pegakuis — Moy TeTaHa
BWMYCK Cepil: lOpiiBHa. MponoHoBaHa peakuis — MowHiHa Osbra IBaHiBHa;
®.XohpmaHH- 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu, BiANoBiAasIbHOT 3a
Na Pow Jltg, 3AilicHeHHA hapMakoHarnagy B YKpaiHi; 3MiHa KOHTaKTHUX
LLiBeiuapis [aHnXx ynoBHOBaXeHOI 0co6y 3asBHVKa, BiANOBifaIbHOT 3a
3[iicCHeHHs1 hapMakoHarnsay; 3MiHa Micus 34jiACHEeHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy; 3miHa
MicLle3Hax0MKEHHs1 MacTep-dhariia cucteMu papmakoHarasay
197. CEHU NNCTA nneta no 50 r abo 100 r MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/11745/01/01
y nayvi 3 BHYTPILLHIM PapmaueBTHY PapmMaueBTUYH 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy - peyenma
nakeTom; no 2ry Ha habpuka a habpvika 3MiHV BHECEHI B TEKCT MapKyBaHHS BTOPUHHOT yMakoBKM
inbTp-nakeTi; no 20 "Biona" "Biona" nNiKapcbKoro 3acoby (po3mpeHHs iHhopmaii). BBegeHHs
PiNbTp-NakeTiB y nauli 3MiH nNpoTsirom 3-X MicsiLiB nicns 3aTBepAKEeHHSA
198. CUBA3OH PO34UH A5 iH'eKUIN, 5 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix MmaTtepianiB: TeXHiYHa 3a UA/5794/01/01
Mr/Ma no 2 M B amnyni; "XapkiBcbke "XapkiBcbke NOMU/IKa B IHCTPYKLUIT 418 MeANYHOr0 3aCTOCYBaHHS peyernmom
no 5 amnyn y 6nictepi; hapmavueBTny thapmaueBTUYH NiKapcbKoro 3acoby B po3aini "MOBIYHI PEAKLIIT"
no 2 6nictepy B KOPOOGL He e nignpuemcTeo
3 KQpTOHY nigNpPUEMCTBO "340poB'Aa
"3p0poB'a Hapogay"
Hapozy"
199. CUHIrynapP® TabneTku XyBasibHi No 4 Mepk Wapn i LlBeliuapia | BMPOGHMLTBO 3a Benuka BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | TUny - 3a UA/10208/01/01
Mr no 14 TabneTok y Joym lgea IHK NOBHUM BpuTaHis/ 3MiHN A0 IHCTPYKUiT 4151 MEAMYHOTO 3aCTOCYBaHHS 40 pPO34iny peyenmom
6nictepi; no 2 6nictepn uukiom: Mepk Higepnanamn "Oco61MBOCTI 3acTOCyBaHHS" (BHECEHO iHGhopMaLlito:
B KapPTOHHIlA KOpO6L LWapn i foym Nikapcbkuii 3aci6 MiICTUTb MeHLe 1 MMonb (23 Mr) HaTpito Ha
NimiTeq, Benuka TabneTky, TO6TO NPaKTMYHO BiSIbHWIA Big, HATPIIO); 3MiHK |l TUNYy
BpuTaHis; - 3MiHW [0 [HCTPYKUT 4N MegUyYHOro 3acTocyBaHHsA A0
nepBuHHa Ta po3giny "MobiuHi peakuii". BBefAeHHA 3MiH npoTAarom 3-x
BTOPVHHA MicsaliB nicnA 3aTBepa)KeHHs
ynakoBka,
[03Bin Ha
BUNYyCK cepil:
Mepk Wapn i
Joym B.B.,
Higepnangmn
200. CUHIrynsaP® TabneTku XyBasibHi Mo 5 Mepk Wapn i LlBeiiuapia | BUMPOGHWULTBO 3a Benvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/10208/01/02
Mr no 14 TabneTok y [oywm lgea IHK NOBHUM BpuTanis/ 3MiHW A0 IHCTPYKUIT 415 MEAWYHOTO 3aCTOCYBaHHSA A0 po3ainy peyernmom
6nictepi; no 2 6nictepn umknom: Mepk Higepnangm "Oco61MBOCTI 3acToCyBaHHS" (BHECEHO iHGhOpMaLlito:
B KApPTOHHIi Kopobui LWapn i floym Jlikapcbkuii 3aci6 MicTUTb MeHLIe 1 MMosb (23 Mr) HaTpil Ha
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Nimitea, Benuka TabneTky, TO6TO NPaKTUYHO BifIbHWIA Bif HATPItO); 3MiHK || TUNY
BpuTaHis; - 3MiHW [0 [HCTPYKUT 4N MegUyYHOro 3acTocyBaHHs [0
nepBuHHa Ta po3ginis "®apmMakonorivyHi BNacTMBOCTI" (BUAaNEHHSA
BTOPUHHA iHchopMmaLii CTOCOBHO 3aCTOCYBaHHS Ta NPOBEAEHMX KITiHIYHNX
yrnakoBKa, JocnigpkeHb y AiTeld BikoM Bif 2 [0 5, OCKiNbKW Nikapcbkuii
[03Bin Ha 3aci6 B TabneTkax, XyBaslbHUX N0 5 Mr 3aCTOCOBYIOTb Y fiiTeil
BWMYCK Cepil: BikOM Bif 6 pokiB), "MMo6iuHi peakuii”. BBegeHHs1 3MiH
Mepk Wapn i NPOTArom 3-X MicALiB nicns 3aTrBepKeHHsA
Joym B.B.,
Higepnanamn
201. CUHIrynsaP® TabneTtkn, BKpUTI Mepk Wapn i LlBeiiuapia | BUPOGHWULTBO 3a Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/10208/01/03
NAiBKOBOK 060/I0HKOLO, [oym lgea IHk. NMOBHUM Bputanis/ 3MiHM A0 IHCTPYKUIT 4719 MEAMYHOro 3aCTOCYBaHHA A0 po3ainy peyenmom
no 10 mr no 14 umknom: Mepk Higepnangm "Oco61MBOCTI 3acToCyBaHHS" (BHECEHO iHGhopMaLlito:
Tabnetok y 6nictepi; no LWapn i Joym Jlikapcbkuii 3aci6 MicTUTb MeHLLEe 1 MMOSb (23 Mr) HaTpilo Ha
2 6nicTepu B KAPTOHHIl Nimitea, Benuka TabneTky, TO6TO NPaKTUYHO BifIbHWIA Bif HATPIO); 3MiHK || TUNY
Kopoo6Ui BpuTanis; - 3MiHM A0 IHCTPYKLiT ANS MeAnYHOro 3acTOCyBaHHS A0
nepBuHHa Ta po3zinis "®apmakonoriyHi BnacTnBocTi" (BUAaIEHHS
BTOPUHHA iHhopMmaLii CTOCOBHO 3aCTOCYBaHHSA Ta MPOBEAEHUX KAIHIYHNUX
yrakoBKa, OocCnimKeHb y AiTeid Bikom Bif 2 A0 14, ockiflbku Nikapcbkuii
[03BiN Ha 3aci6 B TabneTkax, BKPUTUX NIBKOBOK 060/10HKOK No 10 mr
BWMNYCK Cepil: 3aCTOCOBYIOTh Yy AiTeli BikoM Bif 15 pokis), "Mo6iyHi peakuii”.
Mepk Wapn i BBefieHHA 3MiH npoTsArom 3-x micAuiB nicns
Joym B.B., 3aTBepPMKEHHA
Higepnangm
202. COCHHU 6pyHbKM Mo 50 r abo MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/2268/01/01
BPYHbKU 100 r y nauykax 3 dapmaueBTNY dapmaLeBTUYH 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy - peuenma
BHYTPILLHIM NakeToMm Ha habpuka a habpuika OHOBJ/IEHHSI TEKCTY MapKyBaHHS (PO3LUMPeHHs iHchopmalyii)
"Biona" "Biona" BTOPUHHOI YMakoBKM NikapcbKoro 3acoby. BBefeHHs1 3MiH
nporarom 3-x MicsilliB nicns 3aTBepAKEHHsA
203. CTONTYCUH- cupon no 100 mny TeBa I3painb TeBa Yex Yecbka BHECEHHS 3MiH 4,0 PEeECTPaLiiHNX MaTepiastiB: 3MiHM | Tuny - 6e3 UA/10779/01/01
TEBA donakoHi; no 1 dpnakoHy dPapmaLeBTika IHOacTpi3 c.p.o. Pecnybnika | nopgaHHsi oHoBneHoro CEP - R1-CEP 2002-194-REV02 Ha AdI peuyenma
pa3oM 3 MipHO0 n lHaacTpis Bif} 3aTBEPAKEHOTO BUPOOHMKA Ta peAakLiiiHi 3MiHW y
nineTKor y Kopoou;i N1a. posginax 3.2.S (Big BupobHmka AdI)
204. CTPENTOLUUA Ma3b 10 % no 25ry TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/1090/02/01
OBA MA3b Ty6ax; no 25ry 1y6i, no | "TepHocapm" "TepHodhapm" 3MiHa y MeTogax B1npobyBaHHA roTOBOrO NiKapCbKoro 3acoby peyenma
10% 1 T1y6i B mayLi 3 KAPTOHY (He3HayHa 3MiHa y 3aTBepAKEHNX MeToAax BUNpobyBaHHs)
205. CYMAMEA® TabneTkn, BKpUTI TeBa I13painb MniBA Xopsaris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/2396/02/01
NAiBKOBOK 060I0HKOLO, dapmaveBTika XpBarcka f4.0.0. 3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy. peyenmom
no 125 mr no 6 N IHpacTpis BeegeHHs abo 3MiHN [0 y3arasibHeHNX AaHux Npo cuctemy
TabneTtok y 6nictepi; no nra. hapMakoHarnsagy (BBe4eHHs y3arasibHeHUX AaHuxX Npo

1 6nicTepy y KapTOHHii
Kopoobui

cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHHS hapMakoHarnsay; KOHTakTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa O151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MiLLeHHI MacTep-haiina cuctemn dhapmakoHarnsgy) -
3MiHa YNoBHOBaXXeHOT 0CcO6M 3asiBHUKA, BiAMNOBIAA/IbHOI 3a
3fiicHeHHs hapMakoHarnsay: NponoHoBaHa peaakuisi: Orit
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Stern -Maman. 3MiHa KOHTaKTHUX AaHVX YNOBHOB&XXEHOI
0co6u 3asiBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHSI OCHOBHOT
AISNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLe3HaX0MKeHHS
mMacTep-gaiina
206. CYMAMEA® TabneTtkn, BKpUTI TeBa I13painb MniBA Xopsaris BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3miHM | Tuny - 3a UA/2396/02/02
NAiBKOBOK 060/1I0HKOLO, dapmavueBTika XpBarcka 4.0.0. 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
no 500 mr no 2 a6o no 3 n lHpacTpi3 BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy
Tabnetkn y 6nictepi; no nrp. thapmakoHarnsgy (BBeAeHHs y3arasibHeHNUX AaHnx npo
1 6nicTepy y KapTOHHif cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBakeHOT ocobu,
Kopobui BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMakoHarnsay; KOHTakTHOI
0ocobu 3 chapmakoHarnsgy 3asaBHVKa 415 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKuyaum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAa/IbHOI 3a
3pjificHeHHs hapmakoHarnsagy: MNponoHosaHa pegakuis: Orit
Stern -Maman. 3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI
0co6u 3asiBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy. 3miHa Micus 34ilCHEHHS OCHOBHOI
AISNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLe3HaxX0oMKeHHS
mMacTep-gaiina
207. | TECTOCTEPO PO34nH A5 iH'eKUin 5 % MAT Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/8930/01/02
HY B eTunonearino 1 mn B "papmak” BBEJIEHHA 404AaTKOBOro po3mipy cepii: 250 11 (224 000 amn) go | peyenmom
MPOMIOHAT amnyni; no 5 a6o 10 BXE 3aTBepAXeHMx po3Mipis cepiii 80 n (71700 amn), 145 n
amnyn y navyi 3 (130 000 amn)
KapToHy; Mo 1 mn B
amnyni; no 5 amnyny
6nictepi; no 1 abo 2
6nictepu B nayuj 3
KapToHy
208. | TUPOrEH® 0,9 | nNOpOLLOK A [hxeH3alim HigepnaHg BTOPVHHA Benvka BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TUny - 3a UA/9743/01/01
Mmr NPUrOTYBAHHSA PO3YMHY tOpon B.B. n ynaKkoBKa, BpuTanis/ 3MiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHM B NpoOLIECi peyenmom
(0,9 mr/Mn) Ans iH exwjii [03Bin Ha Ipnangis/ BMPOGHULTBA AD| (He3HauHa 3MiHa Y npoLeci BUpo6HULITBA
no 1,1 mr; no 2 onakoHn BUNYyCK cepil: CLWA ADI) - 3MiHM Y BUPOBHNYOMY MpOLLECi AitoHOi pEHOBUHM
3 MOPOLLKOM Y KapTOHHIlA [xeHzalim TMPOTpPONiHY anbga A/151 OHOB/EHHS 06¢cAry po6oTu 610Ky
Kopobui NimiTen, Benuka TSK Butyl Chromatography unit 3 30 n a6o 71 n go 50,9 -53,7
BpuTaHis; N, B pe3ynbTaTi 3MiHM BHYTPILWHLOro giameTtpa Big 70 cm go 60
BMPOGHMLTBO CM; peAakuiiHo foaTKoBi yTOUHEHHS Ao po3giny 3.2.S.2.2
KiHLLeBOro Onmnc BUPOBHNYOTro NpoLiecy Ta KOHTPOSI0 npouecy
NPOAYKTY
(fill/finish),

KOHTpO/b cepii,
nepBrHHA Ta
BTOpPUHHA
ynakoBka,
[03BiN Ha
BUMYCK cepil:
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

[bkeH3aim
Ipnang Nimites,
IpnaHgjs;
nepBuHHa
ynakoBka:
Xocnipa IHK.,
CLA;
BUPOBHULTBO
Hepo3cacoBaHo
T npoaykuji:
[xeHzalim
KopnopeiiLuH,
CLIA

209.

TUPOrEH® 0,9
Mr

NOPOLLOK AN1A
NPUroTYBaHHS PO3YNHY
(0,9 mr/Mn) ANns iH exuii
no 1,1 mr; 2 donakoHu 3
MOPOLLKOM Y KapTOHHiIl
Kopoo6Ui

[bxeHzalim
Opon B.B.

HigepnaHg
"

BTOPWHHA
ynakoBka,
[03BiN Ha

BUNYyCK cepil:
[bxeH3ainm

NimiTen, Benuka

BpuTaHis;
BMPOGHMLTBO
KiHLLeBOro
NpOAYKTY
(fill/finish),

KOHTpOsb cepii,

nepBuHHa Ta
BTOPVHHA
ynakoBska,
[03BiN Ha

BWMNYCK Cepil:
[bkeH3aiim

Ipnang Nimites,
IpnaHgjs;
nepBuHHa
ynakoBka:

Xocnipa IHK.,
CLA;
BMPOBHULTBO
Hepo3acoBaHo
T npoaykuji:
[xeHzalim
KopnopeiiwH,
CLIA

Benuka
Bputanis/
Ipnangis/

CLLA

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHu 3 siKocTi. A®l. KoHTposb AdI. 3miHa y napameTpax
cneumdikauin Ta/abo [ONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdgikauisix Ha Adl, a6o BUXigHWIA/NPOMIKXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NMpoLecCi
BMPO6HULTBA API (iHLWI 3MiHK) - 3MiHW SKOCTi ETUIEHI/TUKONIO,
BMKOPVCTOBYBAHOTO K CUPOBWHA B NPOLLECI OUULLLEHHS AitouOoi
peyoBuHM TMPOTpOMiHa anbda (DS), NPONOHYETLCA 3MIHUTK
AKICTb UMCTOTY 3 >99% Ha umuctoTy > 99,9 %

3a
peyenmom

UA/9743/01/01

210.

TUPOrEH® 0,9
Mmr

NOPOLLOK AN1A
NPUroTyBaHHsS PO3UNHY
(0,9 mr/Mn) ANns iH exuili
no 1,1 mr; 2 dpnakoHu 3
MOPOLLKOM Y KapTOHHIl
Kopobui

[xeHzalim
tOpon B.B.

HigepnaHg
"

BTOPUHHA
ynakoBka,
[03BiN Ha

BUNYyCK cepil:
[bkeH3ainm
JlimiTeq, Benvka

Benuka
Bputanis/
Ipnangis/

CLWA

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3miHu |l Tuny -
3MiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPO6HMKA
BUXiAHOro/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSH Y BUpOGHMUYOMY npoueci A®I, abo 3miHa
BMPO6HMKa (BKIKOYaUK, fe HeobXigHo, MicLie MPoBeAEeHHS
KOHTPO/tO AKOCTi) A®I (3a BiACYTHOCTI cepTudpikata

UA/9743/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BpuTanis;
BUPOBHULTBO
KiHL,EBOro
NPOAYKTY
(fill/finish),
KOHTPOb Ccepil,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
[03BiN Ha
BUNYCK cepil:
[xeHzalim
Ipnang Nivitea,
IpnaHgis;
nepBuHHA
ynakoBka:
Xocnipa IHkK.,
CLUA;
BMPOGHMLTBO
Hepo3dghacoBaHo
T npoAykuji:
[bkeH3aim
KopnopeiiH,
CLWA

BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy

[0CbE)(3MiHM 40 3aX0[iB, NOB’A3aHNX 3 KOHTPOMIEM aKTUBHOT

peyoBUHM BI0NOrYHOrO NOXOAKEHHSN: 3aMiHa abo fofaBaHHSA

AiNbHULI, fe NPOBOANTHLCS KOHTPO/Ib/BUNPOBYBaHHSA cepii,
BK/THOHAK0UM 3aCTOCYBaHHS
6i0N0rivYHOro/iMyHO0rYHOTrO/iMyHOXIMIYHOTO MeToay) -
BBE/leHHs1 J0AATKOBOr0O BUPOOHMKA A/15 NPOBEAEHHS
KoHTponto APl Ha vesivirus 2117 (VV 2217)

211.

TUPOIEH® 0,9
Mmr

MOPOLLOK A5
NPUroTyBaHHs PO34nHY
(0,9 mr/Mn) ANs i eKuil
no 1,1 wr; 2 chnakoHu 3
NOPOLLUKOM Y KapTOHHilA
Kopoo6ui

[hxeH3alim
Opon B.B.

HigepnaHpg,
n

BTOPWHHA
ynakoBka,
[03Bin Ha

BWMYCK Cepil:
[xeHzalim

Nimitea, Benuka

BpuTanis;
BMPOBHULTBO
KiHL,EBOrO
NpoAYyKTY
(fill/finish),

KOHTPO/b Cepil,

nepBuHHa Ta
BTOPMHHA
ynakoBka,
[03BiN Ha

BMNYCK cepil:
[bxkeH3ainm

Ipnang Nivitea,
IpnaHgis;
nepBuHHA
ynakoBka:

Xocnipa IHkK.,
CLUA;
BMPOGHMLTBO
Hepo3sdgracoBaHo

Benuka
BpuTaHis/
Ipnangis/

CLWA

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3MiHu Il Tuny -
3MiHu 3 siKocTi. APl. BUpo6HULTBO. 3MiHM B NPOLECi
BMPO6HMLTBA AP| (3MiHA CTOCYETLCA aKTUBHOI PEYOBUHU
6i010riYHOro/iMyHO/OMNYHOTO NOXOKEHHS 260 BUKOPUCTaHHSA
XiMiyHMX A®| y BUPOGHULTBI NlikapCcbKoro 3acoby
6i010r4YHOro/iMyHOOrYHOrO MOXOMKEHHS, SiKa MOXe MaTu
3HaYHWI BN/IMB Ha SKICTb, 6e3neKy Ta eqeKTUBHICTb
NiKapcbKoro 3acoby, i He CTOCYETbCA NMPOTOKO/Y) - 3aMiHa
HeonpoMiHeHoi goHopcbKoi 6uyavoi cuposatku (NIR DBS) Ha
rama-onpomiHeHy AOHOpPCbKy 6uyadvy cupoBatky (IR DBS) B
cepefoByLL 415 BUPOLLYBaHHSA KyNbTypy KNITWUH Mig yac
BMPOGHULITBA Ai04OT PEYOBMHN TMPOTPONIHY - anbga

3a
peyenmom

UA/9743/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
T npoaykuji:
[xeHzalim
KopnopeiiLuH,
CLIA
212. | TIBIKEW TabneTkn, BKpUTI BiiB Xenckep Benuka BUPOBHMK Benuka BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/14146/01/01
NAiBKOBOK 060/I0HKOLO, IOK Nimiteq BputaHis Hepo3cacoBaHo Bputanis/ 3MiHW [0 iHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS 40 po3giny peyenmom
no 50 mr no 30 a6o no T npoaykuji: Icnanis "Mo6iyHi peakuji”. BBeAeHHA 3MiH NPOTAToM 6-Tu MicsLiB
90 TabneTok y d)1akoHi; [nakco nicnsa saTBepmXeHHsA
no 1 donakoHy B OnepeiiwHc HOK
KapTOHHIA KOpoo6Li Nimitea, Benuka
BpuTaHis;
BMPOBHUK ANns
nakyBaHHS Ta
BMNYCKY cepii:
nakco
Bennkom C.A.,
Icnanis
213. | TIOLETAM® PO34uH A1 iH'EKLINA, NO MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/0693/02/01
5 mn B amnyni, no 5 "Tanuucdapm” "lanuucapm” OHOBJ/IEHHSA BXe 3aTBep)KeHOro TeKCTY MapKyBaHHsA peyenmom
amnyn y KOHTYPHii BTOPWHHOI Ta NepBUHHOT YNakoBKM MikapcbKoro 3acoby 3
YapyHKOBIl ynakoBL, BHECEHHAM A0aTKOBOI iHhopmaLii (BHECEHHS NO3HaYeHb
NOKPWTIlA MANiBKOO; NO 2 O VHVLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM JliTEP NaTUHCBLKOIo
KOHTYPHI YapyHKOBI andasiTy Ta To0). BBegeHHA 3MiH NPOTArom 6-T1 micsauis
ynakoBKkK y nayui; no 10 nicns saTBepAKeHHA
M/1 B amnyni, no 5
amnyn y KOHTYPHii
YapyHKOBI ynakoBLi, No
2 KOHTYPHI YapyHKOBI
ynakoBku y nayui, no 10
M1 B amnyni, no 10
amnyn y kopobui
214. | Ti®oIM BI/ PO34MH ANA iH'eKUili no CaHodpi ®paHuisa MoBHUIA LKA ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/13057/01/01
TYPHIM VI 25 mkr/pgosa, no 0,5 mn Mactep C.A. BUPOGHMLTBA, 3MiHM 3 KOCTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema peuyenmom
BAKUUHA ANA | (1 posa) y nonepefiHbo KOHTPO/b yVropLmHa KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIl
MPO®ITAKTUK | 3anoBHeHOMYy LUNpULi 3 AKOCTI, puy yNaKoBLji FOTOBOro NiKapCbKoro 3acoby (Tvn KoHTelHepa abo
N YEPEBHOIO | npuKpinaeHo ronkow 3arnoBHEHHSA, [0aBaHHSi HOBOTO KOHTeHepa) - BunyyeHHs nepBUHHOT
TADY Nel BTOPUHHE YNakoBKK, LLIO He NPU3BOANTL 4,0 NOBHOMO BUNYYEHHSA
MONICAXAPULA, nakyBaHHs, nikapcbKoro 3acoby 3 NeBHOK CU/OK Aii a0 Y NEBHIN
HA PIOKA BMNYCK Cepil: nikapcbkiin hopmi - CynyTHS 3MiHa - 3MiHM 3 IKOCTi. [OTOBWIA
CaHodi nikapcbkuii 3aci6. CructeMa KoHTelHep/3aKynoproBasibHUIA
MacTtep, 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO J1iKapCbKOro 3acoby
dpaHuis; (BUNYyYEHHS yNAKOBKN MEBHOMO PO3Mipy)- BUSTyUYEHHSI
BTopuHHe NepBUHHOT ynakoBku (dh1akoH), SIK HACNILOK BUMYYEHHS
nakyBaHHs, ynakosku o 10 mn (20 go3) y pnakoHi Ne 10; 3minm | Tuny -
BMNYCK Cepil: 3MiHM Wwoao 6e3nekn/echekTUBHOCTI Ta papMakoHarnisgy (iHwi
CaHodpi 3MiHW) - 3aMiHa rpagpiyHOro 306paXkeHHs YNakoBKM Ha TEKCT
Macrep, MapKyBaHHs A/19 NePBUHHOI Ta BTOPUHHOT YNakoBKN AN
dpaHuis; npvBeAeHHs y BiANOBigHICTb A0 Hakasy MO3 Ykpainu Ne 426
BTOpuHHE Big 26.08.05 (y pegakuii Hakazy MO3 Ykpaiin Ne460 Big
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0YeHHs

nakyBaHHs:

CaHodpi-ABeHTiC
MpaiiBiT Ko.

nrta., YropwuHa

23.07.2015 p.); 3miHW | TURy - AAMIHICTPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLiA NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro MikapcbKoro 3acooby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEp, BKIHOYAOYM BUMYCK CEPIiA) - NPUBEAEHHS
HalilMeHyBaHHS Ta agpecy BUPOOHUKIB, LLO BigNoBigaloTh 3a
BUNYCK cepii y BIANOBIAHICTb A0 BUCHOBKIB LW0A0
niATBEPLKEHHS BiANOBIAHOCTI BUPOOHMULITBA NiKAPCHKMX
3ac06iB Bumoram HBIT; 3miHu | TUny - AgMiHICTPaTUBHI 3MiHW.
3MmiHa HaliMeHyBaHHS Ta/abo afpecu Micus NpoBaKeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro JlikapCbKoro
3acoby, BK/IH0YAKUU [i/TbHUL BANYCKY Cepii abo Micue
NpoBeAeHHSA KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMMOPTEpP, HE BK/IKOYAOUM BUNYCK Cepiit) - 3MiHa
HalilMeHyBaHHS Ta afpecu Micus NPOBaKeHHS AisNIbHOCTI
BMpPO6HUKa, BIAMNOBIA&/IbLHOIO 3a BTOPUHHE MaKyBaHHS; 3MiHN |
UMy - AGMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asiBHVIKa (BlaCHUKa peecTpaviliHoro NocBiAYeHHs) -
3MiHa agpecu 3asBHVKa; 3MiHW | TUMy - 3MiHW 3 SIKOCTI.
FOTOBWIA nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBEJleHHSA [0AaTKOBOI AiNIbHUL BUPOBHMLITBA A1 HACTUHM
ab0 BCbOro BMPOGHNYOro NPoLLecy roToBOro ikapcbKoro
3ac00y (iHLWi 3MiHW) - YTOUYHEHHS (DYHKLIA AinbHULbL
BMPOGHMLITBA FOTOBOTO /1iKApPCbKOro 3acoy; 3MiHu | Tuny -
3MmiHu 3 siKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. Onuc Ta ckiag
(iHLWi 3MiHW) - 3a3HAYEHHS KINIbKOCTI Ail040oi peyoBUHM Ha
OAVMHULI0 [031. 3aTBEPAKEHO: PO3UMH ANS iH KL
3anponoHoBaHO: PO34unH AJ1s1 iH'eKLii No 25 MKr/ao3a; 3miHum I
TMny - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MEJMNYHOI0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JaHUMU 3
SIKOCTi, AOKMIHIYHMMM, KIHIYHUMU AaHUMK Ta AaHUMK 3
hapmMakoHarnagy - 3MmiH1 BHeCceHo [0 IHCTpykuii ans
Me[MYHOro 3aCTOCYBaHHS /TiKapcbKoro 3acoby A0 po3ainis
"Oco6/1BOCTi 3acTocyBaHHs", "lNo6iyHi peakwii”

215.

TPAKTOLUMN

KOHLieHTpaT Ans
pO3unHy ANns iHdysil,
7,5 mr/mMn, no 5mny
donakoHi; no 1 dpnakoHy
B KQpPTOHHIi kopo6Lyi

®eppiHr TM6X

HimeuunHa

BignosiganbHuii
3a
BVMPOGHMLTBO,
nepBuHHe
nakyBaHHS,
KOHTPO/b SIKOCTi
Ta BUNyck cepii
roToBOro
NPOAYKTY:
PeppiHr MM6X,
HimeuumnHa,;
BignosiganbHuii
33 BTOpPWHHE

Himeuumnna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis (MoOBTOPHMiA
po3rnapg): 3miuu | Tuny - 3miHM 3 AKOCTI. [OTOBWIA NiKapCbKnii
3aci6. 3MiHM y BUpo6bHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA A/191 YACTUHN ab0 BCbOro
BMPOGHMYOro MPOLECY roToOBOro JlikapcbKoro 3acoby
(BiNbHMUA ANA BTOPMHHOTO MakyBaHHS) - 3aMiHa BUPOOHUKa,
BifiNOBIAAbHOTO 32 BTOPVMHHE NakyBaHHA. 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy.
BeegeHHs abo 3MiHN A0 y3arasibHeHNX AaHux Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHHS hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 4151 34iINCHEHHS

3a
peyenmom

UA/8850/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
nakyBaHHs: thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
deppiHr- YNOBHOBaXXEHOT 0c06M, BiAMNOBiAaNbHOT 3a 34iCHEHHS
Neuusa, a.c., hapmakoHarnsay (Bk1Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
Yecbka po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsagy) -
Pecny6nika YnoBHOBaXeHa 0coba, BiAnoBigasibHa 3a 34iiCHEHHS
hapmakoHarnsgy. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHO!
oco6u, BiANOBIAA/IbHOI 3a 34iiCHEHHS dapmakoHarnsagy.
3MiHa KOHTaKTHUX AaHUX KOHTakTHOI ocobu 3
chapmakoHarnsgy Ans 3aiicHeHHs hapmakoHarnsagy B
YkpaiHi. BBeAeHHS HoOMepy Ta MiCLie3HaxX0MKeHHsI MacTep-
dhaiiny
216. | TPAKTOUMUN PO34nH N4 iH'eKUin, 7,5 ®eppinr TM6X | HimeyunHa | Bignosiganbhuii | HimewunHa/ BHECEHHS 3MiH 10 peecTpavjiiiHux maTtepianis (MOBTOPHWIA 3a UA/8850/02/01
mr/mn, o 0,9 mny 3a Yecbka po3rnag): 3miHu | Trny - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKUiA peyenmom
donakoHi, no 1 dpnakoHy BUPOGHMLTBO, Pecny6nika 3aci6. 3MiHU y BUPOGHULTBI. 3aMiHa abo BBEAEHHS
B KApPTOHHIl KopobL,i nepBuHHe [04aTKOBOT AiNbHUL BUPOBGHMLTBA A/18 YaCTMHN abo BCbOro
nakyBaHHs, BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
KOHTPO/b SKOCTI (QiNbHULUSA AN BTOPUHHOIO NakyBaHHS) - 3amiHa BUPOOHMKa,
Ta BUMycK cepii BIAANOBIAa/IbHOrO 3a BTOPUHHE NakyBaHHA. 3MiHu | Tuny -
roToBOro 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
NPOAYKTY: BBegeHHs abo 3MiHM A0 y3arasibHeHMX AaHuX Npo cuctemy
®eppiHr FTM6X, thapmakoHarnsgy (BBeAeHHS y3arasibHeHNX AaHnx npo
HimeuumnHa; cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBakeHOoi ocobu,
BignosiganbHuii BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMakoHarnsay; KOHTakTHOI
3a BTOPUHHE 0cob6u 3 chapmakoHarnsgy 3asasBHVKa A5 34iNCHEHHS
nakyBaHHS: thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
deppiHr- YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
Neuusa, a.c., hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
Yecbka po3MilLeHHi MacTep-ghaiina cuctemm hapmakoHarnsgy) -
Pecny6nika YnoBHOBaxeHa 0c06a, BinoBifanbHa 3a 34ilicHeHHS
hapmakoHarnisgy: 3miHa KOHTaKTHUX JaHWX YNOBHOBaXKEHO!
oco6u, BiANOBIAA/IbHOI 3a 34iiCHEHHS ddapmakoHarnsagy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu 3
thapmakoHarnsgy ons 3gincHeHHs dapmakoHarnsgy B
YkpaiHi. BBeAeHHS HoOMepy Ta MiCLie3HaxoMKeHHs MacTep-
dhaiiny
217. | TPAKTOUMUN KOHUEeHTpaT Ans ®eppinr TM6X | HimewunHa | BignosiganbHuii | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/8850/01/01
pO34uHy A5 iHdy3il, 3a Yecbka AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
7,5 Mmr/mn, no 5mMny BUPOGHMLTBO, Pecny6nika MiCLiA MpOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
chnakoHi; no 1 donakoHy nepBuHHe rOTOBOrO /1iKapCbKOro 3acoby, BK/Yaoun AiNbHUL BUMYCKY
B KapTOHHIi Kopobui nakyBaHHs, cepil abo micue NpoBefeHHSI KOHTPOSIIO SKOCTI. (ZisNbHICTb, 3a

KOHTPONb SIKOCTI
Ta BUMyck cepii
roToBOro
NPOAYKTY:
®eppiHr FTM6X,
HimeuunHa,
BignosiganbHuii
3a BTOPUHHE
nakyBaHHS:

SIKy BiANoBigae BUPOGHMK/IMNOpTep, BKIOUAKUM BUMYCK CEpiid)
3MiHa agpecu BUpOOHUYOI AinbHuLi 13 deppiHr MTM6X,
HiMeuumnHa, 6e3 3MiHM Micus BUpOOHNLTBA




138

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
deppiHr-
Ileuunsa, a.c.,
Yecbka
Pecny6nika
218. | TPAKTOUUN PO34UH ANs iH'eKUiiA, 7,5 ®eppiHr TM6X | HimewunHa | Bignosiganbhuii | HimeuyunHa/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/8850/02/01
mr/mn no 0,9 mny 3a Yecbka AAMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyernmom
chnakoHi; no 1 donakoHy BVMPOGHMLTBO, Pecny6nika MiCLii NPOBaPKEHHS AiNIbHOCTI BUpOobHUKa/imnopTepa
B KapTOHHIi Kopo6Lyi nepBuHHe roTOBOrO NikapCbKOro 3acoby, BKIYaUN AiNbHAL BUMYCKY
nakyBaHHs, cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (fis/IbHICTb, 3a
KOHTPO/b AKOCTI 5Ky BiANOBiAa€e BUPOGHMK/IMNOpTep, BKOUAUY BUMYCK Cepii)
Ta BUnyck cepii 3MiHa agpecu BUPOBGHNYOI AinbHuLi 13 deppiHr MTv6X,
roToBOro HimeuumnHa, 6e3 3mMiHM Micus BUpoOHMLTBA
NPOAYKTY:
PeppiHr MM6X,
HimeuumnHa,;
BignosiganbHuii
3a BTOPWHHE
nakyBaHHS:
deppiHr-
lleuunsa, a.c.,
Yecbka
Pecny6nika
219. | TPAMIKC® pO34uH ANs iH'ekuiid, 100 NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/14160/01/01
mr/mMa no 5 mn B amnyni, "lranuucapm” "Tannucapm" OHOBJIEHHSA BXe 3aTBEP)KEHOro TeKCTY MapKyBaHHs peyenmom
no 5 amnyn y KOHTYpHIiA BTOPUHHOI Ta NEePBVHHOT YNaKOBKU JliKapCbKoro 3acoby
YapyHKOBI ynakoBLi, No (BHECEHHS NO3HAYeHb OAMHULLL BUMIPIOBaHHS, 3
1 a60 2 KOHTYpHI BMKOPUCTaHHAM fliTep NaTUHCLKOro andasiTy, BUAaNeHHs
YapyHKOBI YNakoBKu B iHdbopmauii ctocoBHO “Kopnopadii ApTepiym* Ta 3a3HavyeHHs
naui iHhopmaLii ctocoBHO norotuny). BBeaeHHA 3MiH NPOTArom
6-TV micsLiB nicna 3aTBepKeHHs
220. | TPUAYKTAH TabneTku, BKPUTI TOB "dapma YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH 1O peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/5030/01/01
MB NNiBKOBOK 060/I0HKOHO, Crapt" Crapt” 3MiHu 3 sKocTi. A®l. KoHTposnb A®L. 3miHa y napameTpax peyernmom

3 MoAndoiKkoBaHUM
BUBINIbHEHHSAM MO 35 Mr;
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
nauuj; no 20 TabneTok y
6nictepi; no 1, no 3, abo
4 6nicTepun y KapTOHHiIl
nauuj

cneumndikauii Ta/abo 4ONYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisix Ha Adl, a6o BUXigHWI/NPOMIKHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMpO6HMUTBa ADI (iHWIi 3MiHK) - 3MiHa y cneyudikauil BXigHOro
KOHTposto A®I TpumeTasnguHy ourigpoxnopus BUpo6HULTBa
"Centipharm”, ®paHuia Ta "Bachem S.A.", LLiseiiyapis,
30Kpema: KOHTPOsIb (Di3NKO-XIMIYHUX MOKA3HWKIB SAKOCTI
(Npo30picTb, KONbOPOBICTb, 3A/IULLKOBI KifIbKOCTi OrpaHiyHnx
PO3UYMHHKKIB, CybhaTHa 301a) MPOBOANTLCSA B PEXUMI
MOHITOPUHTY Ha KOXHili 10-i4 cepii cyb6cTaHuji, ane He pigwe 1
pasy Ha pik. B iHLWMX Bunagkax pesynbTaTyi KOHTPO/I
nepeHocATbLCA i3 cepTudikaty AkocTi BUpobHuka APl B
AHaniTuyHWii 3BiT TOB «®apma CtapT»; 3MiHM | TUNY - 3MiHK 3
AKocTi. [0TOBWiA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (3MiHa y 3aTBepAXeHOMY NMPOTOKOi
CTabiNIbHOCTI) - BHECEHHSA 3MiH B 3aTBEPAXEHNI A NPOTOKON
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6e3nekn/eddeKTMBHOCTI Ta chapmakoHarnagy (iHwi 3miHu) -

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
JocnigpKeHb cTabiNibHOCTI, 30Kpema: CKOPOUYEHHS
nepiofMYHOCTI KOHTPOJIIO NiKapCbKOro 3acoby - 3AiiCHEHHS
KOHTpO0 B Toukax 0, 12, 24 Ta 36 micauis
221. | TPUOYKTAH TabneTku, BKpUTI TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - - UA/5031/01/01
MB NNiBKOBOK 060/I0HKOHO, Crapt” Crapt" 3MiHu 3 aKocTi. A®l. KoHTposnb A®L. 3miHa y napameTpax
3 MoaudikoBaHUM cneundikauin Ta/abo AoNyCTUMUX MEX, BUSHAUYEHUX Y
BUBINIbHEHHSIM MO 35 M, cneumdikauisix Ha Adl, abo BMXigHWIA/NPOMDKHWIA
in bulk: no 7 kr TabneTok nNpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLLeci
y NosnieTUNeHOBNX BMPOGHMLTBA ADI (iHLWi 3MiHK) - 3MiHa Y cneuudikauii BXigHOro
nakeTax, ki BK1ajatTb KOHTposto A®| TpumeTasnguHy Aurigpoxnopus BupobHMLTBa
Y KOHTeiHepu "Centipharm", ®paHuisi Ta "Bachem S.A.", LLBeiiuapis,
30Kpema: KOHTPOsIb (RI3NKO-XIMIYHUX MOKA3HWKIB SKOCTI
(Npo30opicTb, KO/ILOPOBICTb, 3a/INLLKOBI Ki/TIbKOCTi OrpaHivyHmX
PO3YMHHIKIB, CyNb(haTHa 30/1a) NPOBOAUTLCA B PEXMUMI
MOHITOPUHTY Ha KOXHIilA 10-Ii cepii cybcTaHujii, ane He pigwe 1
pa3sy Ha pik. B iHWMX BUNagkax pesynbTatu KOHTPOSIO
nepeHocATbCA i3 cepTudikaTy SKOCTi BUpo6bHMKa APl B
AHaniTnuHmin 38iT TOB «®apma CtapT»; 3miHW | Tuny - 3MiHn 3
AKocTi. [0TOBWiA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa 'y
TepmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
nNikapcbKoro 3acoby (3MiHa y 3aTBepKeHOMY NPOTOKO
CTabiNbHOCTI) - BHECEHHS 3MiH B 3aTBEPKEHW MPOTOKO
pocnigpkeHb cTabifibHOCTI, 30KpeEMa: CKOPOUYEHHS
NepiogNYHOCTI KOHTPOIHO NIKAPCLKOrO 3aco6y - 34iiCHEHHS
KOHTpO0 B Toukax 0, 12, 24 Ta 36 micsauis
222. | TPUNNIKCAM® | TabneTtku, BKpUTI ne PpaHuis BiANOBIga bHUIA PpaHuis/ BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepiasis: BUNPaB/IEHHS 3a UA/13929/01/01
10 Mr/2,5 NNiBKOBOK 060/TI0HKOHO, NNABOPATYA 3a Ipnangis TexXHiuHOT nomunakn B MKA, siki 3aTBepaXeHi Hakazom MO3 peyernmom
Mr/1o0 Mr no 10 mr/2,5 mr/ 10 mr; P CEPB'E€ BVMPOGHMLTBO, Ykpainn Ne 2249 Big 30.11.2018 (3MiHu | TUNY - 3MiHW LWOA0
no 30 TabneTok y aHanis, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu) -
KOHTeliHepi Ans nakyBaHHs Ta 3amMiHa rpad)ivyHoro ohopMIEHHS NEPBUHHOI Ta BTOPUHHOT
Tabnetok; no 1 abo no 3 BUMYCK Cepii: yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMNOBi4HAMM
KOHTEliHepy ans Na6opatopii 3MiHaMu A0 PO3ZiNniB METOAIB KOHTPOSIKO SAKOCTI NiKapcbKoro
TabneTok y kopobui 3 CepB'e 3aco6y (po3ain «IpadivHe ohopMAEHHS» 3aMiHEHO PO34inoM
KapTOHY IHaacTpi, «MapkyBaHHs»)). B oHoBneHux MKS He 6yna BpaxoBaHa
dpaHuis; iHbopMmaLis, sika 3aTBepAxeHa nonepegHiMm Hakazom Ne 123
BignoBigansHNi Big 06.03.2015, a came: y po3gini MKA Cneuucpikauii. 6. BmicTt
3a npoayktis gerpagauii (PX) (% m/m): B NyHKTi MoKa3HWKN
BUPOGHMLTBO, npoaykT Aerpagauii Y 1745 noM1nKoBO BUKIAAEHO nig,
aHanis, Ha3Botw Y 1475. Pepakuis B oHoBieHux MKA: 1475. BipHa
nakyBaHHs Ta pepaxuis: 1745.
BUNYyCK cepil:
CepB'e
(IpnaHgis)
IHpacTpic Nita,
Ipnangis
223. | TPUMNNIKCAM® | TabneTku, BKpUTI ne PpaHuis BiANOBIga bHUIA PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHMX MaTepiasis: BUNPaB/EHHs 3a UA/13930/01/01
10 Mr/2,5 Mr/s NNiBKOBOK 060/I0HKOHO, NNABOPATYA 3a IpnaHgis TexHiuHOT nomunku B MKA, ski 3aTBepaxeHi Hakazom MO3 peyernmom
Mmr no 10 mr/2,5 mr/5 wr; no P CEPB'€ BUPOGHMLTBO, Ykpainn Ne 2249 Big 30.11.2018 (3MiHK | TRy - 3MiHW WOA0
30 TabneTtok y aHanis,
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
KOHTEliHepi 4ns naKkyBaHHs Ta 3amMiHa rpad)iyHoro o)OpMsIEHHS NEPBUHHOI Ta BTOPUHHOT
Tabnetok; no 1 abo no 3 BUMYCK cepii: yNakoBOK Ha TEKCT MapkyBaHHS1 yNakoBOK 3 BifnoBigHUMmn
KOHTEliHepY ans Na6opatopii 3MiHaM¥ 10 PO34i/iB METOAIB KOHTPO/IHO AKOCTI NiKapCbKoro
TabneTok y kopobui 3 CepB'e 3aco6y (po3ain «IpadiivHe 0hOpMIEHHS» 3aMiHEHO PO34iNoM
KapToHY IHaacTpi, «MapkyBaHHs»)). B oHoBnieHnx MKS He 6yna BpaxoBaHa
PpaHLis; iHchopmauia, ska 3aTBepaxeHa nonepedHiM Hakasom Ne 123
BignoBiganbHNIA Big 06.03.2015, a came: y po3gini MKA Cneuudikauii. 6. BmicT
3a npoaykTis gerpagadii (PX) (% m/m): B NyHKTi MoKa3HWKK
BVMPOGHMLTBO, npoaykT gerpagauii Y 1745 nomMuiKoBO BUKNAAEHO Mig,
aHanis, Ha3Bow Y 1475. Pepakuis B oHoBrieHux MKA: 1475. BipHa
nakyBaHHs Ta pepakuis: 1745.
BUMNYCK cepil:
Ceps'e
(IpnaHgis)
IHpacTpic 1A,
Ipnangis
224. | TPUNNIKCAM® | TabneTku, BKPUTI ne PpaHuin BiANOBIgaIbHUIA PpaHuis/ BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepiasiB: BUNPaB/IEHHS 3a UA/13931/01/02
5 Mr/1,25 NNiBKOBOK 060/TI0HKOHO, NNABOPATYA 3a Ipnangis TexHiuHOT nomnakn B MKA, siki 3aTBepakeHi Hakazom MO3 peyernmom
MI/10 M no 5 mr/1,25 mr/10 mr; P CEPB'E BVMPOGHMLTBO, Ykpainu Ne 2249 Big 30.11.2018 (3MiHu | Tuny - 3MiHM Woa0
no 30 TabneTok y aHanis, 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu) -
KOHTEliHepi Ans nakyBaHHs Ta 3amMiHa rpad)iyHoro ohopMIEHHS NEPBUHHOI Ta BTOPUHHOT
Tabnetok; no 1 abo no 3 BUMYCK Cepii: yMNakoBOK Ha TEKCT MapKyBaHHSA yNakoBOK 3 BiAMNOBI4HAMM
KOHTEliHepy ans Na6opatopii 3MiHaMK A0 po3ZiNniB MEeTOAIB KOHTPOSIKO SAKOCTI NiKapCbKoro
TabneTok y kopobui 3 CepB'e 3aco6y (po3ain «IpadivHe ohopMAEHHS» 3aMiHEHO PO34iNoM
KapToHy IHpacTpi, «MapkyBaHHs»)). B oHoBneHux MKS He 6ynia BpaxoBaHa
dpaHuis; iHbopMmaLis, sika 3aTBepixeHa nonepefHiMm Hakazom Ne 123
BignoBigansHNi Big 06.03.2015, a came: y po3gini MKA Cneuucpikauii. 6. BmicTt
3a npoaykTis gerpagayii (PX) (% m/m): B NyHKTi MNoka3HWKM
BUPOGHMLTBO, npoAaykT Aerpagauii Y 1745 noM1nKoBO BUKNaAEHO nig,
aHanis, Ha3sow Y 1475. Pepakuis B oHoBrieHux MKA: 1475. BipHa
nakyBaHHs Ta pepakuis: 1745.
BUNYyCK cepil:
CepB'e
(Ipnangis)
IHpacTpic Nta,
Ipnangis
225. | TPUMNMIKCAM® | TabneTku, BKpUTI ne PpaHuis BiANOBIga/IbHUIA PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHMX MaTepiasis: BUNPaB/IEHHS 3a UA/13929/01/02
5 MrI/1,25 Mris NiBKOBOK 060JI0HKOIO, NNTABOPATYA 3a IpnaHgis TexHiYHOT nomukn B MKA, ski 3aTBepaxeHi Hakazom MO3 peuyenmom
Mmr no 5 mr/1,25 mr/5 mr; no P CEPB'E€ BVMPOGHMLTBO, Ykpainn Ne 2249 Big 30.11.2018 (3MiHu | TURy - 3MiHK Woa0
30 TabneTtok y aHanis, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
KOHTeliHepi ans nakyBaHHS Ta 3aMiHa rpachiyHoro o)opmIEeHHA NEPBUHHOI Ta BTOPUHHOT
Tabnetok; no 1 a6o no 3 BWMYCK Cepil: yMNakKoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiANOBIAHUMY
KOHTEliHepy ans Na6opaTopii 3MiHaMu A0 PO3AiNniB MEeTOAIB KOHTPOSIKO AKOCTI NiKapCbKoro
TabneTok y kopobui 3 CepB'e 3aco6y (po3ain «IpacivHe ohopMaEHHS» 3aMiHEHO PO3AiNoM
KapToHy IHpacTpi, «MapkKyBaHHs»)). B oHoBneHux MKA He 6yna BpaxoBaHa
PpaHuis; iHbopMmauis, fka 3aTBepxeHa nonepegHiMm Hakazom Ne 123
BiANOBIgaIbHUIA Big 06.03.2015, a came: y po3gini MKA Cneuudpikauii. 6. Bmict
3a npoaykTis gerpagauii (PX) (% m/m): B NyHKTi MNokasHWkn
BUPOGHMLUTBO, npoaykT aerpagauii Y 1745 noMuKOBO BUKIAAEHO Mif
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
aHanis, Ha3Bow Y 1475. Pepakuis B oHoBrieHux MKA: 1475. BipHa
nakyBaHHs Ta pepakuis: 1745.
BUMNYCK cepil:
Ceps'e
(IpnaHgis)
IHpacTpic NTa,
Ipnangis
226. | YPOJIECAH® Kancynu no 10 kancyny NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/10393/01/01
6nictepi; no 4 6nictepn "Knismegnpen "KuiBmegnpena 3MiHM Woao 6e3nekun/ethekTVBHOCTI Ta dhapmakoHarnagy - peyenma
B mauui apar” pat" OHOBJ/IEHHS! BX€ 3aTBEPKEHOr0 TEKCTY MapKyBaHHs
BTOPVHHOI Ta NEPBUHHOI YNaKOBKY JTiKapCbKOro 3acoby 3
BHECEHHAM A04aTKOBOI iHhopmaLii (BHECEHHS NO3HAaYEHb
OfVHULb BUMIPIOBAHHS 3 BUKOPUCTaHHAM NiTep NaTUHCbKOTO
andasiTy Ta ToW0). BBeAeHHA 3MiH NPOTArom 6-T1 micsauis
nicnA saTBepAKeHHsA
227. | ®INCTUM® pO34uH ANs iH'ekuid, 0,3 TOB "$3 YkpaiHa BVMPOGHMLTBO, Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3miHu | Tuny: 3a UA/14300/01/01
Mr (30 maH MO)/1 mn; "BIO®APMA" nepBuHHE Ta AAMIHICTpaTVBHI 3MiHW. BuayyYeHHs BUpOBHUYOT AiNbHULLI peuyenmom
no 1 mn (30 maH MO) BTOPUHHE (Bkntovaroum ginbHuui gns A®l, npoMixXHOro NpoaykTy abo
(0,3 mr) y nonepeaHb0 nakyBaHHs, roTOBOrO JliKkapCbKOro 3acoby, AiNbHULI ANS NPOBEAEHHS
HanoBHEHOMY LUNPUL BUMYCK Cepiii: nakyBaHHs, BUPOGHWKa, BigNoBifasibHOro 3a BUMYCK Cepil,
CKNsiHOMy, 06'emom 1 TOB "3 MicLie NpoBeAEeHHS KOHTPO/IIO cepii) abo noctayasibHyKa
mn abo no 1,6 mn (48 "BIOPAPMA" BVXiJHOTO MaTtepiany, peareHTy abo AOMNOMiXHOT peyoBUHU

M/H MO) (0,48 wmr) y
nonepegHL0
HaroBHEHOMY LLNPUL
CKNsiHOMY, 06'emMoM 2,25
M/1; no 1 nonepesHbo
HaroBHEHOMY LLNPULLY
BKNagaloTb y 6nictep 3
nniskn MNBX; no 1
6nictepy BkNaAaloTb y
nauky 3 KapToHYy
KOPO60OYHOrO

(SKLLO 3a3HaYeHo y Aocbe) CynyTHSA 3MiHa: 3MiHM 3 SIKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa po3mipy ynakoBKu
rOTOBOrO J1iKapCbKOro 3acoby (BU/TyYeHHs yNakoBKW NeBHOro
pO3mipy) BUAYYeHHS BUPOGHMYOT AinbHuli MpAT "BIOPAPMA"
3a agpecoto 03680, m. Kuis, Byn. M. AMocoBa , 9 Ta
BU/TYYEHHS YNaKOBKM MEBHOI0 PO3MIpY Sika BUMyCKasiacb Ha
JaHii ginbHWL. FK HACNifOK BHECEHHS KOPUTYBaHHS A0
po3ginis (Ckiag,; YnakoBka) Ta nokasHukis ( MexaHiuHi
BK/IIOUEHHS; CTepusbHIiCTb) Y Crneundikadio Ta Metoam
KOHTPO/IO SIKOCTi JTiKapCbKOro 3acoby, e 3a3HavyeHa
iHbopmaLis Woao BUnyYeHUxX onakoHiB. 3MiHN BHECEHI B
IHCTPYKLi0 A58 MEeANYHOro 3aCTOCYBaHHSA Ta y KOPOTKY
XapakTepucTuKy npenapary LO0AO HallMeHyBaHHS,
MiCL,e3HaxX0PKEHHS BUPOOHUKa Ta y p. "YnakoBka", sk
HacnigoK — Bi4NOBIAHI 3MiHM Y TEKCT MapKyBaHHS NikapcbKoro
3aco6y. 3MiHn |l Tuny: 3MiHW 3 AKOCTI. FOTOBWIA NiKapCbKMUiA
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMNopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/II0 SAKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo AoAaBaHHA AinbHULL, Ha AKiA
3[iICHIETLCA KOHTPOJIb SIKOCTI/BUNPOBYBaHHA cepii Ans
6i0n10riYHOro/iMyHONOrYHOTO iKapCbKOro 3acoby, Ta 6yab-AKoi
AiNbHULI, Ha SKi 3aCTOCOBYETLCSA 6I0N0rYHNIA/IMYHOMOTIYHWIA
mMeToZ BMNpobyBaHHs) [logaBaHHsA A0 yHKLUiT BUPOBHMUYOT
AinbHuLi TOB "®3 "BIOPAPMA" doyHKLii KOHTPONb AKOCTI Y
3B A3KY 3 NPUMUHEHHAM BMPObHULTBA J13 Ha BUPOGHWYiIi
AinbHUU MpAT "BIODPAPMA"
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
228. | ®IICTUM® pO34nH ANs iH'ekui, 0,3 TOB "3 YkpaiHa BVMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/14300/01/01
Mr (30 maH MO)/1 mn; "BIO®APMA" nepBuHHE Ta 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
no 1 mn (30 maH MO) BTOPUHHE KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa Yy NepBUHHIl
(0,3 mr) y nonepefHb0 nakyBaHHs, yMakoBLji FOTOBOrO NikapCbKoro 3acoby (Tvn KoHTelHepa abo
HarnoBHEHOMY LINpULi BUNYCK Cepili: [0AaBaHHA HOBOTO KOHTelHepa) - BuniyyeHHs nepBrHHOT
CKNsiHOMY, 06'emom 1 TOB "®3 yNakoBKK, LLIO He NPU3BOANTL 4,0 NOBHOMO BUYYEHHA
mn abo no 1,6 mn (48 "BIO®APMA" nikapcbKoro 3acoby 3 NeBHOK cKo0 Aii abo y neBHil
M/IH MO) (0,48 wmr) y nNiKapcbKiil oopMi - BUYYEHHS NEPBUHHOI YNakoBKM (h/1aKoHyY
nonepegHsL0 no 2 Mn) 3 MaTepianiB peecTpayiiiHoro Aocbe, sika
HarnoBHEHOMY LUNPUL BMpOGAsnack Ha BUPOGHWYIl ginbHULi TOB "®3"
CKNsiHOMY, 06'eMoM 2,25 BIO®APMA", YkpaiHa. HK HacnioK BHECEHHS KOPUTyBaHHS [0
M/1; Mo 1 nonepegHbLO po3ginis (p. Cknag; p. ¥Ynakoska) Ta NokasHukis (n. MexaHiyHi
HarnoBHEHOMY LUNpULY BK/IOYEHHS; . CTepwibHIcTb) y Cneuundikauito Ta Metoam
BKNagaloTb y 6nictep 3 KOHTPOJO SIKOCTI JIiKapCbKOro 3acoby, e 3a3HavyeHa
nniskn MBX; no 1 iHchopmauis Woao BUYYEHNX o/1akoHIB. A TakoX 3MiHM
6nictepy BknagawTb y BHECEHI B iHCTPYKLit0 411 MEAMYHOT0 3aCTOCYBaHHS Ta
nayky 3 KapToHy KOPOTKY XapakTepucTuky npenapaTty y p. "Ynakoska"
KOpo604HOro (BUNyYEHHS1 NEPBUHHOT ynakoBku (hnakoHa no 2 mn) 3
marepianiB peecTpauiiHoro Jocke, ka BUpobasnach Ha
BMPOGHUUIli AinbHULI TOB "®3" BIO®APMA", YkpaiHa), sk
Hacnigok — BiANOBIAHI 3MiHW Yy TEKCT MapKyBaHHS NiKapCbKoro
3acoby
229. | ®IHNENCUNH® Tabnetkun no 200 Mr no TeBa I13painb TOB TeBa Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/6800/01/01
10 TabneTok y 6nicTepi; dapmaveBTika OnepewH3 nogaHHs oHosneHoro CeptudikaTy BifnoBigHOCTI peyenmom
no 5 6nictepiB y kopobu n lHgacTpis MonaHg €Bponelicbkiin hapmakonei Bif, BXe 3aTBepKEHOro
nra. BUpobHuKa ana APl KapbamaseniH. 3anponoHoBaHo: R1-CEP
2005-011-Rev 04, R1-CEP 2005-011-Rev 05
230. | PNNAMIOE3® TabneTku, BKPUTI OpraHocuH IHais EBepTomxeH IHais BHECEHHS 3MiH [0 peeCTpaLiiiHMX MaTepiasiB: BUNPaBIeHHS - UA/7062/01/01
NNiBKOBOK 060/I0HKOHO, Naiidp Naiicp CaeHcnz TexHiuHOoT nomunkn B MKA ans metogy 5. «OfHOPIAHICTb
in bulk: 2500 Tabnetoky | CaeHcus lBT. Nimiteq [,030BaHNX OAUHWLG. 5.2 inknodheHak HaTpito»
naketax i3 ponbru nra.
aIOMiHIEBOT
231. | ®PNAMIQE3® TabneTkn, BKpUTI OpraHocuH IHgis EBepTomKeH IHgis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: BUNPaB/IEHHS 3a UA/7061/01/01
NNiBKOBOK 060/1I0HKOHO, Naid Naiicp CaeHcns TexHiYHoi nomunkn B MKA ans metogy 5. «OfHOpPIAHICTb peyenmom
no 10 TabneTtok y CaeHcus IM.T. Nimiten [,030BaHNX OAUHWLG. 5.2 inknodeHak HaTpito»
6nictepi; no 1, abo no 3 nra.
a6o no 10 6nicTepiB y
KapTOHHIiA nayui
232. | ®NIKC cnpeii Ha3asTbHUiA, JenbTa LLBeiuapis ABJll IBPAXIM TypeuunHa BHECEHHS 3MiH 0 peecTpauiliHix MmaTepianiB: TeXHIYHa 3a UA/13463/01/01
cycneHsisa 0,05% no 9r Megiken lnay CaHai Be nomusika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peuyenmom
abo 18ry [MpomoyLuH3 TipxapeT A.LL. BMNpaB/ieHHs opdrorpadiyHoOro HanMcaHHA B Ha3Bi MicTa
nonieTuaeHoBomMy Al Litoprx (3aTBEpaKeHO: MicTO Litopix ) B agpeci 3asBHMKa Y
donakoHi 3 HacCOCoM- TEKCTi MapKyBaHHS1 Ha BTOPUHHIl yNakoBL,i NOB’A30HO 3
fosaropom; no 1 HEKOPEKTHUM Nepek1afom Ha YKpaiHCbKy MOBY
h1aKoHyY Y KapTOHHI MiCLLe3HaXOMKEHHS 3asBHMKa
Kopoo6Ui
233. | PNTIOKCAN® Kpanni o4Hi, po3unH 0,3 TOB YkpaiHa [p. F'epxapa HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/8528/01/01
% no 5 mn y donakoHi 3 "BAJIEAHT MaHH, Xewm.- AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
KpanesibHuuer, no 1 PAPMACHHIO hapm. Pabpuk MicLiA MPOBaKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
hnakoHy 3 TIKAN3" 6X rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUn AiNlbHUL BUMYCKY
KpanesibHULEN B cepil abo micLe NpoBeAEHHS KOHTPOSIIO AKOCTI. (fisbHICTb, 3a
KapTOHHilA KOpo6Li AIKY BiAnoBiAae BUPOGHUK/IMNOPTEp, BK/IKOYAKOUM BUNYCK Cepiit)
YTOYHEHHA Ha3BuW Ta agpecu BupobHyvka 13 BignoBigabHOro
3a Bunyck cepii Ap. Fepxapg MaHH, XeMm.-chapm. Pabpuk
M6X, HimeuynHa, 6e3 3MiHW Micus BUpOOHULTBA.
234. | ®NOKCIYM® po34uH ANns iHdysii, 5 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/11163/01/01
mr/mn no 100 mny "Knismegnpen "Fanuuchapm" BHECEeHHS 3MiH A0 po3gainy 3.2.P.3. MNMpouec B1upobHMLTBa peyernmom
nasawyi, no 1 naswuyi B apat” nikapcbKoro 3acoby, 30Kkpema: BUKNaAEeHHsS TEKCTY KOPOTKOro
nauui OnMncy TEXHOJIOTYHOTO MPOoLLecy Ta TEXHOOTYHOT cXxemu
BMPOGHULITBA rOTOBOrO /iKApCbKOro 3acoby B HOBIli peaakuii
235. | ®NTYOPOYPALL | po3uunH s iH'ekuii 50 Mictpan AHrnis Xaynt ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | Tuny - 3a UA/15418/01/01
nn- BICTA mr/mn; no 5 mn a6o 10 Kenitan Bonbhparcxay3 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
M1, abo 20 M1 po3UnHY MeHeKMeHT eH 'M6X MiCLiA MpOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
0N iH'EKUIR Y Nimiteq rOTOBOrO NiKAPCbKOro 3acoby, BKIYAOUN AiNbHUL BUMYCKY
hnakoHax; no 1 cepil abo micue NpoBefeHHS KOHTPOSIIO SKOCTI. (ZisbHICTb, 3a
dhnakoHy y kopobLi 3 SIKy BiANoBigae BUPOGHMK/IMNOpTEp, BKIOUAOUM BUMYCK CEpiid)
KapToOHY - YTOUYHEHHS agpecy BUpo6HvKa 13 Xaynt dapma
BonbdhparcxayseH M'm6X, HimeuyunHa 6e3 3MiHn Micus
BMpPO6GHULTBA
236. | POKCEPO® TabneTkn, BKpUTI Ankanoig A- | Pecny6nika BMPOBGHULTBO IHgis/ BHECEHHS 3MiH 0 peecTpauiinux martepianis: 3mMiHu Il Tuny - 3a UA/15271/01/01
NMiBKOBOK 0G0/OHKOM0, Ckom'e MakegoHis | Hepo3sdhacoBaHo | Pecny6nika nogaHHa oHoBneHoro DMF 3i 3miHamy B npoueci CMHTe3y peyenmom
no 200 mr no 10 ro NPOAyKTY, MakefoHist Litouoi pevoBuHY Lethnofokcmy npokceTuny (BBeAeHO
TabneTtok y 6rictepi; no nepBuHHE cTagjto BUpo6HMLTBa «OKCcanaTHoi cosi Lednogokcumy
1 a6o 2 6nicTepu B nakyBaHHs, MPOKCETUNY»)
KapTOHHilA KOpo6Li BTOPUHHE
nakyBaHHS:
Monin Niviten,
IHAiA; BTOPUHHE
nakyBaHHS:
Ankanoig AQl-
Ckon'e,
Pecny6nika
MakefoHis;
BUMNYCK cepil:
Ankanoig A-
Ckor’e,
Pecny6nika
MakefoHis
237. | POKCEPO® TabneTku, BKPUTI Ankanoig A- | Pecny6nika BUPOBHULTBO IHais/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/15271/01/02
NAiBKOBOK 060JI0HKOIO, Ckon'e MakefoHis | Hepo3dhacoBaHo | Pecnybnika nogaHHa oHoeneHoro DMF 3i 3miHamu B npoueci cuHTesy peyenmom
no 100 mr no 10 ro NPoAykKTy, MakepoHis Ailo40i peyoBuHN LednofoKCUMy NPoKceTusny (BBeAeHo
Tabnetok y 6nictepi; no nepBuHHe cTagito BUpo6bHULTBa «OKCcanaTHOI coni Lednofokcumy
1 a6o 2 6nicTepu B nakyBaHHs, MPOKCETUIY»)
KapTOHHI/ Kopoo6Li BTOPUHHE
nakyBaHHS:

Tonin Nimites,
IHAjsA; BTOPUHHE
nakyBaHHS:
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
Ankanoig A-
Ckor’e,
Pecny6nika
MakefoHis;
BUNYCK cepil:
Ankanoig A-
Ckon'e,
Pecny6nika
MakefoHis
238. | POKCEPO® MOPOLLIOK A1 OpasTIbHOI Ankanoig AL- | Pecny6nika BMPOGHMLTBO IHpia/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 3a UA/15271/02/01
cycneHsii, 40 mr/5 mn; 1 Ckon'e MakefioHiss | Hepo3chacoBaHo | Pecny6nika nofaHHsa oHossieHoro DMF 3i 3MiHamMu B NpoLieci CUHTe3y peuyenmom
h/1aKOH 3 MOPOLLKOM B ro NPOAYKTY, MakeoHis L0401 peyoBrHM LednoJOoKCMMY NPOKCeTUNY (BBELAEHO
KapTOHHIA KOopoo6Li nepBuHHe cTagiio BUpobHuuTBa «OKcanaTHOI coni uednogokcumy
nakyBaHHs, NPOKCETUY»)
BTOPUHHE
nakyBaHHS:
MoniH NMiviten,
IHAjsA; BTOPUHHE
nakyBaHHS:
Ankanoig A0-
Ckon'e,
Pecny6nika
MakefoHis;
BWMNYCK Cepil:
Ankanoig A-
Ckor’e,
Pecny6nika
MakefoHis
239. | XENE/b H PO34MH ANA iH'EKLilA, Nno Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/5818/01/01
1,1 mn B amnyni; no 5 Xannbmitrenb Xainbmitresnb 3MiHa y napameTpax cneumdikauiin Ta/abo gonycTMMUX Mex, peyernmom
ammnys y KOHTYpPHIi Xeenb M'M6X Xeenb M'm6X BM3HAYeHNX Y cneundikauisx Ha A®l, abo
YapyHKOBIl1 ynakoBLi; no BUXiHWIA/NPOMIDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTHLCS
1, 2 a6o no 20 y npoueci Bupo6HuuTBa A®| - BUaaneHHs napameTpy «BtpaTta
KOHTYPHUX YapyHKOBUX Macu Npu BMCYLLYBaHHI» 411 BUXIAHOro martepiany Myristica
yNakoBOK y KOpoo6Li 3 fradrans; 3miHu | TUNY - 3MiHa y NapameTpax creumdikauii
KapToHy Ta/abo [OMYyCTVMUX MeX, BUHAYEHUX Y cneuudikauisx Ha
A®I, abo BMXigHWA/NPOMKHUIA NPOAYKT/peareHT, wWwo
BUKOPWCTOBYIOTLCS y NpoLeci BUpo6HMLUTBa AD| - JONOBHEHHS
cneuudikauii ana A®l gogaTkoByMK napameTpamu, a came
BBE/leHHs napameTpy «BTpaTa macy npu BUCYLLYBaHHI» 4151
A®| Lucopodium clavatum Ta «BmicT Bogm» ans A®l Myristica
fradrans
240. | XE®EPON Kancynu no 350 mr no Ankanoig ALl - | Pecny6nika Ankanoig AL - Pecny6nika BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/0263/01/01
30 kancyn y giakoHi, no Ckon'e MakefoHis Ckon'e MakeoHis 3MiHa y MeTofax BUNpobyBaHHA roTOBOrO NikapCbKoro 3acoby | peyenmom

1 chnakoHy B nauui
KapTOHHIiA; no 10 kancyn
y 6nicTepi, no 3
6nicTepn B nauLi
KapPTOHHiIlA

- BBEJJEHHSA a/IbTepPHaTUBHOTO METOAY MOTEHLOMETPUYHOTO
TUTPYBaHHA 15 MeTOAIB «PO34YMHEHHS 3aniza hymapaTy»,
«KinbkicHe BU3HaYeHHs 3anisa ymaparty» i «KinbkicHe
BU3HAYEHHS 3a/1i3a TPbOXBA/IEHTHOT0»
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
241. | UEPErH pO34uH A4 iH'ekui no 1 Pyn Pecny6nika Pyn Pecny6nika BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/8854/01/01
M/1 B amnyni, no 5 "Benmegnpen Binopycb "Benmegnpenap Binopycb 3MiHa po3Mipy cepil (BkoYatoun AianasoH po3Mipy cepii) peuyenmom
amnyn y énictepi, no 2 apatun" arn" rOTOBOrO J1iKapCbKOro 3acoby - 36iMbLUEHHSA po3Mipy cepil
6nictepw y nayui; no 5 roTOBOrO Jlikapcbkoro 3acoby. MNponoHoBaHa pegakuis: Po3mip
M/1 B amnyni, no 5 cepii 120 n gns dacysaHHs no 1 mn (10,311 tuc. yn. Ne 10),
amnyn y 6nictepi, no 1 Po3wmip cepii 120 n gns dpacysaHHs no 5 mn (4,229 tuc.yn. Ne
abo 2 6nictepy y navui 5 ab60o 2,114 Tuc. yn. Ne 10), Po3mip cepii 240 n ans
hacyBaHHsA Mo 5 mn
(8,677 Tnc. yn. Ne 5 abo 4,338 Tuc. yn. Ne 10)
242. | LUETPWUNEB cupon 2,5 mr/5 mn no 30 €Bpo Benwuka ®AC Nimiten IHAjs BHECEHHS 3MiH 10 peeCTpaLiiiHiX MaTepianiB: TEXHIUHY 6e3 UA/9079/02/01
cupPon mn abo no 50 mn abo no | Navicbkep JTg BpuTaHin NOMWJIKY BUMPaB/IEHO B TEKCTI MapKyBaHHS YNakoBKu peyenma
100 mn cupony y nNikapcbKoro 3acoby WoA0 AONOMDKHOI PEYOBUHM.
chnakoHi; no 1 donakoHy 3anponoHoBaHo: apomartum3arop anesibcuHy RS 15215.
3 MipHUM KOBMA4koM y 3a3HaueHe BMMpaB/IeHHs BiANOBIAAE MaTepianam
KapTOHHI KOpoo6Li PEECTPALLiNHOIO A0ChE
243. LUEPANEKCUH NOPOLLOK A/19 OPasIbHOT Ankanoig AL- | Pecny6nika Ankanoig A- Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/0264/01/01
ANKANOIQ® cycneHsii, 250 mr/5 mn Ckon'e MakefoHis Ckon'e MakefoHist 3MiHa y meTogax BunpobyBaHHS rOTOBOro NiKapCbKoro 3acoby peuyenmom
(ansa 100 mn) no 65,4 r - HE3HAYHI 3MiHM y MeToAax BunpobyBaHHA N13: - T.
NOpoLLKY Y dpnakoHi; no laeHTdiKaLis - 3a3Ha4YeHOo NPUroTyBaHHA PO3YMHY HaTpIlo
1 chnakoHy y KOMMIEKTi rigpokcuay Ans NpoBefeHHN KOIbOpPOBOT peakLil; - T. CynyTHI
3 N/1aCTMacoBO0 OOMILLKV- 3MiHM [0 YMOB XpomaTorpadpyBaHHsl, a came
MipHOK NTOXKOI Y BHECEHHS Temnepatypy aBTogo3atopa 5 °C, pegakuiiiHi
KapTOHHIA KopooLi npasku; - T. Mikpo6ionoriyHa umctoTa — 3MiHU B
npo6oniaroToBLi
244. UMHAKANBLUE | Tabnetku, BKpUTI Mictpan AHrniA Bunyck cepii: Yecbka BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16373/01/01
T-BICTA NNiBKOBOK 060/I0HKOHO, Kenitan CiHTOH, C.p.0., Pecny6nika/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu peyernmom
no 30 mr, no 14 MeHeKMeHT Yecbka Icnanis/ 3asiBHMKA (B/1aCHMKA PEeECTPALiiHOrO NOCBIAYEHHS) - 3MiHa
Tabnetok y 6nictepi; no NimiTen Pecny6nika; Yuni/ afpecu 3asaBHUKa
2 6nicTepy y KapTOHHIl MepBuHHE Ta Bonrapis
nauui BTOPVHHE
nakyBaHHS,
BUMNYCK cepil:
CiHTOH
Xicnanis, C.J1.,
Icnanis;
Bupo6HMLTBO:
CiHTOH Yuni
Ntpaa., Yuni;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs:
oxu |
dapmac'toTikan
c ita.,
Bonrapis
245. UVMHAKANBLE | TabneTku, BKpUTI Mictpan AHrnisA Bunyck cepii: Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16373/01/02
T-BICTA NNiBKOBOK 060/I0HKOHO, Kenitan CiHTOH, C.p.0., Pecny6nika/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyernmom
no 60 mr no 14 MeHemKMeHT Yecbka Icnanis/ 3asBHMKa (BNacHVKa peecTpaLiiHoro NocBif4yeHHs) - 3MiHa
TabneTok y 6nictepi; no NimiTen Pecny6nika; Yuni/ afpecu 3asaBHUKa
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0YeHHs

2 6nicTepu y KapTOHHii
nauui

MNepBuHHE Ta
BTOPWHHE
nakyBaHHS,
BWMYCK Cepil:
CiHTOH
XicnaHisi, C.J1.,
IcnaHis;
Bupo6HMLTBO:
CiHTOH Yuni
Ntpa., Yuni;
MNepBuHHe Ta
BTOPWHHE
nakyBaHHS:
xn |
dapmac'toTikan
c ita.,
Bonrapis

Bonrapis

246.

LVHAKANBLE
T-BICTA

TabneTkn, BKpUTI
NNiBKOBOK 060/TI0HKOHO,
no 90 wmr, no 14
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHii
nauui

MicTpan
Kenitan
MeHeKMeHT
Nimiten

AHrNiA

Bunyck cepil:
CiHTOH, C.p.0.,
Yecbka
Pecny6nika;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BWMYCK Cepil:
CiHTOH
XicnaHisi, C.J1.,
IcnaHis;
Bupo6HMLTBO:
CiHTOH Yuni
Ntpa., Yuni;
MNepBuHHe Ta
BTOPUHHE
nakyBaHHS:
xn |
Papmac'toTikan
c ita.,
Bonrapis

Yecbka
Pecny6nika/
IcnaHis/
Yuni/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny -
AZMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKA (BNacHMKa peecTpaLiiHoro NocBigYeHHs1) - 3MiHa
afipecu 3asiBHUKa

3a
peyerimom

UA/16373/01/03

247.

UMCNNATUH-
TEBA

KOHLeHTpaT Ans
pO34uHy A5 iHdy3il,
0,5 mr/mn no 20 mn abo
no 50 mn, a6o no 100
MY ¢pakoHi; no 1
dhnakoHy y nauui

TeBa
PapmaLeBTika
n lHpacTpi3
nra.

I13painb

dapmaxemi
B.B.,
HigepnaHnau; AT
PapmaLeBTUYH
nin 3aBog, TEBA,
YropLimHa

HigepnaHngm
/ YropwumHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny -
3MiHa po3Mipy cepil (BKoYatoun AianasoH po3mMipy cepii)
roTOBOrO MiKapcbKoro 3acoby - 36iNbLIEeHHS po3mipy cepii fo
450 n ansa Bupo6Huka ®apmaxemi b.B., Higepnangun.
3anponoHoBaHo: 450 n (ans 0,5 mr/mn; 1 mr/mn); 36inbLUeHHS
po3mipy cepii go 900 n ansa BupobHrka Papmaxemi b.B.,

Higepnangu. 3anponoHosaHo: 900 n (gns 0,5 mr/mn; 1 mr/mn).

BHeceHHs pefakLiliHiX 3MiH y po34in MaTepiasnis
peecTpadiiiiHoro aocke: -y p. 3.2.P.7. Cuctema
KOHTeliHep/3aKkynoptoBasibHWi 3aci6 3MiHEHO Ha3By
nocrtayajibHMKa CKIsiHMX donakoHie - MGlas 3miHeHo Ha Nipro;

3a
peyerimom

UA/7552/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
3.2.P.7. Cnctema koHTelHep/3aKynoproBasibHUIA 3acib Ha3By
Isotron 3miHeHO Ha Synergy Health (kancyna ramma-
BMNPOMiHIOBaHHS); -3 p. 3.2.P.3.5 Banigauis npouecy Ta/abo
0ro ouiHKa BUyYeHOo iHhopMalLito LWOA0 HAaBKO/TMLLHLOTO
cepefosuLya
248. UMNCNNATUH- KOHUEeHTpaT ans TeBa I13painb dapmaxemi HigepnaHngm BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/7552/01/02
TEBA pO34uHy ANns iHdysii, 1 dapmavueBTika B.B., / YropwuHa 3MiHa po3mipy cepii (BkOYaluM gianasoH po3mipy cepii) peyenmom
mr/mn no 100 mny n lHpacTpi3 HigepnaHnaun; AT roToOBOro NikapcbKoro 3acoby - 36ibLUeHHS po3Mipy cepii fo
chnakoHi; no 1 donakoHy nra. PapmaLeBTUYH 450 n ans sBupobHuka ®apmaxemi b.B., Higepnangn.
y nauui nii 3aBog, TEBA, 3anponoHoBaHo: 450 n (ansa 0,5 mr/mn; 1 mr/mn); 36inbLIeHHS
YropwumHa po3mipy cepii go 900 n ansa BupobHrka Papmaxemi b.B.,
Higepnangu. 3anponoHosaHo: 900 n (gns 0,5 mr/mn; 1 mr/mn).
BHeceHHs pefakuiliHiX 3MiH y po34in MaTepiasnis
peecTpadiiiHoro aocke: -y p. 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBasibHWi 3aci6 3MiHEHO Ha3By
nocTtavasibHMKa CKIsHUX hnakoHiB - MGlas 3miHeHo Ha Nipro;
3.2.P.7. CnctemMa koHTelHep/3aKynoproBasibHUiA 3acib Ha3By
Isotron 3miHeHo Ha Synergy Health (kancyna ramma-
BMMNPOMIiHIOBaHHS); -3 p. 3.2.P.3.5 Banigauis npouecy Ta/abo
oro ouiHka BUyYeHo iHhopMalLlito LL0A0 HABKO/TMLLHLOTO
cepefosuLya
249. | AHyBIA TabneTku, BKPUTI Mepk Wapn i LLBeiuapis BMPOGHMUK, HigepnaHaun BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/9432/01/01
NNiBKOBOK 060/I0HKOHO, Joywm lgea IHK BiANOBIgaIbHUIA / Benuka BW/IYYEHHSI BUPOOHMYOT AiNbHULI (BKNOYAOUW AiNbHULI ANs peuyenmom
no 25 mr; no 14 3a BUMYCK Cepii: BpuTtaHis A®I, npomiXHOro NpoAykTy abo roToBOro slikapcbkoro 3acoby,
Tabnetok y 6nictepi; no Mepk LWapn i AiNbHULI ANA NPOBeAEeHHS NakyBaHHS, BUPOOHUKa,
2 6nicTepu B KAPTOHHiIl Ooywm B.B., BiANOBIAA/IbHOrO 3a BUMYCK Cepili, MicLie NpOBeAEeHHS
Kopoobui HigepnaHgu; KOHTPOtO cepii) abo nocTayasibHMKa BUXIAHOrO MaTepiasny,
BMPOGHMK 3a peareHTy abo [ONOMDKHOT PEYOBUHY - BUSTYYEHHS BUPOOHMKA
NOBHUM A®| (Cutarnintuy cocdpaty rigpaty) MSD International
umknom: Mepk GmbH (Puerto Rico Branch) LLC, USA
LWapn i Joym
NimiTen, Benuka
Bputanis
250. | AHyBIA TabneTku, BKPUTI Mepk Wapn i LBeiuapis BMPOGHMUK, Higepnanamn BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/9432/01/02
NAiBKOBOK 060JI0HKOIO, [Joywm lgea [HK BiANOBifATbHUIA / Benuka BUIYYEHHA BUPOOHUYOI AiNbHULI (BKIOYAOUN AiNbHULi ANs peyenmom
no 50 wr; no 14 3a BMNYCK cepil: BpwuTaHis A®I|, TPOMXHOIO NPOAYKTY abo rOTOBOIO JliKapCbKOro 3acoby,
Tabnetok y 6nictepi; no Mepk Wapn i AiNbHULI ANS NPOBeAEHHS NakyBaHHS, BUPOOHUKa,
2 6nicTepu B KApTOHHIiA Joym B.B., BiZNOBIAa/IbHOTO 3a BUMYCK Cepiid, MicLie NpoBeAeHHS
Kopobui HigepnaHaw; KOHTPO/O cepii) abo nocTavasibHMKa BUXIAHOTO MaTepiany,
BMPOGHMK 3a peareHTy abo AONOMIKHOT PEYOBUHY - BUSTYYEHHS BUPOOHYMKA
NMOBHUM A®| (CutarninTuHy docdarty rigpaty) MSD International
uukiom: Mepk GmbH (Puerto Rico Branch) LLC, USA
LWapn i Joym
Nimitea, Benuka
BpuTaHis
251. | AHYBIA TabneTkn, BKPUTI Mepk Wapn i LBeiiuapis BMPOGHMUK, Higepnanaun BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/9432/01/03
NAiBKOBOK 060/I0HKOIO, [Joywm lgea IHK BiANOBIfA/TbHUI / Benuka BUIYYEHHS BUPOOHUYOI AiNbHULI (BKIOYAOUM AiNbHULi ANs peyenmom
no 100 mr; no 14 3a BUMycCK cepi: BpuTtaHis A®I, npomiXHOro NpoAykTy abo roToBOro Jlikapcbkoro 3acoby,

TabneTok y 6nictepi; no

Mepk LWapn i

OiNbHULI ANS NPOBEieHHS NaKyBaHHs, BUPOOHUKa,
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs
2 6nicTepu B KAPTOHHIl Joym B.B., BiAMOBIA&/TLHOIO 3a BUMYCK CEpil, MiCLile MPOBeAEHHS
KopooLi HigepnaHaw,; KOHTPO/O cepii) abo nocTayasibHUKa BUXIAHOIrO MaTepiany,
BMPOGHMK 3a peareHTy abo AONOMDKHOI PEYOBUHY - BUNTYYEHHS BUPOOHUKA
NMOBHUM A®| (CutarnintuHy docdparty rigpaty) MSD International
uukiom: Mepk GmbH (Puerto Rico Branch) LLC, USA
LWapn i foym
NimiTen, Benuka
BpuTaHis

HavyanbHuUK Bigainy 3 nutaHb papmaueBTUYHOI

AisnbHocCTI lenapTaMeHTy BNpoBagXeHHs pedopm

T.M. JIackoBCbKUM




149

MEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIOTONYHNX NPEMAPATIB), AKUM BIAMOB/EHO Y AEPXXABHIN PEECTPALLIl, NEPEPEECTPALIII TA

AopaTok 4

A0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

26.04.2019 Ne 978

BHECEHHI 3MIH 1O PEECTPALIAHNX MATEPIANIB )
TA AEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

Ne Ha3ssa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa rMiocmasa Mpoyedypa
n | sikapcbko
/n | 20 3acoby
1. | BIOBEH pO34nH ans TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa 3acigaHHa HTP Ne | BigmoBuTu y 3aTrBepfpKeHHi - 3MiHM || Tuny - 3MiHM 3 skocTi. [oToBWiA
iHcpysiii 10 %, no MNA3MA" MNA3MA", YkpaiHa 10 Big 07.03.2019 | nikapcbkuii  3aci6. KOHTponb roToBoro Jikapcbkoro 3acoby. 3miHa
10 mn, 25 mn, 50 (BUPOGHMLTBO, napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX FOTOBOrO NiKapCbKoro
mn abo 100 mn y nepBuHHe Ta 3aco0y (3MiHa 3HaxXoOAWTLCA No3a 3aTBepPMHKEHVMU AOMYCTUMUMU MeXamu
nAAwWL a6bo BTOPVHHE NakKyBaHHS, cneuudikauii) (B.11.r.1. (r') 1) 3mMiHM HOpMyBaHHS NOKA3HUKIB y cneumdikawii
hnakoHi; no 1 BUMycCK cepili); TOB "3anmMwkoBi  KinbKocTi nonicopbaty 80", "3anuWKoBi KibKOCTI  TpU-H-
NAAWL abo "BIOPAPMA 6yTundocdary”, OCKiNbkM BiACYTHE HaykoBe OOIpYHTYBaHHS MpUYVH
donakoHy B nauuj MNA3MA", YkpaiHa 36i/IbLUEHHST MEX BKa3aHUX NMOKa3HWKIB, 3anpornoHoBaHi 3MiHWX cBig4aTb Mnpo
3 KapTOHY (BTOPMHHE NakyBaHHS, 3HaYHi 3MiHW Y BUPOBGHMYOMY MpoLEeci Ta NPU3BOAATL [0 NOTPLUEHHS AKOCTI
BUMYCK Cepii) n3
2. | HOP®DJ/IOK | kpanni ou4Hi Ta ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina 3acigaHHa HTP Ne | BigmoBuTU y 3aTBepA)XeHHI - 3MiHM | Tuny - . 3MiHa y cknagi (OoNOMKHUX
CAUWVH BYLUHI, 3 Mr/mn, 06MeXeHot0 0bMexeHo 10 Big 07.03.2019 | peyoBMHax) roToBOrO JiKaPCbKOro 3acoby (iHWi AOMNOMIKHI PevyoBUHM) -

no 5 wMmn y
nakoHi; no 1
donakoHy y
KOMM/IEKTI 3
KpULLIKOHO-

KpanesnbHULED B
Kopoo6Li

BiANOBiAA/IbHICTIO
"[locnigHwii 3aBog,
"rHuaC"

BiANOBiAA/IbHICTIO
"[locnigHwii 3aBog,
"r'HUC", Ykpaina (BCi
cTagii BUpO6HMLTBA,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®APMEKC IrPy1",
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYyCK cepil)

3amiHa OfHIi€i [JOMOMDKHOI PEYOBMHM HA iHWY 3 TUMKW camyMu
PYHKLiOHa/TbBHUMU XapakTepucTukamMun Ta Ha Tomy camomy pisHi (B.1l.a.3.
(6)-6. 1B) 3aMiHa AOMOMDKHOI PEYOBVHW BOAM OUMLLEHOT Ha iHLLY AOMOMIKHY
peyoBuHy BoAy ANA  IH'EKUii 3 TUMU caMumy  OYHKLiOHaNbHUMU
XapakTepucTkamy Ta Ha TOMy CaMOMy PiBHi, OCKifIbki 3asBfieHa 3MmiHa
noB’aA3aHa 3i 3MiHOt TexHonorii 13 Wwoao 3MiHM pexumy ctepunisalii, ska
He peKOMEeHAyeTbCA [0 3aTBepiKeHHs; - 3MiHM | Tuny - BunyuyeHHA
BUPOBHNYOT AiNbHUL (BKIOYaOUM AinbHULT Ana A®l, NPOMDKHOTo NpoaykTy
abo roToBOro fikapcbkoro 3acoby, AiNbHWLi A5 NPOBEAEHHS MakKyBaHHS,
BMPOOHWKA, BIiAMOBIAA/ILHOTO 3a BWMYCK Cepiii, Miclue npoBeAeHHs
KOHTPO/HO cepiil) abo nocTavasibHVKa BUXIQHOTO MaTtepiany, peareHty abo
OOMNOMDKHOT PevyoBUHU (SKLWO 3a3HayeHo y Aocbe) (A.7. IA) - BUNYyYEHHS
BMPOGHMYMX pyHKLUA (BCi cTagii BUMpOOHMLUTBA Ta KOHTPO/Sb SKOCT) 3
BMKOHYBaHWUX PYHKLi Ans  BUMpOGHMKA ToOBapuUCTBO 3  0OMEXEHOH
BignosigasnbHicTio "focnigHuii 3asog, "THLJC", YkpaiHa, ockifibku 3asBreHa
3MiHa noB'A3aHa 3i 3MiHOW TexHonorii 13 wWoAo 3MiHM  pexumy
cTepunisadii, ika He PEKOMEHAYETbCA A0 3aTBEPMKEHHS; - 3MiHW |l Tuny -
3MiHM y npoueci BMPOGHMLTBA FOTOBOMO J1iKApCbKOro 3acoby, BKAHYakoum
NPOMDKHUIA MPOAYKT, L0 3acTOCOBYETbCA MNPV BUPOOHULTBI  FOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3MiHa y npoueci BUPOGHMLTBA, sika MOXe
MaTu iCTOTHMIA BAMB Ha $KiCTb, 6e3neky Ta e(EeKTUBHICTb NiKapCbKoro
3acoby) (B.11.6.3. (6) Il) - 3amiHa cTagii «®inbTpauis po3yrHy, HanoBHEHHS
Ta 3aKynoprBaHHA o1akoHiB» Ta «CTepunisauis npenapaty y thiakoHax»,
Ha «CTepwunisytoya ifibTpayis po3unHy, HaMOBHEHHS Ta 3aKynoptoBaHHSA
hNakoHIB», OCKISIbKM MiC/si BACYHYTUX 3ayBaXXeHb He 6y/10 HafaHo HanexHe
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa lliocmasa lpoyedypa
n | nikapcbko
/n | 20 3acoby

06r'pyHTYBaHHA BigMOBIAHO A0 pogatky A HactaHoBu CT-H MO3Y 42-
3.1:2004 Nikapcbki 3acobu. ®apmaleBTMYHa po3pobka Ta 3arasibHoi CTarTi
5.5.1.MeToan BUPOGHMLTBA CTEPUIBHUX JiKapCbknX 3acobis APY

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
pisnbHOCTI lenapTaMeHTy BNpoBagKeHHs pedopm

T.M. JIacKOBCbKUM
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