MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

05 6epesnst 2024 poky Ne 374

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUHUX
iMyHO0O0io/T0riYHMX NpenapaTiB) Ta BHeCeHHs 3MiH [I0 peecTpaliiHUX MaTepiasiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jsiikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsinky [nep>kaBHOI peecTpalii (mepepeecTpaliii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily aABaALSThH ITATOr0 MANYHKTY 12 myHkTy 4 Ilo/oXKeHHSI Mpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIePTHU3M peeCcTpaljiiHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAnUHUX
iMmyHOoOio/loriuHMX ~ TIperapariB), 10 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiINPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:
1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeeECTPY JiKapChbKuX 3acobiB

YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
fomatkoMm 1.



2

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>kKaBHOT'O PeECTPY JiKapChbKUX 3aco0iB
YKpaiHM miKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rifgHO 3
JIOJIaTKOM 2.

3. BHecTu 3MiHM [0 peecTpaliiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BiZMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu
TKapCchKUX 3aco0iB (MeJUUHUX iMyHOOi0/OTiUHUX TIpernapariB) 3riZiHO 3 J0aTKOM 4.

5. ®apmaneBTruHoMy yripaBiiHHIO (Tapacy JIsSICKOBCbKOMY) 3a0e3meunTd
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’s YKpaiHU.

6. KoHTpO/Ib 3a BUKOHAHHSIM 1IbOTO HaKa3y IMOK/JIACTH Ha MepIIoro 3acTyITHUKA
Minictpa Cepris /IyopoBa.

MinicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), AKI

Hoparoxk 1
/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st Ykpainu «IIpo gepxaBHY
peecTpauiio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiiHuX MaTepiatiB»

Big 05 Gepe3ns 2024 poky Ne 374

BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0o20 (nikapcbka ¢hopma, 3asiBHUKa BUPO6GHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. | ANNEPTEHEN OopasibHUI PO3UnH, BIB AV ® IHAiA Bisimepg Jlabc /g, IHAisa peecTpauis Ha 5 pokis 6e3 nionsizae UA/20365/01/01
2,5 mr/5 mn; no 75 nnn MepiognyHiCTb NOAAHHSA PEryNSPHO OHOBJIIOBAHOTO peyenma
mn abo 150 mny 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
thnakoHi, no 1 hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
chnakoHy 3 MipHUM MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
KOBMNa4yKoMm y rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHI KOpoobLyi MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHW 34,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHSA PETrYNIAPHUX 3BITIB 3
6esneku.
2. | BJIOKMAKC TabeTKU, BKPUTI AJIKANOI | Pecny6nik AJIKANOIL AL Pecny6ika peecTpauis Ha 5 pokis 6e3 nidnsieae | UAI20367/01/01
Ayo nniBKOBOKO 0 AL a lNiBHiYyHa Ckon'e MiBHiYHA MepioAnyHICTb NOAAHHA PerynspHO OHOB/IIOBAHOTO peyenma
060/10HKO10, N0 200 Ckon'e MakefoHis MakefoHis 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHs
mr/500 wr, no 10 thapmakoHarnagy, 3aTBepaAXeHoro Hakasom
TabneTok y 6nictepi, MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
no 1 abo 2 6nictepu rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
Y KapTOHHIi kopobu,i MiHicTepcTBi tocTuLi YKpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
OXOPOHY 34,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAHHA PerynsapHuX 3BiTiB 3
6esneku.
3. | TEKCETUANH pignHa (cybcTaHuis) MpuBaTHe Ykpaina Kypia ®peHc dpaHuis peecTpauist Ha 5 pokis - He UA/20368/01/01
y bapabaHax 3 aKujioHepH C.AC. nionsizae
nonietTuneny ans e
dhapmaLeBTU4YHOro TOBapuCTB
3aCTOCYyBaHHSA o}
hapmaves
TUYHA




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
habpuka
"Biona"
4. | AENPONMIIHIC | nopowok ans ToBapucT YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20369/01/01
OpasIbHOTO PO34UHY, BO 3 [0AaTKOBOIO MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO peyennmom | nidnsieae
25 mr/gosyno 2,5r [0faTKoBO BiANOBIA&NbHICTIO 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHEHHS
y cawe, no 10 cauwe 10 "IHTEPXIM" hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
y nauui 3 KapToHy Bignosiga MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
NBHICTIO rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
"IHTEPXI MiHicTepcTBi tocTuLi Ykpainn 29 ciuHa 2007 poky 3a
M Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NoAAaHHA perynspHux 3siTiB 3
6e3neku.
5. | NOOAAH Ma3b 10%; no 20 r TOB "OKM Ykpaina TOB "AKn YkpaiHa peecTpauis Ha 5 pokis 6e3 niosnsieae UA/18716/02/01
a6o no 40 r y Ty6i; "®apmaue "GapmaueBTuyHa MepioAnyHICTb NOAAHHA PErynsipHO OHOB/IIOBAHOTO peyenma
no 1 Ty6i B nauui BTUYHA habpuka" 3BiTY 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
¢habpmka” thapmakoHarnsgy, 3aTBepAKeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3riHO 3i CTPOKaMK, 3a3Ha4EeHUMU
y NepioAnYHOCTI NOAAHHA PerynsipHux 3BiTiB 3
6e3neku.
6. | KACMO®YHIIH | nioginisat ans 3eHTiBa, Yecbka BMPOGHMLTBO peuis/ peecTpadis Ha 5 pokis 3a He UA/20274/01/01
3EHTIBA po34nHy ans K.C. Pecny6nik CTepubHOro TypeyunHa MepiognyHICTb NOAAHHA PEryNsSipHO OHOBIIOBAHOMO peyenmom nionseae
iHdpy3ili, no 50 wmr; a NPOAYKTY, 3BiTYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iACHEHHS
no 50 Mr NopoLuKky y chi3unko/ximiyHe thapmakoHarnagy, 3aTBepAXeHoro Hakasom
thnakoHi, no 1 TeCTyBaHHs, MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Bifg, 27
ponakoHy B MiKpOGionoriyHe rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
KapTOHHIlA KopooLi TEeCTyBaHHS, MiHicTepcTBi tocTuuii Ykpainu 29 ciuyHa 2007 poky 3a
nepBuHHE Ta Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
BTOPUHHE OXOPOHW 340pO0B'st YKpaiHu Big 26 BepecHsi 2016 poky
nakyBaHHs, Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMW, 3a3Ha4YEHUMU
Bignosigae 3a y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
BMNYCK Cepil: 6esneku.
ENNEH
PAPMACBIOTIKA
NTKO., IHK.,
peuis
BMPOGHMLTBO
CTEepUsIbHOIO
NPOAYKTY,

nepBUHHE Ta
BTOpPUHHE




n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

nakyBaHHS,
pi3unko/ximiyHe
TecTyBaHHS,
MikpobionoriyHe
TeCcTyBaHHS:
Medpap lnau
CaHai A.LL.,
TypeyunHa
isnKo/ximiyHe
TecTyBaHHs,
Mikpo6ionoriyHe
TecTyBaHHS,
BTOPVIHHE
nakyBaHHs,
Bignosigae 3a
BUMYCK Cepii:
®APMATEH C.A.,
pevyjis
BTOPVIHHE
nakyBaHHS:
SAPMATEH
IHTEPHELUHN
C.A,, Npeuis

KACNO®YHIIH
SEHTIBA

niodpinisat gns
pO34nHy Ans
iHpy3iiA, no 70 wmr;
no 70 Mr nopoLuky y
chnakoHi, no 1
donakoHy B
KapTOHHI Kopobui

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

BMPOGHMLTBO
CTEepUIbHOIo
NPOAYKTY,
ismKo/ximiyHe
TecTyBaHHs,
MiKpo6ionoriyHe
TECTyBaHHS,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BignoBsigae 3a
BMNYCK cepil:
ENMNEH
PAPMACBIOTIKA
NKO., IHK.,
pevyjis
BMPOGHMLTBO
CTepUIbHOIO
NPOAYKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
dpizvKo/ximiyHe
TeCcTyBaHHS,
MikpobionoriyHe

Ipevis/
TypeuunHa

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BigNoBiAHO A0 MopsiaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepIKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHY 340p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHSA PErYNIAPHUX 3BITIB 3
6esneku.

3a
peyermom

He
nionsieae

UA/20274/01/02




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
TecTyBaHHS:
Medap lnay
CaHai A.LL.,
TypeuyunHa
hi3unko/ximiyHe
TecTyBaHHS,
MikpobionoriyHe
TecTyBaHHS,
BTOPUHHE
nakyBaHHS,
Bignosigae 3a
BUMYCK Cepii:
®APMATEH C.A.,
peuis
BTOPUHHE
nakyBaHHS:
SAPMATEH
IHTEPHELUHAN
C.A., peuis
8. | KETOPO/JAK- PO34UH A5 iH'EKLLN, AT Bonrapis AT "Codghapma” Bonrapis peecTpaList Ha 5 pokis 3a He UA/20370/01/01
COPAPMA 30 mr/mn; no 1 mn "Codhapma MepiognyHICTb NOAAHHSA PErysiPHO OHOB/IKOBAHOTO peyenmom nionseae
pO34MHy ANS iH'EKUil " 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
B amnyni 3 chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
KOPWYHEBOrO CKa; MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
no 5 a6o 10 amnyny rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
6nictepi 3 NBX MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
nnisku; no 1 Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
6nictepy B OXOPOHU 340POB'A YKpaiHu Big, 26 BepecHs 2016 poky
KapTOHHI nauui Ne 996), cTaHOBUTL: 3riHO 3i CTPOKaMU, 3a3Ha4YEHUMU
y NepioANYHOCTI NOAAHHA PErynApHUX 3BITiB 3
6e3neku.
9. | NA30/MEKC pO34uH Ans TOB Ykpaina TOB YkpaiHa peecTpaList Ha 5 pokis 6e3 nionsieae UA/12750/02/01
iHranauin Ta «®APMA «®APMACE/1» MepioanyHiCTb NOAAHHA PEryNspHO OHOB/IIOBAHOTO peyenma
nepopasnibHoro CEN» 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHEHHS
3acTocyBaHHs, 7,5 thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
mr/Ma, no 1 mn B MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big, 27
amnyni; no 5 amnyn rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
y nauyLi 3 KApTOHY; MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
no 2 ma B amnyni; Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
no 5 amnyn y nayui OXOPOHW 340pO0B'A YKpaiHu Bif, 26 BepecHs 2016 poky
3 KapTOHY; Mo 4 MmN B Ne 996), cTaHOBUTL: 3riHO 3i CTPOKaMu, 3a3Ha4EHUMU
amnyni; no 5 amnyn y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
y nauuii 3 KapTOHY 6e3neku.
10. | MEBEBEPUHY KpucTaniuHuii AT Ykpaina MIPAMANT ®APMA IHAjisA peecTpalis Ha 5 pokis - He UA/20371/01/01
rAPOXNOPUA | nopoluok "dapmak” NIMITEL nionseae

(cybeTaHuis) B
nonieTuIeHoBMX
Milkax ans




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
dhapmar,eBTU4YHOro
3aCTOCYBaHHSA
11. | MENNOKCUKAM | po3uvH Ans iH'exuin, Mictpan AHrnis XENM C.A. Ipeuis peecTpauis Ha 5 pokis 3a He UA/20372/01/01
-BICTA 15wmr/1,5mnno 1,5 Kenitan MepiognyHiCTb NOAAHHSA PErYNSPHO OHOBJIIOBAHOTO peyenmom | nionsizae
M (15 mr) B amnyni, MeHexm 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
no 5 amnyn B kaceTi eHT hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
B nauuj Nimiteq MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHY 34,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHSA PErYNAPHUX 3BITIB 3
6esneku.
12. | MENOJ/TTAH PO34MH A1 iH'EKLIN, Mictpan AHrnis Xenn C.A. Ipeuis peecTpauis Ha 5 pokis 3a He UA/20373/01/01
15 mr/1,5mnno 1,5 Kenitan MepioAnyHICTb NOAAHHA PErynspHO OHOB/IIOBAHOTO peyenmom | niosisieae
mn (15 mr) B amnyni, MeHexm 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHs
no 5 amnyn B kaceTi eHT thapmakoHarnsgy, 3aTBepaXeHoro Hakasom
B nauuii Nimiteq MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTea
OXOPOHY 34,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAHHA PerynsapHuX 3BiTiB 3
6esneku.
13. | METPOHIAA30 | kpucTasliyHmit MpAT Ykpaina KopgeH ®apma ITanis peecTpauist Ha 5 pokis - He UA/20374/01/01
n NopOoLLOK "papmaue Bepramo C.IM.A. niosnsieae
(cybeTaHuin) y BTUYHA
NoABINHNX ipma
nosnieTuIeHoBMX "fapHuus"”
Milkax ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
14. | OKTPEOPOM PO34MH ANA iH'eKUili EnEnCi Ipysia K.T. POM®APM PymyHis peecTpauis Ha 5 pokis 3a He UA/20375/01/01
Ta iHdysiii, 0,1 Pomdhapm KOMMAHI C.P.J1. MepiognyHiCTb NOAAHHSA PETrYNISPHO OHOBJIIOBAHOTO peyenmom | nionsizae
Mmr/mn; no 1 mn B KomnaHi 3BiTYy 3 6e3neku, BignoBiaAHO A0 MNopsaKy 34iCHEHHS
amnyni; no 3, 5 abo [bxoppxusa hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
10 amnyn B MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
KOHTYPHIl rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
YapyHKoBili MiHicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
ynakosui; no 1 Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
ynakoBLi abo no 2 OXOPOHW 30pO0B'A YKpaiHu Big 26 BepecHs 2016 poky
ynakosku (3 10 Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
amnynavu) B y NepioANYHOCTI NOAAHHS PETY/IAPHUX 3BITIB 3
KapOTOHHII nayui 6e3neku.
15. | OHAAHCETPO | po3uvH Ans iH'exuin, Mictpan AHrnis MT. Hosenn IHAoHesIA peecTpauis Ha 5 pokis 3a He UA/19758/01/01
H-BICTA 2 mr/mn; no 2 mn Kenitan dapmacbloTHKan [epioANYHICTb NOAAHHS PErynsipHO OHOB/IKOBAHOIO peyenmom nionsi2ae




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
abo 4 mn B amnyni, MeHepxm NabopaTtopis 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iCHEHHS
no 5 amnyn B KaceTi eHT chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
B nauuj Nimiten MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHM 300POB's YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.
16. | OCTIBAH TabneTku, BKPUTI TOB Ykpaina "eHepic MopTyranis peecTpaList Ha 5 pokis 6e3 nionsieae UA/20377/01/01
nAiBKOBOO "BOPBAP dapmactoTika, MepiognyHICTb NOAAHHSA PErYNsiPHO OHOB/IKOBAHOTO peyenma
060/10HKOH0, M0 10 TC C.A. 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicCHeHHS
Mmr; no 10 TabneTok PAPMA" hapmakoHarnagy, 3aTBepAXeHoro Hakasom
y 6nicTepi, no 2 MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
6nicTepn y kopobui 3 rpyAHs 2006 poky Ne 898, 3apeecTpoBaHOro B
KapToHy MiHicTepcTBi tocTuuil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHU 340pOB's YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i CTPOKaMU, 3a3Ha4YEHUMU
y NepioANYHOCTI NOAAHHA PErynApHUX 3BITiB 3
6e3neku.
17. | OCTIBAH TabneTku, BKPUTI TOB Ykpaina eHepic MopTyranis peecTpaList Ha 5 pokis 6e3 nionsieae UA/20377/01/02
nAiBKOBOIO "BOPBAP dapmactoTika, MepiognyHICTb NOAAHHSA PErYSiPHO OHOB/IKOBAHOTO peyenma
060/10HKOH0, M0 20 TC C.A. 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHEHHS
Mmr; no 10 TabneTok ®APMA" thapmakoHarnagy, 3aTBepAXeHoro Hakasom
y 6nicTepi, no 2 MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
6nicTepn y kopobui 3 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
KapToHy MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHW 340pO0B'A YKpaiHu Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.
18. | NIKNONTUK Kpani O4Hi, PO34uH, EnEnCi Ipysis K.T. Pomchapm PymyHis peecTpauis Ha 5 pokis 6e3 nionsizae UA/20378/01/01
0,5 mr/mn, no 10 mn Pomdpapm KomnaHi C.P.J1. MepioAnyHICTb NOAAHHS PErYSIPHO OHOB/IIOBAHOTO peyenma
y hnakoHi 3 KomnaHi 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicCHEHHS
npo6Koto- [bxoppxus hapmakoHarnsgy, 3aTBepiKeHoro Hakasom
KpanenbHuLue Ta MiHicTepcTBa OXOpPOHM 340POB’'S YKpaiHu Big, 27
KapTOHHI navwi rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4YEHUMU
y NepiognYHOCTI NOAAHHS PerynsipHuX 3BITiB 3
6e3neku.
19. | TEPBIHA®IH kpem 1% no 15ry AT Ykpaina AT «Jly6HMpapm» YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/6688/02/01
Ty6i, no 1 Ty6i B «Jly6HNha [MepioAnNYHICTb NOAAHHS PErysiPHO OHOB/IKOBAHOTO peyenma




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
nauuj 3 KapToHy pm>» 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHM 300POB's YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.
20. | ®NIEONTIK® OYHi Kpanni, po3ynH AT Ykpaina PAD®APM C.A. Ipeuis peecTpaList Ha 5 pokis - He UA/20379/01/01
no 5 mr/mn, in bulk: "KMIBCbK MepiognyHICTb NOAAHHSA PErYNsiPHO OHOB/IKOBAHOTO nionseae
no 5 mn y donakoHi un 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicCHeHHS
nonieTnIeHoBoMy 3 BITAMIHH hapmakoHarnagy, 3aTBepAXeHoro Hakasom
KpanenbHuuero Ta nn MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
KOHTpONEM MepLioro 3ABO4" rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
po3kpuTTs, no 100 MiHicTepcTBi tocTuuil Ykpainu 29 ciuHa 2007 poky 3a
hnakoHiB y Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
KapTOHHIA Kopoo6Li OXOPOHU 340pOB's YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i CTPOKaMU, 3a3Ha4YEHUMU
y NepioANYHOCTI NOAAHHA PErynApHUX 3BITiB 3
6e3neku.
21. | ®NIEONTIK® OYHi Kpanni, po3ynH AT Ykpaina AT "KMIBCbKUI YkpaiHa peecTpaList Ha 5 pokis 3a He UA/20380/01/01
no 5 mr/mn, no 5 mn "KUIBCbK BITAMIHHW MepiognyHICTb NOAAHHSA PErYSiPHO OHOB/IKOBAHOTO peyenmom nionseae
y hNaKoHi nm 3ABOL4" 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHEHHS
nonieTusIeHoBoMy 3 BITAMIHH YkpaiHa thapmakoHarnagy, 3aTBepAXeHoro Hakasom
KpanensbHuueto, 3 un (BMPOGHMLTBO 3 MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
KOHTpONEM nepLioro 3ABO4" npoAaykuii in bulk rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
po3kpuTTS, no 1 «Padapm C.A.», MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
onakoHy B nauui Ipeuis) Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'A YKpaiHu Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.
22. | LE®@TPUAKCO | nopoluok ans MpuBaTHe Ykpaina BMPOGHULITBO Ta Ykpaina/ peecTpauis Ha 5 pokis 3a He UA/20381/01/01
H 0.5 PO34MHY NS iH'EKUIA | aKUioHepH nepBuHHE Kutaii MepioAnyHICTb NOAAHHS PErYSIPHO OHOB/IIOBAHOTO peyenmom | niossieae
no0,5r;05r e nakyBaHHs 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicCHEHHS
MOPOLLKY Y (hriakoHi; | ToBapucTs PO3UYNHHIIKE,; hapmakoHarnsgy, 3aTBepiKeHoro Hakasom
no 1 a6o 10, a6o 50 | o «Jlekxim- BTOPWHHE MiHicTepcTBa OXOpPOHM 340POB’'S YKpaiHu Big, 27
donakoHiB y nauui; 1 XapkiB» nakyBaHHs, rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
h/1aKoH 3 NOPOLLKOM KOHTPO/b Ta MiHicTepcTBi tocTuLi YKpaiHun 29 ciuna 2007 poky 3a
Ta 1l amnynas BUNYCK cepii Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
po34MHHMKOM (Boga roToBOro OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ans iH'ekuii no 5 mn nikapcbKoro Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
B amnyni) y 6nictepi, 3acoby: y NepiognYHOCTI NOAAHHS PerynsipHuX 3BITiB 3
no 1 6nictepy B MpuBaTHe 6e3neku.
nauui akuioHepHe

TOBapuCTBO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
«Jlekxim-XapkiB»,
YkpaiHa
BMPOGHULITBO Ta
nepBuHHe
nakyBaHHs
MOPOLLIKY:
Ksiny
dapmaueyTikan
Ko., fitg., Kutai
HavanibHUK .
dapmaueBTUYHOIO ynpaB/liHHS Tapac /IHCKOBCbKUN




IIEPEJIIK
ITEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IKI
BHOCSATHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

JopaTok 2

/0 Haka3zy MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiHuX MaTepiatiB»

Big 05 Gepe3ns 2024 poky Ne 374

Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNlikapcbKo20 | (n1ikapcbka ghopma, 3asiBHUKa BUPOGHUKA BionyckKy aHHsA peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1. | BO3YNI® TabneTku, BKpUTI Mcpaiizep CLIA BMPOGHMLTBO, HimeuunHa/ MepepeecTpauis Ha HeOGMeXeHWIA 3a He UA/17245/01/01
nNiBKOBOIO Eiiu.Ci.Mi. nakyBaHHs1, KOHTPO/b Yexis TEPMIH. peuenmom nionsieae
o060n0HkKot0, no 100 KopnopeiiwH AKOCTI Ta BUNYCK cepil: OHoB/EHO iHhopMaLiito B IHCTPYKUIi Ans
mr, no 14 tabneTtok Mdcpaizep MeAMYHOro 3acTOCYBaHHS NikapCbKoro
y 6nictepi; 2 MeHtohekuypuHr 3aco6by B po3aini "Mo6iyHi peakuii™
6nictepu y [Jonunena rmoéxX, BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
KapTOHHI Kopo6Lyj; HimeuyunHa [OCbE.
no 120 TabneTok y BUPOBHMLTBO, KOHTPO/Ib
chnakoHi, 1 dpnakoH AKOCTI: MepiognyHiCTb NOAAHHA perynspHo
Y KapTOHHIi1 kopobu,i Ekcenna M'm6X & Ko. KT, OHOBJ/THOBAHOrO 3BITY 3 6e3neku,
HimeyunHa BiANOBIAHO A0 MopsaaKy 34iACHEHHS
TECTyBaHHS npu hapmakoHarnsgy, 3aTBepaxeHoro
LOCNIIKEHHI Haka3zom MiHicTepcTBa OXOPOHMU 3[0P0B’A
cTabinbHOCTI: Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
KsiHTa-AHaniTvka c.p.o., 3apeecTpoBaHoro B MiHicTepcTsi tocTuLiT
Yexis Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHY 3[0PO0B'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4YeHVMU Y NePiogUYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.
2. | BO3YNI® TabneTku, BKpUTI Mcpaiizep CLIA BMPOGHMLTBO, HimeuyunHa/ MepepeecTpaLis Ha HeOBMEXeHWIA 3a He UA/17245/01/02
nNiBKOBOO Eiiu.Ci.Mi. nakyBaHHs1, KOHTPO/1b Yexis TEPMiH. peyernmom nionsieae
060/10HKO10, Mo 500 KopnopeiwH SIKOCTi Ta BUMYCK cepii: OHOBEHO iH(hopMaLito B IHCTPYKUIT 415
mr; no 14 tabneTok Mcpaizep MeAMYHOro 3acTOCYBaHHS NikapCbKoro
y bnicTepi; 2 MeHtothekuypuHr 3aco6y B po3dini "MobiyvHi peakwii"
6nictepn y [Loliuneng Mv6X, BiAMNOBIAHO A0 MaTepiasliB peecTpauiiHoro
KapTOHHI KopobLyj; HimeuyunHa [OCbE.
no 30 TabneTok y BMPOGHULITBO, KOHTPO/1b
donakoHi, 1 cpnakoH AKOCTI: MepioAnyHICTb NOAAHHS PErynsipHoO
Y KApTOHHIlA Kopobui Ekcenna 'M6X & Ko. KrI, OHOB/HOBAHOIO 3BIiTY 3 6E3NEKU,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HimeyuunHa BiANoBigHO A0 Mopsaaky 34iCHEHHS
TeCcTyBaHHS npy thapmakoHarnsgy, 3aTBepAxeHoro
[OCNigpKEeHHI Haka3oMm MiHicTepcTBa OXOPOHY 340POB’A
cTabinbHOCTI: Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
KBiHTa-AHanitTuka c.p.o., 3apeecTpoBaHoro B MiHicTepcTBi toCTuLii
Yexis Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
3. | FEEPAOIH niodpinisat gns Mini Xenckepe Benuka l'ychik BiocaiHcumc IHAain nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/6630/02/01
pO34nHYy A5 iH'EKUIl Nimiten BputaHis Nimitea, tOHIT-2 OHoB/eHO iHdhopMaLito y po3ginax peyenmom nionsizae
no 20 mr; 1 donakoH "Oco6nmBoCTi 3acTocyBaHHA", "Mo6IYHi
o6'emom 10 mn 3 peakuii” Ta "Ynakoska"(yTOYHEHHS
niodpinizatom B iHchopmaw,ii) IHCTpyKLUii AN MeguyHoro
ynakoBLiji 3aCTOCYyBaHHSA Nikapcbkoro 3acoby
BiANOBIAHO A0 OHOBMEHOI iIHChopMaLi
o0 6e3neku 3acToCyBaHHS Aito4oi
PEYOoBUHM.
OHoBeHo iHdopmaLio y po3gini "MobiyHi
peakujii" iIHCTpyKLii AN MeauyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby o0
3BiTYBaHHS NPO NOGIYHI peakLiji.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.
4. | TNIKNA3NA NMOpOLLOK TosapucTBO 3 Ykpaina UxeussaH Listowkoy Kutaii MepepeecTpauis Ha HeOBMeXeHU TEPMIH - He UA/17712/01/01
(cybeTaHuis) y 0bMexeHot PapmacbloTikau Ko., niossieae
noaBinHMX BiANOBiAANbHI nTa.
nonieTuIeHoBMX cTIo
naketax ans "®apmaueBTn
hapMaLeBTUYHOIO YHa KOMMaHis
3acTocyBaHHsA "3p0pos'a”
5. | AENO- cycneHsia ans Mdpatizep IHK. CLIA Mdcpaiizep Benbrisa nepepeecTpauis Ha Heo6MexXeHuli TepMiH 3a He UA/0499/01/01
NMPOBEPA® iH'ekujin, 150 mr/ms; MeHEKYYPUHT OHOB/IEHO iHGhopMmaLilo y po3ginax peyenmom nidnsieae
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no3,3mny Benbrisa HB "apmakonoriyHi BnacTmBocTi",
dhnakoHi; no 1 "Ocob6nmBocTi 3acTocyBaHHs", "diTn"
donakoHy B (pepakuiliHa npaBka TEKCTY po3giny),
KapTOHHI KopoobLi "Mo6iuHi peakuyii" IHCTpyKLUIi ANs
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby BiAnNoBigHO A0 MaTepianis
peecTpauiiHoro 4ocChbeE.
MepiognyHICTb NOAAHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTULiT
Ykpainu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMU Y NepioguYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.
6. | EHBPEN® PO34MH A5 iH'EKLN, Mdcpaiizep CLIA KOHTPO/Ib SIKOCTI IpnaHgis/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/16786/01/01
50 mr/mn; 4 Eliu.Ci.Mi. nikapcbKoro 3acoby B Benbris OHOB/EHO iHhopMaLito LWoao 6e3neku peuenmom niosnsieae
nonepegHLo KopnopewH nonepegHLO 3aCTOCYBaHHS Aito40i pevoBUHYM B
HarMoBHEHI WNpULM HaMoBHEHMX LUMpULLAX: IHCTPYKLT 4N MeAMYHOTO 3aCTOCYBaHHS
no 0,5 mn (25 mr) Mdpaiizep IpneHp, nikapcbkoro 3acoby y po3aini "Mo6iyHi
a6o no 1 mn (50 mr), dapmaceyTukanic, peaxuii”.
abo 4 nonepefHbLO IpnaHgjs
HaMoBHEHI PyYKKM Mo BMPOGHMLITBO MepiognyHICTb NOAAHHS PerynsipHo
1 mn (50 mr), 4 nikapcbKoro 3acoby B OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
TamrMoHU 3i CNMPTOM nonepegHLO BiANoBigHO A0 Mopsaaky 34iCHEHHS
y N1acTUKOBOMY HanoBHEHUX LUNPULAX, thapmakoHarnsgy, 3aTBepAXeHoro
KOHTEliHepi; KOHTPO/Ib AKOCTI Haka3om MiHicTepcTBa OXOPOHY 340POB’S
N1acTUKOBUIA nikapcbKoro 3acoby B YkpaiHu Big 27 rpyaHs 2006 poky Ne 898,
KOHTEliHep y nonepeaHsL0 3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
KapTOHHI Kopoobui HaNoOBHEHMX LUNpULAXx, YkpaiHu 29 ciyHs 2007 poky 3a Ne
Kpim TecTy "BioaHani3 73/13340 (y pepaxuii Hakady MiHicTepcTBa
anonTtosy"; cknafaHHs i OXOPOHU 310pOB'sA YKpaiHu Bif 26 BepecHs
TecTyBaHHs nonepeaHL0 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
HarMoBHEHWX PYYOK; CTpOKamu, 3a3Ha4yeHVMN Y NepioguYHOCTI
MapKyBaHHs, BTOPUHHE nofjaHHA perynapHuX 3BiTiB 3 6e3neku.
nakyBaHHs, BUNycK cepii
roTOBOrO /1iKapCbKOro
3acoby:
Mdpaiizep
MeHtodhekvypyHr
Benerist HB, benbris
7. | SIAAAP nopoLIoK ans AAP ®APMA QO6'egHaHi 3elicc Papmac’ioTikenc IHais nepepeecTpaiss HEOOMeXEeHNN TePMiH 3a He UA/17349/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
po3unHy ons ®3-/1/1C Apabebki Mnet. N14. OHoB/EHO iHhopMaLiito B IHCTPYKLUIi AN peyenmom nionsizae
iH exuili no 1000 mr Emipatun MeAUYHOro 3acTocyBaHHS NikapcbKoro
no 1 a6o no 10 3acoby y posginax "OcobanBocTi
chakoHiB 3 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
NOPOLLKOM Y posun", "MepenosysaHHA" BigNoBigHO 40
KapTOHHIA KOpO6L iHchopmaLii pedrepeHTHOro nikapcbKoro
3acoby (POPTYM®, nopoLlok ans
pO34uHy ANs iH'ekuii no 500 mra6ono 1,
a60 Mo 2 r), a Takox y po3aiai "Mo6iyHi
peakuji" LoA0 BaXXMBOCTI 3BiTYBaHHS Npo
NoGiYHi peakulii.
MepiognyHICTb NOAAHHA perynspHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANoOBigHO A0 Mopsaaky 34iCHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTuLiT
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 370POB'sA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku
8. | KONMIrA3- Kpanni opaJibHi, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpawis Ha HeobMexeHuin TepMiH 6e3 nionsizae UA/17462/02/01
340POB'A emyrnbcist, 40 mr/mn 06MeXeHo 06MeXeHo OHoB/EHO iH(hopmaLito B IHCTPYKLiT ans peyenma
no 30 mn y prakoHi, BiANOBIAA/bHI BiANOBIAALHICTIO MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro
3aKyrnopeHomy CTIO "®apmavneBTUYHa 3acoby y po3aini "MobivHi peakuii”
Npo6Koto- "®apmaueBTu KoMnaHis "3gopos'a” BignoBigHO A0 iHhopmauii 3 6e3neku
KpanenbHuuero Ta YyHa KOMMaHis 3acToCyBaHHSA NikapcbKoro 3acooby.
KpuLikoto; no 1 "3p0pos'a”
dhnakoHy y Kopobui 3 MepiognyHICTb NOAAHHA PerynsipHo
KapTOHy OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANoBigHO A0 Mopsaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340POB’S
YkpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 310pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.
9. | NIACTEH® MOPOLLIOK AN An "EH31M" YkpaiHa An "EH3nMm" YkpaiHa nepepeecTpawis Ha HeobMexeHuin TepMiH 3a He UA/16794/01/01
NPUroTYBaHHSA OHOB/IEHO iH(hopmaLito y po3ainax peyenmom niossieae

pO34uHy ans
iH ekuiin, no 0,002 r,

"Moka3aHHA", "TIpoTMNoKa3aHHa" Ta

"YnakoBka'"(yToYHeHHs iHdhopmadii)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 5 dprakoHiB y IHCTPYKLT 4151 MeANYHOro 3acToCyBaHHSA
6nictepi; no 1 nikapcbKoro 3acoby BiagnoBifHO A0
6nicTepy B OHOB/IEHOI iHhopMaLiii Lwoao 6e3nekn
KapTOHHI KopoobLi 3aCTOCYBaHHS fjil040i Pe4YOBUHMU.
OHoB/EeHO iHGopMaLio y po3aini "MoGiyHi
peakuii" iIHCTpYKLii 4158 MeguyHoro
3aCTOCyBaHHSA /iKapcbKoro 3acoby o0
3BiTyBaHHSA Npo MoGiYHI peakyjii.
MepiognyHICTb NOAAHHSA PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO 0 MOpsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3oM MiHicTepcTBa OXOPOHM 34,0POB’A
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpokamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3NeKu.

10. | NPIOPUKC- niodpinizoBaHuii nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/16549/01/01
TETPA NMopoLUOK ANs A Ekcnopt BputaHis Bionogxikans C.A. OHoB/EHO iHhOpMAaLLito B IHCTPYKLIi AN peyenmom nionsi2ae
KOMBIHOBA | iH'ekuiit; 1 donakoH 3 Nimiten MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
HA NOPOLLKOM Y 3acoby B po3ginax "lNokasaHHA"

BAKUVHA KOMMNEKTi 3 (peparyBaHHsi Ta YTOUYHEHHS TEKCTY),
anda PO34YMHHMKOM (BOAA "B3aemogis 3 iHWVMU NikapcbKuMu
MPO®DINAKT Ans iH'ekuiin) no 0,5 3aco6amMu Ta iHWi BUAY B3aemogiii",
NKWU KOPY, mn (1 gosa) y "3acTocyBaHHS y nepiog BariTHOCTi abo
ENIAEMIYHO | nonepefHbO roflyBaHHs rpyaar” (pefaryBaHHs TeKCTy
ro HanoBHEHOMY Ta YTOUYHEHHs iHchopmai), "3aaTHICTb
MAPOTUTY, wnpuui (y KOMAAekTi BNMBaTV Ha LWBUAKICTb peakuii npu
KPACHYXU 3 AiBOMA rosikamu KepyBaHHi aBTOTpaHCMopToM abo iHWuMK
TA BITPSIHOI | a60 6e3 ronok) a6o MexaHismamn" (pegaryBaHHs TEKCTY Ta
BICMNHN, y amnynax y YTOUHEHHs iHhopmauii), "Cnocib
XVBA BaKyyMHiii 3acTocyBaHHs Ta fo3n"(pefaryBaHHs
ATEHYWOBA | cTepunbHiii TEKCTYy Ta YTOUYHeHHs iHchopmauli),
HA ynakosui; no 1 "MepepnosyBaHHs", "Mo6iyHI peakuii”,

BaKyyMHiii
CTEPWU/bHIN yNakoBLi
Y KapTOHHI kopobuy;
1 donakoH 3
NOPOLLKOM Y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
M (1 gosa) y

"3asBHVK Ta/abo NpefCcTaBHUK 3asBHMKA" ,
"Micue3HaxompKeHHs 3asBHMKa Ta/abo
npeacTaBHVKa 3asiBHMKA" BIAMOBIAHO A0
Marepianis peecTpaujiiiHoro Aocbe

MepiognyHICTb NOAAHHA PErynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro




16

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nonepegHL0 Haka3oM MiHicTepcTBa OXOPOHM 34,0POB’A
HarnoBHeHOMY Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
LUMPWL Y BaKyyMHIiA 3apeecTpoBaHoro B MiHicTepcTsi toCcTuLiT
CTepWUnbHIl YkpaiHu 29 ciyHs 2007 poky 3a Ne
ynakosLi; no 1 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
BaKyyMHilA OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
CTEPW/IbHIN yNakoBLi 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
Y KapTOHHI1 kopobuy; CTpOKamu, 3a3HavyeHUMU y NepiognYHOCTI
1 donakoH 3 NoAaHHA PerynspHuX 3BiTiB 3 6e3neku.
MOPOLLIKOM Y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekuin) no 0,5
mn (1 gosa) B
amnyni y BakyyMHili
CTepWUnbHIl
ynakosLi; no 1
BaKyyMHili
CTEPW/IbHIN yNakoBLi
Y KapTOHHii1 kopobui
11. | MPONATAH kpanni oyHi, 0,005 CEHTICC IHAaia CEHTICC ®APMA MNBT. IHAaia nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/13705/01/01
%; no 2,5mMny DPAPMA MBT. nTAa. OHOBNEHO iH(hopMaL,ito B IHCTPYKLUIT An1A peuenmom niosnsieae
onakoHi 3 nTAa. MeAUYHOro 3aCTOCyBaHHS NiKapCbKoro

KpanenbHuueto; no 1
a60 no 3 dpnakoHu B
KapTOHHIW nayu,i

3acoby y po3ginax: "MNokasaHHs",
"Oco61BOCTI 3aCTOCyBaHHA", "34aTHICTb
BN/VBaTV Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCMopToM abo iHWnMK
MexaHismamu”, "o6iyHi peakuii”
BiANOBIAHO A0 iHhopMmaL,i Wwoao
MeAMYHOro 3acTOCyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (KCATATAH, kpanni
OUYHi, po34uH), y po3gini "MobiunHi peakuii"
LLIOA0 BaX/IMBOCTI 3BITyBaHHA NPO MOGiYHi
peaxuii, a Takox y po3gaini "3anaBHuK"
LLIOA0 KOHTaKTHUX JaHuX 0cobwm,
BiANOBIAa/IbHOI 3a thapMakoHarnsg,
3as1BHMKA.

MepiognyHICTb NOAAHHA PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCTULiT
Ykpainu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
0XOPOHU 370P0B's YKpaiHu Big 26 BepecHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMU Y NepioguYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.
12. | CUMETUKOH | pignHa (cybcTaHuis) ToBapucTBo 3 YkpaiHa PIOKEA IHAIA IHAaia MepepeecTpauis Ha HEOBMEXEHWUIA TEPMIH - He UA/17675/01/01
y NoNieTUIeHOBNX 06MeXeHo MPABET NIIMITE/, niosnsieae
6apabaHax ans BiANOBIA&/bHI
dhapmaL,eBTU4YHOro CTIO
3acTocyBaHHA "®apmaueBTun
YyHa KoMnaHisi
"3p0pos'a”
13. | CONoOAKu cupon, 250 mr/5 mn MAT YkpaiHa MAT "Ximchapm3asog, YkpaiHa nepepeecTpawis Ha HeobMexeHuin TepMiH 6e3 nionsizae UA/17190/01/01
KOPEHA no 100 mn y 6aHLi "Ximdhapmsas "YepBoHa 3ipka” OHoB/EeHO iHpopmaLito B IHCTPYKLiT ans peyenma
cupPon nonimepHiii; no 1 oA "YepsoHa MeAUYHOro 3acToCyBaHHA NiKapcbKoro
6aHLj 3i cTakaHOM 3ipka" 3acoby y posginax "B3aemogis 3 iHWyMu
MipHVM Ta JIOXKKOH nikapcbkMKn 3acobamMu Ta iHLWi BUau
MipHOIO y nauyLi 3 B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
KapToHy; no 100 mn "Mepepo3yBaHHs" Ta "MobiuHi peakwii”
y 6aHUj cknsHIli; no BiANOBIAHO A0 iHhopMmaL,i 3 6e3nekn
1 6aHui 3i cTakaHOM 3acToCyBaHHSA NikapcbKoro 3acoby.
[03ytounm Ta
JIOXKOIO MipHOI0 Y MepiognyHICTb NOAAHHSA PerynsipHo
nadi 3 KapToHy OHOB/IOBAHOrO 3BITY 3 6e3neku,
BiANoBIAHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3,0POB’A
YkpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcCTBi toCTuLi
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpokamu, 3a3Ha4yeHUMU Y NepiognYHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
14. | COPBEHTOM | renb opasnbHuii, 0,7 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpawis Ha HeobMexeHuit TepMiH 6e3 nionsieae UA/13587/01/01
AKC r/r;no135ry 06MeXeHOo 06MEXEHO OHOBEHO iH(hopMaLito B IHCTPYKUIiT 415 peyenma
KOHTeliHepi; no 1 BiANOBiAa/bHI BiANOBIAA/IbHICTIO MeANYHOro 3acToCyBaHHA NikapcbKoro
KOHTelHepy B CTHO "®apmaveBTUYHa 3acoby y po3sginax "MpoTunokasaHHs",
KOpoOL,i 3 KAapTOHY "bapmaueBTn KomMnaHis “3gopos'a” "Oco6nmBOCTi 3acTocyBaHHA", "MO6IYHI
YyHa KOMNaHis peakuii” BignoBigHO A0 OHOB/IEHOT
"3p0pos'a” iHchopmawii 3 6e3neku Aitoyoi pevyoBUHN

NiKapcbKoro 3acooy.
MepiognyHiCTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BigMnoBigHO A0 MNopagkKy 34iACHEHHS
thapMakoHarnsay, 3aTBepPAXXEHOro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’S

Ykpainm Big 27 rpyaHs 2006 poky Ne 898,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpoKkamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3NeKu.
15. | COPBEHTOM | renb opasibHuii, 0,7 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa nepepeecTpawis Ha HeobMexeHuit TepMiH - He UA/14540/01/01
AKC r/r; in bulk: no 50 kr 06MeXeHo 06MEXeHOo MepiognyHICTb NOAAHHSA PErynsipHO nionsieae
y nakeTax noAgiliHux | BiANOBIA&bHI BiANOBIAA/IbHICTIO OHOB/THOBAHOTO 3BITY 3 6e3nekwu,
3 NAiBKK cTHo "papMaueBTUYHA BiANOBIAHO A0 MopsaaKy 34iACHEHHS
nosieTnneHoBol "®apmaueBTn KomMnaHis "3gopos'a” hapmakoHarniagy, 3aTBepakXeHoro
YHa KoMnaHis Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
"3popos'a” Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCTULiT
Ykpainu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
0XOPOHU 340POB'sA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHVMU Y NepiogUYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.
16. | CMEKTPINA NnopoLUoK ANs Mepak HimeuuunH Brpo6HWK, LWo HimeuyunHa nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17474/01/01
KOHUeHTpaTy ons lesenbadt a Bignosigae 3a OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT Ans peuenmom nionsieae
pO34YuHy Ans drop KniHiwe MapKyBaHHs, BTOPUHHE MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
iHcpysiiA, no 10 000 LLneuianbnpe nakyBaHHs Ta 3a BUMYCK 3acoby B posginax "Cknag" (pegaryBaHHs
Of;1a6o5 napate M6X cepi: TekcTy 6e3 3MiHu iHchopMmavii), "B3aemopis
hnakoHiB 3 Mepak Mesenbwadt 3 iHWYMK NikapcbkMMK 3acob6amm Ta iHLwi
NOPOLLKOM Y hrop KNiHiwe BMAW B3aemogii”, "OcobnmBocTi

KapTOHHIl KopooLi

Lneuianbnpenapare
M6X, HimMeyunHa
Brpo6HWK, LWo
Bignosigae 3a
BMPOGHMLTBO rOTOBOI
nikapceKoi chopmu,
NepBMHHE MakKyBaHHS,
BMNPOBYBaHHA/KOHTPO/b
SAKOCTI:
NiokoHTpakT MM6X,
HimeuunHa

3acTocyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHocTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHdopMadii), "3aaTHicTb
BNAMBaTU Ha LWBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHisMamn"(yTouHeHHs iHchopmadii),
"Cnoci6 3acTocyBaHHA Ta fo3un"
(yTouHeHHs iHchopmawii), "ditn"
(yTOo4YHeHHs1 iHchopmalii), "MobiyHi peakyii™
BiANOBIAHO A0 iHopMaLii 3 6e3neku, aKa
3a3HavyeHa B MaTepianax peectpauiiHoro
[OCbE.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaaKy 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 370POB'sA YKpaiHu Big 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMU Y NepioguYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.

17.

TOBPUHEKC
T KOMBI

Kpanni ouHi,
cycneHsis no 5 mn
cycnersii y dpnakoHi-
KpanesbHuui, no 1
donakoHy-
KpanesnbHuLi y
KapTOHHIA Kopoo6Li

Hekctchapm
6X

Pecny6nik
a ABCTpist

PA®APM CA

Ipeuis

nepepeecTpauis Ha He0OMEXeHW TEPMIH.

OHoB/EHO iHhOpMaLiito B IHCTPYKUIi ANs
MeAMYHOro 3acTOCYBaHHS NiKkapCbKoro
3acoby y posginax: "MpoTunokasaHHa",

"B3aemogis 3 iHWVMU NikapcbKumMm
3aco6amMu Ta iHLWi BUAW B3aeMogii”,
"Oco6nmBoCTi 3acTocyBaHHA","Cnoci6
3acTocyBaHHA Ta go3un”, "Aitn", "MobiyHi
peakuii" BiANOBIAHO A0 iHopMaL,i Wwoao

MeAMYHOr0 3aCTOCyBaHHs1 peddepeHTHOro

nikapcbkoro 3acoby (TOBPALEKC, kpanni

OUYHi) a TakoX y po3gini "Mo6iuHi peakwyi"

010 B&XKNMBOCTI 3BiTYBaHHSA NPO NOGiYHi
peakuiji.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANoBigHO A0 Mopsaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340POB’'S
YkpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 310pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17537/01/01

18.

TOKKATA®

TabneTkn, BKPUTI
NnniBKOBOKO
060/10HKO10, No 150
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nauui

AT "dapmak”

Ykpaina

AT "®apmak”

Ykpaina

nepepeecTpais Ha HEOBMEXEeHNN TEePMIH
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax "OcobmBoCTi
3acTocyBaHHsa", "lMepeno3yBaHHA"
BignoBigHO A0 iHhopmaLii pedhepeHTHOro
nikapcbkoro 3acoby (MILOKAJIM,
TabneTku, BKPUTI NIBKOBOIO 0GO/TOHKOIO,
no 50 mr a6o 150 mr), a TakoXX OHOB/IEHO
iHchopmawito B po3gini "lMo6iyHi peakuii”
IHCTPYKLT 4N MeAMYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby o0 BaXMBOCTI
3BiTyBaHHA NPO Mob6iYHI peakwii.

3a
peyerimom

He
nionsieae

UA/17648/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

MepiognyHiCTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3oMm MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.

19.

TOKKATA®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 50
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nayuj

AT "dapmak”

Ykpaina

AT "®apmak”

Ykpaina

nepepeecTpaist Ha HEOBMEeXeHN TEePMIH
OHoB/eHO iHhopMaLiito B IHCTPYKLUIi Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax "Oco6mBoCTi
3acTocyBaHHsa", "lMepeno3yBaHHA"
BignoBigHO A0 iHhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (MIAOKAJIM,
Tabs1eTkv, BKpUTI NIBKOBOK 0O0IOHKOI,
no 50 mr a6o 150 mr), a TakoX OHOB/IEHO
iHchopmaito B po3gini "Mo6iyHi peakuii”
IHCTPYKLT 4N MeAMYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby LoA0 BaX/IMBOCTI
3BITYBaHHA NPo MobGiyHI peakwii.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340POB’S
YkpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 310pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/17648/01/01

20.

TPOMBOHET
®-PAPMAK

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, NO 75
Mr no 10 Tabnetok y
6nicTepi; no 1 a6o 3,
abo 6, abo 8
6nicTepiB y nayui

AT "dapmak”

Ykpaina

AT "®apmak”

Ykpaina

nepepeecTpais Ha HEOBMEeXEeHN TEePMIH
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax "®apmMakosnoriyHi
BnacTtmeocTi", "lNMoka3aHHs", "B3aemopis 3
iHLWMMK NiKapcbkMK 3acobamu Ta iHLWi
BMAM B3aemogiin", "OcobnmsocTi

3a
peyerimom

He
nionsieae

UA/17513/01/01
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1

Ne Hassa
n/n JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
no3n", "Mo6iuHI peakuii” BignoBigHoO A0
iHchopmawii Wwoao mesuuHoro
3aCTOCyBaHHA pedhepeHTHOro NikapCbKoro
3aco6y (MNABIKC, Tabnetku, BKpUTI
060/10HKOI0).
MepiognyHICTb NOAAHHSA PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO 0 MopsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340pPOB’A
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3NeKu.

21. | ®EHIBYT-
ACTPA®APM

Tabnetku no 250 wmr,
no 10 TabneTtok y
6nicTepi, no 2
6nictepy B KOpO6L
3 KapTOHY

TOB
"ACTPA®APM

YKpaiHa

TOB "ACTPA®APM"

YKpaiHa

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHoB/EHO iHhopMaLiito B IHCTPYKUIi ANs
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
3aco6by y po3gini "Mob6ivHi peakwyii" woao
BaXX/IMBOCTI 3BITYBaHHS NpPO NoGiyHi
peakuji.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17285/01/01

HauanbHUK

dapmaleBTUYHOIO ynpaB/liHHA

Tapac TIACKOBCbKUIA




IIEPEJIIK

Joparok 3
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Big 05 Gepe3ns 2024 poky Ne 374

JIIKAPCBKUX 3ACOBIB (MEJJUUYHUX IMYHOBIOJIOI'TYHUX ITPEIIAPATIB), IIIO/10 AKX BYJI1 BHECEHI
3MIHU /IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSATBHCS 10 TEPJKABHOI' O PEECTPY JIIKAPCHBKHNX
3ACOBIB YKPATHA

Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pekna Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) HsT* nocsioYeHHs
1. | DL- KpucTaniyHmi TosapucTBO Ykpaina TosapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | - - UA/15298/01/01
CYNNb®OKAM | nopoLuok 3 06MexeHot 1Ny - 3MiHn 3 akocTi. A®I. KoHTponb APl 3miHa y
®OPHA (cybeTaHuin) y 06MEXEHO BiANOBIA&/IbHICTIO napameTpax crneuudikauii Ta/abo 4onycTUMUX Mex,
KNCNOTA nonieTuIeHoBMX BignoBiAaIb "PAPMXIM" BM3HAYeHUxX y cneyudikauisx Ha A®l, abo
Milkax ons HiCTIO BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
hapmaLeBTUYHOIO "®APMXIM" BMKOPUCTOBYIOTLCSA Y npoLeci BUpobHuuTea AP (iHLwi
3aCcTOCyBaHHA 3MiHW) BunyyeHHs n. «Baxki meTtanu» 3i cneuudikauii
A, Ta AK HACNiAOK, BUNYyYEeHHS 3 METOZIB KOHTPO/IO
AKOCTi. BBejeHHA 3MiH NpOTArom 6-Tu MicAliB nicas
3aTBEPAKEHHS. 3MiHM | Tuny - 3MiHK 3 SKOCTi. ADI.
Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea Ad|
(iHWi 3MiHM) ONTMMI3auis napameTpiB TEXHOOMYHOro
npouecy, a came: 3MiHa NopsAKy A03yBaHHS,
nepeHeceHHs iNibTpauii, BUKHOYEHHS Bi)KUMaHHSA Ta
NPOMUBAHHA Ha CTafil 1, a TakoX, BUNyYeHHs cTagii 2.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
2. | ABUDNIOKC® | Tabnetku, BKpUTI Abpun IHAiA Aypobingo ®apma IHAaia BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/14416/01/02
NNiBKOBOIO dopmynen Nimiteq - FOHIT VI TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/E- peyenmom
060510HKot0, No 500 H3 MBT. JITA,. cepTudikaT BignoBigHOCTI EBponeiichkiii

mr, no 10 TabneTok
y 6nicTepi, no 1
6nictepy B
KapTOHHIl ynakoBLi

thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI ab6o
BU/yYEHHA cepTudikaTa BignoBigHOCTI EBponechkiii
thapmakonel: ana A®l; gns suxigHoro
MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[OMNOMDKHOT peyoBuHM (CepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiii papmakonei) - HoBuin cepTudikar Big
HOBOro BMPO6HYKa (3aMiHa abo JONOBHEHHSA) NOAaHHS
HOBOrO cepTudikara BignoBigHOCTI EBponeiichkilt
thapmakonei Ne RO- CEP 2019-023 - Rev 04 gns
Aitovoi pevosuHu Levofloxacin hemihydrate Big HoBoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Bmpo6Huka Neuland Laboratories Limited, India
(8ONOBHEHHS)
3. | ABUDNIOKC® | Tabnetku, BKpUTI Abpun IHAiA Aypobingo ®apma IHAisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a - UA/14416/01/01
NAiBKOBOO dopmyneiw Nimiteq - FOHIT VII Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
060/10HKOH0, M0 250 H3 MBT. /T4, cepTudikaT BignoBigHOCTI EBponeiickkiii
mr, no 10 TabneTok papmakonei/moHorpadii. NMogaHHs HoBoro abo
y 6nicTepi, no 1 OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
6nictepy B BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KapTOHHIN ynakoBLi thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
HOBOr0 BMPO6HUKA (3amiHa a0 [LONOBHEHHSA) NOAaHHSA
HOBOro cepTudikaTa BifgnoBiAHOCTI EBPONENCHKIi
hapmakonei Ne RO- CEP 2019-023 - Rev 04 ans
nitoyoi pevoBuHu Levofloxacin hemihydrate Big HoBoro
Bmpo6Huka Neuland Laboratories Limited, India
(AONOBHEHHS)
4. | ADEMNAC® TabneTkn, BKPUTI Baiiep Al HimeyuunH BCi cTagii HimeyunHa BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu || 3a - UA/14101/01/01
NNiBKOBOIO a BMPOGHULTBA: TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, M0 2,5 Baiiep AT, thapmakoHarnagy. IHwi 3MiHu, ki He BBIALLAW Y e
mr; Ne 42: no 21 HimeuuunHa; po3ain, Ak BKIYa0Tb NOAAHHA pe3ynbTaTiB
Tabnetui y 6nictepi; BTOPUHHE [ocnigXeHb A0 KOMMNETEHTHOTO oprany - MNogaHHs
no 2 6nictepu B nakyBaHHs: (hiHaUIbHOTO 3BITY NPO KNiHIYHE JOC/iAKEHHS
KapTOHHI nayui; Ne LLteremaHH 3aBepLUeHoro gocnigxeHHs casu IV REPLACE (#
84: no 21 TabneTui y NoHdbepnakyHr & 18588/PH-41313) 6e3 3MiH [0 TEKCTY IHCTPYKLUii Ans
6nictepi; no 4 NoricTiwep Cepsic MeAMYHOro 3acToCyBaHHS
6nictepu B e.K., HimeuunHa
KapTOHHIM nayui
5. | ADEMMNAC® TabneTku, BKPUTI Baiiep Al HimeyuunH BCi cTagii HimeyunHa BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu || 3a - UA/14101/01/02
NNiBKOBOIO a BMpOGHULTBA: TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOH0, Mo 2,0 Baliep Arl, hapmakoHarnsgy. [Hwi 3miHn, sKi He BBINWAN y Lei
mr; Ne 42: no 21 HimeuuunHa; po34in, AKi BKIYaOTb NOAAHHA pe3y bTaTiB
Tabnetui y 6nictepi; BTOPUHHE focnigXeHb 10 KOMMNETEHTHOrO oprany - MNogaHHs
no 2 6nictepu B nakyBaHHS: (PiHa/TbHOTO 3BITY NPO KAIHIYHE AOC/iIAKEHHS
KapTOHHI navi; Ne LLteremaHH 3aBepLueHoro gocnigxeHHs casu IV REPLACE (#
84: no 21 TabneTtuiy NoHdepnakyHr & 18588/PH-41313) 6e3 3MiH [0 TEKCTY IHCTPYKLUii Ans
6nicTepi; no 4 NoricTiwep Cepsic MeAMNYHOro 3acTOCyBaHHS
6nictepu B e.K., HimeuunHa
KapTOHHI nauyi
6. | ABDEMNAC® TabneTku, BKpUTI Baiiep Al HimeuyunH BCi cTagii HimeuunHa BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu || 3a - UA/14101/01/03
NNiBKOBOIO a BMPOGHMLITBA: TMny - 3MiHK Woao 6esnekn/edpekTMBHOCTI Ta peyenmom
o6onoHkoto, no 1,0 Baiiep AT, thapmakoHarnsgy. [HWwi 3mMiHu, ki He BBIALWAN Y el
mr; Ne 42: no 21 HimeyuunHa; po3A4in, fki BKIYalTh NOAaHHSA pe3ynbTaTiB
Tabnetuiy énictepi; BTOPWUHHE nocnigkeHb 40 KOMNETEHTHOro opraHy - MogaHHA
no 2 6nictepu B nakyBaHHs: thiHaIbHOTO 3BITY NPO KANiHIYHE AOCIKEHHSA
KapTOHHIN nayuj; Ne LLiteremaHH 3aBepLUeHoro gocnimkeHHs casm IV REPLACE (#
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
84: no 21 TabneTtui y NoHdepnakyHr & 18588/PH-41313) 6e3 3MiH [0 TEKCTY IHCTPYKLUIii Ans
6nictepi; no 4 NoricTiwep Cepsic MeANYHOro 3acTOCyBaHHS
6nictepu B e.K., HimeuyunnHa
KapPTOHHIN nayuj
7. | ABEMMNAC® TabneTku, BKPUTI Baitep Al HimeyuunH BCi cTagii HimeyunHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu || 3a - UA/14101/01/04
NNiBKOBOIO a BMpOGHULTBA: TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o60noHkoto, no 1,5 Baiiep AT, thapmakoHarnagy. IHwi 3MiHu, Ski He BBIALLAN Y e
mr; Ne 42: no 21 HimeuuunHa; po3ain, Aki BKIYaloTb NOAAHHA pe3ybTaTiB
Tabnetui y 6nictepi; BTOPUHHE [ocnigXeHb A0 KOMMNETEHTHOTO oprany - MNogaHHs
no 2 6nictepu B naxyBaHHs: thiHaIbHOTO 3BTy NPO K/iHIYHE AOCIHKEHHS
KapTOHHI nauui; No LteremaHH 3aBepLueHoro gocnigxeHHs casu IV REPLACE (#
84: no 21 TabneTui y NoHdbepnakyHr & 18588/PH-41313) 6e3 3MiH [0 TEKCTY IHCTPYKLUii Ans
6nictepi; no 4 NoricTtiwep Cepsic MeZJMNYHOro 3aCTOCYBaHHS
6nictepu B e.K., HimeuunHa
KapTOHHIN nayui
8. | AAEMMNAC® TabneTku, BKPUTI Baiiep Al HimeyunH BCi cTagii HimeyunHa BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu || 3a - UA/14101/01/05
NNiBKOBOIO a BMpOGHULTBA: TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto, no 0,5 Baiiep AT, thapmakoHarnagy. IHWi 3MiHW, SKi He BBIALLAW Y Leit
mr; Ne 42: no 21 HimeuuunHa; po3ain, AKi BKIYaOTb NOAAHHA pe3y/bTaTiB
Tabnetuiy énictepi; BTOPWHHE nocnimkeHb A0 KOMNETEHTHOro opraHy - MNogaHHsA
no 2 6nictepu B nakyBaHHs: thiHaIbHOTO 3BIiTY NPO KAiHIYHE AOCIKEHHS
KapTOHHI nav; Ne LLteremaHH 3aBepLueHoro gocnigxeHHs dasu IV REPLACE (#
84: no 21 Tabnetuiy JNoHbepnakyHr & 18588/PH-41313) 6e3 3MiH [0 TEKCTY iHCTPYKLiT 415
6nictepi; no 4 NoricTiwep Cepsic MeJMNYHOro 3aCTOCYBaHHS
6nictepu B e.K., HimeyunHa
KapTOHHIM nayui
9. | A3ANIH Tabnetku no 25 mr; AT Ykpaina AT "KNIBCbKI YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 3a - UA/4763/01/02
no 10 TabneTok y "KUIBCbKN BITAMIHHW TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom
6nictepi; no 5 % 3ABOJA" thapmakoHarnagy (iHwi 3MiHKn) - OHOBNEHHSA TEKCTY
6nicTepiB y navui BITAMIHHW MapKyBaHHS1 NEPBMHHOI Ta BTOPMHHOI YNakoBOK
1 3ABOA" nikapcbKoro 3acoby, a caMme BWIy4eHHst iHchopmadi,
3a3HayeHol POCifiCbKOI0 MOBOIO, Ta BUKNAAEHHS Ti
aHIiCbKO MOBOK. TepMiH BBEAEHHS 3MiH -
npoTarom 6 mMicsauiB nicns 3aTBepAKEHHS
10. | ASAMIH Tabnetku no 100 wmr; AT Ykpaina AT "KUIBCbKWW BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHu | 3a - UA/4763/01/01
no 10 tabneTok y "KNIBCbKW BITAMIHHWIA TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi; no 5 " 3ABO4" thapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
6nicTepis y nayui BITAMIHHU Ykpaina MapKyBaHHsS NepPBMHHOT Ta BTOPUHHOI YNakoBOK
" 3ABOA" nikapcbKoro 3acoby, a came BWIy4eHHs iHchopma,i,
3a3Ha4YeHoi POoCiiCbKOK MOBOH, Ta BUKIAAEHHS i
aHrNilicbko MOBOK. TEPMIH BBELEHHS 3MiH -
npoTsirom 6 MicsiLiB Micnsi 3aTBepPAKEHHS
11. | A3vnon TabneTku, BKPUTI AT "Apaves Monbwa AT "Apaves MonbLia BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/14380/01/02
NNiBKOBOIO Papma” Papma” TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenmom

060/10HKOH0, Mo 500
mr, no 2 abo 3
TabneTtkn B 6nicTepi,
no 1 6nictepy B

23.07.2015 Ne 460), BunpaBneHHs TEXHIYHOT MOMUWIIKM,
3rigHo n.2.4. n.n.5 po3giny VI Hakazy MO3 Ykpainuu Big,
26.08.2005p. Ne 426 (y pegakuii Hakasy MO3 Ykpainu
Big 23.07.2015 p. Ne 460) y MeTogax KOHTPOJItO AKOCTi
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI KOopoo6Li

N3 3a nokasHukoM «Po3nagaHHsa» B MeTodax
KOHTPO/I0, @ CaMe HEeKOPEKTHO 3a3HaveHo MoCUIaHHA
Ha po3gin 2.9.5. €sp. ®apm. (3amiCTb KOPEKTHOIO
2.9.1. €Bp.®.) ana npuBeeHHs fo Cneumdikayii MN13.
3a3HaueHe BUMpaB/IEHHSA BigNoBigae marepianam
peecTpaLiiHoro gocke, a came po3giny Cneumdikauis
3aTBepmkeHnx MKA 13

12.

A3non

TabneTku, BKPUTI
NAiBKOBOO
060510HKo0, Mo 250
Mmr, no 3 TabneTku B
6nictepi; no 2
6nictepu B
KapTOHHIA Kopoo6Li

AT "Apamep,
Papma”

MonbLua

AT "Apamep,
Papma”

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
TexHiuHa nomwuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460), BunpaBneHHs TEXHIYHOT MOMUWIIKM,
3rigHo n.2.4. n.n.5 po3giny VI Hakazy MO3 Ykpainuu Big,
26.08.2005p. Ne 426 (y pegakuii Hakasy MO3 Ykpainu
Big 23.07.2015 p. Ne 460) y MeTogax KOHTPOJIHO SKOCTI
13 3a nokasHUKoM «Po3nagaHHa» B MeTofax
KOHTPOJ10, & CaMe HEeKOPEKTHO 3a3HaveHo MOCUIaHHA
Ha po3gin 2.9.5. €Bp. ®apm. (3amiCTb KOPEKTHOrO
2.9.1. €8p.®.) aAna npuBeaeHHs Ao Cneuudikauii MN13.
3a3HaueHe BUNpaB/IEHHN BigNoBigae matepianam
peecTpaLiiHoro Aocke, a came posginy Crneumdikauis
3aTBepaxeHnx MKA 13

3a
peyenmom

UA/14380/01/01

13.

A3UTPOMIL,
MNH €BPO

TabneTkn, BKPUTI
060/10HKOH0, M0 125
Mr; 1o 6 TabneTok y
6nictepi; no 1
6nictepy y kopobui

"HOHiK
dapmacbioT
nkan
Nab6opaTtopi3

(BipfineHHs
dipmn "x.
B. Kemikans
eHp
PapmacbioT
nkans fita.")

IHais

FOHiK
dapmacboTUKa
Nab6opaTopi3
(BiggineHHs cipmm
"IK. b. Kemikan3s
eHf
PapmacbloThKan3
nrp.)

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3araslbHeHUX AaHuX NMpo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tharina cuctemun chapmakoHarasgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnsag,.

[itoua pegakuis: Dr. Ameya P. Satam. lNponoHoBaHa
pepakuis: benikoa CsiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6U 3asBHNKa,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay

3a
peyerimom

UA/7280/01/01

14.

A3SNTPOMIL,
NH €BPO

TabneTku, BKPUTI
060/10HKOt0, No 500
Mr; o 3 TabneTkn y
6nictepi; no 1
6nicTepy y KopoobLi

"HOHIK
®apmacbioT
nkan
JNabopaTtopis

(BiggineHHs

IHais

FOHiK
PapmacbioTuKasl
Nab6opaTopi3
(BipaineHHs dipmun
"Ox. B. Kemikan3
eHf

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
MRy - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnisgy. BeegeHHst abo 3miHM go
y3aras/ibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cUCTEMY
dpapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,

3a
peyenmom

UA/7280/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

dhipmm "x.
B. Kemikans
eHp
dapmacsioT
nkans fta.")

PapmacboThKan3
nrp.)

BiANOBIAANIbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3AilicCHeHHs hapMakoHarnsgy B YkpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI

3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifnoBigabHOI 3a
thapmakoHarnag,.

[itoua pegakuis: Dr. Ameya P. Satam. lNponoHoBaHa
pepakuisi: benikoa CeiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS! OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay

15.

A3SNTPOMIL,
NH €BPO

TabneTku, BKPUTI
060/10HKO0, Mo 250
Mr; Mo 6 TabneTok y
6nictepi; no 1
6nicTepy y kopoobui

"HOHIK
PapmacbioT
nkasn
Nab6opaTtopi3

(BipgineHHs
hipmn " Ox.
B. Kemikans
eHf
®apmacbioT
nkans fitg.")

IHais

FOHiK
PapmacboTUKa
NabopaTopis
(BipaineHHs dipmun
"Ox. B. Kemikan3
eHf
PapmacboTrKan3
NTa.")

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asiBHuKa 415
3piicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[itoyva pegakuis: Dr. Ameya P. Satam. NponoHoBaHa
pepakuis: benikoa CsiTnaHa MuxainisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay

3a
peyenmom

UA/7280/01/02

16.

AUMNIN®

Tabnetkun no 50 mr
no 10 TabneTok y
6nictepi; no 3 a6o 6
6nicTepis y nauui

AT
"®apmak”

Ykpaina

AT "®apmak”,
YKpaiHa
(BUPOGHULTBO 3
npoaykuii in bulk
hipM-BUPOGHUKIB
Bnycapma
IHayCTpis
dapmaueBTuKa
C.A,, Moprtyranis
(BpO6GHMLTBO,

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMUYOT
OinbHULI (BKIKOYaoUM AinbHUL Ans AP, NpomibKHOro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
NS NpoBefieHHA NakyBaHHA, BUPOOHNKa,
BiANOBiA@bLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTayanbHyKa BUXIAHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(AKLL0 3a3HaYEHO Y f0Cbe) BunyyeHHst BUpobHuka APl
MCH dapmayem lMpaiiseT Nlimites, IHAis / MSN

3a
peyerimom

UA/17556/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
nepBUHHE Ta Pharmachem Private Limited, India. 3anuwatoTtcbs
BTOPWUHHE anbTepHaTuBHI BUPO6HMKN APl Medichem
nakyBaHHs, Manufacturing (Malta) Ltd., Malta; Moehs BCN, S.L.,
KOHTpO/b cepii, Spain; Biocon Limited, India.
BUnyck cepii), AET
Nab6opaTopi3
MpaiiseT NimiTes,
IHais
(BpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTpO/b cepii,
BUNYyCK cepii))
17. | ACAIN® Tabnetkun no 50 mr AT Ykpaina BMPOBHULITBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | - - UA/17555/01/01
in bulk: no 11,0 kry "®apmak” nepBuHHE Ta TMny - AGMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpoGHMUYOT
6apabaHax BTOPWUHHE OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpomibKHOro
nakyBaHHs, NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
KOHTPO/b Cepil, NS NpoBefieHHs NakyBaHHSA, BUPOOHYKa,
BMNYCK cepil: BiANOBiA@/IbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
AET Jlabopatopi3 KOHTPOIO cepii) abo nocTayasibHMKa BUXIAHOTO
MpaiiBeT NimiTes, marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
IHais (AKLL0 3a3HaYEHO Y 0Cbe) BunyyeHHss BUpo6HuKa APl
BMPOOGHMULITBO, MCH dapmayem MpaiiseT Jlimiteq, IHais / MSN
nepBuHHE Ta Pharmachem Private Limited, India. 3anuwatoTtcbs
BTOPWUHHE anbTepHaTUBHI BUPO6HMKN APl Medichem
nakyBaHHs, Manufacturing (Malta) Ltd., Malta; Moehs BCN, S.L.,
KOHTpO/b cepil, Spain; Biocon Limited, India.
BMNYCK cepil:
Bnycapma
IHAyCTpis
dapmaueBTuKa
C.A., Moptyranis
18. | AKHETIH® Kancynu no 8 mr; no AopaH- Xopsaris C.M.B. Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/10316/01/01
10 kancyn y [aneHcbKuit TexHonomxi CA TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
6nicTepi; no 3 Na6opatopi cepTucpikaT BignoBigHOCTI EBponelichkii
6nictepu y na.n. thapmakonei/moHorpadii. NogaHHs HoBOro abo

KapTOHHIA Kopoo6Li

OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBMEHMIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuka - MNogaHHs
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 1996-082 - Rev 11
(3aTBepaxeHo: R1-CEP 1996-082 - Rev 10) ans Adl
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
i30TPEeTUNHOIHY Bif, 3aTBEpAKEHOro BMpo6Huka OLON
S.P.A
19. | AKHETIH® Kancynu no 16 wmr; AfpaH- Xopsaris C.M.B. Benbris BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a - UA/10316/01/02
no 10 kancyn y [aneHcbkuit TexHonomxi CA Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
6nictepi; no 3 Na6opatopi cepTudikaT BignoBigHOCTI EBponeiickkiii
6nictepu y na.n. thapmakonei/moHorpadii. NogaHHs HoBOro abo
KapTOHHIA KopooLi OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchkili
thapmakonei Ne R1-CEP 1996-082 - Rev 11
(3aTBEpaXeHO: R1-CEP 1996-082 - Rev 10) ans A®l
i30TPeTNHOIHY Big, 3aTBEpAKEHOro BUpobHMka OLON
S.P.A
20. | AKTEMPA® PO3YUH AN1s1 iH'EKLNA, TOB «Pou Ykpaina Brvpo6HMuTBO HimeyunHa/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a - UA/13909/02/01
162 mr/0,9 mn; 4 YkpaiHa» Hepo3dhacoBaHoi LLIselinapis TMny - AGMIHICTPATUBHI 3MiHW. BuayyeHHs BUPOGHNYOT peyenmom
nonepegHL0 npoayKuji, OinbHUL] (BKTHOYAOUN ,qin_bHMU,i onsa Aol, ﬂpOMi)KHOfQ
HanoBHEHWX nepeuHHe npoaykTy abo roToBOro fikapcbKoro 3acoby, AiNbHUL
wnpurua (KoxeH NSl NpOBefleHHs NaKyBaHHs, BUPOOHNKA,
o6’emom 1 mn) y nakyBaHs, BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
KapTOHHI KOpO6LL; KOHTpO/b B KOHTPO/IIO cepii) a6o nocTadasibHUKa BUXIAHOMO
4 nonepefHbLO npoueci martepiany, peareHTy abo AONOMKHOT PeUYOBUNHM
HanoBHEHWX BUPOGHMLTBA, (AKLO 3a3HaYeHo Yy A0CbkE). BunyyeHHa BUpobHuyoi

wnpuua (KoxeH
o6'emom 1 mn) y
KapTOHHI Kopoo6Li

BUMPOOYBaHHA Ha
CTEpPUIIbHICTb Ta
6akTepiasibHi
€HJO0TOKCUHU:
Bettep ®apma-
®epTuryHr rmoX i
Ko KI', HimeuunHa
BunpobyBaHHs Ha
CTEPUNBHICTb Ta
6akTepiasibHi
€HLO0TOKCUHM,
BizyaslbHWiA
KOHTPO/Ib B
npoueci
BMPOGHMLITBA:
BeTTep ®apma-
PepturyHr rméX i
Ko Kr, HimeuunHa

AinbHuUi Pow ®apma All, HimeyunHa 3 BUNpobyBaHHS
KOHTpOosto skocTi 13 (kpim BUNpobyBaHHA Ha
CTEpUsIbHICTb Ta 6akTepianbHi eHA0TOKCUHN).
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas

3aTBEpPMAKEHHS. 3MiHN | TUny - 3MiHK 3 SKOCTI. F0TOBWI
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa

iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta

KOHTPOJIH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa

ab0 foaaBaHHA AiNbHULI, Ha SIKI 34iACHIOETLCSA

KOHTPONb/BUNPOGYBaHHSA cepii). BBeaeHHs fonatkoBoi

hyHKLUT 3 NpOBEAEHHS Bi3yaslbHOro KOHTPO/SA B
npoLieci BUPOGHULITBA A0 BXe 3aTBEPAKEHOT AiNbHNL
Bettep ®apma-PepturyHr F'moX i Ko KT,
AlizeH6aHwWwTpacce 2-4, NlaHreHapreH, bageH-
BropTembepr, 88085, HimeuunHa, Skuii 34jiiicHI0e
BMNPOBYBaHHA Ha CTEPU/IbHICTL Ta H6akTepiasibHi
€HAO0TOKCUHW. BBEAEHHSA 3MiH MPOTAroM 6-TW MicsLiB
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
[OTOBWIA NNikapcbkuMii 3aci6. 3MiHM Y BUPOBHULITBI.
3MiHa iMnopTepa/3aMiHn, L0 CTOCYIOTLCS BUNYCKY cepil
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Bettep ®apma- Ta KOHTPOJIIO AKOCTI FOTOBOTO J1iKapCbKOro 3acoby
depTuryHr rmeX i (3amiHa abo fofaBaHHS AiNbHULI, Ha SKil
Ko KT, HimeyunHa 3[jiACHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii).
BisyasnbHuii BBeaeHHs [,04aTKOBOI (PyHKLiT 3 NpoBeAEHHS
Bi3ya/IbHOr0 KOHTPOA B NpoLeci BUPOOHMLTBA [0 BXe
KOHTpO”"_ B 3aTBEPKEHOI AiNbHUL BeTTep dapma-depTuryHr
npoueci m6X i Ko K, MoocsiseH 2, PaBeHcbypr, BaaeH-
BMpOGHMLTBA: BropTembepr,88214, HimeuunHa, siknii 34iiicHI0e
Bettep ®apma- BMNPOGYBaHHA Ha CTEPWU/BLHICTL Ta b6akTepiasibHi
®epTUryHr M6X i €HAO0TOKCUHW. BBEeieHHS 3MiH NpoTArom 6-Tv micauis
Ko KT, HimeuunHa nicnsa 3aTBepmkeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
B [oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
TOPUHHE Lo :
3MiHa imnopTepa/3aMiHu, Lo CTOCYOTLCS BUMYCKY cepii
nakyBaHs, Ta KOHTPO/II0 AKOCTi FOTOBOTO MiKapCbKOro 3acoby
BUNPOGYBAaHHA (3amiHa a6o JoAaBaHHs fifbHUL, Ha kil
KOHTPO/IH0 SIKOCTI 3[iICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepil).
(kpim 3a3HauyeHHs BUPOBHWYOI AinbHuLi BeTtep ®apma-
anp06yBaHHﬂ Ha lDepTl/lryHr 'm6X i Ko Kr, reﬂbMyT-BeTep'LquaCCe 10,
CTEPUALHICTb Ta LWmanerr, PaBeHcoypr, 5a,u,e_H-B+0pTeM6epr,88213,
GaKTepiabHi ~HimeuunHa, sika bynaie Aito4oio BMPOBHNYOIO
p
AOiNbHULEIO 3 NPOBEAEHHS Bi3yasIbHOTO KOHTPOSIIO B
EHAOTOKC”HT)’ MpoLieci BUPOGHULITBA, a TaKoX AeTanizaLyis thyHKL;i
BUNyck cepil: “KOHTPOSb B MpoLeci BUpoOHNLTBA” ANs
®.XothbpmaHH-/15 3apeecTpoBaHoi BUPO6HUYOI AinbHULj BeTTep dapma-
Pouw NlTA, ®epturyHr Mm6X i Ko Kr, LWioTueHwTpacce 87 i 99-
LLisefiuapis 101, PaBeHcbypr, baneH-Bloptembepr, 88212,
HimeuunHa. BBefeHHA 3MiH NPOTAroM 6-TW MicsLiB
nicNs 3aTBEPAKEHHS.
21. | AKTIOPON Tabnetkun no 100 mr Mepokemi Kinp Mepnokemi NT/, Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/17654/01/01
no 10 TabneTok y nTa (3aBog AZ), Kinp Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom

6nictepi, no 3, 6 abo
9 6nicTepiB y
KapTOHHI KOPOOL

(nepBuHHE Ta
BTOPVHHE
nakyBaHHs);
Megokemi NT[,
(UeHTpanbHuii
3asog), Kinp
(BMpOGHMLTBO 3a
NOBHUM LMK/TOM)

cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2010-185 - Rev 01
(3atBepmxeHo: R1-CEP 2010-185 - Rev 00) ans
Aitoyoi pevoBuHM Amisulpride Bif BXe 3aTBEpIKEHOro
BMpo6Huka SYMED LABS LIMITED. 3MiHun | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
dhapmakonei/moHorpadii. NMogaHHs HoBoro abo
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)X€ 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeichbkil
thapmakonei Ne RO-CEP 2016-028 - Rev 01
(3aTBepmxeHo: RO-CEP 2016-028 - Rev 00) ons
Aito4oi peyosrHy Amisulpride Bif BXe 3aTBEpPAXEHOr0
Bupo6HMka SUN PHARMACEUTICAL INDUSTRIES
LIMITED. 3Mminu | Tuny - 3miHu 3 skocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 2016-028 - Rev 00 gns
Aitoyoi peyosrHY Amisulpride Bif BXe 3aTBEpPAXEHOr0
Bupo6HmMka SUN PHARMACEUTICAL INDUSTRIES
LIMITED

22.

AKTINPON

Tabnetku no 200 mr
no 10 TabneTok y
6nictepi, no 3, 6 abo
9 6nictepiB y
KapTOHHIA KopooLi

Megokemi
nTa

Kinp

Mepokemi T/,
(3aBopg AZ), Kinp
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs);
Mepnokemi NT/,
(UeHTpanbHuii
3aBop), Kinp
(BUPOBHMLTBO 3a
MOBHUM LIK/TOM)

Kinp

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchkili
thapmakonei Ne R1-CEP 2010-185 - Rev 01
(3aTBepmxeHo: R1-CEP 2010-185 - Rev 00) gns
Aito4oi peyosrHy Amisulpride Big BXe 3aTBEpPAXEHOr0
BMpo6Huka SYMED LABS LIMITED. 3MiHun | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi

3a
peyermom

UA/17654/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEepKEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
thapmakonei Ne RO-CEP 2016-028 - Rev 01
(3atBepmxeHo: RO-CEP 2016-028 - Rev 00) ans
aito4oi peyoBrHy Amisulpride Bif BXe 3aTBEpAXEHOr0
Bupo6HMka SUN PHARMACEUTICAL INDUSTRIES
LIMITED. 3miHu | Tuny - 3miHn 3 skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHu cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
thapmakonei Ne R1-CEP 2016-028 - Rev 00 gns
aito4oi peyoBrHy Amisulpride Bif BXe 3aTBepAXEHOr0
Bupo6bHMka SUN PHARMACEUTICAL INDUSTRIES
LIMITED

23.

ANICOKAM

PO34uH ANS iH ek,
10 mr/mn no 1,5 mn
B amnyni; no 5
amnyn y 6nictepi; no
1 6nicTepy B nauuj

MpusBartHe
akuioHepHe
TOBapuCTBO

"JTeKkxim -

Xapkis"

YKpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Nekxim - Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bif] Y)X€ 3aTBEPLKEHOr0 BUPOGHMKA - NOLAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkil
hapmakonei Ne CEP 2014-261 - Rev 01
(3aTBepaxeHo: RO-CEP 2014-261 - Rev 03) gns Adl
MesIoKCMKamy Bif, 3aTBepAXeHOro BUpobHuka SWATI
SPENTOSE PVT. LTD., IHgjs

3a
peyenmom

UA/18067/01/01

24.

ANMb®OPT

PO34UH ANS iH ek,

Jensta

Lseiuapi

loon lnay Jonym

TypeyunHa

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu ||

3a

UA/17527/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
AEKCA 1.B. 50 mr/2 mn; no 2 mn Megiken a CaH. Be Tigx. TMny - 3MiHM 3 AKkocTi. A®L. (iHWwi 3mMiHK) nogaHo peyenmom
B amnyni; no 3 abo lMpomMoyLuH3 A.LL. OHOBJIEHY BepCilo MacTep-ghaiiny Ha AdI
no 6 amnyn y kaceri Al JekckeTonpodyeHy TpoMeTamory Bif 3aTBEPLKEHOrO
Ta y KapTOHHIi BMpo6HMKa Huangshi Shixing Pharmaceutical Co.,
Kopoobui Ltd., Kutaii. 3atBepmpxeHa Bepcis: SXYY-CTD-CO05-
2017-V01. OHosneHa Bepcia: SXYY-CTD-C05A-2017-
V03
25. | AMIKAUMA po3uunH aNns iH'ekyiii, | ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/15452/01/01
250 mr/mn, no 2 mn 3 obmexeHo TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom nionse
abo 4 mny 06MEXEHOI0 BiANOBiAa/IbHICTIO Ta/abo agpecy MicLs NPOBaKEHHS AiSNbHOCTI ae
chnakoHax; no 1 Bignosigab hipma BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
hnakoHy B nayui 3 HicTIo chipma "Hosodhapm- BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
KapTOoHY; Mo 2 M "HoBodhapm- BiocnHTes" NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a Ky
abo 4 mny BiocuHTes" BignoBigae BUPOGHMK/iIMNOpTEp, BKIKOYAOUM BUMYCK
nakoHax; no 5 cepiil) - 3miHa agpecu BUpobHMKa TOBapunCTBO 3
h1aKoHIB y obmexeHolo BignoBiganbHicTo dhipMa "HoBodapm-
KOHTYPHili BiocuHTes". 3MiHM BHECEHO B iHCTPYKL,iO AN
YapyHKOBIl MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y
ynakoBLi; no 2 po3gain "MicuesHaxomkeHHs BUpOGHMKa Ta agpeca
KOHTYPHI YapyHKOBI MiCLii NPOBA/KEHHS AOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
yMNakoBKM B nauuj 3 3MiHamW B TEKCTi MapKyBaHHS YNakoBOK. TepMiH
KapToHYy BBEAEHHS 3MiH - NpOTAroM 6 micauis nicns
3aTBEPAKEHHS
26. | AMIKALAA po3unH ANns iH'ekuiin, | ToBapucTBO Ykpaina TosapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/15452/01/01
250 mr/mn no 2 mn 3 06MexeHot TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
abo 4 mny 06MEXEHO BiANOBIA&/bHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
thnakoHax; no 1 Bignosigaib thipma y3araslbHeH/X gaHux Npo cuctemy dpapmakoHarnsgy
dhnakoHy B nauui 3 HicTIO hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AaHUX MPo cucTemy
KapToOHY; N0 2 Mn "HoBodhapm- BiocuHres" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
abo 4 mny BiocuHTes" BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
chnakoHax; no 5 KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
hnakoHIB y 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
KOHTYPHIl BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
YapyHKOBIli 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
ynakoBLi; no 2 KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
KOHTYPHi YapyHKOBI thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
ynakoBku B nauuii 3 JaHnX yNoBHOBaXeHOT 0CObVM 3asBHMKA,
KapToHy BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHs1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay
27. | AMIHAJZIOH®- | kancysnu TBepAi no AT Ykpaina AT "KNIBCbKI YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 6e3 - UA/1210/01/01
KB 250 wmr; no 10 "KUIBCbKW BITAMIHHW TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenma
Kancyn y énictepax; % 3ABO" thapmakoHarnagy (iHwi 3MiHKn) - OHOBNEHHSA TEKCTY
no 10 kancyn y BITAMIHHW/ MapKyBaHHs NepBUHHOT Ta BTOPUHHOI yNakoBOK
6nictepi; no 5 1 3ABOA" nikapcbKoro 3acoby, a caMme BUIy4eHHst iHhopmadi,

6nicTepis y nayui

3a3HayeHol POCifiCbKOI0 MOBOIO, Ta BUKNAAEHHS Ti
AHIINCbKOK MOBOK. TepMiH BBEAEHHS 3MiH -
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
npoTsirom 6 MicsiLiB Micnsi 3aTBEpPAKEHHS
28. | AMIHAPTH po3uunH ans iHgysiih, | TOBAPUCT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/19661/01/01
42 mr/mn; no 100 mn BO 3 06MEeXEHO TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
y nnswuyj; no 1 OBMEXEH BiANOBia/IbHICTIO thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
NAAWL y nayui oK hipma y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
BIANOBIOA "Hosodhapm- (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
NbHICTIO BiocnHTes" thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
«TOPIroBu BiNOBIAANbHOI 3a 3AjiCHEHHS hapmakoHarnagy;
" oM KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
«HOBO®AP 3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
M- BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
BIOCNHTE 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
3» KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy Ta moro Homepa. 3mMiHa micus
3[iiCHEHHS1 OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsay.
29. | AMIHOKAMNP po3uunH aNns iHgysiii, | ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/2018/01/01
OHOBA 50 mr/mn; no 100 mn 3 06MEeXEHO TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
KNCNOTA y naawyi; no 1 0OMEeXeHO Bi4NOBiAa/IbHICTIO thapmakoHarnsgy. BeegeHHs abo 3miHv o
nASWLi B navyi 3 Bignosigab hipma y3arasibHeHUX faHux Npo cuctemy chapmakoHarnsgy
KapToHy; no 100 mn HicTio chipma "HoBodhapm- (BBEAEHHSA y3araslbHEHUX AaHVX MPO cMCTeMy
y NNsAwKax "HoBodhapm- BiocuHTes" thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiocuHTes" BiANOBiAANbLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
MicLe3HaxoMKeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy Ta moro Homepa. 3mMiHa micus
3/iiCHEHHS OCHOBHOI AifiNIbHOCTI 3 ddapMakoHarnsay
30. | AM1oAUNIH | Tabnetku, no 10 mr "HOHiK IHAiA FOHiK IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/15752/01/02
€BPO no 10 TabneTtok y dapmacbioT dapmacboTuKas TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
KOHTYPpHili nKkan JNabopaTopis thapmakoHarnsgy. BeegeHHs abo 3miHv Ao

YapyHKOBI ynakoBLi
3 a/1OMIHIEBOT

Nab6opaTopi3

(BiggineHHs cipmun
"[x. B. Kemikans

y3ara/lbHeHuX faHux Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX aHUX NP0 CUCTEMY

donbru (cTpuni), no (BipfineHHs eHf thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobw,

2 abo no 3 ctpunay ipmm "Ox. dapmacbloThKan3 BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;

Kopobui 3 B. Kemikans Nt KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415

nakyBasibHOro eHp 3AiicCHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa

KapToHYy dapmacbsioT BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
nkans Jitg.") 3a 34iicHeHHs hapmakoHarnsgy (Bkawyarum
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKaA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.
[itoyva pegakuis: Dr. Ameya P. Satam. NponoHoBaHa
pepakuisi: BenikoBa CeiTnaHa MuxaiiniBHa. 3miHa
KOHTaKTHUX JaHNX YOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay
31. | AMNOAUNIH | Tabnetkn, no 5 mr "HOHiK IHAiA FOHiK IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/15752/01/01
EBPO no 10 TabneTok y dapmacbioT dapmacbloTVKas TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
KOHTYPHili nKkan Nab6opaTtopi3 thapmakoHarnagy. BeegeHHs abo 3miHu fo
YyapyHKOBIli ynakosLi | JlabopaTopi3 (BiggineHHs cipmm y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
3 a/IIOMiHIEBOI " "Ox. B. Kemikans (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
donbru (cTpuni), no (BipfineHHs eHf thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
2 abo no 3 ctpunay ipmm "x. dapmacboThKan3 BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
Kopoo6ui 3 B. Kemikans nrp") KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
nakyBasibHOro eHp 3AiicHeHHA hapMakoHarnsagy B YkpaiHi, SKLL0 BoHa
KapToHYy dapmacbsioT BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
vkans fita.") 3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKa, BiANOBigaIbHOT 3a
hapmakoHarnag,.
[itoua pegakuin: Dr. Ameya P. Satam. lNponoHoBaHa
pepakuis: benikoa CsiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0CObM 3asBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0o[pKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
32. | APIOA® nopoLuok, no 19,55 r TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 - UA/8738/01/01
CYXA y thnakoHi; no 1 "TepHodpap "TepHochapm" TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenma
MIKCTYPA hnakoHy B nauui 3 Mm" KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
BI4 KALIMKO KapTOHY MeToAax BUNPOGYyBaHHSA rOTOBOrO JliKapcbKoro 3acoby
ONs JITEN (He3HauyHa 3MiHa y 3aTBepKEHNX MeToAax

BMNPOGYBaHHA) BHECEHHS 3MiHN B METOA, KOHTPO/IH0
N3 3a noka3HMKOM «laeHTudiKaLis aHicoBOI 0Nii»
(AdY, 2.2.27), a came 3amiHa xpomatorpaciuHoi
nnacTuHkun 3 Cop6ain-MTCX-AP-B-Yd po3mipom 10 x
15 cm Ha nnacTuHky Silica gel 60 Fzss thipmn «Merck»
po3mipom 10 x 20 cM. 3MiHK | TUNy - 3MiHK 3 AKOCTI.
[oToBMIA Nnikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuyudikauiii
Ta/abo f0oNyCTMMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) BBEAEHHS NEPiOANYHOCTI KOHTPO/I B
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cneuudikayii 13 3a nokasHukom «MikpobionoriyHa
yuctoTta». BunpobyBaHHs 6yfie NpoBoANTUCS: «**He
PYTVHHUIA TECT: [ONYCKAETHCA NPOBOANTY KOHTPOb
nepLuIoi Ta KOXHOI M'ATOI HaCTYNHOT cepii, ane He
pigLie Hix 1 cepii Ha pik».

33.

APCETAM

PO3unH ANs iHdysil,
1000 mr/100 mn, no
100 mn B
KOHTeliHepi 3
noninponineHy; no 1
KOHTEliHepy B
KapTOHHI Kopoo6Li

TOB
"BOPBAPT
C ®APMA"

Ykpaina

[ouipHe
nignpueMcTBo
«PAPMATPENO»

YkpaiHa

BHECEHHS 3MiH [JO peecTpavljiiiHuX maTtepianis: 3MiHa
3asBHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs)
(3rigHoO Haka3zy MO3 Big 23.07.2015 Ne 460); 3MmiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BMK
nikapcbKoro 3acoby - 3miHa Ha3BuW NikapCbKoro
3aco6by: [itova peakuis: MNapaueTtamon MNponoHoBaHa
pegakuis: Apcetam; 3miHu | Tuny - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHWX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnsigy) - 3miHa ynoBHOBaXXeHOT 0cobun
3a8BHVKa, BigNOBiAaNbHOI 3a hapmakoHarnsag,. ditova
pepakuisa: CTtpuxak fpocnas IBaHoBUY. MpornoHoBaHa
pegakuis: bagba OneHa AHaToniiBHa. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT 0COOM 3asBHMKa,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay

3a
peyermom

He
niosnsie
ae

UA/20219/01/01

34.

APTELKA®-
L FENb

resib 5%, no 50 r
a6o 100 r B Ty6i; no
1 1y6i B naywi

MPAT
"OITOPAPM

Ykpaina

BiANOBiAaIbHUI 3a
BMPOGHMLITBO,
nepBuHHeE,
BTOPVHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
MPAT
«PITOPAPM»,
YkpaiHa
BiANOBiAaIbHUI 3a
BUMYCK cepii, He
BK/THOHAIOUM
KOHTPO/b/BUNPOOBY
BaHHA cepii:
MPAT
"OITOPAPM",

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHM Yy BUPO6HMUTBI. 3MiHa iMnopTepa/3MiHu, LWo

CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO SKOCTI
roToBOro fNikapcbkoro 3acoby (3amiHa abo JofaBaHHSA
BMPOGHMKA, LLLO BiANOBIAAE 3a BBE3EHHSA Ta/abo
BMMYCK cepii) - He Bktovatroun
KOHTPO/b/BMNPOGYBaHHSA cepii. 3miHa
MicLle3HaxoMKeHHS BUPOOHMYOT AinbHuui MPAT
"®ITOPAPM" BignosiganbHOI 3a BUNYyCK cepii, He
BK/THOHAI0UN KOHTPO/Ib/BUNPOOYBaHHSA cepil, 3
3a3Ha4YeHHsIM BUPOGHUYMX (DYHKLi 3aTBEPKEHOT
AiNbHWL. 3MiHM BHeCeHi y po3ain "Micue3HaxomxeHHs
BUPOGHMKaA Ta afpeca MicLis NPOBaKEeHHN 1ioro
LiSANbHOCTI" B IHCTPYKLiO AN MeAUYHOro
3aCTOCYBaHHSA Ta K HACMifoK - BiANOBIAHI 3MiHW y

6e3
peyenma

nionsie
ae

UA/19470/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
YkpaiHa TEKCTi MapKyBaHHS YNakoBK/ NikapCcbKoro 3acoby.
35. | APTPOKC PO3YUNH NS iH'EKLN, TosapucTBO Ykpaina TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a He UA/14883/01/01
100 mr/mano 2 mny 3 o6MmexeHo TUNy - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom | nidnse
donakoHi; no 5 06MEeXEHO BiANOBIf&/IbHICTIO Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI ae
h1aKkoHiB y Bignosigaib thipma BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
KOHTYpHIl HicTio chipma "HoBodhapm- BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
YapyHKOBIli "HoBodhapm- BiocuHTes" NPOBeEHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
ynakoBLi; no 2 BiocuHTes" BignoBigae BUPOGHMK/iMNopTep, BKAKOYAOUM BUMYCK
KOHTYPHi YapyHKOBI cepiii) - 3miHa agpecu BUpo6HKKa ToBapuCTBO 3
ynakoBKkM y nauyi 3 06MeXeHo BiAgnoBifasbHICTIO hipma "Hosodhapm-
KapToHYy BiocmHTes". TepmiH BBEAEHHSA 3MiH - NPOTSAroMm 6
MicsiLiB nicns 3aTBepApKEHHs!
36. | APTPOKC PO34MH ANA iH'EKLl, ToBapuncTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/14883/01/01
100 mr/mn, no 2 mn 3 06MEeXEHO TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
y thnakoHi; no 5 06MexeHo BiAMNOBif&/bHICTIO thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
nakoHIiB y Bignosigab hipma y3arasibHeHUX faHux Npo cuctemy chapmakoHarnsgy
KOHTYPHIl HicTio chipma "HoBodhapm- (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cMcCTemy
YapyHKOBIli "HoBodhapm- BiocuHTes" thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
ynakoBLi; no 2 BiocuHTes" BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTYPHIi YapyHKOBI KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
ynakoBKu y nayui 3[ificHeHHs1 hapMakoHarsay B YkpaiHi, AKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBAXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy Ta moro Homepa. 3mMiHa micus
3iiCHEHHS OCHOBHOI AiiNIbHOCTI 3 ddapMakoHarnsay
37. | ACAKON® cynosutopii Tinotc Lseliuapi B1po6HuK, Lseliuapis/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/4770/02/01
pekTasibHi no 500 dapma Al a BignoBigasibHWii 3a | HiMmeyunHa TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom niosnsie
Mmr; no 5 BUWMYCK Cepiii: thapmakoHarnsgy. 3MiHa y KOpOoTKill XxapakTepucTuLi ae

CynosunTopiie y
6nicTepi; no 4
6nictepu B KOpoobLi
3 KapTOHY

Tinotc d®apma AT,
LLiBeliyapis;
Brpo6HMK,
BifNOBigabHWIA 3a
[030BaHy chopmy
Ta nakyBaHHS:
Xaynt ®apma
BtonbhiHr Mv6X,
HimeuuunHa

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MenYHOro 3acToCyBaHHA Ha NifCTaBi perysspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
pe3ynbTarT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rofXXE€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHoM) 3MiHN BHECEHO [0 iHCTPYKLiT 4151 MeanyHOro
3acTocyBaHHs NiKapCcbKoro 3acoby Ao po3ginis
"Oco6nuBi 3axogun 6e3nekn”, "Mob6iyvHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Ai040T peyoBMHY MecanasunHy 3rigHo 3
pekomeHgauisimm PRAC. 3MiHu | Tuny - 3MiHuM Woa0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHLwi
3MiHN) 3MiHW BHECEHO A0 IHCTPYKLiT 4519 MeANYHOro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Mo6iyHi peakuji" (pedakuiiHa npaBka)
38. | ATAPAKC® TabneTku, BKPUTI HOCBb Benbris Bupo6bHMLTBO 3a Benbris BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/1872/01/01
NNiBKOBOIO ®apma C.A. NOBHUM LMK/IOM: TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, Mo 25 HOCB dapma, thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO 40
Mr o 25 TabneTok y Benbrig; TEKCTY MapKyBaHHS1 BTOPUHHOI YNakKoBKW JliKapCbKOro
6nictepi; no 1 [Jopatkosa 3acoby B n. 8. «JATA 3AKIHUEHHA TEPMIHY
6nictepy y BMPOGHMYA MPNOATHOCTI», n. 12. <cHOMEP
KapTOHHIA Kopoo6Li AiNbHUUSA, Ha Kl PEECTPALLIVIHOIO MOCBIAYEHHSA», n. 13.
30iCHI0ETLCA «HOMEP CEPII IKAPCHKOIO 3ACOBY», n. 17.
KOHTpO/b cepii: «|HLWE»
AHnabioTvk HB,
Benebris;
CIrc Na6 CimoH
CA, benbrist
39. | ATTAM | KOHUeHTpaT ans Mdpaizep CLIA dapmavjs i CWA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/16311/01/01
ATGAM NpUroTyBaHHsA IHK. AngpkoH KomnaHi TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
NIM®OLUTA pPO34mnHy Ansa nnc thapmakoHarnagy. BeegeHHs abo 3miHu fo
PHUI iHcpysii no 50 mr/mn; y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
IMYHOINOBY | no 5 mn B amny’ii; (BBELEHHSA y3araslbHEHNX AaHUX MPo cucTemy
NiH, no5amnyny thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT 0cobu,
AHTUTUMOL, | kapTOHHIN naywi BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsay;
UTAPHUI KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHuKa ans
rnosyniH 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
(KIHCbKWIA) BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHu go
y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
3asBHUKA
40. | ATTEHTO® TabneTkn, BKPUTI MeHapiHi Jiokcemby Brnpo6bHMUTBO in Himeuunxa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a - UA/13780/01/01
20/5 NiBKOBOIO IHTepHeLLoH pr bulk, KoHTpONb Ta Icnanis 1Ny - 3MiHK 3 akocTi. APl KoHTponb A®l. 3miHa y peyenmom
060/10HKO0, Mo 20 an BUMYyCK cepili: napameTpax cneuudikaLii Ta/abo JOMYCTUMNX MEX,
mr/ 5 mr no 14 OnepeiioH [aiui CaHkio BM3HAUYeHnxX y cneyndikauisix Ha A®l, abo
TabneTtok y 6nictepi; c FOpoyn 'm6X, BUXigHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
no 1 a6o 2 6nictepu | Jllokcembypr HimeyuunHa; BVKOPUCTOBYIOTLCSA Y npoueci BUpobHuurea Ad|
B KApPTOHHIli Kopobu,i C.A. MakyBaHHSA Ta (AogaBaHHsa abo 3amiHa (3a BUHSITKOM aKTUBHOI

BUWMYCK Cepiii:
BEP/NIH-XEMI AT,
HimeyuunHa;
Brpo6HMLUTBO in
bulk, KoHTpONb
cepii: MeHapiHi-

peyvoBUHM 6I0NOrYHOro abo iMyHO/IOrYHOTo
NOXOMKEHHS) NapameTpa cneuudikadii 3 BignoBigHUM
MeTOA0M BUNPOBYBaHHA 3a pesy/nibTaTamu
JocnimpkeHb 3 6e3mnekn abo SKOCTI) - 3BYXEHHS
napameTpiB cneuudikauii A®I onvecaptaHy
megokcominy ansa N-HitposamiHie (NDMA 1a NDEA) y

®oH XeigeH KOMMJIEKCHI cneuudikadii, Lo 3aCTOCOBYETLCS
M6X, HimeyunHa; BMpo6HUKOM N13 ans APl Big, ycix BUPOOHUKIB
MakyBaHHs, (3aTBepmkeHo: N-Nitrosodimethylamine(NDMA): NMT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

KOHTpO/b Ta
BMNYCK cepil:
Nab6opaTopioc
MeHapiHi C. A.,
IcnaHis

2.400; N-Nitrosodiethylamine(NDEA): NMT 0.663
ppm; 3anponoHosBaHo: N-
Nitrosodimethylamine(NDMA): NMT 0.03 ppm; N-
Nitrosodiethylamine(NDEA): NMT 0.03 ppm); 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
oHoBneHoro CEP Ne R1-CEP 2012-398-Rev 01 ans
A®| onimecapTaHy MeJoKCOMInNy Bif, 3aTBEPAXKEHOro
BMpo6HMKa Daiichi Sankyo Co., Ltd. (3aTBepAXeHO:
R1-CEP 2012-398-Rev 00). fk Hacnigok, napameTpu
cneumaikauii gna N-HiTposamiHisa (NDMA Ta NDEA)
6Y/10 OHOBJIEHO, i3 3aCTOCYBaHHAM 0OMEXEHHS HE
6inble 0.03 ppm. BignosigHwii oHOBMEHUIA MeTOA
TecTyBaHHA foAaeTbcs A0 nepernsHytoro CEP; 3MiHu
| Tuny - 3miHK 3 AkocTi. CepTudikar BianoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
oHoBneHoro CEP Ne R1-CEP 2015-140-Rev 00 ans
A®| amnoguniny 6ecunart Mpouec Il Big
3arBepxeHoro BupobHuka CIPLA Ltd. (3aTBepaxeHo:
RO-CEP 2015-140-Rev 01); 3miHu | Tuny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBiAHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpobHMKa - MNogaHHs
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Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

oHoBneHoro CEP Ne R1-CEP 2005-237-Rev 02 ans
A®| amnoauniny 6ecunart Bif, 3aTBEpPIKEHOr0
BMPO6HMKa Moehs Iberica S.L. (3aTBepaxeHo: R1-

CEP 2005-237-Rev 01); 3minu | Tny - 3MiHK 3 AKOCTI.

CepTudpikat BignosigHocTi/lE-cepTudpikart

BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.

MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiZJNOBIAHOCTI €Bponeichkiin thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
oHosneHoro CEP Ne R1-CEP 2013-268-Rev 00 ans
A®| onmecapTaHy MefoKCOMINy Bif, 3aTBEPAKEHOTO
BUpo6HUKa Zhejiang Tianyu Pharmaceutical Co., Ltd
(3atBepmxeHo: RO-CEP 2013-268-Rev 03). Zhejiang
Tianyu Pharmaceutical Co., Ltd ckopuctanacs
MOX/IUBICTIO BHECTU fesiki pefakLiliHi 3MiHK, a came
OHOBUTK agpecy BMpobHuka. Po3gin 3.2.5.2.1
BiANOBIAHO OHOB/IEHO; 3MiHU | TMNY - 3MiHKM 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiZiNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
oHosneHoro CEP Ne R1-CEP 2013-268-Rev 01 ans
A®| onmecapTaHy MefoKCOMINY Bif, 3aTBEPAKEHOTO
BUpo6HUKa Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmkeHo: R1-CEP 2013-268-Rev 00); 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo [AONOBHEHHS)-
MogaHHsa HoBoro CEP Ne RO-CEP 2013-268-Rev 02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

4N Ailo4oi PevoBMHU oNIMecapTaHy MefoKCOMINy Bif
BMpo6HUKa Zhejiang Tianyu Pharmaceutical Co., Ltd.
Ansa HenogpibHeHoro AdI, WO BUKOPUCTOBYETLCSA
BMpo6HUKOM /13 Daiichi Sankyo Europe GmbH
(DSE); 3miHu | Tvny - 3MiHu 3 siKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPObL rOTOBOTO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
(AonoBHeHHsA ab0 3amiHa nokasHvka cneundikawii 3a
pe3ynbTatamu JocnimpkeHb 3 6e3nekn abo AKocTi (3a
BUHATKOM J1iKapCbKMX 3ac06iB
6i010r4HOr0/iMyHONOrYHOrO MOXOMKEHHS)) -
[opasaHHaAM nokasHuka Jomiwkm N-HitposamiHy: N-
Hitpo3zogumetunamiH(NDMA): < 2.40 ppm, N-
HitposoguetinamiH(NDEA): < 0.663 ppm; ¥ pasi
HasiBHOCTI 060X BuLLe3a3HaveHNX N-HITpo3aMiHiB:
Bcboro (NDMA+NDEA): < 0.663 ppm - go
cneuudikaLii npy BUMYCKy cepii roTOBOro /ikapcbKoro
3acoby 3 BiANOBIAHUM MeTOA0M KoHTposio (MeTon
KoMnaHii: Bu3HayeHHs gomiwok NDMA ta NDEA
MeToAOM PiAMHHOI XpomaTorpadii-mMac-crnekTpomeTpii-
Mac-cnektpomeTpis(LC-MS/MS) Ta NpMMITKOIO LL0A0
BM3HAYEHHSA [aHOro NOKasHUKa BignoBigHO [0
marepianis peecTpaLiiHoro AoCbE.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHST; 3MiHM | TUMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y cknagi
(BONOMDKHUX pEeYOBMHAX) FOTOBOTO NiKapCbKOro
3aco6y (iHLWi AONOMiXHI pEYOBMHYM) - 3aMiHa OfHIET
[OMOMDKHOT PEYOBVHM Ha iHLLY 3 TUMW CamnMm
PYHKLIOHA/TBHUMU XapakTepucTKkamm Ta Ha ToMy
camMoMy piBHI - 3aMiHa OfHIET 4ONOMDKHOT PeyOoBUHU
LLe/1t0/1031 MiKPOKPUCTaNivyHOI CUIIKOBaHOI Ha ABi
OAHOKOMMOHEHTHI MIKPOKPUCTaTIYHY Lie/ioN103y Ta
KPEMHIl0 AioKcua, KoNoigHuiA 6e3BoaHuiA ans
BMpO6HMKa Menarini-Von Heyden GmbH. BeegeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS;
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKuii
3aci6. 3MiHV Yy BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/TIOYAI0YN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npun BUPOBHULTBI FOTOBOTO NiKapCbKOro 3acoby (iHLui
3MiHM) - He3HayHa 3miHa y npoleci BUpo6HMLUTBa
roTOBOrO Nikapcbkoro 3acoby - BUNpaB/ieHHs
ApyKapcbkoi noMunku B po3aini 3.2.P.3.3. BeegeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS;
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
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Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
abo BuNy4YeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
oHoBneHoro CEP R1-CEP 2013-268-Rev 02 Big Bxe
3aTBEPMAKEHOro BUpo6HUKa A®| onvecapTaHy
mMegfokcominy - Zhejiang Tianyu Pharmaceutical Co.,
Ltd (3aTBepaxeHo: R1-CEP 2013-268-Rev 01); 3miHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
oHoBrieHoro CEP R1-CEP 2013-105-Rev 02 Big, yxe
3aTBEPMAKEHOr0 BUpo6HUKa A®| onvecapTaHy
mMegokcominy - Chinoin Pharmaceutical and Chemical
Works Private Co., Ltd. (3aTBepmkeHo: R1-CEP 2013-
105-Rev 01). fk Hacnigok, Ha3By BUPOOHUKA Ajto4oT
peyoBuHM oHOBMEHO 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd. Ha EuroAPI Hungary
Ltd; 3MmiHu | Tuny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbki hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
oHoBrnieHoro CEP R1-CEP 2012-398-Rev 02 Big, yxe
3aTBEPMAKEHOro BUpo6HUKa A®| onvecapTaHy
mMegokcominy - Daiichi Sankyo Co., Ltd.
(3atBepaxeHo: R1-CEP 2012-398-Rev 01). Ak
HacnigoK 3MiHa Ha3BU BUPOOHKKA NPOMIXKHOTO
npoaykty ans A®l, wo surotoBaseTsesa Daiichi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EuroAPI Hungary
Ltd; 3mitu | TUNy - AgMiHICTpaTUBHI 3MiHWU. BunyyeHHs
BMPOBHUYOI AinbHML (BKNOYAKUN AinbHNL Ans AdI,
NPOMIXHOro NPoAYKTY abo roToBOro Nikapcbkoro
3aco6y, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPO6GHMKA, BiAMOBiga/IbLHOMO 3a BUMYCK Cepili, MicLe
npoBefEeHHA KOHTPO/IO cepii) abo nocTavasbHMKa
BWXiHOTO Marepiany, peareHTy abo A0NOMiKHOT
PeyoBMHM (SKLLLO 3a3HAYEHO Y [OCLE) - BunyyeHHs
BMPOOHUYOT AinbHULI Ansa APl amnoguniHy 6ecunaty
Bnpo6Huka CIPLA Limited, IHAia wo 3Haxogutbes 3a
agpecoto Plot No D-7, D-27, M.I.D.C. Industrial Area
Kurkumbh Village, Pune India-413 802 Daund,
Maharashtra
41. | ATTEHTO® TabneTku, BKPUTI MeHapiHi Iokcemby Brpo6HMUTBO in HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/13780/01/02
40/10 NiBKOBOIO IHTepHeLLIoH pr bulk, KoHTpONb Ta Icnanis TMny - 3MiHK 3 AkocTi. API. KoHTponb APL. 3miHa y peyenmom
o60noHkKoto, no 40 an BUWMYCK CepiiA: napameTpax cneuudikauii Ta/abo 4ONyCTUMUX MeX,
mr/ 10 mr, no 14 OnepeiwoH [Haivi CaHkio BM3HA4YeHNX y cneundikauisx Ha A®l, abo
Tabnetok y 6nictepi; c Opoyn M'm6X, BUXigHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
no 1 a6o 2 6nictepn | Jllokcembypr HimeyuunHa; BVKOPVCTOBYIOTbCSA Y npoueci BupobHuurea Ad|
B KQpPTOHHI kopobuj C.A. MakyBaHHS Ta (mopaBaHHA abo 3amiHa (3a BUHSATKOM aKTUBHOT

BUWMYCK Cepiii:
BEP/IH-XEMI AT,
HimeuunHa;
Brpo6HMUTBO in
bulk, KoHTpONb
cepiii: MeHapiHi-
®oH XeiieH
'm6X, HimeuunHa;
MakyBaHHA,
KOHTpONb Ta
BUWMYCK CepiiA:
Na6opaTtopioc
MeHapiHi C. A,
Icnanis

peyoBUHM 6iONOrYHOIO abo IMyHO/IOMYHOro
NOXOMKEHHS) NapameTpa cneuudikauii 3 BignoBigHUM
MeTOoA0M BUNPOBYBaHHA 3a pesynibTatamu
nocnimpkeHb 3 6e3nekn abo AKOCTI) - 3BYXXEHHS
napameTpiB cneundikauii A®I onvecapTtany
megokcominy ansa N-HitposamiHis (NDMA 1a NDEA) y
KOMMJIEKCHI cneuudikadii, Lo 3aCTOCOBYETbCS
BMpo6HUKOM N13 ans APl Big, ycix BUPOOHUKIB
(3atBepmxeHo: N-Nitrosodimethylamine(NDMA): NMT
2.400; N-Nitrosodiethylamine(NDEA): NMT 0.663
ppm; 3anponoHosaHo: N-
Nitrosodimethylamine(NDMA): NMT 0.03 ppm; N-
Nitrosodiethylamine(NDEA): NMT 0.03 ppm); 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTudikat
Bif} y)ke 3aTBepAXeHOro BUpo6Huka - MogaHHs
oHoBneHoro CEP Ne R1-CEP 2012-398-Rev 01 ans
A®| oimecapTaHy MeAoKCOMINy Bif 3aTBEPAKEHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

BMpo6Huka Daiichi Sankyo Co., Ltd. (3aTBepaxeHo:
R1-CEP 2012-398-Rev 00). Ak Hacnigok, napameTpu
cneundikauii 4na N-HitposamiHis (NDMA ta NDEA)
6y/10 OHOBJIEHO, i3 3ACTOCYBaHHAM 0OMEXEHHS He
6inblue 0.03 ppm. BianosigHWii OHOBNEHUIA METOS
TecTyBaHHA A0AAaETbCA [0 nepernsHyToro CEP; 3MiHn
| Tuny - 3miHuK 3 skocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
oHosneHoro CEP Ne R1-CEP 2015-140-Rev 00 ans
A®| amnoguniny 6ecunart Mpouec |l Big
3aTBepaxeHoro BupobHuka CIPLA Ltd. (3aTBepaxeHo:
RO-CEP 2015-140-Rev 01); 3minu | Tvny - 3miHun 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
oHoBneHoro CEP Ne R1-CEP 2005-237-Rev 02 ans
Ad| amnogumniny 6ecunar Big, 3aTBEpPAKEHOr0
BMpOGHMKa Moehs Iberica S.L. (3aTBepaxeHo: R1-
CEP 2005-237-Rev 01); 3miHu | TUnNY - 3MiHU 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiAnoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 00 ans
A®| onimecapTaHy MeAoKCOMINy Bif, 3aTBEPAXKEHOro
BMpo6Huka Zhejiang Tianyu Pharmaceutical Co., Ltd
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

(3atBepmxeHo: RO-CEP 2013-268-Rev 03). Zhejiang
Tianyu Pharmaceutical Co., Ltd ckopuctanacs
MOX/IMBICTIO BHECTU AesKi pefakLiliHi 3MiHu, a came
OHOBUTK agpecy BMpPO6HuKa. Po3gin 3.2.S.2.1
BiAMNOBIAHO OHOB/IEHO; 3MiHU | TUMY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepKeHOoro BUpobHuka -MogaHHs
oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 01 ans
A®| onimecapTaHy MeJoKCOMInNy Bif, 3aTBEPAXKEHOro
BMpo6HuKa Zhejiang Tianyu Pharmaceutical Co., Ltd
(3atBepaxeHo: R1-CEP 2013-268-Rev 00); 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPUCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
HOBOTr0O BMPOGHUKa (3amiHa abo [JONOBHEHHS) -
MopaHHsa HoBoro CEP Ne RO-CEP 2013-268-Rev 02
AN Ailo4oi pevoBMHN oNIMecapTaHy MefoKCoMiny Bif
BMpobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd.
Ans HenogpibHeHoro A®I, Wo BUKOPUCTOBYETLCA
BMpo6HuKkom M3 Daiichi Sankyo Europe GmbH
(DSE); 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[0NYyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(monoBHeHHA abo 3amMiHa NokasHuka cneuudikauii 3a
pesynbTatamv focnimxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM /liKapCbK1X 3ac06iB
6i0/10r4YHOr0/iMyHOOrYHOrO MOXOAKEHHS)) -
[ofaBaHHAM nokasHuka Jomiwkn N-HitposamiHy: N-
HitpozogumeTtunamiH(NDMA): < 2.40 ppm, N-
HitposoguetinamiH(NDEA): < 0.663 ppm; ¥ pasi
HasABHOCTI 060X BuLle3a3Ha4YeHuX N-HIiTpo3aMiHiB:
Bcboro (NDMA+NDEA): < 0.663 ppm - o
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

cneuudikaLii npy BUMYCKy Cepii roTOBOro /ikapcbKoro
3acoby 3 BiANOBIAHUM MeToA0M KOHTposio (MeTon
KOMMaHii: Bu3HayeHHa gomiok NDMA Ta NDEA
MEeTOAOM PiAMHHOI XpoMaTorpadii-mMac-crneKTpomeTpii-
Mac-crnektpomeTpisi(LC-MS/MS) Ta NpUMITKOI o0
BM3HAYEHHA AAHOro nokasHuka BignoBigHO A0
marepianiB peecTpauiiHoro JOCbE.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMAKEHHS; 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(8ONOMDKHMX peyoBUHAX) rOTOBOrO NiKapCbKoro
3aco6y (iHWi AONOMDKHI pe4oBUHY) - 3amiHa OfHiEl
[OMOMIKHOI PEYOBMHM Ha iHLWWY 3 TVMW cCaMnMu
hyHKLiOHaIbHUMU XapakTepucTkamm Ta Ha ToMy
camoMy piBHi - 3aMiHa OfHI€T ONOMIXHOI Pe4OBUHM
Lie/110/1031 MIKPOKPUCTanivyHOI CUMiKoBaHOI Ha ABi
OOHOKOMMOHEHTHI MIKDOKpUCTaNiyYHy Llentonosy Ta
KpeMHito fiokcug, KonoigHuii 6essogHuii ons
BMpOG6HMKa Menarini-Von Heyden GmbH. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS;
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/THOHAIOYN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHMLTBI FOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHK) - He3HayHa 3MmiHa y npoveci BUpobHMuTBa
rOTOBOrO J1iKapCbKOro 3acoby - BUNpaBeHHS
ApyKapcbkoi noMunku B po3gini 3.2.P.3.3.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHS; 3MiHM | TUNY - 3MiHM 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
oHoBneHoro CEP R1-CEP 2013-268-Rev 02 Big BXe
3aTBEpAXEHOro BMpOoGHMKa APl onimecapTaHy
Megokcominy - Zhejiang Tianyu Pharmaceutical Co.,
Ltd (3aTBepaxeHo: R1-CEP 2013-268-Rev 01); 3MiHun |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

OHOBJ/IEHOTO cepTudikaTta BifnoBsigHOCTi a6o
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHu cepTudpikaT
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
oHoBneHoro CEP R1-CEP 2013-105-Rev 02 Big yxe
3aTBEpAKEHOro BMpoGHMKa APl onimecapTaHy
megokcominy - Chinoin Pharmaceutical and Chemical
Works Private Co., Ltd. (3aTBepaxeHo: R1-CEP 2013-
105-Rev 01). Ak Hacnifok, Ha3By BUPOGHMKA Aoyl
peyoBuHM OHOBMEeHO 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd. Ha EuroAPI Hungary
Ltd; 3miHu | TUnNy - 3miHm 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHu cepTudpikaT
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
oHoBneHoro CEP R1-CEP 2012-398-Rev 02 Big yxe
3aTBEpAKEHOro BMpoGHMKa APl onimecapTaHy
Megokcominy - Daiichi Sankyo Co., Ltd.
(3aTBepmxeHo: R1-CEP 2012-398-Rev 01). fAk
HacnifokK 3MiHa Ha3BU BUPOOHKKA MPOMIKHOIO
npoaykty ans A®l, wo surotoBaseTbea Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EuroAPI Hungary
Ltd; 3miHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BMPOBHNYOI AinbHUL (BKIHOYAKUN AinbHUL Ans AdI,
NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco06y, AiNbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHUKA, BiAMNOBIgabHOMO 3a BUMYCK cepili, MicLe
NpoBefEeHHs KOHTPOIO cepii) abo nocTavasnibHuKa
BMXifHOrO Martepiany, peareHTty abo A0NOMiXHOT
PeyOoBMHM (SKLLLO 3a3HAYEHO Y [OCLE) - BunyyeHHs
BMPOGHUYOI AinbHULi ans APl amnoguniny 6ecunaty
BMpo6Huka CIPLA Limited, IHAis wo 3Haxogutbes 3a
agpecoto Plot No D-7, D-27, M.1.D.C. Industrial Area
Kurkumbh Village, Pune India-413 802 Daund,
Maharashtra

42,

ATTEHTO®
40/5

TabneTku, BKPUTI
NAiBKOBOKO

MeHapiHi
IHTEepHeLLOoH

Mokcemby
pr

Brpo6HMUTBO in
bulk, KOHTpOsb Ta

Himeuunna/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
T1ny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y

3a
peyenmom

UA/13781/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
o6oroHkKoto, no 40 an BUWMYCK Cepiii: napameTpax crneuudikauii Ta/abo JOMyCTUMUX MEX,
mr/ 5 mr, no 14 OnepeiiwoH [Jaiui CaHkio BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
Tabnetok y 6nictepi; c tOpoyn Mm6X BUXIZAHWUA/NPOMIXHWUIA NPOAYKT/peareHT, Lo
no 1 a6o 2 6nictepn | Jllokcembypr HimeyuunHa; BVIKOPVICTOBYIOTBCS Y npoueci BupobHuutea Ad|
B KapPTOHHI kopobLi C.A. MakyBaHHA Ta (aopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOI

BUMYCK cepili:
BEP/IIH-XEMI AT,
HimeuuunHa,;
Brpo6HMLUTBO in
bulk, koHTpOnb
cepiii: MeHapiHi-
®oH XeipeH
mM6X, HimeuunHa,
MakyBaHHs,
KOHTpO/b Ta
BWNYCK Cepiii:
Nab6opaTtopioc
MeHapiHi C. A,
IcnaHis

pPeYoBUHM 6iOAOrYHOTO abo IMyHO/IOMYHOro
NOXOMKEHHS) NapamMeTpa cneuudikauii 3 BignoBigHUM
MeTOA0M BUNPOBYBaHHA 3a pesynibTaTamu
JocnigpKeHb 3 6e3nekn abo AKOCTI) - 3BYXEHHSA
napameTpiB cneundikauii A®l onvecapTtany
mMegokcominy ansa N-HitposamiHis (NDMA 1a NDEA) y
KOMMNeKCHili cneyudikaui, Lo 3aCTOCOBYETLCS
BMpo6HUKOM /13 ans A®I Big, ycix BUPOOHUKIB
(3aTBepmxeHo: N-Nitrosodimethylamine(NDMA): NMT
2.400; N-Nitrosodiethylamine(NDEA): NMT 0.663
ppm; 3anponoHosaHo: N-
Nitrosodimethylamine(NDMA): NMT 0.03 ppm; N-
Nitrosodiethylamine(NDEA): NMT 0.03 ppm); 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMka - MogaHHsA
oHosneHoro CEP Ne R1-CEP 2012-398-Rev 01 ans
A®| onmecapTaHy MefoKCOMINY Bif, 3aTBEPAKEHOTO
BMpo6HuKa Daiichi Sankyo Co., Ltd. (3aTBepAXeHo:
R1-CEP 2012-398-Rev 00). Ak Hacnigok, napameTtpu
cneundikauii 4nsa N-HiTpozamiHis (NDMA ta NDEA)
6yN10 OHOBJEHO, i3 3aCTOCYBaHHAM OOMEXEHHS He
6inbLwe 0.03 ppm. BignosigHuiA OHOBNEHW METOL,
TecTyBaHHs A0AaETbesa A0 nepernsHyTo CEP; 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpobHMKa - MNogaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

oHoBneHoro CEP Ne R1-CEP 2015-140-Rev 00 gns
A®| amnogunivy 6ecunat Mpouec Il Big

3arBepkeHoro BupobHuka CIPLA Ltd. (3aTBepaxeHo:

RO-CEP 2015-140-Rev 01); 3miHu | Tvny - 3miHu 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat

BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.

MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiZJNOBIAHOCTI €Bponeichkiin thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
oHosrieHoro CEP Ne R1-CEP 2005-237-Rev 02 gns
A®| amnogunivy 6ecunart Bif 3aTBEPAXEHOrO
BMpo6GHMKa Moehs Iberica S.L. (3aTBepaxeHo: R1-
CEP 2005-237-Rev 01); 3minu | Tvny - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHn cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 00 ans
A®| onimecapTaHy MeAoKCOMINy Bif 3aTBEPAKEHOrO
BMpo6HUuKa Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmxeHo: RO-CEP 2013-268-Rev 03). Zhejiang
Tianyu Pharmaceutical Co., Ltd ckopuctanacs
MOX/IUBICTIO BHECTU JAesiKi pefakLiiiHi 3MiHW, a came
OHOBUTMW afpecy BMpPOGHUKa. Po3gin 3.2.S.2.1
BiANOBIAHO OHOBMEHO; 3MiHU | TNy - 3MiHM 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 01 ans

A®| onimecapTaHy MeAoKCOMINY Bif 3aTBEPAKEHOIO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

BMpo6HUuKa Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmxeHo: R1-CEP 2013-268-Rev 00); 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwii cepTudikar Big,
HOBOrO BMPO6HUKa (3amiHa abo JONOBHEHHS) -
MopaHHsa Hoeoro CEP Ne RO-CEP 2013-268-Rev 02
ANA Oil4yoi peyoBMHY oiMecapTaHy MeoKCOMIny Bif,
BMpobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd.
Ons HenogpibHeHoro AdI, L0 BUKOPUCTOBYETLCA
BMpo6HUKom MN3 Daiichi Sankyo Europe GmbH
(DSE); 3minHu | Tuny - 3miHW 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3MiHa napameTpiB cneuundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NliKapCbKOro 3acoby
(monoBHeHHA abo 3amiHa nokasHvka crneundikadii 3a
pesynbTaTtamv focnifpxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM JliKapCbK1X 3aco6iB
6i0N10ri4YHOro/iMyHO/ONYHOTO NOXOKEHHS)) -
AofasaHHAM nokasHuka Jomiwkm N-Hitposaminy: N-
HitpozogumeTtnnamiH(NDMA): < 2.40 ppm, N-
Hitpo3oguetinamiH(NDEA): < 0.663 ppm; Y pasi
HasBHOCTI 060X BuLLe3a3HaveHnx N-HITpo3aMiHiB:
Bcboro (NDMA+NDEA):< 0.663 ppm - fo
crneuudikavii npy BUNYCKy cepii roToBOro NikapcbKoro
3acoby 3 BignoBigHMM MeTOA40M KOHTposto (MeToz
KoMnaHii: Bu3HaueHHs1 gomiwok NDMA ta NDEA
MeTOLOM PiANHHOI Xpomartorpadii-mac-cnekTpomMeTpii-
mac-cnektpomeTpis(LC-MS/MS) Ta npUMITKOO LWoA0
BU3HAYEHHSA [aHOro NoKasHukKa BignoBigHO [0
marepianiB peecTpauiiHoro AOCbE.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | Tuny - 3MiHK 3 AKoCTi. [oToBWIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(AONOMDKHUX peYOBMHAX) FOTOBOTO NiKapCbKOro
3ac06y (iHWi JONOMDKHI peYoBMHY) - 3amiHa OfHi€El
[OMOMIKXHOI PEYOBMHM Ha iHLY 3 TMW cCaMUMU
hYHKLiOHANIbHUMU XapaKkTepucTukamu Ta Ha ToMy
camoMy piBHi - 3aMiHa OfHI€l OMNOMIXXHOI Pe4YOBUHM
LLe1t01031 MiKpOKPUCTaNivyHOI CUIiKoBaHOI Ha ABi
OHOKOMMOHEHTHI MIKPOKPUCTa/TIYHY LIeioN103y Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

KPEMHII0 AioKcuA, KoNoigHuiA 6e3BoaHUIA ANns
BUpo6HMKa Menarini-Von Heyden GmbH. BBefeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS;
3MiHM | TRy - 3MiHK 3 AKOCTi. [OTOBWIA NikapCcbKumii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/TIOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby (iHLWi
3MiHM) - He3HauyHa 3miHa y npoLeci BUpo6HMLTBa
rOTOBOrO NiKapPCbKOro 3acoby - BUNpaB/IeHHs
OpykapcbKol noMunku B po3gini 3.2.P.3.3. BeefeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS;
3miHu | TMRY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
oHosrieHoro CEP R1-CEP 2013-268-Rev 02 Big BXe
3aTBEPAKEHOro BUpobHuKka A®| onmecapTaHy
Megokcominy - Zhejiang Tianyu Pharmaceutical Co.,
Ltd (3aTBepaxeHo: R1-CEP 2013-268-Rev 01); 3miHn |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMka - MogaHHsA
oHosrnieHoro CEP R1-CEP 2013-105-Rev 02 Big, yxe
3aTBEPAKEHOro BUpobHuka AP onmecapTtaHy
Megokcominy - Chinoin Pharmaceutical and Chemical
Works Private Co., Ltd. (3aTBepaxeHo: R1-CEP 2013-
105-Rev 01). Ak Hacnifgok, Ha3By BUPOGHMKA Aoyl
peyoBuHM oHOBMEHO 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd. Ha EuroAPI Hungary
Ltd.; 3miHn | TURY - 3miHn 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€Bponevicbkiii hapmakonei/moHorpadii. MoaaHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)X€ 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
oHoBneHoro CEP R1-CEP 2012-398-Rev 02 Big, yxe
3aTBEPAKEHOro BUpobHuka A®| onmecapTtaHy
Megokcominy - Daiichi Sankyo Co., Ltd.
(3aTBepaxeHo: R1-CEP 2012-398-Rev 01). Ak
HacnifoK 3MiHa Ha3BU BUPOOHKKA NMPOMIKHOIO
npoaykty ans A®l, wo surotosnseTsesa Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EuroAPI Hungary
Ltd.; 3miHu | TUNY - AAMIHICTpaTMBHI 3MiHW. BUyyeHHs
BMPOBHNYOI AiNbHUL (BKNOYaOUN AinbHuL ans Adl,
NPOMDKHOro NPoAYyKTy abo roToBOro JliKkapCbKoro
3aco0by, AiNbHUL AN18 NpoBeAEeHHS NaKkyBaHHS,
BMPOGHWKA, BifNOBIAAILHOMO 3a BUMYCK Cepili, MicLle
NpoBefEeHHS KOHTPOSIO cepii) abo nocTavanbHUKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BunyyeHHs
BMPOGHWYOI AinbHULi ans APl amnoguniHy 6ecunaty
Bpo6Huka CIPLA Limited, IHAiSA W0 3HaxXo4MTbCA 3a
agpecoto Plot No D-7, D-27, M.1.D.C. Industrial Area
Kurkumbh Village, Pune India-413 802 Daund,
Maharashtra

43.

BEMAHTEH®
nntoc

cnpeli HaLWKipHWIA,
po3uuH; no 30 mny
donakoHi 3
po3nprckyBayem Ta
N1acT1KoBO
KpuiLeykoto; no 1
chnakoHy B
KapTOHHIA KopooLi

Baiep
KoHcblomep
Kep Al

Lseiuapi
A

Nixtenxenbar
v6X
dapmavoiiTiwe
dabpik

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchkili
thapmakonei Ne R1-CEP 2017-128 - Rev 00
(3aTBEepmxeHo: RO-CEP 2017-128 - Rev 01) ans Adl
XN1OPrekcuanHy OUIIIOKOHATY Bif 3aTBEPL)KEHOrO
B1po6bHmMka MEDICHEM S.A., Spain

6e3
peyenma

UA/7805/02/01

BI®PPEH®

Kancynu no 250 mr;
no 10 kancyn y

TOB
"ACIHO

YKpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis:
YTOYHEHHS1 HAaNUCaHHA YMOB BifNyCKYy B HaKasi

3a
peyenmom

UA/12087/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nictepi;no 1, 2
abo 6 6nicTepis B
KapTOHHI nauuj

YKPAIHA"

MO3 YkpaiHu Ne 253 Big 15.02.2024 B npoueci
BHECEHHSA 3MiH (3MiHuW | TUnNYy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobdysaHHs AdI

abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLIECI
BMPO6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeToAax BUMPOOyBaHHS) - He3HauHi 3MiHN y
3aTBEPMAKEHUX MeToaax BunpobysaHHa AdI cheHibyTy
3a NokasHMKoM “CynpoBifHi AOMILLKM” a came: 3MiHa
KiNIbKICTb iHXEKL,il pO34MHHMKA Ta BUNPO60BYBaHOro
PO34MHY; BHECEHHS 3MiH CTOCOBHO HEBPax0BYBaHOro
MiHIMyMYy; 3MiHW | TNy - 3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa po3mipy
yNaKoBKM rOTOBOrO NikapCbKoro 3acoby (3MiHa

KiNIbKOCTi oavHMLb (Hanpukiag TabneTok, aMmnyn

TOLLO) B ynakosLi:) - 3MiHa no3a fianazoHoM
3aTBEPKEHNX PO3MIPIB YNaKOBKW - BBELEHHS

[0AaTKOBOrO PO3Mipy ynakosku: no 10 kancyny

6nicTepi no 6 6/icTEPiB B KAPTOHHIN Nauli 3
BiANOBIAHUMY 3MiHamu o po3giny “Ynakoska” MKA
N13. 3MiHV BHECEHO B iHCTPYKLiIO 4719 MEANYHOrO
3acToCyBaHHS Nikapcbkoro 3acoby y po3ain
"Ynakoska" (3miHa po3Mipy ynakoBku). BeefeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCAsA 3aTBEPMKEHHS; 3MiHW |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun) - 3MiHU BHECEHO B
TEKCT MapKyBaHHS NepBUHHOT Ta BTOPUHHOT YNakoBOK,

a came y n. "IHWE" KoHKpeTn30BaHO iHopmaLito

LLIOAO TEXHIYHOI iHdhopMmaL,i Ta NoroTuny 3asiBHUKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepKeHHs). Pefakuisa B Hakasi - 6e3 peuenTta.
BipHa pegakuis - 3a peuentom.

45,

BAiMon

PO34uH NS iHdy3il,
10 mr/mn, no 50 mn
a6o 100 mn y
dhnakoHi; no 1
donakoHy B
KapTOHHI ynakosLii

"FOHiK
®apmacbioT
nKasn
NabopaTtopis

(BipgineHHs
dhipmm "x.
B. Kemikan3
eHp
dapmacbkioT
nkans fta.")

IHais

"FOHik
dapmacboTKan
Na6opaTtopis"
(BippineHHs cipmm
"Ix. Bb. Kemikan3
eHf
dPapmacboTuKan3
Nt

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, BignoBigabHOI 3a
dhapmakoHarang,.

3a
peyenmom

UA/11931/01/01




53

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
[itoua pegakuis: Dr. Ameya P. Satam. NponoHoBaHa
pepakuisi: benikoa CeiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0CObM 3asiBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 dhapMakoHarnsay
46. | BO3Y/NId® TabneTku, BKPUTI Mdpaiizep CLIA BMPOOHULITBO, HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a - UA/17245/01/01
NAiBKOBOO Eiy.Ci.Mi. nakyBaHHs, Yexis TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
o060s10HKot0, Mo 100 Koprnopeiiw KOHTPO/Ib SKOCTI Ta/abo agpecu 3as8BHMKA (B/1aCHUKA pEECTpaLiiiHOro
Mmr, no 14 TabneTok H Ta BUNycK cepi: nocBigyeHHs1) - 3MiHa afipecu 3asiBHUKa
y 6nictepi; 2 Mdparizep
6nictepu y MeHtohekuypuHr
KapTOHHI kopobuyj; [oitunena Mm6X,
no 120 tabneTtok y Himeuunna
dhnakoHi, 1 donakoH BMPOBHMLITBO,
Y KapTOHHIli kopobLi KOHTPO/1b SIKOCTI:
Ekcenna rméX &
Ko. KI', Himeuunna
TecTyBaHHS nNpu
LOCAIMKEHHI
cTabinbHOCTI:
KBiHTa-AHaniTvka
C.p.o., Yexis
47. | BO3YNI® TabneTku, BKPUTI Mdpaiizep CLA BMPOGHMLITBO, HimeyunHa/ BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/17245/01/02
NNiBKOBOIO Eiiy.Ci.Mi. nakyBaHHs1, Yexis TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom
060/10HKOH0, Mo 500 Kopnopeiiw KOHTPO/b SAKOCTi Ta/abo agpecu 3asBHMKa (BacHUKa peecTpaviiHoro
Mr; no 14 Tabnetok H Ta BUNYycK cepi: NnocBiJYeHHsT) - 3MiHa afpecy 3asBHUKA
y 6nicTepi; 2 Mcpaiizep
6nictepn y MeHtochekuypuHr
KapTOHHI kopobuyj; [oiiuneng M'v6X,
no 30 TabneTok y HimeuunHa
dhnakoHi, 1 donakoH BMPOBHULITBO,
Y KapTOHHiIli kopobLi KOHTPO/1b SKOCTI:
Ekcenna N'M6X &
Ko. KI', HimeuunHa
TecTyBaHHSA npu
LOCNIMKEHHI
CTabiNIbHOCTI:
KBiHTa-AHaniTvka
C.p.o., Yexis
48. | BO3YNI® TabneTkn, BKPUTI Mdpaiizep CLIA BMPOGHULTBO, Himeuunxa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a - UA/17245/01/01
NNiBKOBOIO Eiiu.Ci.Mi. nakyBaHHs, Yexis TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOt0, MO 100 Kopnopeiiwu KOHTPO/Ib AKOCTI thapmakoHarnagy (iHwi 3MiHKn) - OHOBNEHHSA TEKCTY
mr; no 14 TabneTtok H Ta BUMYCK cepii: MapKyBaHHS YNakoBOK /ikapcbkoro 3acoby, a came:

y bnicTepi; 2
6nictepu y
KapTOHHI kopoo6Lyj;

Mcpaiizep
MeHtohekuypuHr
[oiiuneng 'méX,

BUAAIEHHSI TEKCTY MapKyBaHHS YNakoBOK 3i CTUKEPOM
YKPaiHCbKOK MOBOI0. TepMiH BBEAEHHS 3MiH -
npoTsirom 9 MicsLiB MicNs 3aTBEPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
no 120 TabneTtok y HimeuunHa
dhnakoHi, 1 dpnakoH BMPOGHMLITBO,
Y KapTOHHiIli kopobLi KOHTPO/Ib SIKOCTI:
Ekcenna N'moX &
Ko. KI', HimeuunHa
TecTyBaHHS npu
LOCNiMKEHHI
cTabinbHOCTI:
KBiHTa-AHanitka
C.p.o., Yexis
49. | BO3YNI® TabneTku, BKPUTI Mdpaiizep CLIA BMPOOHULITBO, HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a - UA/17245/01/02
NNiBKOBOIO Eny.Ci.Mi. nakyBaHHs, Yexis TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o60s0HkKoto, no 500 Koprnopeiiw KOHTPO/Ib SKOCTI thapmakoHarnagy (iHwi 3MiHn) - OHOBMEHHS TEKCTY
mr; no 14 TabneTtok H Ta BUMNYCK cepii: MapKyBaHHS1 YNakoBOK Nikapcbkoro 3acoby, a came:
y 6nictepi; 2 Mdparizep BUAAIEHHS TEKCTY MapKyBaHHs1 yNakoBOK 3i CTUKEPOM
6nictepu y MeHtohekuypuHr YKPaiHCbKOK MOBOW. TepMiH BBEAEHHS 3MiH -
KapTOHHI kopobLyj; [oiunena Mm6X, NpoTArom 9 MicsiLiB nicns 3aTBepKEHHS
no 30 TabneTok y HimeuunHa
dhnakoHi, 1 donakoH BMPOBHMLITBO,
Y KapTOHHIli kopobLi KOHTPO/Ib SIKOCTI:
Ekcenna rméX &
Ko. KI', Himeyunna
TecTyBaHHS nNpu
LOCAIMKEHHI
cTabinbHOCTI:
KBiHTa-AHaniTvka
C.p.o., Yexis
50. | BPOHXO- Kancynu no 7 mr; no OM dapma LBeiiuapi OM dapma CA LLBeiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/18521/01/01
BAKCOM 10 kancyny CA a TMny - 3MiHK 3 AkocTi. APl KoHTponb APL. 3miHa y peyenmom
AorPocni 6nicTepi; no 1 abo napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,

no 3 6nictepu B
KapTOHHIA Kopoo6Li

BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(3BYXXEHHSI fONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikaii) 3miHa KpuUTepiiB NPUAHSATHOCTI ANs
ineHTudikauii akTBHOrO iHrpegieHTa B8 OM-85
KOHLeHTpaTi (MPOMKHUIA MPOAYKT, WO
BMKOPUCTOBYETLCA NP BUTOTOBNEHHI ADI) MmeToaoM
Y& cnektpodpoTomeTpii. 3MiHM | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y MeToAax BUNPOGyBaHHS
Ad| abo BUXigHOrO MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLEC
BMPOGHULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeTofax BUNpo6yBaHHs) 3MiHM B po3aini
3.2.5.2.4. KOHTPO/b KPUTUYHWX CTagili Ta MPOMIKHOT
npoaykuii, a came 3MiHN B meTogji Y P-igeHTudikauii
4151 NPOMiXHOro npoaykty OM-85 - BBejeHHS pO3UnHy
[N Nepe.ipku BignoBigHocTi (conformity solution),
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

OLLiHKM NpuAaTHOCTi cuctemu, nepernagy
po3paxyHKoBOi hopmynn, ANa BUNPO6OBYBAHOTO
3paska BBOANTbCSA (PinbTpyBaHHA 3paska. 3MiHu | Tuny
- 3miHu 3 akocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHWX Yy cneuudikauisx Ha A®l, abo
BVXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(3BYXKEHHS1 OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) 3miHa Bumor cneuudikadii A®l (OM-85
Lyophilizate) 3a nokasHvkom «lgeHTundikaLlis»
mMeToAoM Y®-cnektpodpoTomeTpii. 3MiHu | TRy -
3MiHu 3 sKkocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPOGYBaHHSA) 3MiHM B MeTogi Y P-igeHTudikauii A®I
(OM-85 Lyophilizate), a came BBeAEHHS PO3UMHY A5
nepe.ipku BignosigHocTi (conformity solution), ouiHKK
npuaaTHOCTI cMcTeMu, A1 BUNPO6GOBYBAHOTO 3paska
BBOAMUTbCS (hibTPyBaHHA 3pa3ka, 3mMiHa B
po3paxyHKoBii chopmyni. 3MiHK | TUNY - 3MiHK 3 SKOCTI.
loTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(3BY)XEHHS fonycTUMUX MeX) 3MiHa KpuTepiis
NPUAHATHOCTI 4719 Noka3Huka crneumdikayii 113
«lpeHTudpikauis metogom Y@ cnekrpooToMeTpiix».
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHNX METOAAX
BMNPOoGYyBaHHA) 3MiHM B MeToZi BUnpobysaHHs /13 3a
nokasHukom Y ®-igeHtudpikauii A®I, a came BBefeHHSA
pO3unHy A5 NepeBipku BigNoBigHOCTI (conformity
solution), ouiHk1 NpuaaTHOCTI cucTemu, Ans
BMMNPO60BYBAHOr0O 3pa3ka BBOANTLCA (DiNbTPYBaHHA
3paska, 3MiHa B po3paxyHKoBili chopmyni. 3miHu | TUNy
- 3miHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo AONyCTUMUX MEX,
BMU3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BVXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(3BYXKEHHS1 OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) 3miHa KkpuUTepiiB NPUAHATHOCTI AN1A
KOHLeHTpaTy OM-85 (NpomiXHuiA NpoayKT) 3a
nokasHukoMm «lgeHTtundikauis metogom HPTLC», a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
came BMOASIEHHS MOKasHMKa koedilieHTa

yTpumyBaHHsa (Rf). Hapasi nnaHwetn HPTLC i3
3pa3koM NPOMOHYETHLCA OLHIOBATM LLISXOM
MOPIBHSAHHSA 3 N1AHLIETaMW 3 KOHTPOJIbHAM PO34MHOM,
AKi TECTYIOTbCS OAHOYACHO, TOMY (hOPMY/IHOBaHHS
LIbOro KpMTEpIito NPUAHATHOCTI 6yN0 BiANOBIAHO
nepernaHyTo. 3MiHu | Tuny - 3MiHn 3 sKocTi. AdDI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo [onyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHULTBA AP (3BY)KEHHS JOMYCTUMUX MEX,
BM3HAYeHNX y cneuudikauii) 3miHa kpuTepiiB
npuiAHaTHOcCTI aAna A®l OM-85 (niocpinizaT) 3a
nokasHukom «lgeHTtudikauis metogom HPTLC», a
came BMAA/IEHHS MOKasHMKa koedilieHTa
yTpumyBaHHsa (Rf). Hapasi nnaHwetn HPTLC i3
3pa3koM NPOMOHYETHLCA OLHIOBATM LLISXOM
MOPIBHSAHHSA 3 NAHLIETaMW 3 KOHTPOJIbHM PO34MHOM,
AKi TECTYIOTbCS OAHOYACHO, TOMY (hOPMY/IHOBaHHS
LIbOro KpMTEpito NPUAHATHOCTI 6yN0 BiANOBIAHO
nepernsHyTo. 3miHu | Tvny - 3MiHu 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3MiHa napameTpiB cneuundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(3BYXKEHHSI ONYCTUMUX MEX) -
3MiHa kpuTepiiB NpuitHATHOCTI Ans A®| OM-85
(niocpinizar) B cneyudikauii 13 3a NoKa3HUKOM
«lpeHTudpikauis metogom TLUX», a came BUganeHHs
nokasHuka koedivieHTta yrpumysaHHs (Rf). Hapasi
nnaHweTy BETLUX i3 3pa3kom NpOnoHYyeTbCA
OL{iHIOBATU LLMSIXOM MOPIBHAHHA 3 NaHweTamm 3
KOHTPO/IbH/M PO3YMHOM, SKi TECTYHOTbCS OfHOYACHO,
ToMy DOPMYJIHOBaHHS LibOro KPUTEPIt0 NPUAHATHOCTI
6yn0 BiANOBIAHO NepersAHyTo. 3MiHM | TUny - 3MiHKW 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo AoNyCTUMKX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMIKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
BUPO6HMLTBA AD| (3BY)KEHHS AONYCTUMUX MEX,
BM3HAYeHUX y cneuudpikauit) HesHauHi 3MiHM B
KpUTEPISX NPUAHATHOCTI 3@ NOKA3HUKOM
«lpeHTudikauis metogom BEPX» ons koHUeHTpaTy
OM-85 (NpOMiXHW1 MPOAYKT, L0 BUKOPUCTOBYETHLCS
Ansa BUroToBneHHs Adl). MponoHyeTbeA
BUKOPVCTOBYBATU PO3UMH MOPIBHAHHSA, SKWIA
TECTyeTbCHA pa3oM i3 pO341HOM 3paska Ans

BM3Ha4YeHHs1 BEPX-npodinto 3paska, Tomy




57

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

(hOpMY/IHOBaHHS LibOro KpUTEPIto NPUAHSATHOCTI By/10
Bi4NOBIAHO NepernsaHyTo. 3MiHK | TUny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(3BYXKEHHSI ONYCTUMUX MeX) He3HauHi 3mMiHu B
KpUTEpISX NPUAHATHOCTI /13 3a NOKa3HMKOM
«lpeHTudikayia metogqom BEPX». BEPX-npodinb
3paska Hapasi OLIHIETLCS LUIAXOM MOPIBHSAHHSA 3
npodginieM eTasIOHHOrO PO34KHY, MPOTECTOBAHOroO
OfIHOYACHO, TOMY (POPMY/THOBAHHS LIbOTO KPUTEPIO
NpUIAHATHOCTI 6Y10 BiANOBIAHO NepernsHyTo. [itoya
pepakuis BEPX HasBHiCTb ABOX XapakTepHux nikiB A i
B, wo entotoTb nicnsa 7 x8 Mpodinib BEPX 'y
BIANOBIAHOCTI 3 KOHTPO/IbHWUM Mpodpinem BEPX.
MponoHoBaHa pegakuis
BEPX HasBHicTb ABOX XapakTepHux nikis A i B, wo
entotoTb nicns 7 xs Mpodiine BEPX y BignosigHocTi 3
nopiBHAMbHUM npodpinem BEPX. 3MiHu | Tuny - 3MiHn
3 AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO NOKa3HMKa
AKOCTI (Hanpvkiag, BUly4eHHs 3acTapinioro
nokasHuka)) BunyyeHHs igeHTudikalii 4OMOMDKHUX
peyoBuH i3 cneumdikayii APl — cTaHAapTM30BaHOrO
niogpinizaty OM-85, OCKiflbku NPUCYTHICTb LMX
[OMOMIKHUX PEYOBUH 3a6e3nevyeTbCcst AOTPUMAHHAM
aitounx npasun GMP, a oTXXe KOHTpOb nig vyac
BMPOGHMYOrO MpoLuecy € goctatHim. Kpim Toro, ans
[0MOMDKHMX PEYOBUH, LLIO NPUCYTHI Y ckiagi
niogpinizaty OM-85, Hemae obmMexeHb Loa0 6esneku,
i U 3MiHa He BM/IMBAE Ha SKICTb NPOAYKTY. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /iKapcbKoro 3acoby (BMYyYEeHHS HE3HAYHOrO
nokasHuka (Hanpviknag 3actapifioro nokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB UK
CMakoBUX 106aB0OK)) BunyueHHs igneHTUdikavi
[0MNOMDKHMX pevoBunH MaHiTy, MarHito cTeaparty,
Kpoxmario npexenartuHi3oBaHoro i3 cneyudikauii
N3, ockinbkv BOHa He € 060B’A3KOBOKO A1 KOHTPOSII0
N3, NpUCYTHICTb X [ONOMDKHUX PEYOBUWH
3abe3neyvyeTbCs AOTPUMAHHAM Aitounx npasun GMP,
a OTXe KOHTPO/b Mig, Yac BUPOOGHUYOro npoLiecy €
pocTatHiM. Kpim Toro, Ansi AONOMIXXHWUX PeYOBUH, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
NPUCYTHI y CKNagj nikapcbkoro 3acoby, Hemae
06MeXeHb LWoA0 6e3neky, i s 3MiHa He BM/IMBAE Ha
AKICTb NPOAYKTY. 3MiHW | Tuny - 3MiHK 3 aAkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikaiii
Ta/abo AoNyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisx Ha A®I, a6o BUXiAHWUA/NPOMIXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMPOOHULTBa AP (3BY)XXEHHS JOMYCTUMUX MEX,
BM3HAYEHUX Y cneuudikauii) HesHauHi 3MiHu B
KpUTEPIAX MPUIAHATHOCTI, BUSHAYEHWX Y crieumdikaw,ii
Ha A®I| (cTaHaapTu30BaHwii iodpinizat OM-85) 3a
nokasHukom «lgeHtucpikauis metogom HPLC».
MpPOMNOHYETLCA BUKOPUCTOBYBATU PO3UWH MOPIBHAHHS,
AKUIA TECTYETLCA Pa3oM i3 PO3UMHOM 3paska Ans
BM3HauYeHHs BEPX-npodinto 3paska, Tomy
hOpMY/IHOBaHHS LibOro KpUTEPIto NPUAHSATHOCTI By/10
BifNOBIAHO NepersisHyTo
51. | BAJIbCAKOP | Tabnetku, BKpuUTI KPKA, a.4., CnoBeHis Brpo6HuK, CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/9450/01/02
®H80 NNiBKOBOIO HoBo mecTo BignoBiganbHWi1 3a TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKO0, 80 BUPOBHMLTBO «in thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO Y TEKCT
mr/12,5 wr; no 14 bulk», nepsuHHe MapKyBaHHS NikapCbKoro 3aco6y BTOPVMHHOI yNakoBKu
TabneTtok y 6nictepi; Ta BTOpVHHE n.17 IHWE Ta nepBrHHOI ynakosku n.6 IHLWE, a came
no 2, no 4 a6o no 6 nakyBaHHs, KOHKpPEeTM30BaHO iHhopmaLlito Npo sioroTun
6nicTepis B KOPOO6L; KOHTPO/b Ta Brpo6Huka. TepmiH BBEAEHHSA 3MiH - NPOTArOM 6
no 15 tabnetok y BWMYCK Cepii: MiCALIB MiCNsA 3aTBEpKEHHS
6nicTepi; no 2 a6o 4 KPKA, a.4., Hoso
6nicTepn B KOpOOL mecTo, CrnoBeHis;
Brpo6HMK,
BiAnNoBigabHUIA 3a
KOHTpOnNb cepii:
KPKA, a.4., HoBo
mecTo, CroBeHis;
Bunpo6HMK,
BignoBiganbHWi1 3a
KOHTPO/b cepii:
Kewminab g.0.0.,
CnoseHis
52. | BAP®APUH TabneTtku no 2,5 mr; Takepa ABCTpiIs Opichapm MonbLia BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/7897/01/01
HIKOMEQ no 100 TabneTok y ABCTpis MaHydhekuypiHr YTOYHEHHS peecTpaLiiiHoi npoueaypy B Hakasi MO3 peyenmom nionsie
chnakoHi; no 1 v6X Monbwa Cn. 3 0.0. Ykpainn Ne 2182 Big 22.12.2023 B npoueci BHECEHHSA ae

dhnakoHy B
KapTOHHI Kopoo6Li

3MiH - 3MiHW Il TUNY - 3MiHK Woa0
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIil XapakTepuCTuLj NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro

3aCTOCYBaHHS y 3B'A3KY i3 HOBVMU JaHUMW 3 SKOCTI,

LOKNIHIYHUMU, KNIHIYHAMW AaHUMW Ta aHUMA 3
hapmakoHarnagy - 3MiHM BHECEHO B iHCTPYKL,iO A1

MeAMYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
po3gainis "Oco6mBoCTi 3acTocyBaHHsA" Ta "INo6GiyHi
peaxuii”. BBejeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
53. | BEBOMHI Tabnetku 3 Actennac Higepnax ABapa CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/14359/01/01
MoAaudikoBaHUM Papma an PapmacbloTikas HigepnaHan TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
BUBI/IbHEHHSM, 6 tOpon B.B. TeKHOMo4XKMUC IHK., thapmakoHarniagy. BeegeHHs abo 3miHu o
mr/0,4 mr; no 10 CLWA y3araslbHeHrX faHux Npo cucteMy papMakoHarisgy
Tabnetok y 6nictepi; ( BUpOBHULTBO (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
no1a6ono3 bulk ); Actennac hapMakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
6nictepu B dapma HOpon BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KapTOHHI ynakoBLi B.B., HigepnaHaun KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A5
(nepBuHHe i 3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BTOpPUHHE BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
nakyBaHHs1, 3a 34ilicHeHHs thapmakoHarnsgy (Bkovaoum
KOHTPO/Ib SIKOCTI, KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
BUMYCK cepii) thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6U 3asiBHNIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI
0ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YkpaiHi. fitoya pepakuis: Bipcta Onbra BacuniBHa.
MponoHoBaHa pegakuis: BonTeHko AHTOH
leopriioBuy. 3MiHa KOHTaKTHMX AAHUX KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi
54. | BlIBPOLUUN Kpanni HasasibHi; No XaneoH KX LBeiiuapi XaneoH KX LLBeiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 niosnsie UA/4564/01/01
15 Mn y cknstHomy CAPN a C.a.p.n. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuenma ae
dnakoHi 3 Ta/abo agpecu 3asBHMKa (BacHUKa peecTpaviiHoro
nosinponisieHoBOK noceigyeHHs) 3miHa Ha3Bu 3asiBHUKa 3 TCK
KPULLIKOIO- KoHcbtomep Xenckep CAP/, LLseiiuapisi Ha XaneoH
KpanesibHuueto; no 1 KX CAP/1, Wseiuapis. TepmiH BBELEHHS 3MiH -
dhnakoHy B NPOTArom 6 MicsLiB nicns 3aTBeppKeHHs. 3MiHu | Tuny
KapTOHHIA Kopoo6Li - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicL NPOBaXEHHS Ais/IbHOCTI
BMPOOGHWKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAKOUM [iNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBiAa€e BUPOGHMK/IMNOPTEp, BKIOUAKUY BUMYCK
cepiii) 3MiHa Ha3BM Ta agpecu BUPOOHMKA FOTOBOIO
nikapcbKoro 3aco6y. 3MiHN BHECEHO B IHCTPYKL,it0 AN
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "BMpo6HuK" Ta "MicLie3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPOBafXeHHS Moro
AiSNbHOCTI" 3 BigNOBIHNMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 micsliB nicns 3aTBepApKeHHS.
55. | BIPOCTAT® TabneTku, BKPUTI AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/19436/01/02
NNiBKOBOIO "KUIBCbKW BITAMIHHUIA TMny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKOH, Mo 500 n 3ABO" Ta/abo agpecu micus NpoBamKeHHs AisIbHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Mr no 7 TabneTok y BITAMIHHNA BMPOGHMKa (BK/TO4akouM, 3a HEOOXIAHOCTI, MicLe
6nictepi, no 3 1 3ABOA" NpoBeEeHHSA KOHTPO/IO AKOCTI), abo BNacHUka mactep-
6nictepn y nauui (haiina Ha A®I, abo noctayasibHuka AdI/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHUUTBI ADI (SKLLO 3a3HAYEHO
y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
chapmaxonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
Aocbe) 3miHa agpecy BUpobHrka Ad| Laxxaii ®apma
'pyn YaHnkoy KoHi ®apmacktoTtikan Ko., /114.
56. | BIPOCTAT® TabneTkn, BKPUTI AT Ykpaina AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/19436/01/01
NAiBKOBOO "KNIBCbKW BITAMIHHWIA TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKOH0, M0 250 " 3ABO4" Ta/abo agpecu micusa NPOBaKeHHs AisNIbHOCTI
Mr 10 7 TabneTok y BITAMIHHW BMPOGHMKa (BKIKOUAKOUM, 38 HEOOXIAHOCTI, Micue
6nictepi, no 3 ” 3ABOA" NpoBeLileHHS KOHTPOJTIO AKOCTI), ab0 BiacHMKa macTep-
6nictepun y nauui thaiina Ha A®I, abo noctayasnbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCH Y BUPO6HULTBI ADI (AKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €EBpONeChbKiii
dhapmaxonei y 3aTBeppkeHOMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
Aocbe) 3miHa agpecy BupobHrka Ad| Lanxaii apma
'pyn YaHnkoy KoHi ®apmacktoTtikan Ko., /1Ta.
57. | BITANINIA, KOHUeHTpaT ons PpeseHiyc HimeyuunH dpeseHiyc Kabi Lseuis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a - UA/16590/01/01
po3UnHYy AN Kabi a Ab Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lIE- peyenmom
iHdpysii; no 10 mny [onunang cepTudikaT BignoBigHOCTI EBpoNeNichKiii
CKNsHIV amnyni; no X hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
10 amnyn y OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI a0
KapTOHHI Kopoo6Li BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHoBMeHWA cepTudikat
Bifj y)ke 3aTBEpPAXEHOro BUpo6HMKa - MogaHHA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €Bponeiichkili
thapmakonei Ne R1-CEP 2004-301 - Rev 01
(3aTBEepmxeHo: R1-CEP 2004-301 - Rev 00) ansa A®l
peTnHONY NanbMITaTy Bif 3aTBEpKEHOro BUPO6HMKa
DSM Nutritional Products Ltd., LLiseiiuapis
58. | BITANINIA KOHUEHTpaT ons PpeseHiyc HimeyuunH ®peseHiyc Kabi Lseuis BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a - UA/16591/01/01
ANnsa [ITEN po3unHYy AN Kabi a Ab TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/IE- peyenmom
iHdysili; no 10 mny [oiiunang, cepTuduikar BiANOBIAHOCTI €BpONENChKil
CKNsHIV amnyni; no v6X thapmakonei/moHorpadii. NogaHHs HoBOro abo

10 amnyny
KapPTOHHIN KOpoOU;i

OHOBJ/IEHOTO cepTudikaTa BifnosigHOCTI abo
BWIYYEHHS cepTudiikaTa BifgnoBigHOCTi EBPONEnChKii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
hapmakonei Ne R1-CEP 2004-301 - Rev 01
(3aTBEepaxeHo: R1-CEP 2004-301 - Rev 00) gns Adl
peTnHONY NasibMITaTy Bif 3aTBEPI)KEHOr0 BUPOOHMKa
DSM Nutritional Products Ltd., LLiBeiiuapis
59. | BOTPIEHT™ TabneTkn, BKPUTI HosaprTic Lseiuapi nakco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/12035/01/02
NAiBKOBOO dapma Al A C.A., IcnaHis Benuka Tmny - 3MiHK 3 skocTi. A®l. Cuctema peyenmom
060/10HKOH0, M0 400 (BUMPOGHUK aNns BpuTaHis KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa y
mr; no 30 TabneTok nakyBaHHs Ta 6e3nocepeHiin ynakosui A®| (skicHi Ta/abo KinbKicHI
y donakoHi; no 1 BMMYCKy cepii); 3MiHM ck1afly) BHECEHHS 3MiH A0 maTepianis
donakoHy B nakco peecTpadiiiHoro gocke p.3.2.S.6 Cuctema
KapTOHHI Kopoo6Li OnepeiiwHc HOK KOHTeliHep/3aKynopoBasbHWii 3aci6, a came 3MiHa
Nimiten, Bennka AaHTWUCTATUYHOIO areHTa, SK1il BUKOPUCTOBYETLCS B
BpuTaHis MaTepiani NepBMHHOT yNakoBku (NonieTuieHoBOMy
(BUPOGHWMK nakeTi HU3bKOI LLiIbHOCTI) 3aTBEpAXeHO: Primary
Hepo3dacoBaHoi packaging material for Pazopanib hydrochloride drug
npoayKuiv) substance Anti-static low-density polyethylene (LDPE)
bags Polybatch VLA66MED 3anponoHosaHo: Primary
packaging material for Pazopanib hydrochloride drug
substance Anti-static low-density polyethylene (LDPE)
bags Polybatch VLA77MED
60. | BOTPIEHT™ TabneTku, BKPUTI Hosapric LBeiiuapi "nakco Bennkom Icnanis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/12035/01/01
NNiBKOBOIO dapma Al a C.A,, IcnaHis Benvka TMny - 3MiHK 3 AkocTi. APl. Cuctema peyenmom
o060n10HKot0, Nno 200 (BMpPOGHYKK Ans BputaHis KOHTeliHep/3akynoptoBasibHWii 3aci6. 3miHa y
Mr; no 30 TabneTok nakyBaHHs Ta 6e3nocepeHiin ynakosui A®I (skicHi Ta/abo KisbKicHi
y thnakoHi; no 1 BUNYyCKy cepii); 3MiHW CK1agy) BHECEHHS 3MiH 40 maTepianis
dnakoHy B "nakco peecTpauinHoro gocbe p.3.2.S.6 Cuctema
KapTOHHI Kopoo6Li OnepeiiwHc HOK KOHTeliHep/3aKyrnopoBasbHuii 3aci6, a came 3MmiHa
Nimiten, Benuka AaHTWUCTATUYHOIO areHTa, K1l BUKOPUCTOBYETLCS B
BpuTtaHis mMarepiani NepB1HHOI ynakoBku (MoAieTMIeHOBOMY
(BMPOGHMK nakeTi HU3bKOT LWi/IbHOCTI) 3aTBepakeHo: Primary
Hepo3dracoBaHoT packaging material for Pazopanib hydrochloride drug
npoAayKLUiT) substance Anti-static low-density polyethylene (LDPE)
bags Polybatch VLA66MED 3anponoHoBaHo: Primary
packaging material for Pazopanib hydrochloride drug
substance Anti-static low-density polyethylene (LDPE)
bags Polybatch VLA77MED
61. | BOTPIEHT™ TabneTku, BKPUTI HosaprTic Lseliuapi nakco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/12035/01/01
NNiBKOBOIO dapma Al a C.A., IcnaHis Benvka TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
060/10HKOt0, No 200 (BUpOGHKK Ans BpuTaHis thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMiHiB

mr; no 30 TabneTok
y chrakoHi; mo 1

nakyBaHHs Ta
BMNYCKY cepii);

NoAAaHHS PerynsipHO OHOBJ/THBAHUX 3BITiB 3 6e3neKkn
NiKapcbknx 3acobiB - 3MiHM Y 4acToTi Ta TepMiHax
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
chrakoHy B nakco nofaHHA perynspHO OHOBJ/IIOBAHOIO 3BIiTY 3 6e3neku
KapTOHHIA Kopoo6Li OnepeiiwHc HOK [itova pegakuisn: Yactota nogaHHs perynsipHo
NimiTen, Benvka OHOB/IOBAHOrO 3BiTYy 3 6e3nekn 1 pik. KiHueBa aara
BpuTtaHis 0N BKNIOYEHHA faHux o PO3B - 18.10.2018 p. faTa
(BUPOBHWK nogaHHs - 27.12.2018 p. NponoHoBaHa pefakuis:
Hepo3dgracoBaHol YacToTa nogaHHsA perysisipHO OHOBJ/THOBAHOrO 3BITY 3
NpPOAYKLT) 6e3nekn 3 poku. KiHueBa fata 4515 BKIIOYEHHS AaHnX
0o PO36 - 18.10.2024 p. Jarta nogaHHsa - 16.01.2025
p. PekomeHg0BaHO [0 3aTBEPAKEHHS BIANOBIAHO A0
NepioANYHOCTI NOAaHHA PErYNIAPHO OHOB/IIOBAHUX
3BITiB 3 6e3MeKu Nikapcbkux 3acobiB y EC
62. | BOTPIEHT™ TabneTkn, BKPUTI HosaprTic Lseiuapi nakco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/12035/01/02
NAiBKOBOO dapma Al A C.A., IcnaHis Benuka TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOH0, M0 400 (BUMPOGHUK aNns BpuTaHis thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
mr; no 30 TabneTok nakyBaHHs Ta NnoJaHHsA perysisipHO OHOBJIHOBaHKMX 3BITIB 3 6e3nekn
y donakoHi; no 1 BMMYCKy cepii); nNikapcbkyx 3aco6iB - 3MiHM y YacToTi Ta TepMiHax
chnakoHy B nakco nofaHHA perynsapHoO OHOBJ/IIOBAHOIO 3BIiTY 3 6e3neku
KapTOHHI Kopoo6Li OnepeiiwHc HOK [itoua pepakuin: Yactota nogaHHsA perynsipHo
NimiTen, Benvka OHOB/IIOBaHOrO 3BiTYy 3 6e3neku 1 pik. KiHueBa gata
BpuTaHis ONA BKNHOYeHHA aaHnx o PO3b6 - 18.10.2018 p. fata
(BMPOGHMK nodaHHs - 27.12.2018 p. MNponoHoBaHa pefakuis:
Hepo3dacosaHoi YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
npoayKuiv) 6e3nekn 3 poku. KiHueBa faTa [An1a BKIOUYEHHS AaHWX
[0 PO3B - 18.10.2024 p. JaTa nogaHHs - 16.01.2025
p. PekomeHA0BaHO [0 3aTBEPL)KEHHS BiAMNOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOBOBaHUX
3BITIB 3 6@3Meku ikapcbknx 3acobis y €C
63. | FTEKCAKCM cycneHsis gns CaHodi ®paHuis BMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a He UA/13080/01/01
® | HEXAXIM iH'ekwiA; no 0,5 mn MacTep roToBOro YropLumHa TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom nionsie
BAKUUHA (1 posa) B Hepo3cacoBaHoro Ta/abo agpecu MicLs NPOBaKEHHS AISNbHOCTI ae
ana nonepeaHLo NPOAYKTY, BMPOOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
MPO®DINAKT 3an0BHEHMX BTOPWHHE BK/IIOYAKOUM AiNbHULi BUNYCKY cepii abo micue
KN wnpuyax 3 1-eto nakyBaHHs NPOBEAEHHS KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKy
OUNDTEPII, (abo 2-ma) (wnpuum), BiANOBIAa€e BUPOGHWMK/IMNOPTEP, BKIOUAKUY BUMYCK
NMPABLSA, OKpemMumu ronkamu, KOHTPO/1b SIKOCTI, cepiii) - 3miHa Ha3BM Ta afgpecn BUPOBHNYOT AiNbHUL
KALUMKHOKY no 1 wnpuvuy B BMNYCK Cepii: B M. ByganewT, o Bignosigae 3a BTOPYHHE
(AUENIONAP | KapTOHHIi ynakoBL; CaHodpi Macrep, nakyBaHHs Ta BUMYyCK cepiii. 3MiHM BHeceHo B MK,
HWiA no 0,5 mn (1 gosa) B dpaHuis IHCTPYKUiO 415 MeQNYHOro 3acToCyBaHHSA NikapCbKoro
KOMMNOHEHT | nonepefHb0 BMPOGHMLTBO 3ac00y WoA0 HaliMeHyBaHHS Ta MiCLie3HaXOMKEeHHS
), FENATUTY 3anoBHEeHX roToBOro BMPOGHMKA 3 BiANOBIAHUMY 3MIHAMU Y TEKCTI
B wnpuuax 3 1-eto Hepo3dhacoBaHoro MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby. TepMmiH
PEKOMBIHA (abo 2-ma) NPOAYKTY, BBE/EHHS 3MiH NpoTsAroM 6 micauis nicns
HTHA, OKPEMUMMW rosIKamu, 3anoBHEHHS, 3aTBEpPXEHHA
noniomieni no 1 wnpuuy B BTOPUHHE
TY cTaHfapTHo- nakyBaHHs,
IHAKTUBOBA | eKkcrnopTHiii KOHTPO/1b SIKOCTI,
HA TA ynakoBLi, fika BUWMYCK Cepiii:
3AXBOPHOB MiCTUTbCA Y CaHodpi Mactep,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

AHb,
CNPNYNHEH
nx
HAEMOPHIL
us Tuny B
KOH''OrOBA
HA,
AACOPBOBA
HA, PIAKA

KapTOHHI Kopo6uji 3
IHCTpYKUieo ans
MeAUYHOro
3aCTOCyBaHHS; Mo
0,5wmn (1 po3a) B
nonepeaHLo
3anoBHEHNX
wnpuyax 3 1-eto
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpuuis B
KapTOHHIlA ynakoBLyj;
no 0,5 mn (1 go3a) B
nonepeaHLo
3anoBHEHNX
wnpuyax 3 1-eto
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpwuyis B
cTaHfapTHO-
EKCMOPTHilA
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobuj 3
iHCTpyKUi€eto Ans
MeANYHOro
3aCTOCyBaHHS; Mo
0,5wmn (1 gosa) y
hnakoHax, no 10
h1aKkoHiB y
KapTOHHI ynakoBL;
no 0,5 mn (1 gosa) y
nakoHax, no 10
h1akoHIB B
cTaHfapTHO-
€KCMOPTHilA
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHiii Kopo6Lli

PpaHLis
BTOPVIHHE
nakyBaHHs1, BUMyCK
cepiii:
CaHodhi-ABeHTiC
3pT., YropwmHa

64.

FEKCACNPE
n

cnpeil OpOMYKO3HWIA,
750 mr/30rno 30ry
aepo30/1bHOMY
dhnakoHi; no 1
dhnakoHy B
KapTOHHI Kopoo6Li

Na6opaTtopii
Bylwapa
Pekopgaari

®paHuia

Na6opaTtopii
Bywapa
Pekopgaari

®paHuisa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
3MiHN Yy BUPO6HULTBI. 3MiHW BMNpoGyBaHb abo
[OMNYCTUMUX MEX, BCTAHOB/IEHUX y creuudikalisx, nig
Yyac BMpPOOHMLTBA FOTOBOIO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPO6YBaHHSA B MPOLECI
BMPOGHMLTBA). BuaaneHHs oanHUL BUMipHOBaHHS
[epy, ANS WBKMAKOCTI NnepeMillyBaHHA Ha eTani
NPUroTYBaHHS PO34MHY Ta AesKi pefakuiiHi npaBku.

6e3
peyenma

UA/6180/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

65.

FEHOTPOMNIH
®

MOPOLLIOK
niochinizoBaHuin Ta
PO3UMHHKK AN
pO34nHy AnA

iH ekuili no 36 MO
(12 mr); 1a6o 5
nonepeaHL0
HamnoBHEHMX PYYOK,
Lo MicTATb 1
[ABOKaMepHui
KapTpuox (nepegHs
Kamepa 3 NopOoLLKOM
Ta 3a4HA Kamepa 3
PO3YMHHWKOM NO
1,13 mn (M-kpeson,
maHiT (E 421), BOAa
ONs iH'eKLA)) KoXHa,
Y KapTOHHii Kopobuyj;
1 a6o 5 nonepefHbO
HamnoBHEHNX PYYOK,
Lo MicTATb 1
[ABOKaMepHui
KapTpuox (nepegHs
Kamepa 3 NopOLLKOM
Ta 3a4HA Kamepa 3
PO3YMHHWKOM NO
1,13 mn (M-kpeson,
MmaHiT (E 421), BOga
ONs iH'eKLA)) KoXHa,
Y KapTOHHi Kopobuj
3i CTMKepoM

Mdpaiizep
IHK.

CLWA

Mcpaiizep
MeHtodek4ypuHr
Benbria HB

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |

TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS

Ta/abo afpecu 3asiBHMKA (B/laCHMKA peecTpavjiiiHoro
nocBigyeHHs) - 3MiHa agpecu 3asiBHUKA.

3a
peyenmom

UA/11798/01/02

66.

FEHOTPOIIH
®

MOPOLLIOK
nioghinizosaHuin Ta
PO3YMHHVWIK A5
PO3UUHY ON151 iH'EKLLIA
no 16 MO (5,3 wmr); 1
nonepeaHL0
HanoBHEHa pyuka,
Lo MicTuTb 1
[ABOKaMepHui
KapTpuox (nepegHs
Kamepa 3 NopOoLLKOM
Ta 3a4HA Kamepa 3
PO3YMHHWKOM NO
1,14 mn (M-kpeson,
MmaHiT (E 421), BOAa
Ons iH'ekuiin)), y
KapTOHHI kopobuj;

Mdpaiizep
IHK.

CLIA

NOBHUIA LMKN
BMPOOHMLITBA,
BWMYCK Cepii:
Mcpaiizep
MeHtohekuypuHr
Benbria HB,
Benebris
BMPOOBHULITBO in
bulk, koHTponb
AKOCTi, NepPBUHHE
nakyBaHHs
Betep ®apma-
PepturyHr rméX i
Ko. KI', HimeuunHa

Benebrisi/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |

TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecu 3asBHMKA (B/1aCHUKA pPEECTpaLiiHOro
NnocBigYeHHs) - 3MiHa agpecu 3asaBHUKa.

3a
peyenmom

UA/11798/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

1 nonepeaHLO
HanoBHeHa pyuka,
Lo MicTnTb 1
[ABOKaMepHui
KapTpuox (nepegHs
Kamepa 3 NopOLLKOM
Ta 3a4HA Kamepa 3
PO3YMHHWKOM NO
1,14 mn (M-kpeson,
MmaHiT (E 421), BOga
Ons iH'ekuiin)), y
KapTOHHIl Kopo6Li 3i
CTVIKEpOM

67.

FEHOTPOIIH
®

MOPOLLIOK
nioghinizosaHuin Ta
PO3YNHHVIK AN
PO34UHY ON151 iH'EKLLIA
no 16 MO (5,3 wmr); 1
nonepeaHL0
HanoBHEHa pyuka,
Lo MicTuTb 1
[ABOKaMepHuii
KapTpuox (nepegHs
Kamepa 3 NopOoLLKOM
Ta 3a4HA Kamepa 3
PO3YMHHWKOM NO
1,14 mn (M-kpeson,
MmaHiT (E 421), BOAa
Ons iH'ekuiin)), y
KapTOHHI KOpo6L;i 3
MapKyBaHHAM
YKpPaiHCLKOK Ta
aHrNincoLKo
MoBamu; 1
nonepeaHLo
HanoBHEHa pyukKa,
L0 MicTuTb 1
[ABOKaMepHuii
KapTpuopx (nepegHs
Kamepa 3 MopOLLKOM
Ta 3a4Hs Kamepa 3
PO3YMHHMKOM NO
1,14 mn (m-kpeson,
MaHiIT (E 421), BOoga
ONs iH'eKuin)), y
KapTOHHI Kopo6uji 3
MapKyBaHHAM
aHrNificbkoo abo

Mdpaiizep
IHK.

CLIA

NOBHUIA LWKN
BMPOOHMLITBA,
BUMYCK Cepii:
Mcpaiizep
MeHtohekuypuHr
Benbrisa HB,
Benebris
BMPOOBHULITBO in
bulk, koHTponb
AKOCTi, NepPBUHHE
nakyBaHHs
Betep ®apma-
PepturyHr rméX i
Ko. KI', HimeuunHa

Benbrisi/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS Yy3araslbHEHMX AaHUX NPO cUcTeMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3piicHeHHs1 hapMakoHarnsgy B YKpaiHi, SKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnisgy) 3miHu oo
y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
3aABHUKA.

3a
peyenmom

UA/11798/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

iHLLIOK IHO3EMHOI0
MOBOIO 3i CTUKEPOM
YKparHCLKO Ta
aHrNiNCbKOK
MOBaMu

68.

FEHOTPOMNIH
®

MOPOLLIOK
niocpinizoBaHunin Ta
PO3YMHHKK AN
pO3unHy ans

iH ekuih no 36 MO
(12 mr); 1 a6o 5
nonepegHL0
HamnoBHEHNX PYYOK,
Lo MicTtaTb 1
[ABOKaMepHui
KapTpuox (nepegHs
Kamepa 3 NOPOLLKOM
Ta 3a4Hs kamepa 3
PO3YMHHVKOM NO
1,13 mn (M-kpeson,
maHiT (E 421), BOAa
ONA iH eKLA)) KoXHa,
Y KapTOHHIli kopobLi
3 MapKyBaHHsM
YKpaiHCbKOIo
MoBoI0; 1 abo 5
nonepegHL0
HamnoBHEHNX PYYOK,
Lo MicTtaTb 1
[ABOKaMepHui
KapTpuox (nepegHs
Kamepa 3 NOPOLLKOM
Ta 3a4Hs kamepa 3
PO3YMHHWKOM NO
1,13 mn (M-kpeson,
maHiT (E 421), BOAa
ONA iH eKLA)) KoXHa,
Y KapTOHHIli kopobLi
3 MapKyBaHHsM
aHrnificbkoto abo
iHLLIOIO iIHO3EMHOI0
MOBOH 3i CTUKEPOM
YKpaiHCbKOK Ta
aHrNiicbkoto
MoBaMu

Mdpaiizep
IHK.

CLWA

Mdparizep
MeHtohekuypuHr
Benbris HB

Benbris

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
3aABHUKA.

3a
peyermom

UA/11798/01/02

69.

FENAPUH-
HOBO®APM

PO34UH NS iH'EKLN,
5000 MO/mn; no 2
M/, 4 M abo 5 mny

ToBapucTeo
3
obmexeHo

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBiAANbHICTIO

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo 3MiHM A0

3a
peyenmom

UA/10826/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
dhnakoHi; no 5 Bignosigaib thipma y3araslbHeHrX faHux Npo cucteMy dpapMmakoHarisgy
hnakoHiB y HicTto hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AaHUX MPOo cuctTemy
KOHTYpHIlA "Hosothapm- BiocnHTes" thapmakoHarnagy, 3miHa ynosHOBaXeHoi ocoow,
YapyHKOBIli BiocuHTes" BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
ynakosLij; no 1 KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
KOHTYpHIlA 3AilicCHeHHs hapMakoHarnsgy B YkpaiHi, SKLL0 BOHa
YapyHKOBIli yrnakoBLi BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
B Nnauui 3 KApTOHY 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnisgy) 3mMiHa KOHTaKTHUX
JaHNX yNOBHOBaXeHOT 0CObYM 3asBHMKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3Hax0o[KeHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jACHEHHs1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
70. | TEMATOKC KOHLeHTpaT Ans TOB YkpaiHa KoHTposb, Bunyck Ykpaina/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a He UA/12890/01/01
pPO34MHYy NS «®APMACE cepit: HimeyunHa TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom nionse
iHdysiiA, 500 mr/mn; N» TOB cepTuduikat BiANOBIAHOCTI €BpONENCHKil ae
no 10 mn B amnyni; "®APMACEN", thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
no 10 amnyn y navui Ykpaina HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
3 KapTOHY BTopuHHa MoHorpadii Y abo €sponeiicbkoi thapmakonei, abo
yrakoBKa, iHLIOT HauioHasTbHOI thapmakonei aepxasu EC (3miHa
KOHTPONb: y cneyudikauisix, nos'sasaHa 3i 3miHamu B 4®Y, abo
XONOMAK

depnakyHrcTexHik
'M6X, HimeuunHa
Brpo6HMuTBO
Hepo3dacoBaHoi
npoayKuii,
nepBuHHA Ta
BTOPUHHA
ynakoBka,
KOHTPO/b:
XONOMAK
depnakyHrcTexHik
m6X, HimeuunHa

€Bponericbkiin hapmakonei, abo iHLWIA HalioHaNbHIi
dhapmakonei gepxasu €C) npuefeHHs cneyudikauii
[ONOMDKHOI peyoBUHM BoAa A1st iH'ekwiit “in bulk” y
BiANoBigHICTL A0 BUMOr EP “Water for injections in
bulk” 04/2017:0169.3MiHu | TUNY - 3MiHU WOA0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHW) 3MiHW BHECEHO A0 iHCTPYKLiT 4719 MeANYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain “MobiyHi
peakuii” WoA0 BaXNNBOCTI 3BITyBaHHSA NPo MobiYHi
peaxuii. BBe4eHHA 3MiH NpOTArom 6-Tu MicsLiB micns
3aTBEPMKEHHS. 3MiHW | TuMny - 3MiHK 3 AKoCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta
KOHTPO/I0 IKOCTi FOTOBOrO fiKapCbKOro 3acoby (3amiHa
abo foflaBaHHA BUPOOHMKA, L0 BigNOBIgaE 3a
BBE3€eHHs Ta/abo BuUMyck cepii) - Bkatouaroun
KOHTPO/b/BMNPOGYBaHHSA cepii. 3miHa
MiCLLe3Hax0pKeHHS BUPO6HMYOT AinbHuLi TOB
"®APMACEN", wo Bignosigae 3a KOHTPO/Ib, BUMYCK
cepil. 3MiHV BHECEHO A0 iHCTPYKLii 415 MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby B po3ain
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaKEHHS NOr0 AiS/IbHOCTI", K HACNIfoK -
BiANOBIAHI 3MIHW Yy TEKCTIi MapKyBaHHS yNakoBKU
NiKapcbKoro 3acoby. BBeAeHHs1 3MiH MPOTAroM 6-Tu
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MicAUIB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHW). OHOBNEHHA TEKCTY MapKyBaHHS
NiKapcbKoro 3acoby, a came BUyYEeHO BUKNaLEHHS
TEKCTY POCIiCbKOK MOBOIO Ta 3a3Ha4yeHo N1oroTun
3aABHVKa/BMPO6HMKA. BBEAEHHSA 3MiH NPOTArOM 6-TK
MicALiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. BuyyeHHst BUPOGHMYOT
AiNbHULI (BKNOYatoum AinbHUL Ana A®l, npomikHoro
npoaykTy abo roToBOro sikapcbkoro 3acoby, AinbHULi
NS NpoBefieHHsA NakyBaHHA, BUPOOHNKa,
BiZJNOBIAALHOO 3a BMMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIGHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(AKLLLO 3a3HAYEHO Y A0CHE) BUYYEHHSA COYHKLLT
BWMYCKY cepii 4518 BUpo6HMYOT AinbHuui XOJTOMAK
PepnakyHrctexHik FTM6X BaHxodwTpace 20, 73453
ABTCrMIOHA-YHTEPrpbOHiHreH, HimeyunHa. 3miHu
BHECEHO A0 iHCTPYKLiT A1 MeANYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby B po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaJKEHHS 1oro
OiSNTBHOCTI", SIK HACNIAOK - BiAMOBIAHI 3MIHU Y TEKCTI
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpPKEHHSA
71. | FEPUENTUH niocpinizat ana TOB «Pou Ykpaina Brvpo6HMuTBO cuwA/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/13007/01/02
® KOHUeHTpaTy Ans YkpaiHa» Hepo3cacoBaHoi LLsenuapis TMny - 3MiHK 3 AKkocTi. A®l. BUpo6bHMLTBO. 3MiHK peyenmom
pO3uunHy ons npoAyKuii, BMNpo6yBaHb abo JOMYCTUMUX MeX Y NPOLEeCi
iHcpysiii no 440 wr; nepBuHHE BUpOGHMLUTBa API, LLL0 BCTAHOBEHI Y cneuudikauisx
niodpinizat gns nakyBaHHs, (nopaBaHHA ab0 3amiHa BUNPOGYBaHHS 3a
KOHLeHTpaTy Ans BMNPOOYBaHHSA pe3ynbTatamu gocnifxeHb 3 6e3neku abo SKocTi)
pO34nHy Ans KOHTPO/I0 AKOCTI [ofaBaHHsA HOBOTrO MeTOAY BUNPOGYBaHHS B MPOLIECI
iHcpysin y dphnakoHi, (TinbKkn BMPOGHMLITBA Ait04O0T peyoBUHN TpacTy3ymaby - MNP
pasom 3 20 mMn CTEPUNBHICTb Ta Leptospira, ansi 060X BUPOGHNKIB Ajit0HOT PEeYOBUHU -
PO3UMHHMKA MeXaHiuHi Genentec, Inc. (Vacaville) USA Ta Roche Singapore
(PO3YMHHUK: BK/IIOUYEHHS): Technical Operations Pte. Ltd., Singapore. BeegeHHs
6akTepiocTatuyHa [hxkeHeHTeK IHK., 3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpPKEHHS.
BOAA ANS iH'exuii 20 CUA; 3MiHu | TUnNYy - 3MiHK 3 AKocTi. A®IL. KoHTponb AdI.
M/1, WO MICTUTb [xeHeHTek IHK., 3MiHa y napameTpax crneundikauiii Ta/abo
1,1% 6eH3un0BOro CLUA; [ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikauisx Ha
cnupTy Ta BoAy ANns BTOpuHHe A®I, ab0 BUXIQHWIA/NPOMKHUIA NPOAYKT/peareHT, Lo
iH'eKUili) y hnakoHi B nakyBaHHs, BVKOPVCTOBYIOTbCSA Y npoueci BupobHuurea AdI
KapTOHHIA KopooLi BMNPOOYBaHHSA (monoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM SIKOCTI
KOHTPOJI0 SKOCTI, Ta BiANOBIAHUM METOLOM BUNPOOYBaHHSA) LONOBHEHHS
BUWMYCK Cepii: cneumdikawii Ailo4oi peyoBMHN TpacTysymaoby
®.XohbpmaHH-/15 MOKa3HWKOM SIKOCTi - KOHTPO/b MiKpO6iooriYyHOro
Pow NTa, HaBaHTaXeHHs (< 10 KYO/10 mn) gnsa 060x

Lseiuapis;

BMPOGHWKIB Ait040i peyoBuHM - Genentec, Inc.
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Po3unHHuK: (Vacaville) USA Ta Roche Singapore Technical
Brpo6HMuTBO Operations Pte. Ltd., Singapore. BBegeHHs 3MiH
Hepo3chacoBaHol NpOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS 3MiHM |
npoaykuii, TMny - 3MiHK 3 AKkocTi. A®l. BUpo6HMLTBO. 3MiHM
nepBuHHe BUNpobyBaHb abo AONYCTUMUX MEX Y NPOLLECI
nakyBaHHs, BMPOGHULTBa ADI, L0 BCTAHOB/EHI Y crewudikauisx
BTOPVIHHE (OofaBaHHA HOBOro BUMPOBGYBaHHS Ta JONyCTUMUX
nakyBaHHs, MeX) AoAaBaHHA aflbTePHATUBHOrO MeToay A4S
BMNPOGYBaHHSA BM3HAUYEHHS KOHLEHTpaLji 6isika TpacTy3symaby
KOHTPOJI0 SIKOCTI, (SoloVPE) B npoueci KOHTPO/I0 BUPOH6HMYOro npouecy
BMNYCK cepil: 4151 060X BUPOBHWKIB Aito4oi peyoBuHU - Genentec,
®. XothbdpmaHH-/15 Inc. (Vacaville) USA Ta Roche Singapore Technical
Pow Nrg, Operations Pte. Ltd., Singapore. BBeeHHS 3MiH
LLiBeiiuapis NPOTArom 6-Tv MiCAILiB Micns 3aTBepKeHHs. 3MiHu |

TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT
AinbHULI (BKAOYatoum AinbHuGi ana A®l, npomikHoro
nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpoBefieHHs NaKyBaHHs, BUPOOHNKa,
BiANOBIAA/IbHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOI peYOBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) BUTyYEHHS BUPOOHWMKA -
®.XohdpmaHH-/1a Pow JTa, MpeH3axepwitpacce 124,
4070 basens, LBeliuapis, BignoBiganLHOro 3a
BMNPOBYBaHHSA KOHTPO/O AKocTi J13.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAXKEHHS. 3MiHM | TMny - 3MiHK 3 SKOCTi. ADI.
Brpo6HMUTBO. 3MiHM BMNpo6yBaHb abo AonyCTUMKX
MeX y npoueci Bupo6HuuTea A®I, 10 BCTaHOBNEHI Y
cneumdikalisx (iHLWi 3MiHW) Y3ropKeHHS
BUMPOOYBaHHA Mikoniasmu 3a [OnoMOror
BUKOpPUCTaHHA MeToauku MJIP gnsa mikonnaasmu,
BK/TIOYAIOYN [OAATKOBUI NO3UTUBHWIA KOHTPO/Tb
(KMBUIA KOHTPONb 3 fodaBaHHsAM M. orale) ans gjroyoi
peYOoBUHM TpacTy3ymaby A5 060X BUPOOHUKIB Aitoyoi
peyoBuHM - Genentec, Inc. (Vacaville) USA ta Roche
Singapore Technical Operations Pte. Ltd., Singapore.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHS. 3MiHM | TMny - 3MiHK 3 SKOCTi. ADI.
Brpo6HMUTBO. 3MiHM BMNpo6yBaHb abo AonyCTUMKX
MeX y npoueci Bupo6HuuTBa A®I, 110 BCTAHOBNEHI Y
cneumdikauifx (iHLWi 3MiHW) HE3HAYHI 3MiHW LLOAO
onucy KynbTUBYBAHHSA K/ITUH Ta 360py K/ITVH, onucy
npoLecy OYULLEHHS Ta MoAUdikaLii, KOHTPOsIIO
KPUTUYHKX CTagill Ans TpacTy3ymaby Ta NPOMiXHOro
NPOAYKTY TpacTy3ymabdy 3 METOH Y3rO[KEHHS onuncy
npotecy BUPO6GHULTBA Ta JONYCTUMUX MEX Ha
BMPO6HWYIN ainsiHUi Genentec, Inc. (Vacaville), USA
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(3.2.5.2.2) Ta (3.2.S.2.4) 3 ycima iHWKMK
3apeecTpoBaHMMMN BUPOGHUYMMY AiNsaHKamu;
OHOBJIEHHS 3 METOIO BK/TOYEHHSI MEX BUNPOOYBaHb B
npoveci BUpobHuUTBa AN1a 6akTepiasibHOro
eHO0TOKCUHY, pH Ta nonicopbary 20 ana 6ydepHux
PO34MHIB 719 OCTATOYHOIO OYMLLEHHS Y NPOLECi
BMPOGHMLITBA Ajl040T pevyoBnHU TpacTy3symaby Ta
MPOMDKHOrO NPOAYKTY TpacTy3ymaby Ans 060x
BMPOGHUKIB Ailo4oi peyoBuHY - Genentec,
Inc(Vacaville), USA ta Roche Singapore Technical
Operations Pte. Ltd., Singapore, 6e3 3MiH y
BaUlifOBaHOMY MpoLieci Ta NpurotTysaHHi 6ycepHoro
po3uunHy. BBegeHHs 3MiH npoTsArom 6-Tv MicsLiB nicns
3aTBEPKEHHS. 3MiHN | TUny - 3MiHW 3 AKOCTi. AdI.
Brpo6HMLUTBO. 3MiHM BMNPO6yBaHb abo fonyCTUMMX
MeX y npoueci BupobHuutea A®I, 10 BCTAHOBNEHI Y
crneundikayisx (iHWwi 3MiHWM) HE3HAYHI 3MiHW B ONKUCI
KyNbTUBYBaHHS KNITUH Ta 3060py KNITUH, & TakoxX y
KOHTPOI KpUTUYHUX CTagiil Ans TpacTtysymaby Ta
MPOMDKHOIO NPOAYKTY TpacTy3ymaby 3 MeToro
Y3rO[XKEHHSA ONKCY NpoLecy BUPOGHULTBA Ta MEX Ha
BMPOGHWUIl AinsaHui Roche Singapore Technical
Operations Pte. Ltd., Singapore 3 ycima iHLWMMKN
3apeecTpoBaHMN BUPOOHNUYMMU LiNsHKaMU.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y (iHLwi 3MiHKn)
3MiHM Yy cneyudikauil 415 roToBoro NPoAykTy, a came:
a) BK/IIOYEHHS 404aTKOBOI 3HauyLWoi uydpu Ans
nokasHuka «Bmict Bogu»; 6) fogaBaHHs MeToay
BUMPOOYBaHHA AN BU3HAYEHHS BMICTY BOAW Ha
OCHOBI METOAVKM BUNPOMIHIOBAHHS 6/IMXKHBOrO
iHthpauepBoHoro cnekTpasibHoro giana3oHy (NIR) sk
anbTepHaTMBHOrO MeTody Ao Metoay Kapna ®iwepa
npu BUNYCKY; B) AofaBaHHA BMICTY 6ifka MeTofoMm
Y®-cnekTpockonii (rpaBiMeTpUYHMIA) Sk
anbTepHaTNBHUI MeToA A0 06’'EMHOrO NPUroTyBaHHS
NS AiNsSHOK roToBOro NpoaykTy. Lieit meTtopg, Bxe
BMNPOBaMKEHWI 418 BUNPOBYBaHHSA Ail04oi peyoBuHU
npu Bunycky. r) BuganeHHs 3 Cneyucpikadii rotoBoro
NpPOAYKTY iHhopMaL,ii LWoA0 ONMCY KOHTElHepY, LWo
06yMOB/IEHO TUM, LU0 3rigHO pekomeHaauii ICH Q6B
[aHa iHhopmMauia 3a3HavyaeTbcs B po3gini
peecTpaLuiiiHoro gocke P.7 i He NoTpebye feTanizawji
B CneumdikaLyii roToBOro NpoAykTy. Takox AaHa 3miHa
Jonomoxe BUpiBHATM Cnevumdikayito roToBoro
NpoAyKTy 3apeecTpoBaHy B YkpaiHi 3 Cneuudikallietro
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rOTOBOrO NPOAYKTY 3apeecTpoBaHy B iHLLMX KpaiHax

CBITY, TaK fiK YKpaiHa eanHa KpaiHa e onuc
KOHTelHepy BK/IOYeHO B Cneuudikal,ito roToBoro
NPOAYKTY Ha AaHuii MOMEHT; I') BUZasIeHHs onucy
BiJHOB/IEHOr0 PO34MHY, TakK AK AaHa iHhopmauis

ay6ntoe iHhopmaLiito, Lo 3a3HaveHa B «Konboposa
wkana €sp. ®apm». Takox pe3ysibTaTt KoNipHoi raMu
BignosigHo Ph.Eur, NnoBHIcTIO Bignosigae
BCTAHOB/IEHVM BMMOraMm i € 6inblL 06'EKTUBHOO
BENINUMHOI0; [1) NpUBEAEHHS NpuMIToK B Cneuudikauii
roTOBOro NPOAYKTY Y BiANOBIAHICTb O OPUTiH&/ILHOTO
[OKYMEHTY peecTpavjiiiHoro gocke, a came po3giny
P.5.1 laHa 3miHa TakoX CTOCYETbCS 3aTBEPMAKEHUX
MeTogiB KOHTPO/IO AKOCTI Ta NPU3BOANTL A0
BHECEHHS 3MiH [0 MeTofiB KOHTPOSIO SKOCTI.
3anponoHoBaHa 3MiHa He YNHWUTb HECTIPUATINBOTO
BIM/IMBY Ha SKICTb, 6€3MNeyYHIiCTb Ta e(DEKTUBHICTb
roToBOro fikapcbkoro 3acoby F’EPLEENTVH®,
niodpinisar AN KOHUEHTpaTy A8 pO34uHy ANs iHAys3ii
no 440 mry cpnakoHi Ne 1 y KOMNMeKTi 3 PO34NHHUKOM
no 20 mn y donakoHi Ne 1. BeefeHHs 3MiH NpoTArom 6-
TN MiCALB NicNs 3aTBEpPMKEHHS. 3MiHW | Tuny - 3MiHK
3 AKoCTi. FoTOBUIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbKoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYyCTUMKX MEX FOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHM) 3MiHV 4,0 NPOTOKONY
nicnspeecTpaLjiiHoro BUBYEHHS A4/151 TOTOBOrO
NPOAYKTY Ta y cneumdikawii npn BUNycky 415 roToBOro
npoaykTy, a came: a) jonoBHeHHs1 meTogoM CE SDS
NGS y HeBigHOBNIOBasIbHNX YMOBaXxX NOKa3HUKa
«YuctoTtax» 3 KpUTEPIAMU NPUAHATHOCTI 415 OCHOBHOIO
nika Ta cymy nonepegHix nikis 3amiHu. Lia 3amiHa
MeToAy npu cTabifibHOCTI NNaHyeTbCa AN
BiIK/1a4€HOro BNPOBaKEHHS; 6) 3BY>KEHHS KpUTEPIiB
NPUIAHATHOCTI NPU BUNYCKY Ta cTabinbHOCTI Ans
HEBUAMMMX YACTOK; B) 3MiHa MNOKa3HWKIB
«[Mpo3opicTb/onanecueHTHICTb» Ta «Konip
BiJHOB/IEHOrO PO34MHY», L0 06YMOB/IEHO
npuBeEeHHSAM AaHNX NOKa3HUKIB Y BiANOBIAHICTb A0
MOKPaLLEHOro Ta 06’€KTUBHILLOTO MeToAy TeCTyBaHHS
BiAnoBiAHO 00 €Bp. Papm., BigNOBIAHO 4O CBITOBUX
NpakTuK Ana FepuenTuHy, 3By)XXeHHs Kputepiis
NPUAHATHOCTI 4719 NokasHuka pH, Wwo 6asyeTbesa Ha
icTopii BUPOGHULITBA Ta 3BY)XXEHHSI KpUTEPIiB
NPUIAHATHOCTI 419 NOKa3HMKa YACTOTU MeTofoM SE
HPLC (MOHOMep) Ha OCHOBI icTOpIii BUPO6HULITBA Ta
BK/TIOYEHHSA AOAATKOBOrO [eCATKOBOrO 3HaKy Ans

Kpaworo Bigo6paXeHHs MOXAMBOCTEN MeToay; I)
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3BY)EHHS KPUTEPITB NPUAHATHOCTI /19 NOKa3HUKa
ynctoTn metogom IE-HPLC gns nika 3 1a nika 4, wo
6a3yeTbCA Ha iCTOpil BUPOOHMLTBA Ta NPUBEAEHHI

cneumdikauii rotToBoro fikapcbkoro 3acoby y
BiANOBIAHICTb A0 cneumdikavii 3aTBepakKeHol B
LLIBeiiuapii 3 MeTo rapMoHi3auii iHhopMalii, a Takox
BK/TIOYEHHS AOAATKOBOrO [eCATKOBOrO 3HaKy Ans
KpaLLoro Bijo6paXKeHHs MOX/IMBOCTE MeToay; I')
3aMiHa MeToAy CTepWUIbHOCTI METOLOM BUTOKY resito
abo BUTOKy 6apBHVKa (aNlbTepHATUBHWIA), AOAAHOMO
0Nns 3a6e3neyveHHs LinicHoCTi repmeTusadii
KOHTeliHepa npu cTabinbHOCTI; ) BUAANIEHHA
BMNPOGYBaHHSA BMICTY BOAW, OCMONSNIBHOCTI Ta
bakTepiasibHUX eHAO0TOKCUHIB Npu cTabinbHOCTi; JaHa
3MiHa TaKoX CTOCYETbCS 3aTBepMkeHnx MeTogis
KOHTPOJTIO AKOCTi Ta NPU3BOAMTL [0 BHECEHHS 3MiH A0
MeTogiB KOHTPOIO SKOCTi. 3anponoHoBaHa 3miHa He
YNHUTbL HECNPUATIMBOTO BM/IMBY Ha AKICTb,
6e3neyHiCTb Ta e(PeKTVBHICTb FOTOBOTO /1iKapCbKOro
3acoby FrEPLEMTWH®, niocinizaT ANns KOHUeHTpaTy
ON5 pO3unHy A5 iHdpy3ii no 440 Mry donakoHi Ne 1y
KOMM/IEKTI 3 PO34YMHHMKOM 1o 20 M1y conakoHi Ne 1.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roToBOro
nNikapcbKoro 3acoby (iHLWi 3MiHM y meTodax
BMNpOoGYBaHb (BK/HOYa4M 3amiHy abo [OMNOBHEHHS))
3MiHU [0 CTaHAApPTHOro 3paska roToBoro Nikapcbkoro
3acoby, a came: a) NpUroTyBaHHA Ta kBanidikauis
HOBOrO NEPBMHHOTO CTaHAAPTHOrO 3paska; b)
nonpaska [/19 3apeecTPOBaHOro 3Ha4YeHHS akTUBHOCTI
[ANa BTOPUHHOTO KOHTPOJIbHOTO 3paska. BeegeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKoro
3aco0y (He3Ha4yHa 3MiHa y 3aTBepMXeHNX MeTodax
BUNPOBYBaHHSA) HE3HAYHI 3MiHN Y 3aTBEPKEHUX
MeTogax BUNpobyBaHHS /liKkapCbKoro 3acoby, a came: -
OHOBJIEHHSA ONUCY METOZAY BUNPOGYBaHHS
ineHTudikauii Tpactysymaby; - OHOBMIEHHA Onucy
MeToAy BUNPOOYBaHHS YNCTOTV METOAOM
eKcKno3neHol BEPX; - oHOBMeHHs onucy meTtoay
BMNPOBYBaHHA unctotTn metogom |I0O-BEPX; -
OHOBJ/IEHHS OMUCY METOAY BUNPOOYBaHHS aKTUBHOCTI;
- OHOBJIEHHS OMMCY METOAY BUNPOGYBaHHSA BUAUMUX

4yacToK. BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicas
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3aTBEPMKEHHSA

3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHNYOI AiNbHUL (BKNOYaOUN AinbHuL ans AdI,
NPOMDKHOro NPoAYyKTy abo roToBOro JliKkapCbKoro
3aco0by, AiNbHUL AN18 NpoBeAEeHHsS NaKyBaHHS,
BMPOGHWKA, BifNOBIAAILHOMO 3a BUMYCK Cepili, MicLe
NpOBefEeHHS KOHTPOSIO cepii) abo nocTavanbHuKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEYOBUHM (AKLLIO 3a3HAYEHO Y J0CbE) BUTYYEHHS
BMPOGHUYOI AinbHNLi [JkeHeHTek IHK., 1000 Hbto
XopaliizeHc Beli, Bakasinn, CA 95688, CLUA 3
BMUNPOBYBaHHA KOHTPOO AKOCTi J13 (Tinbku
CTEPWU/IbHICTb Ta MeXaHi4Hi BK/I0UeHHS1). BBeaeHHsA
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPaXEHHS.
3Mminn [l TUny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpOAYKT/peareHT, LWo
BVKOPVICTOBYIOTBCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHW) fJoAaBaHHA A0AATKOBOro napameTpy y
crneundikauito ans adyko3nsibOBaHUX rikaHiB 3
BifjNOBIAHNM METOA0M KOHTPOJIIO MPU BUMYCKY -
rigpodpinibHa B3aemogis 2-amiHob6eH3amiy, MeToLoM
yNbTPaBNCOKOEEKTUBHOT PigUHHOI Xpomatropadii (2-
AB HILIC-YBEPX) y gitouili peyoBuHM TpacTy3symaby
npw BMNYCcKy Ans 060X BUPOOHUKIB Ajt040T pevyoBUHN -
Genentec, Inc. (Vacaville) USA ta Roche Singapore
Technical Operations Pte. Ltd., Singapore. BeBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3Minn |l Tuny - 3MiHn 3 axkocTi. A®l. Bupo6HMUTBO.
3MiHN BUNpobyBaHb abo fOMYCTUMUX MeX Y NpoLieci
BMPOGHMLTBa ADI, L0 BCTAHOB/EHI y cnewudikalisx
(iHLWi 3MiHW)
3MiHa AONYCTUMUX MEX, L0 3aCTOCOBYHOTLCA Y
KOHTPO/Ii B NpOLLEeCi BUPOGHMLITBA Ait0U0T peYOBUHA
TpacTy3ymaby Ta NpOMKHOro NPOAYKTY TpacTy3ymabdy
[Ans 060x BUPOGHWKIB Ailo4oi peyoBrHY - Genentec,
Inc. (Vacaville) USA Tta Roche Singapore Technical
Operations Pte. Ltd., Singapore. BBefieHHS 3MiH
NPOTArom 6-T1 MicALIB MiC/1A 3aTBEpKEHHS. 3MiHu ||
My - 3MiHK 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BMKOPUCTOBYIOTbCSA Y Npoueci BupobHuutea AP (iHwi
3MiHM) 3MiHM y MapameTpax crneumdikayiin Ta
ponyctummnx Mex Ha A®I npu sunycky, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BupobHuutea APl




74

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
TpacTy3ymalby Ta NpOMiIXXHOro NPOAyKTY
TpacTy3symaby, a Takox 3MiHu cneuudikawii
npomikHoro npoaykty A®l Tpactysymady 3a
MPOTOKO/IOM CTabiNIbHOCTI. BBEAEHHS 3MiH NPOTAroM
6-TU MicsAUIB Nicnsa 3aTBEPKEHHS
72. | TNEHCNPEN cnpeii HasaslbHUIA, [-p Peppj'c IHAisA nexmapk IHAisa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepiasis: 3MiHu | 3a - UA/14550/01/02
[030BaHwni, Na6opatopi dapmacbloTrKans TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
cycneHsis, 50 c Nita,. nra. thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
MKr/fo3y no 60 abo NnoJaHHsA perysisipHO OHOBJIHOBaHMX 3BITIB 3 6e3nekn
120 po3y nikapcbknx 3acobiB. 3MiHa 4acToTu Ta TEPMIHY
nonieTuneHoBoMy nofaHHA perynsapHoO OHOBJ/IIOBAHOIO 3BIiTY 3 6e3neku
dnakoHi; no 1 nikapcbkoro 3acoby: [itova pegakuis: Yactota
hnakoHy 3 nopaHHa PO3B — 5 pokiB KiHueBa gata gns
[,03yH04MM HACcoOCOM- BK/IOYEHHA aaHnx no PO3b — 22.05.2022p.; faTa
posnuoBavem, nogaHHs — 20.08.2022p. MNponoHoBaHa pefakwjs:
3aKpUTUM YacToTa nogaHHa PO3B — 3 poku; KiHueBa fata ans
KOBNa4yKkom, y BK/OYEHHA gaHnx ao PO3b — 22.05.2023 p.; faTa
KapTOHHI KOPOOL nogaHHa — 20.08.2023 p. PekomeHA0BaHO [0
3aTBEpAKEHHS BiANOBIAHO A0 NEepPiOANYHOCTI NoJaHHS
perynspHoO OHOB/IOBAHMX 3BITiB 3 6e3neKkn NikapCbknx
3acob6iB y €sponelicbkomy Cotosi.
73. | FNMIOKO3A- po3uuH aNns iHgysiii, | ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/6284/01/01
HOBO®APM 50 mr/mn; no 200 mn 3 06MeXeHo TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenmom nionsie
abo 250 mn, abo 06MEXEHO BiAMOBIQa/bHICTIO Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI ae
400 mn, abo 500 mn Bignosigasb hipma BMPOGHMKa/iMnopTepa roToBoro ikapcbkoro 3acoby,
y naswkax; no 250 HicTto hipma "HoBodhapm- BK/IIOYAKOUM [iNbHULi BUNYCKY cepii abo micue
mn abo 500 mny BiocnHTes" NPOBeAEHHS KOHTPOJIO AKOCTI. (AisNbHICTb, 3a Ky
naketax "HoBodhapm- BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKIOUAKUN BUMYCK
BiocuHTes" cepiii) 3MiHa aapecy BUPOGHMKa TOBapuUCTBO 3
obmMexeHolo BignosigasbHICcTIo dhipma "Hosodhapm-
BiocuHTes": 3MiHM BHECEHO B iHCTPYKL,O AN1s
MeAMYHOro 3aCTOCYBaHHS NMikapCcbKoro 3acoby y
po3ain "Micue3HaxokeHHs BUPOOHVKa Ta agpeca
MiCLil MPOBaKEHHS AOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaM¥ B TEKCTi MapKyBaHHS ynakoBOK. TepMiH
BBEAEHHSA 3MiH - MpOTAroM 6 micauis nicns
3aTBEPMKEHHS.
74. | TNIOKO3A- po3unH s iHdpysili, | ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/6284/01/01
HOBO®APM 50 mr/mn, no 200 mn 3 06MEXEHO TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
a6o 250 mn, abo 06MexeHo BiANOBif&/IbHICTIO thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
400 mn, a6o 500 mn Bignosigaib thipma y3araslbHeHVX faHunx Npo cuctemy papmakoHarnsgy
y naswkax; no 250 HiCTtO oipma "HoBodhapm- (BBEAEHHSA y3araslbHEHNX AAHUX MPO CUcTeMy
mMn abo 500 mny "HoBodhapm- BiocuHTes" thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobw,
naketax BiocuHTes"

BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobM 3 thapmakoHarnfgy 3assHuka gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI

3a 34iicHeHHs hapmakoHarnsgy (Bkawyarum
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3adBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 dhapMakoHarnsay
75. | AANAUVH KpeM BariHa/bHui1 2 Mdpaiizep CLIA dapmajs i CWA BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/1903/03/01
MIXBOBUIA %; no 20 r y Ty6i; no IHK. AnpkoH KomnaHi TMny - 3MiHKM Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
KPEM 1 Ty6i pasom 3 3 nnc thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
annikatopamu B y3ara/isHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHI Kopoo6Li (BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3piicHeHHs hapMakoHarnsay B YkpaiHi, SKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu hapmakoHarnsgy) 3miHu oo
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
3asBHUKA.
76. | AANALVH U kancynu no 300 mr; Mdpaiizep CLWA dapeBa AMb6ya3 PpaHuin BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a - UA/1903/02/02
no 8 kancyny IHK. TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nictepi; no 2 Ta/abo afpecu 3asBHMKA (B/1aCHUKa peecTpavjiiiHoro
6nictepu B NnocBiAYeHHS) - 3MiHa afpecu 3asiBHUKa
KapTOHHI Kopoo6Lli
77. | AANALUVH U Kancynu no 150 mr; Mdpaiizep CLA dapeBa Ambyas PpaHuis BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a - UA/1903/02/01
no 8 kancyny IHK. TMny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
6nicTepi; no 2 Ta/abo agpecu 3asiBHMKa (BlaCHUKa peecTpaviiHoro
6nictepu B NnocBiJYeHHsT) - 3MiHa afpecu 3asiBHUKa
KapTOHHiiA Kopo6Lli
78. | AANAUVH L, kancysm no 150 mr; Mdpaiizep CLWA dapeBa Ambyas ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/1903/02/01
no 8 kancyny IHK. TMny - 3MiHK Woao 6esnekn/edpekTMBHOCTI Ta peyenmom
6nictepi; no 2 thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
6nictepu B y3ara/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHIA Kopoo6Li (BBELEHHSA y3araslbHEHNX AaHUX MPO cuctTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SiKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHu go
y3arasisHeHUX faHux Npo cucTemy dhapmakoHarnsgy
3a8BHVIKa.
79. | AANALUVH L kancysun no 300 mr; Mdoaiizep CLIA PapeBa AMbGyas3 PpaHujs BHECEHHS 3MiH 40 peecTpauiiHnx martepianis: 3MiHu | 3a - UA/1903/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
no 8 kancyny IHK. TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nicTtepi; no 2 thapmakoHarnagy. BeegeHHs abo 3miHu fo
6nictepu B y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
KapTOHHI KOpooLi (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
thapMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0c0obM 3 hapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHum oo
y3ara/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
3asBHUKA.
80. | AANALVH L, PO3YUNH NS iH'EKLN, Mdpainzep CLWA Mdpaitzep Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/10372/01/01
DOCDAT 150 mr/mn; no 2 mMn IHK. MeHtohekuypuHr TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
abo no 4 mn B Benbris HB thapmakoHarnagy. BeegeHHs abo 3miHu fo
amnyni; no 1 amnyni y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
y 6nicTepi; no 1 (BBEAEHHSA y3araslbHEHUX AaHVX MPO cUcCTemy
6nictepy B thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI kopobuyj; BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnaay;
no 2 mn abo no 4 mn KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
B amnyni B 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
KapTOHHI KOopoo6Li BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHu go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
3asBHUKA.
81. | AEKPICTON® | kpanni opasbHi, TOB "MIBE Ykpaina mi6e MmeX HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/20117/01/01
KPANNI po3unH 20000 YKPAIHA" ApuHaiimiTTens TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
MO/mn; cepTudpikaT BignoBigHOCTI EBponelickkiii
no 10 M/ po3ynHy y hapmakonei/moHorpadii. NMogaHHs HoBoOro abo
dhnakoHi- OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
KpanesbHULi 3 BWU/TyYEHHs1 cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KPULLIKOIO, LU0 thapmakonei: ana A®l; gns BuxigHoro
3arBuUHYyeTbHCA; No 1 mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
donakoHy y naui BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHUKa (3aMiHa ab0 JONOBHEHHS)
pofaHHa Hosoro CEP Ne R1-CEP 2016-266-Rev 00
ons gitoyoi peyosuHu Cholecalciferol Big HoBoro
BMpobHuKa Fermenta Biotech Limited, IHAjs
(4ONOBHEHHS).
82. | AENO- cycneHsisa gns Mdpaiizep CLA Mcpaiizep Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/10030/01/01
MEAPON iH'ekuji1, 40 mr/mn; IHK. MeHodekuypuHr TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1 mn y cha1akoHi; Benbris HB hapmakoHarisgy. BeegeHHs abo 3MiHM Ao
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
no 1 conakoHy B y3aras/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHIA Kopoo6Li (BBELEHHSA y3araslbHEHNX AaHUX MPOo cuctTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YkpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHu go
y3arasisHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
3asBHUKA
83. | AENO- cycneHsis ans Mdpaiizep CLWA Mdpaiizep Benebris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/11244/01/01
NMPOBEPA® iH'exuiid, 150 mr/mo; IHK. MeHtodekuypuHr TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1 mn cycneHsiiy Benbris HB thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
dhnakoHi abo y3araslbHeHrX faHux Npo cucteMy dpapMakoHarisgy
3anoBHeHOMY (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
wnpuvyi, no 1 hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
chnakoHy a6bo 1 BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
LUNPWLY B KAPTOHHIlA KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
Kopoo6Li 3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHu go
y3ara/isHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
3asBHVIKA.
84. | ANUHACTAT niodpinizar ana Mdpaiizep CLA BTOPWUHHE Benbrisi/ BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/2525/01/01
PO3UUHY ON1s1 iH'EKLLNA IHK. nakyBaHHs1, BUMYCK cuwA/ TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom
no 40 wr; 5 cepii: ITanis Ta/abo agpecu 3asiBHMKa (BacHUKa peecTpaviiHoro
dhnakoHiB 3 Mdpaiizep NnocBifYeHHs1). 3MiHa afpecu 3asaBHUKA.
niocpinizatom y MeHodekuypuHr
KOMN/IEKTi 3 5 Benbrist HB,
amnynamm Benbris

PO3UMHHYMKA MO 2 M
(hatpito xnopug,
BOAA AN iH'EKUiN) ¥
KapTOHHIA Kopoo6Li

BMPOBGHULTBO in
bulk, nepsunHHe
nakyBaHHS:
dapmalis i
AnmpkoH KomnaHi
NNC, CWA
BUPOOHUKM oNs
PO3UYNHHKIKA:
NOBHWIA LMKN
BMpo6GHULTBA Ta
BUMYCK:
Mdpaiizep
MeHtodekuypuHr
Benbris HB,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Benbris
NOBHUIA LKA
BMPOGHUMLITBA Ta
BUMYCK:
AxTasic ITanisa
C.n.A., lItania
85. AVNHACTAT niodpinizat ana Mdpaiizep CWA BTOpPUHHE Benebris/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/2286/01/02
PO34UHY A5 iH'EKLLlA IHK. nakyBaHHs1, BUMYCK CWA TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
no 40 wr; 10 cepii: Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro
dhnakoHiB 3 Mdpaiizep nocsigyeHHs). 3mMiHa agpecu 3asBHYKA.
niocpinizatom y MeHtodek4ypuHr
KapTOHHI Kopoo6Li Benbria HB,
Benbris
BMPOBGHULTBO in
bulk, nepsuHHe
nakyBaHHS:
dapmajs i
AnpkoH KomnaHi
NNC, CLWA
86. | ANHACTAT niodpinizat ana Mdpaiizep CLA BTOPWHHE Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/2286/01/02
PO3UUNHY ANS iH'EKLINA IHK. nakyBaHHs, BUMYCK CWA TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 40 wr; 10 cepii: thapmakoHarnsgy. BeegeHHs abo 3miHv o
donakoHiB 3 Mcpaiizep y3arasibHeHUX faHux Npo cuctemy chapmakoHarnsgy
nioghinizatom y MeHtochekuypuHr (BBEAEHHSA y3araslbHEHUX AaHVX MPO cMCTeMy
KapTOHHI Kopoo6Li Benbris HB, thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
Benbris BiANOBiAANbLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
BMPOBGHULTBO in KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
bulk, nepsuHHe 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
nakyBaHHs: BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
dapmavjs i 3a 3fjicHeHHs hapmakoHarnagy (Bkyatoun
AngpkoH KomnaHi KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
NNc, CWA (paiina cuctemu papmakoHarnsgy) 3miHu 1o
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
3aABHUKA.
87. | ANHACTAT niogpinizat gna Mdcpaiizep CLIA BTOPUHHE Benbrisa/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/2525/01/01
PO34UMHY ANs iH'EKLR IHK. nakyBaHHs1, BUMyCK CLA/ TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 40 wr; 5 cepii: ITanis thapmakoHarnsgy. BeegeHHs abo 3miHM o
h1aKkoHiIB 3 Mdpaiizep y3araslbHeHVX faHnx Npo cuctemy papmakoHarnsgy
niocpinisatom y MeHogeKUYpPUHT (BBEAEHHSA y3aras/lbHEHNX AAHUX MPO CUCTEMy
KOMNNEKTi 3 5 Benbrist HB, thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
amnynamu Benbris BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;

PO3YMHHYKKA MO 2 M1
(HaTpito xnopug,
Bofa ANs iH'eKUil) y
KapTOHHI KOpOOL;

BMPOBGHULTBO in
bulk, nepsuHHe
nakyBaHHS:
dapmauis i
AnmpkoH KomnaHi
Nnnc, CWA
BMPOGHUKM ANst

KOHTaKTHOI 0cobM 3 thapmakoHarnfgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, K0 BoHa
BiAMiHHa Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 34iicHeHHs hapmakoHarnsgy (Bkavarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHu oo
y3araJisHeHNX JaHnX Npo cucTemy dpapmakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
PO3YMHHYIKA: 3asBHVIKa.
NOBHUIA LKA
BMPOGHUMLITBA Ta
BUMYCK:
Mcpaiizep
MeHtohekuypuHr
Benbria HB,
Benebris
NOBHWUIA LKA
BMPO6HMLTBA Ta
BUMYCK:
AkTasic ITanis
C.n.A., Itanis
88. | ANMNPOCIMAH | cycneHsia ans OpraHoH Lseiiuapi [ns amnyn: ®paHuia/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a - UA/9168/01/01
® iH'ekyiin; no 1 mn B CenTtpan Ict A Brpo6Huk in bulk, Benbris UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
amnyni; no 5 amnyn 6X nepBuHHE KOHTposb roToBoro fikapcbkoro 3acoby (iHLwi 3MiHu) -
B KapTOHHIl nakyBaHHs: OHOB/IEHHS BXe 3aTBEPMKEHNX METO/AIB KOHTPOSIO
Kopobui; no 1 mn B CEHEKCI HSC, SKOCTi NMikapcbKoro 3acoby, a came BUKNaAEHHSI TEKCTY
nonepeaHL0 dpaHuis; [ep>XXaBHOK MOBOIO 3rifHO Cy4acHVUX BUMOT; 3MiHu |
HanoBHEHOMY BupobHuk 3a TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
wnpuvyi; no 1 NOBHUM LMK/TOM: KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
LUMPULY B KOMNJIEKTI OpraHoH XeiicTt MeToAax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
31a6o2 68, benbris; (oHOBNEHHSA NpoLenypy BUNpPoBbyBaHHA AN
CTEepU/IbHUMU [nsa nonepefHb0 npuBELEHHS Y BiANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
rosiKkamu B HanoBHEHNX ctatTeto Y abo €sponeiicbkoi hapmakonei) -
naacTKoBOMy LUMPULLIB: BunyueHHsi onucy metoauku «O6’'eM HANOBHEHHS»
KOHTeliHepi B Brpo6Huk 3a MK$A /13 AunpocnaH, cycnensis ans iH'ekuin no 1 mn 8
KapTOHHIA KopooLi NOBHVM LMK/TOM: amnynaH Ne5,3 MeTol NpuBeeHHS Yy BiANOBIAHICTb A0
CEHEKCI HSC, EP ta p.3.2.P.5.
®paHuis;
Brpo6HuK 3a
MOBHUM LMK/IOM:
OpraHoH XeWnct
6B, benbris
89. | ANDNHOKAH Kancynu no 50 mr, Mdpaiizep CLWA dPapeBa AMb6ya3 PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/5970/02/01
® no 7 kancyny IHK. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom

6nictepi; no 1
6nictepy B
KapTOHHI ynakosLi

chapmakoHarnsgy. BeefeHHa abo 3miHn o
y3araslbHeHVX faHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX MPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, SKLWo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu papmakoHarnsgy) 3miHu oo
y3araslbHeHVx aHux npo cuctemy dpapmakoHarnsay
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
3asBHUKA
90. | ANDTIOKAH Kancynu no 100 mr, Mdpaiizep CLA dPapeBa AMb6ya3 PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/5970/02/02
® no 10 kancyny IHK. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nictepi; no 1 thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepy B y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHI ynakosLii (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu hapmakoHarnsgy) 3miHu oo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
3asBHUKA
91. | ANDPTHOKAH kancynu no 150 mr, Mdpaiizep CLA dPapeBa AMb6ya3 PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 - UA/5970/02/03
® no 1 kancyniy IHK. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
6nictepi; no 1 thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nictepy B y3arasibHeHNX faHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHI ynakosLi (BBEAEHHSA y3araslbHEHUX AaHWX MPO cMcTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, SKLWo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjicHeHHs hapmakoHarnaay (Bkvatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu papmakoHarnsgy) 3miHu oo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
3asBHUKA
92. | ANDPNOKAH po34nH aNna iHdysid, Mdcpaiizep CLWA dapesa Ambyas ®paHuisa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/5970/01/01
® 2 mr/mn; no 50 mn IHK. TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
a6o 100 mny thapmakoHarnsgy. BeegeHHs abo 3miHM Ao
chnakoHi; no 1 y3araslbHeHVX faHux npo cuctemy papmakoHarnsgy
chnakoHy B (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
KapTOHHI ynakoBLi thapmakoHarnsay, 3miHa ynoBHOBaXeHOoi ocobu,
BiNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobK 3 thapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 34iicHeHHs hapmakoHarnsgy (Bkavarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHu oo
y3ara/ibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
3asBHUKA
93. | AONOKC TabneTkun, BKPUTI "HOHiK IHAiA FOHiK IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/3939/02/01
PETAP[ NNiBKOBOIO dapmacboT dapmacboTuKasl TMny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
060/10HKOI0, nkan NabopaTtopis thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
NPONOHIOBaHHOT Ail JNabopaTopis (BipfineHHs dipmun y3araJslbHeHUX AaHux nNpo cuctemy dapmakoHarnsgy
no 100 wmr; no 10 " "Ox. B. Kemikan3 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
Tabnetok y 6nictepi; | (BiggineHHs eHf thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
no 1, no 2, a6o no chipmn " Ox. $apmacbloThkan3 BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
10 6nicTepiB y B. Kemikans nrpt) KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
Kopoo6Li eHf 3[iicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
dapmacbioT BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
nkans Nita.") 3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3aBHMKaA, BignoBigasibHOI 3a
hapmakoHarnsg,.
[Litova pepakuin: Dr. Ameya P. Satam / p. Ames
CaTtam. NponoHoBaHa pefakuin: benikosa CsiTnaHa
MwuxaiiniBHa. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
0cobu 3asiBHUKa, BiAMNOBIA&/ILHOT 3a (hapmakoHarnsa,.
3MiHa MicLe3HaxomKeHHA MacTep-thalina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHS1 OCHOBHOI AiANIbHOCTI 3 hapMakoHarnsay.
94. | AOCTUHEKC | Tta6netku no 0,5 wmr; MNPAN3EP CLA Mdcparizep ITanis ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/5194/01/01
no 2 abo no 8 IHK. C.p.n. TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
TabneTok y hNakoHi; thapmakoHarnagy. BeegeHHs abo 3miHn fo
no 1 dnakoHy B y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
KapTOHHIA KopooLi (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHu go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
3asBHUKA
95. | EIMMOHIN® Kancynu no 50 wmr; Heypakcap | HimeuuunH JENTb®APM ®paHuisa BHECEHHS 3MiH [J0 peecTpaviiiHuX maTepianis: 3MiHa 3a - UA/3818/02/01
Ne 30 (15x2): no 15 M a AODKOH 3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom
Kancyn y énictepi; Ap3HelimiTTe noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
no 2 6nictepu B nb M'm6X

KapTOHHI kopobuyj;
Ne 30 (30x1): no 30
Kancyny énictepi;
no 1 6nictepy B
KapTOHHIA Kopoo6Li

460) TepMiH BBeAEHHS 3MiH - NPOTArom 6 MicsiLiB
nicnsa 3aTBepakeHHs; 3MiHu | Tuny - 3MiHKn Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BBefeHHs ab0 3MiHn [0 y3arasibHeHVX AaHuX npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
[aHux nNpo cuctemy dhapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asBHUKa AN 3LiCHEHHS
hapmakoHarnagy B YKpaiHi, KO0 BOHA BigMiHHA Bif
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n/n

JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo2o

96.

ErNOHIN®

YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
hapMakoHarnsgy (Bkovatoum KOHTakTHI AaHi) Ta/abo
3MiHM y pO3MiLLEHHI MacTep-chaiina cuctemu
hapmakoHarnsgy)- 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHVKa, BiANOBiAa/IbHOI 3a hapmakoHarnsag. Jivoya
pepakuis: Xogakiscbka TeTsiHa BavecnasiBHa.
MponoHoBaHa pepakuis: Fernanda Pulido Velasco.
3MiHa KOHTaKTHMUX AaHNX YNOBHOBAXEHOI 0Co6U
3a8BHWMKa, BiANOBiAaNbHOI 3a thapmakoHarnsag,.
BBefeHHs1 KOHTAKTHOT 0COOK 3asiBHUKA,
BiANOBiAANLHOI 3a 3filicCHEHHS (hapmakoHarnagy B
YKpaiHi.
lMponoHoBaHa pepakuisi: [laHinosa /lapyca
BonoavmupisHa. BBegHHSA KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoBigabHOI 3a
3piicHeHHs hapmMakoHarnsay B YkpaiHi. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsigy Ta iioro Homepa.
3MiHa Micus 34ilCHEeHHS1 OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy

nocsi0OYeHHs

Tabnetkn no 200 wr;
Ne 12 (12x1): no 12
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHIA KopooLi

Heypakcdap
M

Ap3HelimiTTe
nb FTM6X

HimeyunH
a

LENEOAPM
LIXXOH

®paHuisa

BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3miHa
3asBHuKa /13 (MIBIM) (BnacHvka peecTpaviiiHoro
noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460) TepMiH BBeAEHHS 3MiH - NPOTArom 6 MicsiLis
nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs ab0 3MiHn [0 y3arasibHeHVX AaHnX npo
cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHx
[JaHux nNpo cuctemy dhapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsagy (Bkoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BigNoBigaibHOI 3a hapmakoHarnsag. Jivoya
pepakuis: Xogakiscbka TeTsiHa BavecnasiBHa.
MponoHoBaHa pepakuis: Fernanda Pulido Velasco.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
BBefeHHs1 KOHTaKTHOT 0COOK 3asiBHUKA,
BiANOBIAANLHOI 3a 3filicHEHHS (hapmakoHarnagy B
YKpaiHi.
lMponoHoBaHa pepakuis: laHinosa /lapyca
BonoammupiBHa. 3MiHa MicLle3HaxXoMKeHHs MacTep-

thaiina cuctemun chapmakoHarnsgy Ta moro Homepa.

3a
peyernmom

UA/3818/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
3MiHa Micus 34ilCHEeHHS1 OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.
97. | EFNMOHIN® po3unH ANs iH'ekuid, | Heypakcdap | HimeuunH OENBb®APM ®paHuisa BHECEHHS 3MiH [J0 peecTpavljiiiHuX maTtepianis: 3MiHa 3a - UA/3818/03/01
100 mr/2 mn; Ne 6: M a LODKOH 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiHoro peyenmom
no 2 mna B amny’ii; Ap3HelimiTTe noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
no 6 amnyny nb FTM6X 460) TepmiH BBEA,EHHS 3MiH - TPOTAroM 6 micsiuis
KOHTYPHUX YapyHKax nicnsa 3aTeepgpkeHHs; 3MiHv | Tvny - 3miHu Woao
Y KapTOHHIli kopobLi 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs ab0 3MiHn [0 y3arasibHeHNX AaHnX nNpo
cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHx
[JaHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsagy (Bkoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeH0i 0co6u
3asBHVKa, BigNoBigaibHOI 3a hapmakoHarnsag. Jivoya
pepakuis: XogakiBcbka TeTsiHa BavecnasiBHa.
MponoHoBaHa pepakuis: Fernanda Pulido Velasco.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBiAaNbHOI 3a thapmakoHarnsag,.
BBefeHHs1 KOHTaKTHOT 0COOK 3asiBHUKA,
BiANOBIAANLHOI 3a 3filicHEHHS (hapmakoHarnsay B
YKpaiHi.
lMponoHoBaHa pepakuis: laHinosa /lapyca
BonoavmupiBHa. BBeAeHHS KOHTaKTHUX faHNX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
3piicHeHHs hapMakoHarnsay B YkpaiHi. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy Ta ioro Homepa.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/TbHOCTI 3
chapmakoHarnsgy
98. | ENIKBIC TabneTkun, BKpUTI Mdpaizep CLWA Bnpo6HMLTBO, CLUA/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a - UA/13699/01/01
NNiBKOBOIO IHK. KOHTPO/b AKOCTI ITania/ TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
060/10HKOM0, M0 2,5 Ta KOHTPO/1b HimeyunHa/ Ta/abo afpecu 3asiBHMKa (B/1aCHUKA pPEECTpaLiiiHOro
mr; no 10 TabneTok AKOCTI Npun Ipnangis nocsigyeHHs). 3mMiHa agpecu 3asBHYKa.
y 6nicTepi; no 2 BUNYCKY cepii:
6nictepn y nauui 3 BpicTon-Maiiepc
KapToHY 3 CkBi66
MapKyBaHHAM MeHtodhekuypuHr
aHrniicbkoto abo KomnaHi, CLLUA
iHLIO IHO3EMHOH MakyBaHHS,

MOBOIO 3i CTUKEPOM
YKpaiHCbKOI
MOBOI0; no 10

KOHTPO/Ib AKOCTI
Ta BUNycK cepi:
KataneHT AHarHi
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Tabnetok y 6nictepi;
no 2 6nicrepun y
nauvj 3 KapToHy 3
MapKyBaHHAM
YKpPaiHCbKOI MOBOH

c.p.n., Itanisa
nakyBaHHs,
KOHTPOb AKOCTI
npu BUNycKy cepii
Ta BUNycK cepi:
Mcpaiizep
MeHtohekuypuHr
[oiunena Mm6X,
Himeuunna
BMPOBHMLITBO,
KOHTPO/b AKOCTI
npu BUNYCKY cepii:
Mdpaiizep IpnaHgis
PapmacbloTikans,
IpnaHgis
BUWMYCK Cepii:
Copas
Nabopatopis T/A
Bpicton-Maiiepc
CkBi66
dapmacboTikas
OnepeiHs,
ExcTepHan
MeHtoekuypuHr,
Ipnangis

99.

ENIKBIC

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 5 Mr;
no 10 tabnetok y
6nicTepi; no 6
6nicTepiB y nauui 3
KapTOHY
MapKyBaHHAM
aHrnincokoo abo
iHLLIOI IHO3EMHOI0
MOBOH 3i CTUKEPOM
YKpaiHCbKOIo
MOBOt0; rno 10
TabneTtok y 6nicrepi;
no 3 abo no 6, abo
no 10 6nictepis y
nauvj 3 KapToHy 3
MapKyBaHHAM

Mdpaiizep
IHK.

CLIA

Brpo6HMUTBO,
KOHTPO/b SAKOCTI
Ta KOHTPO/Tb
AKOCTI Npu
BWMNYCKy Cepil:
BpicTon-Maiiepc
CkBi66
MeHtohekuypuHr
Komnari, CLUA
MakyBaHHs,
KOHTPO/b SAKOCTI
Ta BUMyCK cepii:
KaTtaneHT AHarHi
c.p.n., Itanisa
nakyBaHHs,
KOHTPO/Ib AKOCTI
npu BUNycky cepii
Ta BUMyCK cepii:

YKpaiHCbKOI Mcpaiizep
MOBOIO; Mo 14 MeHtohekuypuHr
TabneTtok y 6nictepi; [oiuneng MmoéX,
no 2 6nictepu y HimeuuunHa
nauji 3 KapToHy 3 BMPOBHULITBO,

CLUA/
ITania/
HimeuunHa/
Ipnangis

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |

TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecu 3as8BHMKA (B/1aCHUKA pEECTpaLiiiHOro
nocBifyYeHHs1). 3MiHa agpecu 3asBHUKA.

3a
peyenmom

UA/13699/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
MapKyBaHHAM KOHTPO/Ib AKOCTI
YKpPaiHCbLKOI MOBOHO npw BUNYcKy cepi:
Mdcpaiizep IpnaHgis
dapmacbloTikans,
IpnaHgis
BUMYCK Cepii:
Copas
Nab6opatopis T/A
Bpicton-Maiiepc
CkBib6
PapmacbloTikas
OnepeiiHs,
ExcTtepHan
MeHoheKkyypuHr,
IpnaHgis
100. | ENIKBIC TabneTku, BKPUTI Mdpaiizep CLWA B1po6HMLTBO, CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/13699/01/01
NNiBKOBOIO IHK. KOHTPO/b AKOCTI ITania/ My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKO0, M0 2,5 Ta KOHTPOSIb Himeuunna/ thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
mr; no 10 TabneTtok AKOCTi Npu IpnaHgisa y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy

y 6nicTepi; no 2
6nicTepn y nauui 3
KapToHY 3
MapKyBaHHSAM
aHrnincobkoto abo
iHLLIOIO iIHO3EeMHO10
MOBOIO 3i CTUKEPOM
YKparHCbKOO
MOBOIO; Mo 10
Tabnetok y 6nictepi;
no 2 6nictepn y
nauuj 3 KapToHy 3
MapKyBaHHSAM
YKparHCbKO0 MOBOIO

BUNYCKY cepii:
Bpicton-Maiiepc
CkBib6
MeHtodek4ypuHr
Komnasi, CLLA
MakyBaHHA,
KOHTPO/b AKOCTI
Ta BUNycK cepii:
KaTtaneHT AHarHi
c.p.n., Itanisa
nakyBaHHs,
KOHTPO/b AKOCTI
npu BUNycky cepii
Ta BUNycK cepii:
Mcpaiizep
MeHtodek4ypuHr
[oiuneng MmoX,
HimeyunHa
BMPOBGHULITBO,
KOHTPO/b SAKOCTI
npu BUMYCKyY cepii:
Mdpaiizep IpnaHgis
dapmacboTikans,
IpnaHgis
BUNYCK cepil:
Copas
Na6opatopis T/A
BpicTon-Maiiepc
CkBi66

(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;

KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuka ons

3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA

BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum

KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHu go

y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy

3asBHUKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
dapmacbloTikan
OnepeiLHs,
EkcTepHan
MeHoek4ypuHr,
IpnaHgis
101. | ENIKBIC TabneTkn, BKPUTI Mdpannzep CLWA Bnpo6HMuTBO, CLUA/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a - UA/13699/01/02
NAiBKOBOO IHK. KOHTPO/Ib SKOCTI ITanis/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOH0, M0 5 Mr; Ta KOHTPO/1b HimeyunHa/ thapmakoHarnagy. BeegeHHs abo 3miHu fo
no 10 TabneTok y AKOCTI Npu Ipnangis y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
6nictepi; no 6 BWMNYCKY Cepil: (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
6nictepis y nayui 3 BpicTon-Maiiepc thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapToHYy CkBi66 BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
MapKyBaHHAM MeHtodhekuypuHr KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa gns
aHrniicbkoo abo KomnaHi CLLUA 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
iHLLOIO iIHO3EeMHOI0 MakyBaHHs, BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
MOBOIO 3i CTUKEPOM KOHTPO/Ib SKOCTI 3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
YKpaiHCbKOO Ta BUNycK cepi: KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
MOBOt0; rno 10 KataneHT AHarHi thaiina cuctemmn chapmakoHarnsgy) 3miHn o
TabneTtok y 6nictepi; c.p.n., Itanisa y3araslbHeHrX faHux Npo cucteMy dpapmMakoHarnsay
no 3 abo no 6, abo nakyBaHHs, 3asBHMKa
no 10 6nicTepis y KOHTPO/b SAKOCTI
nautii 3 KapToHy 3 npw BUNYyCKy cepii
MapKyBaHHAM Ta BUNycK cepi:
YKPaiHCbKO0 Mdpaitzep
MOBOIO; Mo 14 MeHtohekvypuHr
Tabnetok y 6nictepi; [oitunena Mm6X,
no 2 6nictepu y Himeuunna
nauuj 3 KapToHy 3 BMPOBHMLITBO,
MapKyBaHHAM KOHTPO/b AKOCTI
YKparHCbKO MOBOIO npu BUNYCKY cepii:
Mdpaiizep IpnaHgis
dapmacbloTikans,
IpnaHgis
BUWMYCK Cepii:
Copas
Nabopatopiz T/A
BpicTon-Maiiepc
CkBi66
dapmacboTikas
OnepeiwHs,
ExcTepHan
MeHtohekuypuHr,
IpnaHgis
102. | ENI®OP Tabnetku Mdpaiizep CLA Brpo6Hu1uTBO, Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/14972/01/01
NPOSIOHroBaHoI Aji Eiy.Ci.Mi. nepBrHHe Ta HimeuunHa TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 100 wmr; no 14 KopnopeiiL BTOPWUHHE thapmakoHarnsgy. BeegeHHs abo 3miHM o
TabneTok y 6nicTepi; H nakyBaHHS y3arasibHeHNX faHnx Npo cucTemy dhapmakoHarnsgy

no 2 6nictepv B

KOHTPO/Ib SIKOCTi:

(BBEAEHHS Yy3araJlbHEHMX AaHUX NPO cUCTEMY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KapTOHHI KOopoo6Li Mdpaiizep IpnaHgis thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
PapmacbloTikans, BiANOBIAaANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
Ipnangis; KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
MepBrHHE Ta 3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO BoHA
BTOPWUHHE BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
nakyBaHHs, BUMYCK 3a 3fjiicHeHHs1 hapMakoHarnsay (BkYarum
cepii: Mdpaiizep KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
MeHtodek4ypuHr thaiina cuctemun chapmakoHarnsgy) 3miHu 1o
Joliuneng MvoX, y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
HimeyunHa 3asBHUKA
103. | ENI®OP Tabnetku Mdpaiizep CLIA Brpo6Hu1UTBO, Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/14972/01/02
NPOSIOHroBaHoI Aji Eiy.Ci.Mi. nepBrHHE Ta HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 50 wmr; no 14 Koprnopeiiw BTOpPUHHE thapmakoHarnsgy. BeegeHHs abo 3miHv o
TabneTok y 6nicTepi; H nakyBaHHs y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
no 2 6nictepu B KOHTPO/Ib SIKOCTI: (BBEAEHHSA y3araslbHEHNX AAHUX MPO cUcTeMy
KapTOHHIA KOpoo6Li Mdpaiizep IpnaHgis thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
dapmacbloTikans, BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
Ipnangis; KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
MepBrHHE Ta 3pjiicHeHHs hapMakoHarnsay B YkpaiHi, AKLO0 BoHa
BTOPWUHHE BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
nakyBaHHs, BUMYCK 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
cepii: Mdpaiizep KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
MeHtodek4ypuHr thaiina cuctemu hapmakoHarnsgy) 3MiHu 1o
[Joiuneng MvéX, y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
HimeyunHa 3asBHUKA
104. | EHBPEN® PO3YUH AN151 iH'EKLNA, Mdpaiizep CLWA KOHTPOb AKOCTI Ipnangis/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a - UA/16786/01/01
50 mr/mn; 4 Eiy.Ci.Mi. nikapcbKkoro Benbris TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
nonepeaHLo Kopnopeiiwu 3acoby B Ta/abo afpecu 3aABHKKa (BN1acHMKa peecTpauiiiHoro
HanoBHEHI LWNpuLm H nonepegHL0 noceifyeHHs). 3MiHa agpecu 3asBHUKa
no 0,5 mn (25 mr) HaMoOBHEHMX
a6o no 1 mn (50 mr), wnpuuax:
ab6o 4 nonepegHbLO Mdpaiizep IpneHg,
HanoBHEHI Py4ku Mo dapmaceyTvKaic,
1 mn (50 mr), 4 Ipnangis
TaMmnoHu 3i CNMPTom BUPOBHULTBO
y NNacTUKoBOMY nikapcbKoro
KOHTeliHepi; 3acoby B
nnacTnKoBuii nonepeaHLo
KOHTeliHep y HamnoBHEHMWX
KapTOHHI Kopoo6Li Lwnpuuax,

KOHTPO/b AKOCTI
nikapcbKkoro
3acoby B
nonepeaHLo
HanoBHEHNX
wnpuuax, Kpim
TecTy "bioaHani3
anonTtosy";
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
cKknagaHHs i
TecTyBaHHs
nonepegHL0
HanoBHEHNX
PYYOK;
MapKyBaHHS,
BTOPVIHHE
nakyBaHHS1, BUMyCK
cepii roToBOro
nikapcbKoro
3acoby:
Mcpaiizep
MeHtohekuypuHr
Benebris HB,
Benebris
105. | ENIPYBIUVH KOHLeHTpaT Ans EBEBE ABCTpIs NOBHUIA LWKN AscTpis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/4356/01/01
"EBEBE" pPO34MHYy NS Papma BMpOOHULTBA: HimeyunHa My - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HMNYOT peyenmom
iHdpysin, 2 mr/mn no lec.m.6.X. ®APEBA YHTepax AiNbHULI (BKNOYatoum AinbHuUi ana A®l, npomikHoro
5 mn (10 mr), abo no Hdpr.KI M6X, ABCTpIs; npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
25 mn (50 mr), abo BMNYCK cepil: 0151 NPOBeieHHSA NakyBaHHS, BUPOOHMKa,
no 50 mn (100 mr), EBEBE dapma BiANOBIA&1bHOIO 3a BMNYCK Cepiil, MiCLie NpOBEAEHHS
a6o no 100 mn (200 lec.m.6.X. Hoor. KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
Mr) y dpnakoHi; no 1 KI, ABCTpis; martepiany, peareHTy abo AONOMDKHOT PeYOBUHU
dhnakoHy B KOPOOLi KOHTPO/L/BNNPOGY (K0 3a3HaYeHO0 Y A0CbE) BunyyeHHs noctavyasibHUKa
BaHHS cepii: MM/ A®| SYNBIAS PHARMA LIMITED. 3anuwatoTbcs
Mikpobionoriwec anbTepHaTMBHI BUPOo6HMKK Sicor S.R.L., ITania Ta
Mptochnabop Gemini Pharmchem Mannheim GmbH, HimeuunHa
M6X, ABCTpIs;
KOHTPO/L/BUNPOBY
BaHHS cepii:
Na6op NIC CE &
Ko. KI', HimeyunHa
106. | ENIPYBIUW/H PO34nH NS iH'eKLi, Mepgak HimeuunH BTopuHHe Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/10941/01/01
MEAAK 2 mr/mn, no 5 mn, le3enbliad a nakyBaHHs, Yecbka TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
ab6o no 10 mn, abo T dotop MapKyBaHHS, Pecny6nika KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
no 25 mn, a6o no 50 KAiHiLe KOHTPO/b Ta napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
M, abo no 100 mny | Lneuiansnp BMNYCK Cepil: rOTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHW) He3HaYHI
donakoHi; no 1 enapare Mepak 3MiHM JONYCTUMMX MeX cnevudikauii 13 3 meToto
h1akoHy B KOPOOL M6X lesenbliadt chrop npuBeAeHHs y BiANOBIAHICTb A0 MaTepianis
KNiHiwe peecTpauiiiHoro Aocbe. 3MiHW | TRy - 3MiHK 3 AKOCTI.
Lneuiansnpenapa [oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
Te mM6X, nikapcbKoro 3acoby. 3MiHa y meTogax BUNpPo6yBaHHS
HimeuuunHa,; rOTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHW) He3HaYHI

Bupo6bHMuTBO "in
bulk", nakyBaHHs,
MapKyBaHHA Ta
KOHTPO/b cepii:
OHkoTek ®apma

3MiHM y MeToAax BUNpobyBaHHA /13 3a nokasHukamm
«KinbkicHe BU3HaueHHs enipyb6iLunHy rigpoxnopuay
MeTogom BEPX» Ta «Br3HauYeHHsi cynyTHIX JOMILLOK
MeTon0M BEPX».
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
MpopakwH MvbX,
HimeuunHa,
Brpo6HMUTBO "in
bulk", nakyBaHHs,
MapKyBaHHs Ta
KOHTpONb cepii:
OHkome[,
MeHbogIEKYEPIHT
a.c., Yecbka
Pecny6nika
107. | ENIPYBIUWH- | po3unH Ans iH'ekwuii, TOB «TeBa Ykpaina CiHgaH ®apma PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/20210/01/01
TEBA 2 mr/mn, no 5 mn Ykpaina» CPN TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
abo 25 mn thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui ae
nikapcbKoro 3acoby NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
Y CK/IAHOMY ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
dhnakoHi; no 1 OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby,
donakoHy B ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
KapTOHHI Kopoo6Li 3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(iHWi 3MiHM) 3MiHM BHECEHO B IHCTPYKLiO A1s
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ainy "3acTtocyBaHHs y nepio BariTHOCTi abo
rofyBaHHs rpy4ar” BignoBigHO 4O OHOB/IEHOT
iHhopMauii woao 6e3mnekn 3acTocyBaHHS Aito4oi
peyoBuHW. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicsLiB NicNsA 3aTBEPAKEHHS
108. | EPFTOLUETAN TabneTku, BKPUTI AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3miHu 11 6e3 - UA/17457/01/01
NNiBKOBOIO "KUIBCbKU BITAMIHHW TMny - 3MiHK 3 AKkocTi. APl BupobHMUTBO. 3MiHa peuyenma
060/10HKOI0 MO 5 W™r; " 3ABO" BMPOGHMKA BUXIAHOro/NPOMIKHOTO MPOAYKTY/peareHTy,
no 10 TabneTok y BITAMIHHU LLIO BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
6nictepi; no 1 a6o 3 1 3ABOA" ab0o 3MiHa BMPOOHUKa (BK/THOYatoun, fe HeobxigHo,
6nictepn y nauui MicLie MPOBEAEHHS KOHTPOsIO siKocTi) AdI (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKIli
thapmakonei y 3aTBepKeHOMY 40CLE)(BBEAEHHS
HOBOro BMpo6Huka APl 3 HagaHHAM mMacTep-cthaiina Ha
A®I) - BBeeHHSI BUpo6HUKa AD| neBoLeTUPU3NHY
ourigpoxnopuay Hunan Jiudian Hongyang
Pharmaceutical Co., Ltd., Kutaii Ha 3amiHy
3aTBepxeHoro BupobHnka A®l Hunan Jiudian
Pharmaceutical Co., Ltd., Kutaii
109. | ECKANEN Tabnetkn no 1,5 mr BAT YropwmHa BAT "leneoH YropwmHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/4789/01/01
no 1 Tabnetuiy "l'epeoH PixTep" TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
6nictepi; no 1 PixTep" cepTudikaT BignoBigHOCTI €Bponelickkilt

6nictepy pasom 3
KapTOHHUM
dyTnspom gns
36epiraHHsa 6aictepa

hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
hapmakonei: gns A®l; ans BUXigHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
B KAQpPTOHHIl marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
ynakoBLi BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBeHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
oHosrieHoro CEP ans fjtoyoi peqosuHn
nesoHoprecTpeny Ne R1-CEP 1999-141-Rev 04
(3aTBepaxeHo: R1-CEP 1999-141-Rev 03) Big
3aTBepAXeHOro BupobHrka Gedeon Richter Plc.,
Hungary
110. | ECKO/AH- TabneTku, BKPUTI CaHoBenb TypeuunH CaHoBenb Ins4 TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/9680/01/02
CAHOBE/b NNiBKOBOIO Insy CaHai a CaHai Be TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
o60oHKoto, no 20 BE TumxapeT A.LL. thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui ae
mr; no 10 TabneTok Tuoxapet NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 3 A.LL. ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
6nictepu y OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby,
KapTOHHIA KOopooLi ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ainu:
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOB/EHOT iH(hopMaLlii 3 6e3neku
L0401 PEYOBMHN.
111. | ECKO/AH- TabneTku, BKPUTI CaHoBesnb TypeuunH CaHosenb 1ns4 TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/9680/01/03
CAHOBE/b NNiBKOBOIO Insy CaHai a CaHai Be My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
060/10HKO10, M0 40 Be TupxapeT A.LL. hapmakoHarnsay. 3miHa y KopoTKiil XapakTepucTuLi ae
Mr; no 10 TabneTok Tuoxapet NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
y 6nicTepi; no 3 A.LL. 0151 MeANYHOro 3acTOCyBaHHSA Ha MiAcTasi perynsipHo
6nictepn y OHOBJOBAHOrO 3BiTY 3 6Ge3NeKN NiKapcbKoro 3acooby,
KapTOHHiiA Kopo6Li abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKUIT A5 MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainum:
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3nekn
L0401 PeYOBUHN.
112. | ECKOJ1AH- TabneTkn, BKPUTI CaHoBesnb TypeuunH CaHoBenb Ins4 TypeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/9680/01/01
CAHOBE/b NNiBKOBOIO Inay CaHai a CaHai Be TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom niosnsie
060/10HKot0, Nno 10 Be Tupxapet A.LLL dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTu ae
mr; no 10 TabneTok Tumxapet NiKapCbKOro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
y 6nicTepi; no 3 A.LL. [ANs MeAMYHOro 3aCTOCYyBaHHSA Ha MigcTasi peryssipHo
6nictepn y OHOBJIHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHI Kopoo6Lli ab0 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHWN BHECEHO [0 IHCTPYKLi 415 MegUUYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
L0401 PEYOBMHN.
113. | ECNA- TabneTtku, Wo Ecnapma HimeyuunH BUPOBHULTBO IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 - UA/17918/01/02
BACTUH® AucnepryoTsees B 6X a Hepo3acosaHoro UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
POTOBI NOPOXHWHI npoayKTy, KoHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
no 20 mr no 10 nepBuHHe MeToAax BUNPobyBaHHA rOTOBOTO /1iKapCbKOro 3acoby
Tabnetok y 6nictepi, nakyBaHHs, (He3HayHa 3MiHa y 3aTBeppKeHX meTogax
no 1 6nictepy B BTOpPUHHE BMMNpo6yBaHHA) He3HauHa 3MiHa 3a MOKa3HWKOM
ynakoBLi naxkyBaHHs, "P0o34mHeHHa" meTogom BEPX y 13
KOHTPO/Ib SIKOCTI,
BWMYCK Cepii:
Nab6opaTtopioc
MegikameHTOC
IHTepHacboHanec,
C. A, IcnaHis
114. | ECNA- Tabnetku, Lo Ecnapma HimeuunH BMPOGHMLTBO Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 - UA/17918/01/01
BACTUH® OucnepryloTbes B v6X a Hepo3dhacoBaHoro TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
POTOBI NOPOXHUHI NPOAYKTY, KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
no 10 mr no 10 nepBuHHE MeTofax BMNPOOYyBaHHS rOTOBOTO J1iKapCbKOro 3acoby
TabneTok y 6nictepi, nakyBaHHS, (He3HayHa 3MiHa Yy 3aTBEPKEHNX METOAAX
no 1 6nictepy B BTOPWHHE BMNPOGYBaHHSA) He3HauHa 3MiHa 3a NOKa3HUKOM
ynakoBLi naxkyBaHHs, "Po3unHeHHs" meTogom BEPX y /13
KOHTPO/b AKOCTI,
BMNYCK cepil:
NabopaTtopioc
MegikameHTOC
IHTepHacboHanec,
C. A, IcnaHis
115. | ECMEPA/Ib® | Tabnetku no 500 mr; | Heypakccap | HimeuuumH Cochapumekc - Moptyranis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHa 3a He UA/5332/01/01
Ne 20: no 20 M a IHaycTpia Kimika e 3asBHUKa /13 (MIBM) (BnacHWKa peecTpauiliHoro peyenmom nionsie
Tabnetok y onakoHi, | Ap3HeiimiTTe dapmaceyTika, noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne ae

no 1 pnakoHy B
KapTOHHiiA KOpo6Li

nb FM6X

C.A.

460) TepmiH BBeleHHSA 3MiH - NPOTArom 6 MicsLiB
nicna 3aTeepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/eddekTBHOCTI Ta hapMakoHariaay.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHUX Npo
cuctemy dpapmakoHarnsagy (BBefieHHs y3arasibHeHux
JaHunX Npo cucTemy dpapmakoHarnsgy, 3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy (BKovatoum KOHTakKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemn
thapmakoHarnagy) 3MiHa yrnoBHOBaXXeHO! 0cobu
3a8BHVKa, BignosiganbHOI 3a thapmakoHarnsag,. ditoya
pepakuis: XopakiBcbka TeTaHa BauvecnasiBHa.
MponoHoBaHa pepakuin: Fernanda Pulido Velasco.
3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0Co6u
3a8BHKa, BiANOBIAaNbLHOI 3a thapmakoHarnsag,.
BBefeHHs1 KOHTaKTHOT 0CO6U 3aABHMKA,
BiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsay B
YKkpaiHi.
MponoHoBaHa pepakuis: AaHinosa Jlapuca
BonognmupieHa. 3MiHa MiCLe3HaxXOMKEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy Ta oro Homepa.
3MiHa MicLs 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
116. | EBPO®DEB TabneTku, BKPUTI €Bpo Benuka l'eHedpapm CA Ipeuis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a - UA/18053/01/01
NNiBKOBOIO Naiidokep BpuTaHis TexHiYHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 peyenmom
o6onoHkoto, no 80 nrp, Ne 460) TexHiyHa nomunka B MKA - BunpasnieHHs
Mr; no 14 Tabnetok TEeXHIYHOT MOMUJIKU NOB'A3aHO 3 HEBIPHWM Mepeknagom
y 6nicTepi; no 1 abo abpesiaTypu (KO/IOHIEYTBOPIOKOYA OANHULSA) Y
no 2, abo no 4, a6o cneumdikauii n.12 MK Ha ykpaiHCbKy MOBY
no 6, ao no 7
6nictepiB y
KapTOHHI Kopoo6Li
117. | €EBPO®EB TabneTku, BKPUTI €Bpo Benuvka eHechapm CA Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a - UA/18053/01/02
NNiBKOBOIO Naiidokep BpuTaHis TexHiuHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peuyenmom
060510HKO0, Mo 120 nrp, Ne 460) TexHiyHa nomunka B MKA - BunpasnieHHs
Mr; no 14 Tabnetok TEXHIYHOT MOMWJIKN MOB’A3aHO 3 HEBIPHUM Nepek1agom
y 6nicTepi; no 1 abo abpesiaTypu (KO/IOHIEYTBOPIOKOYA OANHULSA) Y
no 2, abo no 4, abo cneumdikauii n.12 MK Ha ykpaiHCbKy MOBY
no 6, abo no 7
6nictepiB y
KapTOHHI Kopoo6Lli
118. | BABELOC® niodcpiniszar ana Mdpaiizep CLWA KopaeH ®apma ITanis BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a - UA/9322/01/01
po3unHYy AN IHK. Nartina C.n.A. TMNy - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
iHdpysii no 5 mr; 1 Ta/abo agpecu 3asiBHMKa (BlaCHUKa peecTpaviiHoro
hnakoH 3 NnocBifYeHHs1). 3MiHa agpecu 3asaBHUKA.
niocpinizatom B
KapPTOHHIN KOpoOU;i
119. | 3ACMOKINNK | 36ip no 60 r a6o no MpAT Ykpaina MpAT "Niktpasu" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 6e3 - UA/6044/01/01
BUIA 3BIP Ne 751y naykax 3 "NikTpasn" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma

2

BHYTPILLHIM

hapmakoHarnsay (iHwi 3miHn). 3MiHn BHeceHo y n. 17.




93

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

(CEBATVBH
WiA)

naketom; no 1,5ry
inbTP-NakeTi; No
20 dpinbTp-nakeTiB y
nauyi; mo1,5ry
inbTP-NakeTi; No
20 dpinbTp-nakeTiB y
nayuj 3 BHYTpPILHIM
nakeTom

IHLE TekcTy MapKyBaHHS yMakoBKM MiKapCbKoro
3acoby. BBefieHHs 3MiH NpoTArom 6-T MicsiliB nicns
3aTBEPLKEHHSA

120.

3NBOKC

PO3unH NS iHdys3il,
2 mr/mn; no 300 mn
B cucTeMmi s
BHYTPILLHbOBEHHOIO
BBELEHHSA; no 1
CUCTEMI B yNakoBL,i 3
naMiHOBaHoI
donbrm 3
MapKyBaHHAM
YKparHCLKO Ta
aHrnincoLKo
mosamu; no 100 mn
B CuUCTeMi gis
BHYTPILLHLOBEHHOTO
BBEfleHHs; no 1
cucTeMi B ynakoBL,j 3
naMiHOBaHOi
donbru 3
MapKyBaHHAM
YKpPaiHCbKOK Ta
aHrnincoLKo
MoBamMu abo MOBOH
KpaiH-uneHis €C i3
CTVKepOM
YKpParlHCbKO MOBOIO

Mdpaiizep
IHK.

CLWA

dpeseHiyc Kabi
Hopre AC

Hopseris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |

TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS

Ta/abo afpecu 3asiBHMKA (B/1aCHUKA pPEECTpaLiiHOro
noceigyeHHs) - 3MiHa agpecu 3asBHUKa

3a
peyermom

UA/1969/02/01

121.

30/10TOTUC
AYHNKA
TPABA

TpaBano 75ry
naykax 3 BHYTPILLHIM
naketom; no 1,5ry
iNnbTP-nakeTi; No
20 goinbTp-nakeTiB y
nauuj 3 BHYTpPILLHIM
naketom; no 1,5ry
inbTP-nakeTi; No
20 dpinbTp-nakeTiB y
navi

MpAT
"NikTpasn"

YKpaiHa

MpAT "NikTpaBn"

YKpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHN BHeCeHi y n. 17.
IHLWE TekcTy mapKyBaHHA ynaKkoBKM NiKapCbKoro
3aco6y. BBefieHHs 3MiH NpOTArom 6-T MicsLiB nicns
3aTBEPLKEHHS

6e3
peuyenma

UA/8472/01/01

122.

IBPAHC

kancynu no 100 mr,
no 7 xancyny
6nictepi; no 3
6nictepu y
KapTOHHI KOpOOL;

Mdpaiizep
Eiy.Ci.Mi.
KopnopeiiL
H

CLWA

Mcpaiizep
MeHogeKUYpPUHT
[oiuneng Mm6X

HimeuunHa

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu |

MRy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEeHyBaHHsI

Ta/abo afpecu 3asiBHMKA (B/1aCHUKa peecTpavjiiiHoro
noceifgyeHHs). 3mMiHa agpecu 3asBHVKa

3a
peyenmom

UA/15747/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
123. | IBPAHC Kancynm no 125 mr Mdpaiizep CLWA Mcpaiizep HimeuunHa BHECEHHS 3MiH O peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/15747/01/03
no 7 kancyny Eiiu.Ci.Mi. MeHtodek4ypuHr TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
6nicTepi; no 3 Kopnopeiiw [Loiuneng M6X Ta/abo afpecu 3asiBHMKA (B/laCHMKA peecTpavjiiiHoro
6nictepu y H noceigyeHHs). 3mMiHa agpecu 3asBHVKa
KapTOHHI Kopoo6Lli
124. | IBPAHC Kancynu no 75 mr no Mdpannzep CLWA Mdpaitzep HimeuunHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepiasis: 3MiHu | 3a - UA/15747/01/01
7 kancyn y 6nictepi; Eiiy.Ci.Mi. MeHtohekuypuHr TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 3 6nictepu y KopnopeiiL [Loiuneng MeX Ta/abo afpecu 3asiBHMKA (B/1aCHUKA pPEECTpaLiiiHoOro
KapTOHHI KOopoo6Li H nocsigyeHHs). 3mMiHa agpecu 3asBHVKa
125. | IMOBAKC cycneHsisa gns CaHodi PpaHuis BMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/14266/01/01
nonio® iH'exuili no 0,5 mn (1 MacTep Hepo3dhacoBaHOro YropwmHa MYy - AGMIHICTPaTUBHI 3MiHW. BuiyyeHHs BUPO6HMYOT peyenmom nionsie
BAKUUHA [03a) y nonepefHbL0 NPOAYKTY, AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro ae
ana 3anoBHEHOMY KOHTPO/b AKOCTI npoaykTy abo roToBOro /likapCcbKoro 3acoby, AiNbHUL
MPO®INTAKT npuui 3 Hepo3dhacoBaHOro 0151 NPOBeeHHSA NakyBaHHS, BUPOOHMKa,
NKN NPUKPINIEHO0 NPOAYKTY, BiANOBIA&bHOrO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
noniomieni rosnikoto (abo 2-ma BTOPWUHHE KOHTPO/0 cepii) abo nocTavanbHyKa BUXIigHOTO
TY OKPEeMUMU rofikamu); nakyBaHHs1, maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
IHAKTUBOBA | no 1 wnpuuy B KOHTPO/Ib SKOCTI (AKLLO 3a3HaYeHO Y A0CbE) - BunyyeHHs dyHKLi
HA PIAKA KapTOHHI kopobuyj; Ta BUMNyCcK cepii NEePBUHHOIO NakyBaHHSA (3anoBHEHHA LWNPULiB) 4N

no 0,5 mn (1 gosa) y
nonepegHL0
3anoBHEHOMY
npuui 3
NPUKPINIEHO0
rosnikoto (abo 2-ma
OKPeMMMU rofikamu)
B CTaHAapTHO-
€KCMOPTHiN
ynakoBLi, fika
MiCTUTbCA Y
KapTOHHI Kopobuji 3
iHCTpYKUieto ans
MeNYHOro
3aCTOCyBaHHS;

no 5 mn (10 po3s) y
hNakoHi 3 3axXMCHUM
KoBnaykom; no 1 a6o

(ans nonepegHLO
3anoBHEHNX
LnpuLiB);
BUPOBHULTBO
Hepo3cacoBaHoro
NPOAYKTY,
KOHTPO/b AKOCTI
Hepo3cacoBaHoro
NPOAYKTY,
HanoBHEHHS
(nepBuHHe
nakyBaHHs),
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BMNycK cepii
(ans dhnakoHiB):
CaHodpi Macrep,

BMPOBHUYOT AinbHULI CaHodpi Mactep 1541 aBeHio
Mapcenb Mep’e, 69280 Mapci n’ETyanb, ®paHuis Ta
npuBefeHHs OYHKLi 3apeecTpoBaHNX BUPOBHNKIB
(CaHodpi Mactep, Banb-ge Poii, ®paHuis; CAHOODI
BIHTPOM IHOACTPIA, ®paHui; CaHodi-ABeHTic 3pT.,
YropwuHa) Ao maTepianiB peecTpauiiHoro goceke 6e3
3MiH Y BUPOGHNYOMY npoLieci. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAiB nicnsa 3aTBepAKeHHs. 3MiHn | Tuny
- 3MiHu 3 siKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. Onuc Ta
cknag (iHwi 3miHn) - MpuBeaeHHs cknagy AONOMKHOT
peyoBuHY (cepegosuLle 199 3 consimm XeHkca) y
BiANOBIAHICTb 40 BUPOGHMYOI fOKYMEHTaLT Woa0
O MHWLb BUPAXKEHHS KOHLEHTpaLi 3 Mr/n Ha r/n.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y NpoLeci
BMPOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby,
BK/IHOYAKOUN NPOMIXXHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npy BUPOGHULITBI FOTOBOTO NiKapPCbKOro 3acoby

10 donakoHiB B PpaHuis; (He3HauyHa 3MiHa y npoLeci BUpo6HMLTBA) -
KapTOHHI kopobLyj; BMPOGHMLTBO MprBeAeHHA onucy BUPOGHMYOrO NMpoLecy rotosoro
no 5 mn (10 po3s) y Hepo3dhacoBaHoro Hepo3dhacoBaHoro npoaykty (Final Bulk Product) y
NakoHi 3 3axXMCHUM NPOAYKTY, BiANOBIAHICTb A0 NOTOYHUX BUPOBHUUMNX NPAKTUK, &
KoBnaykom; no 1 a6o KOHTPO/Ib SKOCTI came: BHeCeHHs iHchopmaLii Npo MOXIMBICTb

10 dpnakoHiB B Hepo3acoBaHoro 06’egHaHHSA cepili 5 cybeTaHLuili (ounLeHoro
CcTaHfapTHO- NPOAYKTY, AnPTepiiHOro aHaTOKCMHY, OYMLLEHOTO NPaBLIEeBOro
€KCMOPTHIN HanoBHEHHSA aHaTOKCMHY, OYMLLEHNX KaLL/TFOKOBOTrO aHaTOKCUHY i
ynakoBLi, sKa (nepBuHHE hilaMeHTHOro remarsiloTUHIHY, iIHaKTMBOBaHOIo
MiCTUTbCA Y nakyBaHHs) Ta TPUBAIEHTHOIO NONIOMIENITHOTO KOHLUEHTpaTy) Ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KapTOHHI Kopo6uji 3 iHCNeKTyBaHHS, [OCSArHEeHHS LibOoBOI KOHUEeHTpauii cybcTaHuii. 3miHu |
IHCTpYKUieo ans BTOPWUHHE TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
MeAnYHoro nakyBaHHs, 3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLieci BUPO6HMLITBA
3aCcTOCyBaHHSA KOHTPO/b AKOCTI roTOBOrO /1iKapCbKOro 3acoby, BKIOYAUN NPOMDKHUI

Ta BUNycK cepii
(ansa nonepefHbLO
3anoBHEHNX
LnpuuiB);
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
KOHTPOb AKOCTI
Hepo3dacosaHoro
NPOAYKTY,
HanoBHEHHS
(nepBuHHE
nakyBaHHs),
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BuUnyck cepii
(ansa dnakoHiB):
CaHodpi Macrep,
PpaHuis;
BTOPVIHHE
nakyBaHHS1, BUMyCK
cepii (ans
nonepeaHL0
3anoBHEeHNX
LnpuLiB Ta
chakoHiB):
CaHodhi-ABeHTiC
Mpaiisit Ko. N14,,
Mnartdopma
noricTukm Ta
ANCTPUBYLIT Y M.
Bypanewr,
YropumHa;
3aMoBHEHHSA Ta
iHCMeKTyBaHHs
Lnpuyis,
KOHTPOb AKOCTI
(cTepunbHicTb)
(ons nonepegHbLO
3aMnoBHEHNX
LnpuLiB):
CAHO®I
BIHTPOM

NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpobHuUTBa) - JogaBaHHs iHhopmaw,i,
BiANOBIAHO 40 BUPOGHWUYOT NPAKTUKK, MPO MOX/IUBICTb
06’eiHaHHA cepili KOHLLEHTPOBaHO! TPMBASIEHTHOT
Ail040i PEYOBVIHM NPU BUPOBHULTBI thiHa/IbHOTO
Hepo3dhacosaHoro npoaykty (Final Bulk Product) ans
N3y donakoHax. 3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa po3mipy cepii (BkNoYatoun fianasoH po3mMipy
cepii) roToBOro nikapcbKoro 3acoby (Macwrab ans
nikapcbKoro 3acoby 6i0n0riYHoro/iMyHO0rN4YHOro
NOXOKEHHS 36i/TbLUMBCA/3MEHLLUBCS 6E3 3MiHU
BMPOGHMYOTO npouecy (Hanpuknag, ayotoBaHHA NiHii))
- OHOBMEHHS iHghopMauii Npo po3Mip cepii hiHabHOro
Hepo3dhacoBaHOro NPOAYKTY BifnNoBigHO [0
BMPOGHWYOI foKyMeHTaLii, 6e3 3MiHW po3Mipy cepil,
LLIO 3aCTOCOBYETbCS NMPU BUPOOHULTBI 13y
nonepeaHbLO 3anOBHEHMX LWNpULax. 3aTBEPAKEHO:
The batch size of a Final Bulk Product rangers from 20
liters to 500 liters for filling. 3anpnoHosaHo: The batch
size of a Final Bulk Product rangers from 400 liters to
500 liters for filling. 3miHn | TMNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa po3mipy cepii (BkNoYatoun fianasoH po3mMipy
cepii) roToBOro nikapcbKoro 3acoby (MacwTab ans
nikapcbKoro 3acoby 6i0n0riYHoro/iMyHOI0rN4YHOro
NOXOKEHHS 36i/TbLUMBCA/3MEHLLUBCS 6E3 3MiHU
BMPOGHMYOTO npouecy (Hanpuknag AyotoBaHHaA NiHii))
- OHOBMEHHS iHghopMauii Npo po3Mip cepii hiHabHOro
Hepo3dhacoBaHOro NPOAYKTY BifNoBigHO A0
BMPOGHWYOI fOKyMeHTaL,ii, 6e3 3MiHW po3Mipy cepil,
LLI0 3aCTOCOBYETbCS NMPU BUPOOHULTBI 13y
donakoHax.
3arBepmxeHo: The batch size of a Final Bulk Product
rangers from 20 liters to 500 liters for filling.
3anpnoHoBaHo: The batch size of a Final Bulk Product
rangers from 400 liters to 500 liters for filling. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKoro 3acoby. 3MiHa
napameTpiB cneuugikauii Ta/abo AONyCTUMUX MEX
rOTOBOrO J1iKapCbKOro 3acoby (3BYXEHHS [ONyCTUMUX
MeX, BU3HauYeHuX y cneumdikadii Ha nikapcbki 3acobwm,
0117 SKMX OTPUMYETLCS [I03BiS1 HA BMMYCK cepii Bif
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
IHOACTPIA, 0piLLiiHOrO perynsaTopHOro opraHy) - 3By>eHHs
PpaHuis KpUTEepIiiB NPUIAHATHOCTI 415 NokasHuka Bacterial

endotoxin content 3 < 5MO/go3a fo < 5MO/go3a 3
METOI0 NPUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
0214 “Poliomyelitis vaccine (inactivated)” aito4yoro
BUAaHHA €Bp. ®apm. ana 13 y nonepegHbo
3anoBHeHWX Wwnpuyax. 3MiHu | Tuny - 3MiHU 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbkoro 3aco6y. 3miHa napameTpiB crneuudikawii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO /likapCbKoro 3acoby
(3BY)KEHHS1 AOMYCTUMUX MEX, BUSHAYEHNX Y
cneumagikauii Ha nikapcbki 3acobu, oNs AKX
OTPUMYETbLCA [03BIiN Ha BUNYCK cepii Big odiljiiiHoro
perynaTopHOro opraHy) - 3By)XXeHHs KpuTepiis
NpUIRHATHOCTI AN nokasHuka Bacterial endotoxin
content 3 < 5MO/go3a go < 5MO/go3a 3 MeTol
npuBeLeHHs y BiANOBIAHICTb A0 MOHorpadii 0214
“Poliomyelitis vaccine (inactivated)” gito4oro BugaHHs
€Bp. ®apm. gnsa M3y dnakoHax. 3miHm | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /liKapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (L0NOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM 3 BifNOBigH/M METOAOM BUNPOGYBaHHS) -
[opaBaHHsa nokasHuka Poliovirus identification o
creuudikaLii roToBoro nikapcbkoro 3acoby npu
BMNYCKY BiAgnoBigHO A0 MoHorpadii 0214 €sp. Papm.
ana M3 y nonepegHb0 3anoBHEHUX LWNpULUaXx. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
roToBOro NikapcbKoro 3acoby (4,0MNOBHEHHS
cneumaikalii HOBUM NOKA3HMKOM 3 BifNOBIAHNM
MeTOA0M BUNPOOYBaHHS) - [lofaBaHHA NoKasHuKa
Poliovirus identification go cneuudpikauii rotosoro
nikapcbKoro 3acoby npw BUMYCKY BiAMOBIAHO A0
MoHorpadii 0214 €sp. ®apm. ansa MNN3 y dnakoHax.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKuii
3aci6. KOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3acoby (iHLWi 3MiHK y MeTodax BUNpobyBaHb
(BKIKOYAOUM 3aMiHy ab0 [OMOBHEHHS)) - He3HauHi
BUMPAaB/IEHHS y MeTofax BunpobysaHHs /1,3 wo
BUMYCKAETHLCA y NONepeHbLO 3anoBHEHVX WNPULAX, a
cawme: - Residual Formaldehyde Content - 2-
Phenoxyethanol Content - Protein Content - D-antigen
content (by parallel line method) PepaxuiiiHi npaBku y

posginax 3.2.P.5.2 1a 3.2.P.5.3. OHOB/IEHHS KpUTEpIito
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NPUAHATHOCTI 4119 NokasHuka Onuc nikapcbkoro
3acoby y po3gini 3.2.P.5.1 Cneuudpikauii npu BUnycky
Ta TepMiHy NpUAaTHOCTI BifNOBIAHO [0 TEXHOMOTIYHOT

JokymeHTauii (6e3 XOAHWX 3MiH Y BUPOOHNIN
npaxTuLi). 3MiHW BHECEHI B IHCTPYKLitO 4715 MEAUYHOT0
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"MMikapcbka popma” (OCHOBHI hi3nKO-XiMiYHi
BNacTuBOCTi). TepMiH BBeZleHHS 3MiH - NPOTArom 6
MicsALiB Nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpo6yBaHHs
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW y MeTogax
BMNPOGYBaHb (BK/TKOYaOUM 3amiHy abo AOMOBHEHHS)) -
HesHauHi BUNpaBneHHs y MeTodax BUNpo6yBaHHs
N3, wo BunyckaeTbca y dhiakoHax, a came: -
Residual Formaldehyde Content - 2-Phenoxyethanol
Content - Protein Content - D-antigen content (by
parallel line method). PefakuiliHi npaBkv y po3ginax
3.2.P.5.2 Ta 3.2.P.5.3. OHOBNEHHS KpUTEPItO

NPUAHATHOCTI AN1A NokasHuka Onunc Nikapcbkoro
3acoby y po3gini 3.2.P.5.1 Cneuudikauii npu Bunycky
Ta TepMiHy NpUAAaTHOCTI BifNOBIAHO [0 TEXHOOTIYHOT

[okyMeHTauii (6e3 XOoAHMX 3MiH Y BUPOOHNYIN
npakTuLi). 3MiHW BHECEHI B IHCTPYKLiO 415 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Nikapcbka dpopma” (OCHOBHI i3NKO-XiMiUHi
B/1ACTMBOCTI).

TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPMKEHHS. 3MiHM | TUMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3miHa y
NepBWHHIlA yNakoBLji rOTOBOro /ikapcbKoro 3acoby (Tvn
KOHTeliHepa abo foAaBaHHS HOBOTO KOHTeliHepa) -
BunnyyeHHs NnepBUHHOI YNakoBKW, L0 He NpU3BOAUTb
[0 MOBHOTO BU/TYYEHHS iKapCbKOro 3acoby 3 neBHoO0
cunoto aii abo y neBHil nikapcbkili hopmi - BuganeHHi
6pOMXI0POYTUNOBMX MTYHXEPHUX NPO6OK Ta
HaKOHEeYHVKIB, a TaKkoX 6pOMOYTUMI0BUX MYHXEPHUX
NPo60oK Ha BUPOGHWYI AinbHMLi 1541 aBeHio Mapcenb
Mep’e, 69280 Mapci m'ETyanb, ®paHuisi y 3B'A3Ky 3
BUTYYEHHAM (PyHKLiT NEPBUHHOMO NakyBaHHA
(3aN0OBHEHHS LWINPULIB) Ha Ll AiNbHULL.

126.

IMOBAKC
nonio®
BAKUUHA

ang

MPO®INAKT
KN

cycneHsis ons
iH'ekyii no 0,5 mn (1
A03a); y
nonepeaHL0
3anoBHeHOMY
wnpuui 3

CaHodi
Mactep

®paHuisa

BMPOGHMLTBO
Hepo3chacoBaHoOro
NpoAyKTy,
KOHTPO/Ib SIKOCTI
Hepo3chacoBaHoro

NpOoAyKTY,

dpaHuis/
YropuimHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!
Ta/abo agpecu micus NPOBamKeHHs AisIbHOCTI
BVPOGHMKa/imnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Mmicue
NPOBE/EHHS KOHTPOJIO SKOCTI. (fifIbHICTb, 3a Ky

3a
peyenmom

He
nionsie
ae

UA/14266/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
noniomieni NPUKPINIEHOO BTOpPUHHE BiANOBIAa€e BUPOGHWK/IMNOPTEp, BKIOUAKUN BUMYCK
TY ronkoto (abo 2-ma nakyBaHHs, cepiii) - 3miHa Ha3BM Ta afpecn BUPOOHNYOT AiNbHUL
IHAKTUBOBA | OKpemMyMu rosikamu); KOHTPOb AKOCTI B M. ByganewT, o Bignosigae 3a BTOPYHHE
HA PIAKA no 1 wnpuuy B Ta BUNycK cepii naKyBaHHs Ta BUNYyCK cepiil. TepmiH BBEAEHHSA 3MiH

KapTOHHI kopobuyj;
no 0,5 mn (1 gosa) y
nonepeaHL0
3anoBHeHOMY
Lwnpuui 3
NPUKPINIEHOO
ronkoto (abo 2-ma
OKpEMUMY rofiKamu)
B CTaHAapTHO-
€KCMOoPTHiN
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI Kopobuji 3
IHCTpYKUi€eto Ans
MeANYHOro
3acTocyBaHHs; no 5
M (10 go3) y
h1aKoHi 3 3aXMCHUM
KoBnaykom; no 1 a6o
10 donakoHiB B
KapTOHHI kopo6uyj;
no 5 mn (10 po3s) y
hNakoHi 3 3axXMCHUM
KoBnaykom; no 1 a6o
10 donakoHiB B
cTaHgapTHO-
€KCMOPTHIN
ynakoBLi, siKka
MiCTUTbCA Y
KapTOHHI Kopo6uji 3
IHCTpYKUieo ans
MeAUYHOro
3aCcTOCyBaHHSA

(ons nonepegHbLO
3aMnoBHEHNX
LnpuuiB);
BUPOBHULTBO
Hepo3acosaHoro
NPOAYKTY,
KOHTPO/b AKOCTI
Hepo3acoBaHoro
NPOAYKTY,
HanoBHEHHS
(nepBuHHe
nakyBaHHs),
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib AKOCTI
Ta BUNycK cepil
(ansa dnakoHiB):
CaHodpi MacTep,
PpaHuis;
BMPOGHMLTBO
Hepo3dacosaHoro
NPOAYKTY,
KOHTPOb AKOCTI
Hepo3dacoBaHoro
NPOAYKTY,
HanoBHEHHS
(nepBuHHE
nakyBaHHs) Ta
iHCNeKTyBaHHs,
BTOPVIHHE
nakyBaHHs,
KOHTPOb AKOCTI
Ta BUMycK cepii
(ons nonepegHbLO
3aMnoBHEHNX
LnpuuiB);
BUPOBHULTBO
Hepo3hacosaHoro
NPOAYKTY,
KOHTPO/b AKOCTI
Hepo3hacosaHoro
NPOAYKTY,
HanoBHEHHS
(nepBuHHe

NPOTAroM 6 MicsILiB MicNs 3aTBEPIKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nakyBaHHs),
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b AKOCTI
Ta BUNycK cepii
(ansa dnakoHiB):
CaHodpi MacTep,
PpaHuis;
BTOPVHHE
nakyBaHHS, BUMYCK
cepii (gns
nonepegHL0
3anoBHEHNX
Lwnpuuis Ta
h1aKkoHiB):
CaHodpi-ABeHTiC
3pT., YropwuHa;
3aMoBHEHHSA Ta
iHCMeKTyBaHHs
Lnpuyis,
KOHTPOb AKOCTI
(cTepunbHicTb)
(ons nonepegHbLO
3anoBHEHUX
LnpuLiB):
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis

127.

IMYCTAT

TabneTkn, BKPUTI
060/10HKO0, Mo 50
mr; no 10 TabneTok
Y KOHTYpHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
y nauuj

MpAT
"®apmauesT
nyHa chipma

"AapHnus"

Ykpaina

MpAT
"®GapmaueBTuyHa
chipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpayiiHux martepianis: 3MiHu |
TMNy: 3MiHW 3 AKOCTi. [OTOBWIA NikapcbKuii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
rOTOBOrO slikapcbkoro 3acoby (iHwi 3miHu) CynyTHS
3MiHa: 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOOYBaHHSA) - NPUBELEHHS BUMOT crieumdikauii 3a
nokasHukoMm «MikpobiosoriyHa uncrota» y
BignoBsigHicTe €9, 2.6.12, 2.6.13, 5.1.4. ana
[o3yBaHHs 50 Mr. 3MiHu | Tuny: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpo6yBaHHs
rOTOBOrO JIiKAPCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
BHECEHHS 3MiH 0 MeToAy BuUnpobysaHHs 13 ons
[o3yBaHHs 50 Mr 3a NokasHNKoM «Po3urHeHHs» (JPY,

6e3
peyenma

UA/9052/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
2.2.25), a came ANns NpUrotTyBaHHs PO34nHyY
NOPiBHSAHHA Nepef6ayeHo BUKOPUCTaHHSA
BHYTPILLUHLOrO CTaHAAPTHOTO 3pasky HapisHi 3 PC3
[dY. BHeceHO pefakuiiiHi npasku, siki opopmIieHi
3riIHO 3 pekoMeHAauisiMu i cTunicTuko APY.
128. | IMYCTAT TabneTkn, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 - UA/9052/01/02
o060s10HKot0, Mo 100 "®apmaveBT "®apmavueBTUYHa TMNy: 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii 3acio. peyenma
mr; no 10 TabneTok nyHa hipma thipma "dapHnus” KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
Y KOHTYpHIl "AapHnus" napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX
YapyHKOBIli roTOBOrO NikapcbKoro 3acoby (iHwi 3miHW)CynyTHS
ynakosLi; no 1 3MiHa: 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3aci6.
KOHTYPHil KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
YapyHKOBIli yrnakoBLi MeToAax BUNPOGYyBaHHSA roTOBOrO J1iKapcbKoro 3acoby
y nauuj (He3HauyHa 3MiHa y 3aTBepKEHNX MeToAax
BMNPOOYBaHHSA) - NPUBELEHHS BUMOT crneumdikauii 3a
nokasHukom «MikpobiosoriyHa uncrora» y
BignoBigHicTe €9, 2.6.12, 2.6.13, 5.1.4. ana
[o3yBaHHs 100 mr. 3miHu | TMny: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpo6yBaHHs
rOTOBOrO JIiKApCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
BHECEHHS 3MiH 0 MeToAy BUnpobysaHHA 13 ons
[03yBaHHA 100 Mr 3a NOKa3HUKOM «PO34YNHEHHS»
Ay, 2.2.25), a came A4ns NPUroTyBaHHS PO34YNHY
NOPIBHSAHHA Nepef6ayeHo BUKOPUCTaHHSA
BHYTPILUHLOrO CTaHAAPTHOTO 3pasky HapiBHi 3 PC3
[dY. BHeceHO pefakuiiiHi npaBku, siki opopmIieHi
3riHO 3 pekoMeHaauisiMu1 i cTunicTukor APy
129. | IHAOMETAL, cynosuTopii no 50 AT Bonrapis AT "Codcpapma" Bonrapis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a - UA/10242/01/01
VH Mr o 6 cynosutopiis | “Cochapma” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. peyenmom
CODAPMA y cTpuni; no 1 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS

CTpUMy B KAPTOHHIl
navyi

[0[aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHN abo
BCbOr0 BMPOOGHMYOrO NPoLEecy roToBOro Nikapcbkoro
3aco6y (AinbHMLS, Ha sKili npoBOAATLEA Byab-AKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, A5 HECTEPU/IbHUX NiKapCbKnx 3acobis).
3amiHa ginbHuLi BupobHuutea AT "Codapma’ 3a
ajzpecoto: By/. lnieHcbke woce, 16, Codisa, 1220,
Bonrapist ns YacTuHu BUPO6HMYOro npouecy
rOTOBOrO J1iKapCbKoro 3acoby (AinbHULSA, Ha Kl
NpPOBOAATLCA Oyb-5Ki BUPOOGHMYI cTagil, 38 BUHATKOM
BUWMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBUHHOTIO Ta
BTOPUHHOTO NakyBaHHS, A1 HECTEPUTbHUX
nikapcbKnx 3acobiB), a came: BBEAEHHS B
ekcnyaTawio HOBUX NPUMILLEeHb 415 BUpOOHMLUTBA
cynosuTopiiB y 6yAiBni 3 BUPO6GHULTBA TBEPANX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

nikapcbkunx chopm AT "Codpapma” 3a agpecoio: By.
lnieHcbke woce, 16, Cogist, 1220, Bonrapia Ta
OfiHOYaCHe NPUMNUHEHHSA ekcnayaTawii NpuUMiLLeHb Ans
BVMPOGHMLTBA CYNno3nTOpIiB — Liexy «CynosnTopii» 3a
Ti€r X caMoto agpecoto: By/1. lnieHebke woce, 16,
Codpis, 1220, Bonrapisi. 3MiHu | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3amiHa abo BBeeHHA [0AaTKOBOI Ai/TbHULL
BMPOGHULTBA A1 YACTUHM abo BCbOro BUPOOGHNYOTO
npoLiecy roToBOro /ikapCbKOro 3acoby (aibHNUSA ans
NepBMHHOIO NakyBaHHS). 3aMiHa Ai/IbHUL
BMpo6HuUTBa AT "Codhapma” 3a agpecoto: By.
InieHcbke Wwoce, 16, Codis, 1220, bonrapis ans
4acTVHW BUPOGHMYOTO MPOLIeCy rOTOBOTO NiKapCbKOro
3aco6y (AiNbHULA 415 NEPBUHHOTO NakyBaHHS), a
camve: BBefJeHHs1 B eKCrsyarauito HOBUX NpUMILLEHb
AN NePBUHHOTO NakyBaHHA Cyno3uTopiiB y 6yaisni 3
BMPOGHULITBA TBEPAWX NiKapCbkux dopm AT
"Cochbapma" 3a agpecoto: By/. lnieHcbke woce, 16,
Cognis, 1220, Bonrapis Ta ogHo4YacHe NpUNUHEHHs
ekcnnyatauii NpUMILLEeHb 418 NEePBUHHOTO NakKyBaHHS
Cyno3nTopiiB — Liexy «Cyno3nTtopii» 3a TiE XX camoto
azpecoto: By/. lnieHcbke woce, 16, Codist, 1220,
Bonrapisi. 3miHu | Tuny - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy roToBoro
nikapcbKoro 3acoby (AinbHWUUA A1 BTOPUHHOTO
nakyBaHHs). 3amiHa AinbHuLi BUpobHuuTBa AT
"Cochapma" 3a agpecoto: Byn. lnieHcbke woce, 16,
Codpis, 1220, Bonrapist 4N 4aCTUHW BUPOBHUYOTO
npouecy rotToBoro nikapcbkoro 3acoby (AiNbHULA ANA
BTOPVHHOIO NakyBaHHSA), a came: BBeJeHHs B
eKcnyaTaLito HOBUX NPUMILLEHb /19 BTOPUHHOTO
nakyBaHHs Cyrno3uTopiis y 6yAieni 3 BUpo6HULTBA
TBEPAMX Nikapcbkux dhopm AT "Cocpapma” 3a
agpecoto: Byn. lnieHcbke woce, 16, Codis, 1220,
Bonrapisi Ta ogHo4YacHe NpUNMHeEHHs ekcnayarawi
NpUMILLEHb 4715 BTOPUHHOIO NakyBaHHSA Cyno3uTopiiB
— exy «CynosuTopii» 3a Ti€to X caMolo afpecoto: By/l.
InieHcbke woce, 16, Cogis, 1220, Bonrapis. 3miHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
OiNbHNLI, Ha SIKIA 34iACHI0ETLCSA
KOHTPONb/BUNPOGYBaHHSA cepil). 3amiHa AinbHuui AT
"Codthapma" 3a agpecoto: ByA. lnieHcbke woce, 16,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Codpis, 1220, Bonrapis, Ha SKiil 34iICHIOETbCSA
KOHTPONb/BUNPOGYBaHHSA cepii, a came: BBEAEHHS B
ekcnayaTawito HOBUX NPUMILLEHb 415
KOHTpO/0/BUNPOBYBaHHA cepii cyno3uTopiis y Gyaisni
3 BUpOOHUUTBA TBEPAUX Nikapcbkux doopm AT
"Codhapma" 3a agpecoto: Byn. lnieHcbke woce, 16,
Codpis, 1220, Bonrapis Ta ogHOYacHe NPUNMHEHHS
ekcnnyaTtauii npuMileHsb ans
KOHTPO/0/BUNPOBYBaHHA Ccepii Cyno3uTopiis — Liexy
«Cyno3nTopii» 3a Ti€l X caMoto aApecoto: By/I.
lnieHcbke woce, 16, Cogist, 1220, Bonrapis.
130. | IHNITA TabneTkn, BKPUTI Mdpainzep CLWA BMPOBHMLITBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu | 3a - UA/14080/01/01
NAiBKOBOO Eiiy.Ci.Mi. BTOPUHHE Ta Yexis TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
o6onoHKoto, Mo 1 mr; | Kopnopeiiw nepBuHHE Ta/abo afpecy 3aABHMKa (BNacHMKa peecTpauiiiHoro
no 14 tabnetok y H nakyBaHHs, noceigyeHHs) - 3MiHa agpecu 3asBHUKa
6nicTepi; no 2 abo 4 TecTyBaHHs npu
6nictepn y BUNYyCKy cepii,
KapTOHHI Kopoo6Li TeCTyBaHHs npu
LOCNiMKEHHI
CTabiNbHOCTI,
BUMYCK Cepii:
Mdpaiizep
MeHtodek4ypuHr
[oiuneng MmoX,
HimeyunHa
TecTyBaHHS nNpu
LOCAIMKEHHI
cTabinbHOCTI:
KBiHTa-AHaniTvka
C.p.o., Yexis
131. | IHAITA TabneTku, BKPUTI Mdpaiizep CLA BMPOGHMLITBO, HimevunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a - UA/14080/01/02
NNiBKOBOIO Eiiy.Ci.Mi. BTOPVHHE Ta Yexis TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenmom
060/10HKOH, Mo 5 mr; | Kopnopeiiw nepBuHHE Ta/abo agpecu 3asBHMKa (BacHUKa peecTpaviiHoro
no 14 tabneTok y H nakyBaHHs, NnocBiJYeHHsT) - 3MiHa apecu 3asBHUKA

6nictepi; no 2 a6o 4
6nictepu y
KapTOHHIA Kopoo6Li

TecTyBaHHs npu
BUMNYCKy cepil,
TecTyBaHHs npu
LOCNIMKEHHI
cTabinbHOCTI,
BMNYCK Cepil:
Mcpaiizep
MeHtochekuypuHr
[Joiiuneng M'v6X,
HimeuunHa
TecTyBaHHs npu
[OCIIKEHHI
cTabinbHoCTI:
KBiHTa-AHasTiTMKa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
C.p.o., Yexis
132. | IHNITA TabneTku, BKPUTI Mdpaiizep CLA BMPOBGHULITBO, HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/14080/01/01
NNiBKOBOIO Eiu. Ci. Mi. BTOPUHHE Ta Yexis TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
o060s10HKot0, No 1 mr; | Kopnopeiiw nepBuHHE thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 14 Tabnetok y H nakyBaHHs1, y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
6nicTepi; no 2 abo TecTyBaHHs npuv (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
no 4 6nictepv B BWMNYCKY cepil, thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
KapTOHHIA KOopoo6Li TeCTyBaHHs npu BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
OOCHiIKEHHI KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
cTabisIbHOCTI, 3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
BMNYCK cepil: BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
Mdpaitzep 3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
MeHtohekuypuHr KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
[Loiuneng MvéX, thaiina cuctemu chapmakoHarnsgy) 3MiHu 1o
HimeuumnHa; y3araJibHeHUX AaHuX Npo cuctemy dhapmakoHarnsgy
TecTyBaHHA nNpu 3asBHUKA
LOCNIMKEHHI
cTabifIbHOCTI:
KBiHTa-AHaniTuka
C.p.o., Yexis
133. | IHNITA TabneTkun, BKpUTI Mdpainzep CLIA BMPOBHMLITBO, Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/14080/01/02
NNiBKOBOIO Eidu. Ci. Ni. BTOPVHHE Ta Yexis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
o60onoHKoto, Mo 5 mr; | Kopnopeiiw nepBuHHe chapmakoHarnsgy. BeefeHHs abo 3miHn o
no 14 tabneTok y H nakyBaHHs, y3araslbHeHVX gaHux npo cuctemy dpapmakoHarnsgy
6nictepi; no 2 abo TecTyBaHHSA npu (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
no 4 6nictepu B BUNYCKy cepii, thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI Kopoo6Li TeCTyBaHHs npu BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnagy;
[OCNiMKEHHI KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
cTabinbHoCTI, 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BUMYCK Cepii: BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Mdpaiizep 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
MeHodekuypuHr KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
[Joiuneng Mm6X, thaiina cuctemun chapmakoHarnsgy) 3miHu go
HimevunHa; y3ara/ibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
TecTyBaHHS npu 3asBHUKA
LOCAIDKEHHI
cTabinbHOCTI:
KBiHTa-AHaniTvka
C.p.o., Yexis
134. | IHONAMIH PO34UH ONS iH ek, MpuBatHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/16007/01/01
10 mr/mn; no 1,5 mn akuioHepHe akuioHepHe TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
B amnyni; no 100 TOBapuCTBO TOBapuCTBO cepTuduikar BiANOBIAHOCTI €BpONeNiChKil
amnyn y naywi; no "Jlekxim- "Jlekxim-Xapki" thapmakonei/moHorpadii. NogaHHs HoBOro abo
1,5 mn B amnyni; no Xapkis" OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo

5 amnyn y nauuj; no
1,5 mn B amnyni; no
5 amnyn y 6nictepi;
no 1 6nictepy B

BUTyYEHHS cepTudlikaTa BignoBigHOCTI €EBPONEChKii
thapmakonei: gna A®l; ans BUxigHOro
MaTepiany/peareHTy/MpomiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPObHUUTBI A®I; ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
nauu,i [OMOMDKHOI peyoBuMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Ke 3aTBEepKEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
hapmakonei Ne CEP 2014-261 - Rev 01
(3aTBepaxeHo: RO-CEP 2014-261 - Rev 03) gns Adl
MesIoKCMKamy Bif, 3aTBEpAKEHOro BUPobHuka SWATI
SPENTOSE PVT. LTD., IHgis.
135. | MOANKCAHO | po3uyunH ans iH'ekuii, "FOHiK IHAisA "HOHiK IHAisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a - UA/16675/01/01
N - FOHIK 320 mr/mn; no 50 mn | ®apmachioT dapmacbloTVKas TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
ab6o no 100 mny nKkan Na6opaTopiz" thapmakoHarnagy. BeegeHHs abo 3miHu fo
chnakoHi; no 1 NabopaTopis (BiggineHHs cipmm y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
hnakoHy y " "Ox. B. Kemikan3 (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
KapTOHHI ynakoBLi (BipfineHHs eHf thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
ipmm "x. dapmacboThKan3 BiANOBIA&bHOI 3a 34iiCHEHHA thapmakoHarnagy;
B. Kemikans nrp") KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
eHf 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
dapmacsioT BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
vkans fita.") 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a
hapmakoHarnag,.
[itoua pepakuis: Dr. Ameya P. Satam / [ip. Ames
CaTtam. NponoHoBaHa pefakuis: benikoBa CeiTnaHa
MwuxaliniBHa. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXKEHOT
0cobu 3asBHVKa, BiANOBIAaILHOI 3a thapmakoHarnsag.
3miHa MicLe3HaxomkeHHs MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
136. | KAACINA® NOpOLLOK AN TOB «Poww Ykpaina Brpo6HMUTBO LLBefiuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a - UA/13770/01/01
KOHUEeHTpaTy Ans YkpaiHa» Hepo3dracoBaHoT HimeyunHa My - 3MiHKU 3 AKOCTi. A®l. BUpO6GHMLTBO. 3MiHK peyenmom
po3UnHYy AN npoAyKUii, BMNpo6yBaHb abo JOMYCTUMUX MeX Y NpoLeCi
iHcpysiii no 100 mr; 1 nepBuHHE BMPOGHMLTBa ADI, L0 BCTAHOB/EHI y crewudikalisx
ch/1aKoH 3 NOPOLLKOM nakyBaHHs1, (mofaBaHHA HOBOrO BUNPOBYBaHHS Ta f0NyCTUMUX
B KQpPTOHHI kopobLi BTOPUHHE mex) - logaBaHHsA meToay SoloVPE B skocTi
nakyBaHHS, a/lbTEPHATUBHOIO METOAY BU3HAYEHHA KOHLeHTpau,i
BMNPOGYBaHHSA 6inka ans 3paskis TpacTy3ymaby B npoveci
KOHTPOJTHO SKOCTI, BMPOGHULTBA, 6€3 3MiH 40 NOTOYHUX MEX B MPOLeci
BUNYCK cepii: BUPOGHMLITBA. 3anNponoHOBaHW anbTepHaTUBHWIA
®.XodpdpmaHH-/15 MeTOo[ TeCcTyBaHHSA KOHLeHTpauii 6inka SoloVPE
Pow NTg, BMKopucToBye cnektpochotomeTp SoloVPE Slope i
LBeiiuapis; npautoe Ha TOMY X aHaliTU4HOMY NPUHLUMNI
BunpobyBaHHs (nornvHaHHA Y®/BUANMOT AiNsHKM cnekTpa BignosigHo

KOHTPO/IO SIKOCTI:
Pow AiarHocTukc
v6X, HimeyunHa

[0 3akoHy JlambepTa — Bepa), Wwo i N0TOYHO
3apeecTpoBaHuii MeToA,. JaHi 3MiHM BHOCATLCS B
pamKax OHOB/IEHHSI CUCTEMW KOHTPOJIO NiKAPCLKOro
3ac06y, METOK 5KOI € 3a6e3NeYeHHs1 HaJIeXXHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KOHTPOK aTpubyTiB AKOCTI Ta NiATPYMKA NOTOYHNX

rasly3eBux ctaHaapTie; 3MiHM | TUNY - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y MeTodax BUNPoGyBaHHSA
A®| abo BMXigHOro Matepiany/npoMixKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLIECI
BMPOGHMLTBA ADI (iHLWI 3MiHM Yy MeToAax
BMNPOGYBaHHSA (BK/THOYaOUM 3amiHy abo JOMOBHEHHS)
A®| abo BUXiAHOTO/NPOMIXHOr0 NPOAYKTY) -
OHOBMEHHA MeToAy BUNPOOYBaHHA NpW BUMYCKY —
«Bun3HaueHHs BMicTy nosicopbaty 20 3a 4ONOMOro
lyopecueHTHOro MilensipHoro aHasizy» 3MiHOK
KiNIbKOCTi 3pas3kiB B NPOTOKONI iHXEKTyBaHHSA Ta
BMNPOBaIKEHHS HOBOTO KPUTEPI0 MPUAHATHOCTI
cMCTeMU A1 TOYHOCTI Ha BUPOBHUYIN AinbHULI
Genentech Inc Vacaville; 3minu | Tvny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHUA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BUpo6HMUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTi Ta BiAMNOBIAHUM METOAOM
BUNpOOyBaHHSA) - BnposapkeHHa [40AaTKOBOro MeToay
BUMPOBYBaHHA MpW BUNYCKY A5 NPOMiXHOT pe4oBUHM
TpacTy3ymaby: «BunpobyBaHHs GiOHaBaHTaKEHHS»;
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y MeToaax BunpobyBaHHss A®Il abo BUxigHoro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPOO6YBaHHS) - OHOB/IEHHSA KPUTEPII0 NPUAATHOCTI
cuctemu (PO3AineHHs) AN MeTody BUNpoOyBaHHSA
NPOMIXHOro NPOAYKTY TpacTy3yMaby «laeHTudikauis
nenTUAHUM KapTyBaHHAM» («Peptide map UV»); 3miHn
| Tuny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknii 3acib.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPoGyBaHHSA roTOBOrO JliKapCbKoro 3acoby
(iHwWi 3miHM y MmeTogax BUNpobyBaHb (BKIOYaoun
3aMmiHy ab0 AOMNOBHEHHS)) - BHECEHHS 3MiH A0
maTepianiB peecTpauiliHoro fOCbe 3 METOK
npuBeAeHHs Y BiANOBIAHICTb 40 OPUTiHANIBHOTO A0CHE,
a came 3MiHa NpUroTyBaHHA Ta KBaslichikauis HoBoro
NepBMHHOIO CTaHAAPTHOrO 3paska, a Takox
KOpUryBaHHSA 3HAYEHHS1 aKTUBHOCTI 3apeeCcTpoOBaHoro
BTOPVHHOIO CTaHAAPTHOTO 3paska; 3MiHu | Tuny -
3MiHu 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHK
BMNpPo6yBaHb abo JOMYCTVMUX MeX Y NPOLECi
BMPOGHMLTBa ADI, L0 BCTAHOB/EHI Y cnewudikalisx

(iHWi 3MiHW) - OHOBAIEHHS KOHTPO/IO B MpOLLECi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

BUPOGHLMTBA 33 MOKA3HNKOM «TeCTyBaHHS Ha
MiKOM1a3my» LUASXOM BNPOBaxeHHA metogy MNP
MiKOM1a3Mm, BKIKOHYAIOUM NO3UTUBHUI KOHTPO/b; 3MiHU
| Tuny - 3miHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHK
BMNPO6YBaHb a60 AONYCTUMUX MEX Y NpoLeci
BMPOGHULTBa ADI, L0 BCTAHOB/EHI Y crewudikauisx
(iHwWi 3miHKW) - He3HauHi 3miHM B onuci cTagii «Cell
culture and Harvest description» NpoMiXHOro NPoayKTy
Tpacty3ymaby Ansa BupobHuka Roche Singapore, 1106
y3roguTi ONMC Npouecy Ta AiMiTK 3 yciMa iHLLIMMK
OiNsSHKaMW. YTOUYHEHO CeNeKTUBHI Ta HECENEKTUBHI
Aiana3oHu cknagy cepefosuly, 41 eTanis
KyNbTMBYBaHHS KNITUH. He3HauHa 3miHa B n.
3.2.5.2.4.KOHTPONb KPUTUYHUX CTafiid i NPOMiKHOI
npoaykuii, npouec ouneHHs (Process purification)
OHOBJIEHO, LLI0O BK/TOUYNTW TECTYBAHHA KOHLEHTpaLii
6inka; 3MiHn | TUNy - 3MiHK 3 AkocCTi. ADI.
Brpo6HMLUTBO. 3MiHM BMNPO6yBaHb abo fonyCTUMUX
MeX y npoueci BupobHuutea A®I, 10 BCTAHOBNEHI Y
cneumngikauisx (iHwWi 3MiHW) - He3HauHi 3MiHW B ONKCi
ctagii «Cell culture and Harvest description»
NPOMDKHOr0 NPOAYKTY TpacTy3ymaby A58 BUPOGHMKa
Vacaville:

a) BupganeHHs HekpuTuyHoro nokasuuka MN/P-tecty Ha
napBoBipyc rpu3yHiB(3a 48 roguH o 360py Bpoxato)
ONs KynbTypu KNiTuH Vacaville. 6) BuganeHHs
HEeKpUTUYHOI aeTani poboTtu: «biopeakTopu
aBTOMAaTMYHO NIATPUMYIOTb HAA/IMLLKOBUIA TUCK
npr6aM3HO 2 psig 3a A0NOMOro0 kianaHa
perynioBaHHsA TUCKY». He3HauHi 3MiHn onucy posainy
3.2.5.2.2 Purification and Modification description
BMpOGHUMKa Vacaville Ans y3rogpkeHHs onucy npouecy
Ta MiMITIB 3 yciMa IHLWXUMKN AiNsSHKaMW MPOMiXHOro
NPOAYKTY TpacTy3ymaby:

- fopaTtkoBuin nepenik KPUTUHHUX NapameTpiB
npoLecy OYMLLEHHS METOAOM KaTioOHOOBMIHHOT (SP
Sepharose Fast Flow) xpomatorpadii:
NPUAHSATHWIA fliana3oH KOHAYKTUBHOCTI Ansi 6ydoepa
0115 BPIBHOBaXKEHHS;

- BuganeHHs HekpUTUYHUX onepaviiiHux getanen i3
npoLecy OUYNLLEHHS KaTiOHOOBMIHHOT Xpomartorpadii:
rpagieHTHi getani Ans onepawji rpagieHTHOT NPOMUBKM
- Po3gin «Purification and Modification» oHoBneHO,
1106 nepepaxyBatu kBanichikoBaHWit Yac BUTPUMKU
npouecy (Process Hold Time)

HesHauHa 3MmiHa B po3gini 3.2.S.2.4 KoHTponb
KPUTWYHMX CTagiil Ta NPOMKHOI NpoAyKLii, a came
BUAA/IEHHSA MOHITOPUHTY pH Ha eTani iHakTusauii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

BipyCy, A4/15 rapMOHi3aL,ii onucy 3 iHWWMMU AiTbHULAMY;
3MiHu Il TUny - 3miHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikalisx Ha
A®I, ab0 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, o
BVKOPUCTOBYIOTbCA Y Npoueci BupobHuutea AP (iHwi
3MiHW) - [logaBaHHs HOBOro NapamMeTpy creumdikaw,i
npu BUNYCKY AN addyKo3nboBaHUX rnikaHis (4-
11,7%) 3 BiANOBIAHUM METOAOM BUNPOGYBaHHSA
pigvHHOT XpomaTorpadii-ynbTpa-BUcoKkoedeKkTUBHOI
pignHHOT Xxpomatorpadii rigpodinbHoI B3aeMopji 2-
amiHo6eH3amigy (2-AB HILIC-UHPLC), ans
NPOMDKHOrO NPOAYKTY TpacTy3dymaby; 3miHu Il Tuny -
3MiHM 3 gKocTi. A®l. BUpOBHULITBO. 3MiHU
BMNpo6yBaHb abo [OMYCTUMUX MEX Y NPoLeCi
BMPOGHMLUTBa ADI, L0 BCTAHOB/EHI y cnewudikalisx
(iHWi 3MiHW) - B pamKax OHOB/IEHHSI CUCTEMU
KOHTPOIO NiKapCbKOro 3aco6y NponoHyTLCS
HaCTyMHi 3MiHW [0 BUNPO6YBaHb MPOMIXXHOIO NPOAYKTY
TpacTy3ymaby:

a) BU/IyYEHHS BU3HAYeHHS NpoTeiHy A B AKOCTI
BUNPOOYBaHHA A1 KOHTPO/IO Ha BUPOOHNYMX
ninbHnuax Vacaville, Roche Singapore T1a Lonza
Singapore Ana NpuBeAeHHS Y BiANOBIAHICTb 40 BCiX
iHLWWX AinbHUUb;

6) 3amiHa BUSIBNIEHHSI MiKOM1a3Myu METOL4,0M CEHCOPHOT
MNP Ha meTtopg MNP y peanbHOMyY yaci 6e3 3miHu
KpUTEpIiB NPUAHATHOCTI.

B) 3aMiHa NOTOYHOr0 MeToAY BUAB/IEHHS MapBOBIpyCY
FPU3YHIB Ha OCHOBI iIHAMKATOPHUX KNITUH (324K aHani3)
Ta TpaguuiiHoro metogy MN/IP ans BUABNEHHA
napBoBipycy rpusyHiB Ha meTog MNJIP y peanbHoMy
yaci 6e3 3MiHW KpUTEPIiB NPUIAHATHOCTI.

r) KPUTUYHI NapaMeTpu npouecy ifeHTUdikoBaHi Ta
JofaHi Ao peecTpadii BUpO6HMLTBA TpacTy3ymaby -
3MiHM [0 KOHTPOJIH0 GiOHABaHTaXXEHHS:

- 3BY)KEHHS Ta rapMoHi3aLis MeX KOHTPO/Io
6GioHaBaHTaXEHHS BiANOBIAHO 0 r106a5bHOro
cTaHfaapTy skocTi MAH ans mikpo6ionoriyHoro
BMMNPOGYBaHHA HECTEPUSIBHUX MaTepiasIiB.

- MeTog, 6ioHaBaHTaxeHHA TAMC 6y/10 OHOBJIEHO AN1A
3paskiB KynbTypu KNiTUH nepeg, 3upaxnHam (PHCCF)
[ONA TECTYBaHHS, BUSB/IEHHA Ta NepepaxyHKy
aepoTofiepaHTHUX aHaepPOBHUX OpraHi3MiB.
BHeceHHs 3MiHWM [0 BEPXHLOT MeXi Temnepatypu
BUTPVIMKW Ha eTani TeXHO/IOoMNYHOro npouecy, ska 6yna
NOMU/IKOBO Bka3aHa B focbe sk 33 °C 3amicTb 30 °C;
Lie OHOBJ/IEHHS AOKYMEHTaLii Mae Ha MeTi NpMBeCTU
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3asiBHUKa

BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

137.

TOB «Pow

YKpaiHa

Brvpo6HMuTBO

LLiBeiiuapisi/

[OCbE Y BiANOBIAHICTb 4O OCHOBHOIO NPOTOKOY

BCI [iIbHUL NpautoBanv B Mexax binbLu )XOpCTKOT
mexi.
[N OHOBNEHHA peecTpavifiHoro AoCkE AiNbHNALL
Vacaville, Roche Singapore Bk1tOYeHHS MeX

BMNpOGYBaHb y NpoLieci BUPO6HMLTBA A5

bakTepiasibHUX eHA0TOKCUHIB, pH Ta nonicopbaty 20

6ypepiB 4N5 PiHa/ILHOTO OUMLLIEHHS 63 3MiH A0

Ba/1i0BaHOro NpoLiecy Ta NpurotTyBaHHsA Gydepis;

3MiHu Il TUny - 3miHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo

[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikalisx Ha

A®I, ab0 BUXIQHWIA/NPOMKHUIA NPOAYKT/peareHT, o

BVKOPUCTOBYIOTbCA Y Npoueci BupobHuutea AP (iHwi
3MiHN) -
3MiHa BUMoOr crnieyudikauii NPOMiIXHOro NPoayKTy
TpacTy3ymaby npu BUnycky, a came:
a) 3BY)XEHHS KpUTepiiB NPUAHATHOCTI Ansa pH npu
BUMYCKY;

6) 3BY)XEHHS KpUTEPITB NPUAHATHOCTI BUNYCKY AN
€KCK/T03MBHOI BUCOKOEDEKTVNBHOI PigNHHOT
xpomartorpadii (SE-HPLC) gnsi MoHoMepy.

B) 3amiHa HaniskinibkicHoro metogy KE-ACH Ha
KinbkicHnii metog KE-ICH y HeBigHOBMOBaHUX
YyMOBax 3 KpUTepiamy NPUAHATHOCTI 4719 OCHOBHOTO
niky Ta cymy nonepegHix nikis, WO 3aMiHiOe
HaniBkinbkicHnii metog KE-AAICH-NGS npu Bunycky.
r) 3BYXXEHHS KpUTEPIIB NPUAHATHOCTI BUNYCKY AN
YACTOTY 3a AONOMOrOK IOHOOBMIHHOT
BMCOKOeheKTNBHOI piguHHOT xpomaTorpadii (10-
BEPX) (nik 4) Ta fofaBaHHA 0ECATKOBOrO 3HaKy A0
KpWTEpiiB NPUIAHATHOCTI AN nikiB 3 Ta 4.

r') fopaBaHHsA %G2 Ta %Man5 B SKOCTi 4OA4ATKOBUX
XapakTepucTuk/opm raikaHiB 4718 po3noginy rnikaHis
MEeTOAOM PifMHHOI Xpomatorpadii rigpodinbHOT

B3aemogii BEPX.
[) BuaaneHHsa BU3HaYEHHS akTUBHOCTI 3a AOMOMOrot
6ionoriyHoro aHanisy.
€) 3BY)XXEHHS KpUTepIiB NPUAHATHOCTI NPW BUMYCKY A5
% aFuc onsa npuBeAeHHs Y BiANOBIAHICTb A0 NOTOYHUX
3apeecTpoBaHNX KpUTEPIIB NPUAHATHOCTI AN
NPOMDKHOIO NPOAYKTY TpacTy3ymaby

BMPOGHMLTBA Ccepii A4iNbHUL Ta BanifLoBaHOro craTycy,

YkpaiHa»

Hassa Popma sBUMYCKY
JlikapcbKo20 | (nikapcbka ghopma,
3acoby yrnakoska)
KAACITA® NOPOLLOK Ans
KOHLeHTpaty ans
PO34nHy AnA
iHchysiii no 160 mr; 1
h/1aKOH 3 MOPOLLKOM

Hepo3dghacoBaHo!

npoAyKuii,
nepBuHHe
nakyBaHHs1,

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK 3 aKkocTi. A®l. BUpo6bHMLTBO. 3MiHK
BMNpo6yBaHb abo JOMYCTUMUX MeX Y NPOLEeCi
BUpOGHMLUTBa ADI, LLL0 BCTAHOBEHI Y cneuudikauisx

3a
peyenmom

(mofaBaHHSA HOBOrO BUMPOGYBaHHS Ta OMYCTUMUX

UA/13770/01/02
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KOHTPOJTIO AKOCTi:
Pow [iarHocTukc
m6X, HimeyunHa

[0 3aKkoHy JlambepTta — Bepa), wwo i noTo4Ho
3apeecTpoBaHuii MeToA,. [aHi 3MiHM BHOCATLCS B
pamkax OHOB/IEHHS CUCTEMW KOHTPOJIIO NiKapCbKOro
3aco0y, MeTol SKOi € 3a6e3neveHHs HaleXHOro
KOHTPOIO aTtpunbyTiB AKOCTI Ta NiATPUMKA NOTOUYHUX
rasly3eBux ctaHaapTis; 3MiHu | TUNy - 3MiHK 3 SKOCTI.
A®I. KoHTposb A®l. 3miHa y meTogax BUNpobyBaHHs
A®| abo BUXigHOro MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPO6YBaHHsA (BK/IOYaUM 3aMiHy abo JONOBHEHHS)
A®| ab0 BMXigHOTO/MPOMIKHOTO NPOAYKTY) -
OHOBEHHS1 MeTOAY BUMPOOYBaHHA NPW BAMYCKY —
«BusHauyeHHs BMICTY nonicop6ary 20 3a 40noMOorot
oNlyopecueHTHOro MiLensipHoOro aHasnizy» 3MiHOK
KifIbKOCTi 3pa3kiB B MPOTOKO/i iHKEKTyBaHHSA Ta
BNPOBa/PKEHHSA HOBOTO KPUTEPItO NPUAHATHOCTI
CUCTEMU 151 TOYHOCTI HA BUPOBHWYINA AinbHUL
Genentech Inc Vacaville; 3mitu | Tvny - 3miHu 3
AKoCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMIKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPO6HULTBA AD| (4ONOBHEHHS cneundikauii HOBUM
NOKa3HUKOM SIKOCTi Ta BiAMOBIAHUM METOA0M
BUNPoOYyBaHHA) - BnpoBampkeHHa [oAaTKOBOro MeToay
BUNPOBYBaHHSA NpW BUNYCKY A5 NPOMiXHOT pe4oBUHN
TpacTy3ymaby: «BunpobyBaHHs GiOHaBaHTaKEHHS»;
3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS) - OHOBJ/IEHHS KPUTEPI0 NPUAATHOCTI
cuctemu (PO3AiNeHHs) AN MeToAy BUNPOOYyBaHHSA
NPOMIKHOrO NPOAYKTY TpacTy3ymaby «laeHTudikauis
nenTUAHUM KapTyBaHHAM» («Peptide map UV»); 3miHn
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkWii 3aci6.

KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
B KQPTOHHI kopobuj BTOpPUHHE mex) - flogaBaHHsA meToay SoloVPE B sikocTi
nakyBaHHs, anbTepHaTUBHOIO METOAY BMU3HAYEHHSA KOHLeHTpaw;i
BMNPOGYBaHHSA 6inka Ans 3paskis TpacTy3ymaby B npoveci
KOHTPOJIH0 SIKOCTI, BMPO6HULITBA, 6€3 3MiH 0 NOTOYHUX MEeX B NpoLeci
BUNYCK cepii: BUPOGHMLITBA. 3anponoHOBaHW anbTepHaTUBHWIA
®. XothbdpmaHH-/15 MeTOo/ TeCTyBaHHS KOHLeHTpaLii 6inka SoloVPE
Pow Nrg, BMKOpucTOBYE cnektpodotomeTp SoloVPE Slope i
Lseiiuapis; npautoe Ha TOMY X aHaniTUYHOMY NPUHLUMNI
BunpobyBaHHs (nornuHaHHa Y®/Branmoi AiNsaHk1 cnektpa BignosigHo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

MeToAax BUNpobyBaHHA rOTOBOTO J1iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb (BK/IOYaouu
3amiHy ab0 A0MNOBHEHHS)) - BHECEHHS 3MiH A0
mMarepianis peecTpauiiiHoro JOCbE 3 METO0
npvBeLEeHHA Y BiANOBIAHICTb 10 OPUTIHA/ILHOTO LOCLE,
a came 3MiHa NpUroTyBaHHA Ta kBasidikalis HOBOro
NepPBUHHOTO CTaHAAPTHOrO 3paska, a Takox
KOpUryBaHHSA 3HaYeHHS1 aKTUBHOCTI 3apeeCcTpoBaHoro
BTOPWHHOIO CTaHAAPTHOrO 3paska; 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHM
BMNPO6YBaHb a60 A0NYCTUMUX MEX Y NpoLeci
BMPOGHUMLTBa ADI, L0 BCTAHOB/EHI Y crewudikauisx
(iHWi 3MiHW) - OHOB/IEHHSI KOHTPO/TIO B NPOLIECI
BUPOGHLMTBA 3@ MOKA3HNKOM «TeCcTyBaHHs Ha
MiKonnasmy» LWAsSXoM BnpoBamkeHHs metody MNP
MiKOMIa3Mu, BKIOYAI0UN NO3UTUBHWIA KOHTPOSIb; 3MiHK
| Tuny - 3miHK 3 AkocTi. A®l. BUpOGHMLTBO. 3MiHM
BMNpo6yBaHb abo [OMYCTUMUX MEX Y NPoLeCi
BMPOGHMLUTBA ADI, L0 BCTAHOB/EHI y cnewudikalisx
(iHWi 3miHW) - He3HauHi 3miHK B onuci cTtagii «Cell
culture and Harvest description» NPOMKHOTO NPOAYKTY
TpacTy3ymaby ansa Bupo6Huka Roche Singapore, w06
y3rogmMTy ONuC NpoLecy Ta NiMiTK 3 ycima iHLWMMK
OiNsHKaMW. YTOUYHEHO CeNeKTUBHI Ta HeCeNeKTUBHI
AianasoHu cknagy cepefioBuLL, 415 eTarnis
KyNbTWBYBaHHS KNITUH. He3HauHa 3miHa B n.
3.2.S.2.4.KOHTPO/b KPUTUYHUX CTafil i NPOMIXKHOI
npoaykuii, npouec ounwieHHs (Process purification)
OHOBJ/IEHO, LL06 BKNIOYNTU TECTYBAHHS KOHLLeHTpaL,i
6inka; 3MiHn | TMny - 3MiHK 3 AKoCTi. ADI.
Brpo6HMUTBO. 3MiHM BMNpo6yBaHb abo AonyCTUMKX
MeX y npoueci Bupo6HuuTBa A®I, 110 BCTAHOBNEHI Y
cneungikayisx (iHwi 3MiHW) - He3HayHi 3MiHW B ONKCI
ctagii «Cell culture and Harvest description»
NPOMDKHOTO NPOAYKTY TpacTy3ymaby A5 BUpo6HUKa
Vacaville:

a) BupganeHHs HekpuTuyHoro nokasHuka N/P-tecty Ha
napBoBipyc rpusyHis(3a 48 roauH o 360py BpoXxato)
ONs KynbTypu KNiTuH Vacaville. 6) BuganeHHs
HEeKpUTUYHOI AeTasli poboTtu: «biopeakTopu
aBTOMAaTMYHO NIATPUMYIOTb HAA/MLIKOBUIA TUCK
npubn3HO 2 psig 3a AONOMOroK KnanaHa
perynBaHHSA TUCKy». He3HauHi 3MiHM onvcy po3ainy
3.2.S.2.2 Purification and Modification description
BMpOGHUMKa Vacaville onsa y3rogpkeHHs onucy npouecy
Ta MiMITIB 3 yciMa iHLIUMK AiNsSHKaMW MPOMiXHOro
NPOAYKTY TpacTy3ymaby:

- flofaTkoBMiA Nnepenik KPUTUHHUX NapameTpiB
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
npoLecy OYMLLIEHHSI METOAOM KaTioHOOOMiHHOT (SP
Sepharose Fast Flow) xpomarorpadii:
NPUAHATHUIA Aiana3oH KOHAYKTUBHOCTI AN 6ydepa
01151 BPIBHOBAXKEHHS;
- BuganeHHs HeKpUTUYHMX onepavyiiHnx geTanei i3

NpoLEeCy OYMLLEHHS KaTIOHOOOMIHHOT XpomaTorpadii:
rpagieHTHi geTani Ans onepawji rpagieHTHOT MPOMUBKM
- Posgin «Purification and Modification» oHoBneHo,
106 nepepaxyBaTtu kBanichikoBaHWii Yac BUTPUMKM
npouecy (Process Hold Time)
HesHauyHa 3miHa B po3gini 3.2.S.2.4 KoHTponb
KPUTUYHMX CTagill Ta NPOMIKHOT Npoaykuii, a came
BVAA/IEHHS MOHITOPUHTY pH Ha eTani iHakTuBauii
Bipycy, 415 rapMoHi3avii onucy 3 iIHWUMY AiNbHULAMN;
3MiHW Il Tvny - 3miHKn 3 akocTi. A®l. KoHTponb API.
3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpOAYKT/peareHT, LWo
BVKOPVICTOBYIOTBCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHK) - logaBaHHA HOBOro napameTpy cneumdikauii
npu BUNYcKy A1s adyko3niboBaHuX riikaHis (4-
11,7%) 3 BiANOBIAHUM METOAOM BMNPOGYBaHHS
piAVHHOT XpomaTorpadii-ynbTpa-B1UcoKoedeKTUBHOT
pigvHHOT xpomatorpadii rigpodinbHoi B3aemogii 2-
amiHo6eH3amigy (2-AB HILIC-UHPLC), ans
NPOMIXHOro NPOAYKTY TpacTy3ymaby; 3miHu Il Tuny -
3MiHn 3 aKocTi. A®l. BUpo6HULTBO. 3MiHK
BMNpPo6yBaHb abo JOMYCTVMUX MeX Y NPOLECi

(iHWi 3MiHW) - B pamkax OHOB/IEHHSI cUCTeMHU
KOHTPO/H0 NiKapCbKOro 3acoby NponoHYyTLCA

Tpacty3ymaby:
a) BMJIyYEHHS BU3HAYEHHS NpoTeiHy A B SKOCTI
BUNPOBYBaHHA /1 KOHTPO/TI0 Ha BUPOBHNUMX

IHLWWX AiNbHULb;

KpUTEpIiB NPUAHATHOCTI.

BMPOGHMLTBa ADI, L0 BCTAHOB/EHI Y cnewudikalisx

AinbHuusx Vacaville, Roche Singapore Ta Lonza
Singapore Ans npMBeAeHHS y BiAMOBIAHICTb 40 BCiX

HaCTynHi 3MiHW 40 BUNpobyBaHb NPOMKHOIO NPOAYKTY

6) 3aMiHa BUABNEHHA MiKOM1a3My METOAOM CEHCOPHOT
MNP Ha meTog M/IP y peanbHOMy Yaci 6e3 3MiHU

B) 3aMiHa MOTOYHOIO MEeTOoAY BUSIB/IEHHSI NapBOBipyCy
FPU3YHIB Ha OCHOBI iIHAVMKATOPHUX KNiTUH (324K aHani3)
Ta TpaguuiiHoro metoay MJIP ans BUABNEHHSA

napBoBipycy rpu3yHis Ha metog MNJIP y peanibHOMy

yaci 6e3 3MiHV KpUTepiiB NPUAHATHOCTI.

r) KPUTUYHI NapamMeTpu npouecy ifeHTudikosaHi Ta
[ofaHi Ao peecTpadii BUpobHuLTBa TpacTy3ymacy -
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
3MiHV A0 KOHTPO/I0 GiOHaBaHTaKEHHS:

- 3BY)EHHS Ta rapMoHi3aLis MeX KOHTPO/Io
6ioHaBaHTaXKeHHS BIAMOBIAHO A0 r106a/1bHOIO
cTaHgapTy skocTi MAH anst Mikpo6ionoriyHoro
BUNPOBYBaHHS HECTEPWU/IbHUX MaTepianis.
- MeTog, 6ioHaBaHTaxeHHA TAMC 6y/10 OHOB/IEHO AR
3paskiB Ky/nbTypu KNiTUH nepeg, 36upaxnHam (PHCCF)

[ONA TeCTyBaHHSA, BUSB/IEHHA Ta NepepaxyHKy

aepoTosiIepaHTHNX aHaepo6HYX OpraHi3mis.

BHeceHHs 3MiHM [0 BEPXHBLOI MeXi Temnepatypu
BUTPVMKW Ha eTani TeXHOOrYHOro npouecy, saka 6yna
NOMMW/IKOBO Bka3aHa B focbe sk 33 °C 3amicTb 30 °C;
Lie OHOBJ/IEHHA AOKyMeHTaLii Mae Ha MeTi MPMBECTH

[0Cbe Y BIANOBIAHICTb 10 OCHOBHOIO NPOTOKO/1Y
BMPOGHMLTBA Ccepii AiNbHULI Ta BanifoBaHOro craTycy,
BCi [iIbHUL NpauoBany B Mexax 6ibLl )XOpCTKOT

MeXi.
[lns OHOBNEHHSA peecTpaviiiHoro AOCkE AiNlbHNULL
Vacaville, Roche Singapore Bk/oYeHHS Mex

BMNPO6YBaHb Yy npoueci BUpobHULTBa ANs

6akTepiasibHNX eHA0TOKCUHIB, pH Ta nonicopbary 20

6ydhepiB 41 hiHANBHOIO OUNLLEHHS 6e3 3MiH [0
Ba/1iJ0BAHOr0 NpoLecy Ta NpuroTyBaHHa 6ydepis;
3MiHW I Tvny - 3miHKn 3 akocTi. A®l. KoHTponb API.

3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAUYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpOAYKT/peareHT, Wo
BVKOPVCTOBYIOTBCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHK) -
3miHa BuMoOr cneuydikauii NpOMKHOro NpoayKTy
TpacTty3ymaby npu BUMYCKY, a came:
a) 3BYXEHHS1 KpUTepiiB NPUAHATHOCTI Ana pH npu
BUMYCKY;

6) 3BY)XEHHSI KpUTEPIiB NPUAHATHOCTI BUMYCKY ANs
€KCK/H03MBHOT BUCOKOEDEKTUBHOI PigUHHOT
xpomartorpadii (SE-HPLC) ana moHomepy.

B) 3amiHa HaniBkinbkicHoro metogy KE-ACH Ha
KinbkicHuiA metog KE-ICH y HeBigHOBMOBaHUX

YMOBax 3 KpUTepisiMy NPUIAHATHOCTI 4719 OCHOBHOTO

niky Ta Cymy nonepegHix nikis, WO 3aMiHIOE

HaniBkinbkicHniA metog KE-ACH-NGS npu Bunycky.

r) 3BY)XXEHHS KpUTEPITB NPUAHATHOCTI BUNYCKY AN1A

YACTOTYK 3a AONOMOrOK IOHOOOMIHHOT

BUCOKOE(PEeKTUBHOI pianHHOT XpomaTorpadii (10-

BEPX) (nik 4) Ta fofAaBaHHA [4eCATKOBOro 3Haky [0

KpUTEepIiiB NPUAHATHOCTI 4NA nikiB 3 Ta 4.
1) JopaBaHHA %G2 Ta %Man5 B SKOCTi 104aTKOBUX
XapakTepucTuk/dyopMm rnikaHis A1s po3noginy raikaHis
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
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3acoby yrnakoska) Hs* nocsioyeHHs1
MEeTOAOM PiAMHHOI XpomaTorpadii rigpodinbHOT
B3aemopii BEPX.
[) BnaaneHHs BM3HaYeHHs akTUBHOCTI 3a [OMOMOror
6ionoriyHoro aHanisy.
€) 3BYXXEHHS KpUTEPIIB NPUAHATHOCTI NPW BUMYCKY A5
% aFuc gns npuBefeHHs y BiANOBIAHICTb A0 NOTOYHUX
3apEeecTPOBaHNX KpUTEPIiB NPUAHATHOCTI AN
NPOMIDKHOIO NPOAYKTY TpacTy3ymaby
138. | KANNEHAYNN KBiTkM no 30 r abo MpAT Ykpaina MpAT "JikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 6e3 - UA/6047/01/01
KBITKA no 50 r y naukax 3 "NikTpasun" TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenma
BHYTPILLHIM thapmakoHarnsagy (iHwi 3miHn). 3MiHK BHeceHo y n. 17.
naketom; no 1,5ry IHLE TekcTy MapKyBaHHS ynakoBKM MiKapCbKoro
iNbTp-NakeTi; Mo 3acoby.BBefeHHSA 3MiH MPOTAroM 6-Tv MicALiB nicns
20 oinbTp-nakeTiB y 3aTBEepPAKEHHA
nadui abo y nauui 3
BHYTPILLHIM
naketom; no 1,5ry
inbTp-nakeTi B
iHOVBIoyanbHOMY
nakeTuky; no 20
iNbTp-nakeTiB y
nauuj
139. | KBEPTUH TabneTkn XyBasibHi My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 BijoMOCTeli Npo Nikapcbkuii 3aci6 y 6e3 nignsar UA/0119/02/01
no 40 wr; no 10 akuioHepHe akuioHepHe [lep>xaBHOMY peecTpi Nikapckmx 3acobiB LWOA0 3MiHW peuyenma ae
TabneTok y 6nicTepi; | TOBapuCTBO TOBapUCTBO cTaTycy peknamyBaHHs (6y/10: He nid/isieae; cmasio:
no 3 6nictepu B "HaykoBo- "HaykoBo- nidnseae) Ha nigcrtasi Hakazy MO3 Ykpaiuu Big,
nauuj; no 90 BMPOGHNUNIA BVPOGHWYNIA 07.08.2023 Ne 1416 «[Mpo BHECEHHS 3MiHU A0
Tabnetok y LEeHTP LEeHTP Mepeniky 0co6n1BO Hebe3neyHnx, HebesneuHmx
KOHTeliHepax; no 90 | “"BopLyariscb "BopLyariBcbkuii iH(PEeKUiiHNX Ta Napa3uTapHUX XBOPOO NHOANHY i
Tabnetoky KWin Ximiko- Ximiko- HocilicTBa 36yAHVMKIB X XBOPO6>» (MCT-
KOHTelHepi; no 1 chapmaneBT chapmaueBTUYHUI nigreepmxeHHs AN «[lepXaBHWi eKCnepTHWIA LEeHTp
KOHTEliHepy B nauLi NYHWIA 3aBop" MO3 Ykpainu» Big 20.02.2024 Ne 389/2.4-24)
3aBof’"
140. | KBETUKCON TabneTku, BKPUTI 3AT NuToBCbka KOHTPO/1b SIKOCTI, HimeyunHa BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a - UA/19569/01/01
XR NNiBKOBOIO «®apmnira» | Pecnybnik nepBrHHe Ta ™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6. peyenmom
0060/10HKOH, a BTOPWHHE KOHTPO/Ib AOMOMIDKHMX PEHOBUH (iHLUi 3MiHN)

NPONOHroBaHoi Aji,
no 50 mr no 10
TabneTtok y 6nicrepi;
no 3 6nictepu B
KapTOHHI nauj

nakyBaHHs1, BUMYCK
cepii: Mepkne
MM6X HimeuunHa;
BMPOGHMLTBO
Hepo3dhacoBaHo!
npoaykuii: Mepkne
vM6X, HimeyunHa

BW/TYYEHHS AeTaslbHOI iHdhopMali LWoa0 YacToTn
TecTyBaHHSA 3 11.3.2.P.4.2. AHaniTU4Hi MeTOAVKN ANs
BCiX AOMOMDKHUX PEYOBUWH. BuganeHHs po3giny
«Banigauis aHaniTMYHUX METOAMK» A1 ONOMIKHUX
peyoBuH Opadry 6inuii, Opadry KOpUYHEBWA Ta
Opadry XXOBTWIA, OCKI/IbKM Lieit [OKYMEHT CTOCYEThCS
3ara/ibHUX aHaNiTUYHUX NPOLLeAYp | BBRXKAETHCA
3acTapinimm. 3miiu | Tuny - 3MiHu 3 AKocTi. FoToBWiA
nNikapcbkuii 3aci6. KOHTPob 4ONOMIXKHUX PEYOBVH.
3MiHa napameTpiB cneuudikalii Ta/abo AonycTUMMX
MeX 4151 AONOMIKHOT PEYOBUHN (BUTYYEHHS 3i
cneumdikauii He3Ha4YHOro NokasHuKa (Hampukiag
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

3aCcTapifioro NokasHyka)) BUy4YeHHs 3i cneyudikauii
[0MOMDKHOT PEYOBMHU MIKPOKPUCTaTIYHOT LLenonosu
3acTapinoro nokasHuka «Po3mip YyacTuHOK» 3a
[0MOMOroK CUTOBOrO aHaulidy. TakoX BHOCATLCA
peAakuiiiHi npaBk1 B Ha3By COpTY A1
MIKPOKPUCTaNIYHOI LLes1H0N103M1, WO Y3romKyeTbes 3
Ha3BOK COPTY, Sika BUKOPUCTOBYETLCSA Ha AiNIbHUL
Bupo6HuuTBa 13 Merckle GmbH. 3MmiHu | Tuny -
3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHMX PEeYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AoNycTUMUX MeX AN1s
[OMNOMDKHOT peYOBUHY (BUTYYEHHS 3i crnieumdikavii
He3HaYyHOro NokasHuka (Hanpvkiag 3acrapisnoro
NnoKasHWKa)) BUNy4YeHHs 3i cneuudikaLii LonoMixHOT
peyoBuHM rinpomenosun 2208 4M CR 3acTtapinoro
rokasHuka «P0o3Mmip 4aCTUHOK» 3a J0MNOMOro0
CMTOBOrO aHanisy. 3MiHu | Tuny - 3miHu 3 AKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib AONOMIKHUX
peyoBuH. 3MiHa NapameTpiB cneuundikauilii Ta/abo
[ONYCTUMMUX MEX A/18 AONOMIKHOT peqyoBMHN (iHLLi
3MiHN)

OHOBJ/IEHHS NapameTpy «Onuc» B cneuudikauii
[0MNOMiXHMX pevoBuH Opadry KOpUUYHEBWUIA | XXOBTUIA,
aHaJs10rivyHo, SiK 3a3HaveHo ans Opadry 6inuii.
PepakuiiiHi 3miHn B 1.3.2.P.1.0nuc i cknag /13, a came
3a3HayeHo NPUMITKY Ha NOCUIaHHA 4il0H0ro BUAAHHSA
Ph.Eur; pegakuiiiHi npasku B
n.3.2.P.4.1.Cneuundpikauisi. 3miHun | TMny - 3miHn 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
[OMOMDKHUX peYOBMH. 3MiHa y MeToAax
BMNPOOYBaHHSA AOMOMDKHOT PEYOBVHY (HE3HAYHI 3MiHU
y 3aTBEPMXEHVX MeTOAaX BUNPOGYBaHb) OHOB/IEHHS
MeToay BUNpobyBaHHS «KibKicHe BU3HAYEHHS» ANs
[OMOMiXHOT PEYOBVHM HATPIlO LUMTpaTy 6e3B04HOr0, a
came fofaBaHHs hopmynn po3paxyHky. MeTtog,
BMNPOGYBaHHA He 3MIHMBCA. 3MiHW | TNy - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHI 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo €sponeiicbkol
thapmakonei, abo iHLWOoT HalioHa/IbHOI hapmMakonel
Aepxasun E€C (3miHa y cneuudikadisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo
iHWWI HauioHanbHI thapmakonei aepxasu E€C)
OHOBJ/IEHHS cneuydikalii 4ONOMIXHOI PevyoBUHN
rinpoMeno3u BiANoOBIAHO A0 MoHorpadii Ph.Eur.
Takox BHOCATLCA peAakLiiiHi npaBKkn B Ha3BY COPTY
N5 TiNPOMEeNo3un, L0 Y3rofKyeTbCs 3 HA3BOK COPTY,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

sika BUKOPUCTOBYETLCSA Ha AiNbHULI BUpobHuuTtea M13
Merckle GmbH — linpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lFNinpomenosa 2910 5 LV.
3miHu | TMRYy - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y BifMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(iHWi 3miHK) 3MiHK B creumdikaLii Ta MeToAj KOHTPOsIO
[OMOMiXHOT PEeYOBVHW HaTPIlO LMTpaTy 6e3B04HOr0, a
came OHOBJ/IEHHA MeToay «laeHTudbikauis. HaTpiii»,
3MiHa nocunaxHa 3 USP <491> wHa Ph.Eur. 2.3.1.
Takox Bunyyaetocs n.3.2.P.4.3.Banigauis
aHaniTMYHUX MeToauK. 3MiHW | TUNY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo €sponeiicbkol
thapmakonei, abo iHLWOT HalioHas/IbHOI hapmMakonel
Aepxasun €C (iHWi 3MiHK) 3MiHK B cneyudikauii Ta
MeTOoZi KOHTPO/IH0 AONOMIKHOT PEYOBVHN HATPIO
umTpaty 6e3BofHOr0, a came OHOB/IEHHS MeToAY
«lgeHTudpikauis. Lintpatu», 3miHa nocunaHHsa 3 USP
<191> Ha Ph.Eur. 2.3.1. Takox BUy4yaeTbCcs
n.3.2.P.4.3.Banigauis aHaiTMYHX MeToauk. 3miHu |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4®Y abo €sponeiicbkoi thapmakonei, abo
iHLWOT HaujioHanbHOT thapmakonei aepxasn €C (iHLWi
3MiHM) 3MiHM B cneumdikauii Ta MeToai KOHTPOso
[OMOMiXHOT PEYOBVHM HATPIlO LUMTpaTy 6e3B04HOr0, a
came OHOBJIEHHSt MeTofy «BTpaTa B mMaci npu
BUCYLLYBaHHI», NOTOYHE NocunaHHa Ha metogd USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BUnyyaeTbes n.3.2.P.4.3.Banigauis aHaniTMyHnx
MeToAMK

141.

KBETUKCON
XR

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOIO,
NPOJIOHroBaHoI A,
no 150 mr no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIN nayui

3AT
«Papmnira»

JlnToBCcbka
Pecny6nik
a

KOHTPO/Ib AKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: Mepkne
'M6X HimeuunHa;
BMPOGHMLTBO
Hepo3dracoBaHol
npoaykuii: Mepkne

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
KOHTpO/1b AONOMDKHUX PEYOBWH (iHLUi 3MiHN)
BUYYEHHS AeTasbHOI iHhopMaL,i Woao yactoTn
TecTyBaHHs 3 N.3.2.P.4.2. AHaNniTU4Hi MeToaunkn Ans
BCiX AOMOMDKHUX PEYOBUH. BuganeHHs posginy
«Banigauis aHaniTUYHNX METOAMK» AN1S AONOMDKHMX
peuoBuH Opadry 6inuvii, Opadry KOpUYHeBUiA Ta
Opadry >KOBTUIA, OCKINIbKM LIei JOKYMEHT CTOCYETbCA

3a
peyenmom

UA/19569/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

vm6X, HimeyunHa

3ara/ibHUX aHaNiTUYHUX NPOLLEAYP | BBRXKAETHCA
3actapinum. 3miHu | Trny - 3MiHW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX PEYOBUH.
3MiHa napameTpiB cneundikauii Ta/abo JonycTUMmX
MeX O/151 AOMOMDKHOI peYOBUHM (BUTyYEHHS 3i
cneumdikaLii He3Ha4YHOro nokasHuka (Hanpuknag,
3aCcTapifioro NokasHyka)) BUy4YeHHs 3i cneuudikauii
[0MOMDKHOT PEYOBMHU MIKPOKPUCTaTIYHOT LLenonosu
3acTapinoro nokasHuka «Po3mip YyacTuHOK» 3a
[0MOMOroK CUTOBOrO aHaulidy. TakoX BHOCATLCA
peAakuiiiHi npaBkn B Ha3By COpTY A1
MIKPOKPUCTaNIYHOI LLes1H0N103M1, WO Y3romKyeTbes 3
Ha3BOK COPTY, Sika BUKOPUCTOBYETLCSA Ha AiNIbHUL
Bupo6HuuTBa NN13 Merckle GmbH. 3MmiHu | Tuny -
3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHMX PEeYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AoNycTUMUX MEX AN1s
[OMOMDKHOT peYOBUHY (BUTYYEHHS 3i crnieumdikavii
He3HaYyHOro NokasHuka (Hanpvkiag 3actapisnoro
NnoKasHWkKa)) BUNy4YeHHs 3i cneuudikaLii LonoMixHOT
peyoBuHM rinpomenosun 2208 4M CR 3acTtapinoro
rokasHuka «P0o3mip 4aCTUHOK» 3a J0NOMOro0
CMTOBOrO aHanisy. 3MiHu | Tuny - 3miHM 3 AKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH. 3MiHa NapameTpiB cneuundikauiii Ta/abo
[OMNYCTUMMUX MEX A/18 AONOMIKHOT peqyoBMHN (iHLLUi
3MiHN)

OHOBJ/IEHHS NapameTpy «Onuc» B cneuudikauii
[0MNOMiXHMX pevoBuH Opadry KOpUUYHEBUIA | XXOBTUIA,
aHaUs10rivyHo, SiK 3a3HaveHo ans Opadry 6inwii.
PepakuiiiHi 3miHn B n.3.2.P.1.0nuc i cknag /13, a came
3a3HayeHo NPUMITKY Ha NOCUIaHHA 4il0H0ro BUAAHHSA
Ph.Eur; pegaxujiiHi npasku B
n.3.2.P.4.1.Cneuundpikauisi. 3miHun | TMny - 3miHun 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
[OMOMDKHUX peYOBMH. 3MiHa y MeToAax
BMNPOOYBaHHSA AOMOMDKHOT PEYOBVHY (HE3HAYHI 3MiHU
y 3aTBEPMXEHVX MeTOAaX BUNPOGYBaHb) OHOB/IEHHS
MeToay BUNpobyBaHHS «KifbKicHe BU3HAYEHHS» ANs
[OMOMiXHOT PEYOBVHM HaTPIlO LUuTpaTy 6e3B04HOr0, a
came fofaBaHHs hopmynn po3paxyHky. MeTtog,
BMNPOGYBaHHA He 3MIHMBCA. 3MiHW | TNy - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo €sponeiicbkoi
thapmakonei, abo iHLWOT HalioHas/IbHOI hapmMakonel
fepxasun €C (3miHa y cneymdikadisix, nos'sasaHa 3i
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Hassa
JliKapcbK0O20
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myBaH
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Homep
peecmpayitiHo2o
nocsioYeHHs1

3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo
iHWWI HauioHanbHI thapmakonei aepxasu E€C)
OHOBJ/IEHHS cneuudikauii 4ONOMIXHOI PevyoBUHM
rinpoMeno3u BiANOBIAHO A0 MoHorpadii Ph.Eur.
Takox BHOCATLCA peAakLiiiHi npaBKkn B Ha3BY COPTY
[ONA TiNPOMeNo3un, Lo Y3rofXXyeTbCsA 3 HA3BOK COPTY,
sika BUKOPUCTOBYETLCSA HA AiNbHULI BUpobHuuTtea M13
Merckle GmbH — linpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lFNinpomenosa 2910 5 LV.
3miHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPVMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(iHWi 3miHK) 3MiHK B crieumdikaLii Ta MeTOAj KOHTPO/IO
[OMOMiXHOT PEeYOBVHW HAaTPIlO LMTpaTy 6e3B04HOr0, a
came OHOBJ/IEHHA MeToay «laeHTudpikauis. HaTpiii»,
3MiHa nocunaHHa 3 USP <491> nHa Ph.Eur. 2.3.1.
Takox BunyyaeTbcs n.3.2.P.4.3.Banigauis
aHaniTMYHUX MeToauK. 3MiHW | TUNY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo €sponeiicbkoi
thapmakonei, abo iHLWOoI HauioHa/IbHOI hapmMakonel
Aepxasun €C (iHWi 3MiHK) 3MiHK B cneyudikauii Ta
MeTO/i KOHTPO/IH0 AONOMIKHOT PEYOBVHU HATPItO
umTpaty 6e3BofHOr0, a came OHOB/IEHHS MeToAY
«lgeHTudpikauis. Lintpatu», 3miHa nocunaHHa 3 USP
<191> Ha Ph.Eur. 2.3.1. Takox BUy4yaeTbCcs
n.3.2.P.4.3.Banigauis aHaiTMYHUX MeToauk. 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii ®Y abo €sponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei aepxasu €C (iHLWi
3MiHM) 3MiHM B cneumdikauii Ta MeToai KOHTPOsIo
[OMOMiXHOT PEYOBVHM HaTPIlO LUuTpaTy 6e3B04HOr0, a
came OHOBJIEHHsi MeTofy «BTpaTa B mMaci npu
BUCYLLYBaHHI», NOTOYHE NocunaHHA Ha metogd USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BUnyyaeTbes n.3.2.P.4.3.Banigauis aHaniTMyHnx
MeToAMK

142.

KBETUKCON
XR

TabneTku, BKPUTI
NNiBKOBOK
060/10HKOH,

3AT
«Papmnira»

JlnToBCcbka
Pecny6nik
a

KOHTPOSIb SKOCTI,
nepBuHHe Ta
BTOpVHHE

HimeyuunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b AONOMIDKHUX PEYOBWH (iHLUi 3MiHN)

3a
peyenmom

UA/19569/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

NPOJIOHroBaHoI A,
no 200 mr no 10

TabneTtok y 6nicrepi;

no 3 6nictepu B
KapTOHHII navui

nakyBaHHS, BUMyCK
cepii: Mepkie
'M6X HimeuunHa;
BMPOGHMLTBO
Hepo3dacoBaHoT
npoaykuii: Mepkne
Mm6X, HimewunHa

BU/yYEHHS AeTasbHOI iHhopMaL,i Woao yactoTn
TecTyBaHHs 3 N.3.2.P.4.2. AHaniTU4Hi MeToaunkn Ans
BCiX AOMOMDKHUX PEYOBUH. BuganeHHs po3ainy
«Banigauis aHaniTUYHNX METOAMK» ANS AONOMDKHMX
peuoBuH Opadry 6inwvii, Opadry KOpU4HeBUiA Ta
Opadry OBTWiA, OCKi/IbKV Liel OKYMEHT CTOCYETHCS
3ara/ibHUX aHaliTUYHUX NPOLeAYP | BBRXKAETHCSA
3actapinMm. 3miHu | Trny - 3MiHW 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX O/151 AOMOMDKHOI peYOBUHM (BUTyYEHHS 3i
cneumdikaLii He3Ha4YHOro NokasHuka (Hanpuknag,
3aCTapifioro NokasHyka)) BUy4YeHHs 3i cneyudikauii
[0MOMDKHOT PEYOBUHU MIKPOKPUCTaTIYHOT LLenonosu
3acTapinoro nokasHuka «Po3mip YyacTuHOK» 3a
[0MOMOroK CUTOBOrO aHaulidy. TakoX BHOCATLCA
peAakuiiiHi npasBkn B Ha3By COpTY A1
MIKPOKPUCTaNIYHOI LLes1H0N103M1, WO Y3romKyeTbes 3
Ha3BOK COPTY, Sika BUKOPUCTOBYETLCSA Ha AiNIbHULL
Bupo6HuuTBa MN13 Merckle GmbH. 3MmiHu | Tuny -
3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHMX PEeYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AoNycTUMUX MeX AN
[OMNOMDKHOT peYOBUHYM (BUTYYEHHS 3i cneumdikavii
HEe3HaYyHOro NokasHuka (Hanpvikiag 3actapisnoro
NnoKasHWKa)) BUNy4YeHHs 3i cneuudikaLii LonoMixHOT
peyoBuHM rinpomenosun 2208 4M CR 3acTtapinoro
rokasHuka «P0o3mip 4aCTUHOK» 3a J0NOMOro0
CMTOBOrO aHanisy. 3MiHu | Tuny - 3miHu 3 AKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH. 3MiHa NapameTpiB cneuundikauilii Ta/abo
[OMyCTUMMUX MEX A/18 A0NOMIKHOT peqyoBMHN (iHLLi
3MiHN)

OHOBJ/IEHHSA NapameTpy «Onuc» B cneuudikauii
[0MNOMiXHMX pevoBuH Opadry KOpUUYHEBUIA | XXOBTUIA,
aHaJs10rivyHo, SiK 3a3HaveHo ans Opadry 6inuii.
PepakuiiiHi 3miHn B 1.3.2.P.1.0nuc i cknag /13, a came
3a3HayeHo NPUMITKY Ha NOCUIaHHA 4il0H0ro BUAAHHSA
Ph.Eur; pegakujiiHi npasku B
n.3.2.P.4.1.Cneuundpikauisi. 3miHun | TMny - 3miHn 3
AKocCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
[OMOMDKHUX PEeYOBMH. 3MiHa y MeToAax
BMNPOOYBaHHSA AOMOMDKHOT PEYOBVHY (HE3HAYHI 3MiHU
y 3aTBEPMXEHVX MeTOAaX BUNPOGYBaHb) OHOB/IEHHS
MeToay BUNpobyBaHHS «KibKicHe BU3HAYEHHS» ANs
[OMOMiXHOT PEYOBVHW HAaTPIlO LUMTpaTy 6e3804HOr0, a
came fofaBaHHs hopmynn po3paxyHky. MeTtog,
BMNPO6YBaHHA He 3MIHMBCS. 3MiHW | Tuny - 3MiHK 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo €Bponeiicbkol
thapmakonei, abo iHLWOoT HalioHa/IbHOI hapmMakonel
fepxasun €C (3miHa y cneuudikadisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo
iHWWIN HauioHanbHI thapmakonei aepxasu €C)
OHOBJ/IEHHS cneuudikalii 4ONOMIXHOI Pe4yoBUHN
rinpoMeno3u BiANoOBIAHO A0 MoHorpadii Ph.Eur.
Takox BHOCATLCA peAakLiiiHi npaBKkn B Ha3BY COPTY
[ONA TiNPOMEeNo3un, Lo Y3rofXXyeTbCsA 3 HA3BOK COPTY,
sika BUKOPUCTOBYETLCSA HA AiNbHULI BUpobHuuTtea M3
Merckle GmbH — linpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, FNinpomenosa 2910 5 LV.
3miHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikar BignosigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(iHWi 3miHK) 3MiHK B crieumdikaLii Ta MeToAj KOHTPO/IO
[OMOMiXHOT PEeYOBVHW HaTPIlO LMTpaTy 6e3B04HOr0, a
came OHOBJ/IEHHA MeToay «laeHTudpikauis. HaTpiii»,
3MiHa nocunaHHa 3 USP <491> nHa Ph.Eur. 2.3.1.
Takox Bunyyaetocs n.3.2.P.4.3.Banigauis
aHaniTMYHUX MeToauK. 3MiHW | TURY - 3MiHK 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo €sponeiicbkol
thapmakonei, abo iHLWOoT HalioHa/IbHOI hapmMakonel
fepxasun €C (iHWi 3MiHK) 3MiHK B cneyudikauii Ta
MeTO/i KOHTPO/IH0 AONOMIKHOT PEYOBVHU HATPIO
umTpaty 6e3BofHOr0, a came OHOB/IEHHS MeTOAY
«lgeHTudpikauis. Lintpatu», 3miHa nocunaHHsa 3 USP
<191> Ha Ph.Eur. 2.3.1. Takox BWy4yaeTbCcs
n.3.2.P.4.3.Banigauis aHaniTMYHUX MeToauk. 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoONENChKIi
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii ®Y abo €sponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei aepxasu €C (iHLWi
3MiHM) 3MiHM B cneumdikauii Ta MeToi KOHTPOsIo
[OMOMiXHOT PEYOBVHW HAaTPIlO LUMTpaTy 6e3804HOr0, a
came OHOBJIEHHSi MeToay «BTpaTa B mMaci npu
BMCYLLYBaHHI», NOTOYHE NocuaaHHa Ha metod USP
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BUnyyaeTbes n.3.2.P.4.3.Banigauis aHaniTMyHnx
MeToAMK
143. | KBETUKCO/ | TabneTtku, BKpUTI 3AT JintoBCcbka | KOHTPOMb SKOCTI, HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHiX MmaTepianis: 3MiHu | 3a - UA/19569/01/04
XR NNiBKOBOIO «Papmnira» | Pecny6nik nepBrHHe Ta TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peyenmom
060/10HKOIO, a BTOPWHHE KOHTpO/Ib AONOMDKHUX PEYOBWH (iHLUi 3MiHN)

NPOJIOHroBaHoI A,
no 300 mr no 10
TabneTtok y 6nicrepi;
no 3 6nictepu B
KapTOHHII nayui

nakyBaHHS1, BUMyCK
cepii: Mepkne
'M6X HimeuunHa;
BMPOGHMLTBO
Hepo3dacoBaHol
npoaykuii: Mepkne
Mv6X, HimeuwunHa

BUYYEHHS AeTasbHOI iHhopMaL,i Woao yactoTn
TecTyBaHHs 3 N.3.2.P.4.2. AHaniTU4Hi MeToaukn ANs
BCiX AOMOMDKHWUX PEYOBUH. BuganeHHs po3giny
«Banigauis aHaniTUYHNX METOAMK» AN1S AONOMDKHMX
peuoBuH Opadry 6inuvii, Opadry KOpUYHeBUiA Ta
Opadry XOBTUIA, OCKINbKN Liei [JOKYMEHT CTOCYETLCA
3ara/ibHUX aHaliTUYHUX NPOLLeAYp | BBRXKAETHCA
3actapinMm. 3miHu | Trny - 3MiHW 3 KocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPONb AONOMIXHUX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX O/151 AOMOMDKHOI peYOBUHM (BUTyYEHHS 3i
cneumdikaLii He3Ha4YHOro nokasHuka (Hanpuknag,
3acTapifioro NokasHyka)) BUy4YeHHs 3i cneyudikauii
[0MNOMDKHOT PEYOBMHU MIKPOKPUCTaTIYHOI LLeono3u
3acTapinoro nokasHuka «Po3mip YyacTUHOK» 3a
[0MOMOroK CUTOBOrO aHaulidy. TakoX BHOCATLCA
peAakuiiiHi npaBk1 B Ha3By COpTY A1
MIKPOKPUCTaNiYHOI LLes1H0N103M1, WO Y3romKyeTbCs 3
Ha3BOK COPTY, ika BUKOPUCTOBYETLCSA Ha AiNbHULL
Bupo6HuuTBa M3 Merckle GmbH. 3MmiHu | Tuny -
3MiHM 3 KOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
[OMNOMDKHMX PeYoBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AoNycTUMUX MEX A5
[ONOMDKHOT pEYOBUHYM (BUTYYEHHS 3i crnieumdikavii
He3HaYyHOro NokasHuka (Hanpvkiag 3actapisnoro
NnokKasHuka)) BUNy4YeHHs 3i cneuudikaLii LonoMixHoT
peyoBuHM rinpomenosun 2208 4M CR 3acTtapinoro
nokasHuka «Po3Mmip 4aCTUHOK» 3a J0MNOMOroi0
CMTOBOrO aHanisy. 3MiHu | Tuny - 3miHu 3 AKOCTI.
[oTOBMIA Nikapcbknii 3aci6. KOHTPOb AOMOMDKHUX
peyoBuH. 3MiHa NapameTpiB cneuundikailii Ta/abo
LOMYCTUMMUX MEX A/19 LONOMDKHOT peqyoBMHN (iHLLUi
3MiHW)

OHOBJ/IEHHS NapameTpy «Onuc» B cneuudikauii
[0NOMiXHMX pevoBuH Opadry KOpUUYHEBUIA | XXOBTUIA,
aHasorivyHo, Ak 3asHavyeHo ans Opadry 6inuii.
PepakuiiHi 3miHn B n.3.2.P.1.0nuc i cknag /13, a came
3a3HayeHo NPUMITKY Ha NOCUIaHHA Ail0H0ro BUAaHHSA
Ph.Eur; pegakuiini npaBku B
n.3.2.P.4.1.Cneuundpikauisi. 3miHun | TMny - 3miHun 3
sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX peYOBMH. 3MiHa y MeToAax
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

BMNPOOYBaHHSA AOMOMDKHOT PEYOBVHY (HE3HAYHI 3MiHU
y 3aTBEPMXEHVX MeTOAaX BUNPOGYBaHb) OHOB/IEHHS
MeToay BUNpobyBaHHS «KiflbKicHe BU3HAYEHHS» ANs
[OMOMiXHOT PEYOBVHW HaTPIlO LUMTpaTy 6e3804HOr0, a
came fofaBaHHs hopmynn po3paxyHky. MeTtog,
BMNPOGYBaHHA He 3MIHMBCA. 3MiHW | TNy - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo €sponeiicbkol
thapmakonei, abo iHLWOoT HalioHa/IbHOI hapmMakonel
fepxasun €C (3miHa y cneuudikadisx, nos'asaHa 3i
3miHamu B [1®Y, abo €Bponeiickkili hapmakonei, abo
iHWWIN HauioHanbHI thapmakonei aepxasu E€C)
OHOBJ/IEHHS cneuudikalii 4ONOMIXHOI Pe4yoBUHN
rinpoMeno3u BiANoOBIAHO A0 MoHorpadii Ph.Eur.
Takox BHOCATLCA peAakLiiiHi npaBKkn B Ha3BY COPTY
[ONA TiNPOMeNosun, Lo Y3rofXXyeTbCsA 3 HA3BOK COPTY,
sika BUKOPUCTOBYETLCSA Ha AiNbHULI BUpobHuuTtea M13
Merckle GmbH — linpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lFNinpomenosa 2910 5 LV.
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y BifMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(iHWi 3miHK) 3MiHK B creumdikaLii Ta MeToAj KOHTPOsIO
[OMOMiXHOT PEeYOBVHW HAaTPIlO LUMTpaTy 6e3B04HOr0, a
came OHOBJ/IEHHA MeToay «laeHTudbikauis. HaTpiii»,
3MiHa nocunaxHa 3 USP <491> wHa Ph.Eur. 2.3.1.
Takox Bunyvaetocs n.3.2.P.4.3.Banigauis
aHaniTMYHUX MeToauK. 3MiHW | TUNY - 3MiHK 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo €sponeiicbkol
thapmakonei, abo iHLWOT HalioHas/IbHOI hapmMakonel
Aepxasun €C (iHWi 3MiHK) 3MiHK B cneyudikauii Ta
METO/i KOHTPO/IH0 AONOMIKHOT PEYOBVHU HATPIO
umTpaty 6e3BofHOr0, a came OHOB/IEHHS MeToAY
«lgeHTudpikauis. Lintpatu», 3miHa nocunaHHa 3 USP
<191> Ha Ph.Eur. 2.3.1. Takox BUy4yaeTbCcs
n.3.2.P.4.3.Banigauis aHaniTMYHUX MeToauk. 3miHu |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoONENCHKIi
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
MoHorpadii ®Y abo €sponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei aepxasn €C (iHLWi
3MiHM) 3MiHM B cneumdikauii Ta MeToai KOHTPOso
[OMOMiXHOT PEYOBVHW HaTPIlO LUMTpaTy 6e3804HOr0, a
came OHOBJIEHHsi MeTofy «BTpaTa B mMaci npu
BUCYLLYBaHHI», NOTOYHE NocunaHHA Ha metogd USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BUnyyaeTbes n.3.2.P.4.3.Banigauis aHaniTMyHnx
MeToAMK
144. | KBETUKCON | TabneTtku, BKpUTI 3AT JintoBCcbka | KOHTPOMb SKOCTI, HimeuunHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu | 3a - UA/19569/01/05
XR NNiBKOBOIO «Papmnira» | Pecny6nik nepBrHHe Ta TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOH, a, BTOPWHHE

NPOJIOHroBaHol A,
no 400 mr no 10

TabneTtok y 6nicrepi;

no 3 6nictepu B
KapTOHHII nayui

nakyBaHHS1, BUMyCK
cepii: Mepkne
'M6X HimeuunHa;
BMPOGHMLTBO
Hepo3dracoBaHol
npoaykuii: Mepkne
Mv6X, HimewunHa

KOHTpO/1b AONOMDKHUX PEYOBUH (iHLUi 3MiHN)
BUYYEHHS AeTasbHOI iHhopMaL,i Wwoao yactoTn
TecTyBaHHs 3 N.3.2.P.4.2. AHaniTU4Hi MeToaunkn Ans
BCiX AOMOMDKHUX PEYOBUH. BuganeHHs po3giny
«Banigauis aHaniTUYHNX METOAMK» ANS AONOMDKHMX
peuoBuH Opadry 6inuvii, Opadry KOpU4HeBUiA Ta
Opadry XOBTUIA, OCKINbKN Liei [OKYMEHT CTOCYETLCA
3ara/ibHUX aHaNiTUYHUX NPOLLeAYp | BBAXKAETHCA
3actapinMm. 3miHu | Trny - 3MiHW 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPONb AONOMIKHUX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX A1 AOMOMDKHOI peYOBUHM (BUTyYEHHS 3i
cneumdikaLii He3Ha4YHOro nokasHuka (Hanpuknag,
3acTapifioro NokasHyka)) BUIy4YeHHs 3i cneuudikauii
[0MNOMDKHOT PeYOBMHU MIKPOKPUCTaTIYHOI LLenonosu
3acTapinoro nokasHuka «Po3mip YyacTuUHOK» 3a
[0MOMOroK CUTOBOrO aHaulidy. TakoX BHOCATLCA
peAakuiiiHi npaBk1 B Ha3By COpTY A1
MIKPOKPUCTaNiUHOI LLes1H0103M1, WO Y3romKyeTbCs 3
Ha3BOK COPTY, Sika BUKOPUCTOBYETLCSA Ha AiNbHULL
Bupo6HuuTBa M3 Merckle GmbH. 3MmiHu | Tuny -
3MiHM 3 KOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
[OMNOMDKHMX PeYoBMH. 3MiHa napameTpis
cneuudikayii Ta/abo AoNycTUMUX MEX A5
[OMNOMDKHOT pEYOBUHY (BUTYYEHHS 3i crnieumdikavii
He3Ha4yHOro NokasHuka (Hanpvkiag 3actapisnoro
NnokKasHuka)) BUNy4YeHHs 3i cneuugikaLii LonoMixHOT
peyoBuHM rinpomenosun 2208 4M CR 3acTtapinoro
nokasHuka «Po3Mmip 4aCTUHOK» 3a J0MNOMOroi0
CMTOBOrO aHanisy. 3MiHu | Tuny - 3miHM 3 AKOCTI.
[oTOBMIA Nikapcbknii 3aci6. KOHTPOb AOMOMDKHUX
peyoBuH. 3MiHa NapameTpiB cneuundikailii Ta/abo
LOMYCTUMMUX MEX A/18 ONOMDKHOT peqyoBMHN (iHLLUi
3MiHW)

OHOBJ/IEHHS NapameTpy «Onuc» B cneuudikauii
[0NOMiXHMX pevoBuH Opadry KOpUUYHEBUIA | XXOBTUIA,
aHasorivyHo, K 3a3HavyeHo ans Opadry 6inuii.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

PepakuiiiHi 3miHn B n.3.2.P.1.0nuc i cknag /13, a came
3a3HayeHo NPUMITKY Ha NOCUIaHHA 4il0H0ro BUAAHHSA
Ph.Eur; pegakujiiHi npasku B
n.3.2.P.4.1.Cneuundpikauisi. 3miHun | TMny - 3miHn 3
AkocCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
[OMOMDKHUX PEeYOBMH. 3MiHa y MeToAax
BMNPOOYBaHHSA AOMOMDKHOT PEYOBVHY (HE3HAYHI 3MiHU
y 3aTBEPMXEHVX MeTOAaX BUNPOGYBaHb) OHOB/IEHHS
MeToay BUNPobyBaHHS «KibKicHEe BU3HAYEHHS» ANs
[OMOMiXHOT PEYOBVHW HAaTPIlO LUMTpaTy 6e3804HOr0, a
came fofaBaHHs hopmynn po3paxyHky. MeTtog,
BMNPOGYBaHHA He 3MIHMBCA. 3MiHW | TNy - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo €sponeiicbkol
thapmakonei, abo iHLWOT HalioHa/IbHOI hapmMakonel
fepxasun €C (3miHa y cneuudikadisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo
iHWWI HauioHanbHI thapmakonei aepxasu E€C)
OHOBJ/IEHHS cneuudikalii 4ONOMIXHOI pevyoBUHM
rinpoMeno3u BiANoOBIAHO A0 MoHorpadii Ph.Eur.
Takox BHOCATLCA peAakLiiiHi npaBKkn B Ha3BY COPTY
[ONA TiNPOMeNo3un, Lo Y3rofXXyeTbCsA 3 HA3BOK COPTY,
sika BUKOPUCTOBYETLCSA HA AiNbHULI BUpobHuuTtea M13
Merckle GmbH — linpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lFNinpomenosa 2910 5 LV.
3miHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPVMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(iHWi 3miHK) 3MiHK B crieumdikaLii Ta MeToAj KOHTPOsIO
[OMOMiXHOT PEeYOBVHW HaTPIlO UMTpaTy 6e3B04HOr0, a
came OHOBJ/IEHHA MeToay «laeHTudpikauis. HaTpiii»,
3MiHa nocunaxHa 3 USP <491> wHa Ph.Eur. 2.3.1.
Takox BunyyaeTbcs n.3.2.P.4.3.Banigauis
aHaniTMYHUX MeToauK. 3MiHW | TUNY - 3MiHK 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo €sponeiicbkoi
thapmakonei, abo iHLWOoT HalioHa/IbHOI hapmMakonel
Aepxasun €C (iHWi 3MiHK) 3MiHK B cneyudikauii Ta
MeTO/i KOHTPO/IH0 AONOMIKHOT PEYOBVHU HATPItO
umTpaty 6e3BofHOr0, a came OHOB/IEHHS MeToAY
«lgeHTudpikauis. Lintpatu», 3miHa nocnnaHHa 3 USP
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
<191> Ha Ph.Eur. 2.3.1. Takox BUy4yaeTbCcs
n.3.2.P.4.3.Banigauis aHaniTMYHUX MeToauk. 3miHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii ®Y abo €sponeiicbkoi thapmakonei, abo
iHLWOT HaujoHanbHOT thapmakonei aepxasu €C (iHLWi
3MiHM) 3MiHM B cneumdikauii Ta MeToai KOHTPOso
[OMOMiXHOT PEYOBVHW HAaTPIlO LUMTpaTy 6e3804HOr0, a
came OHOBJIEHHSt MeTofy «BTpaTa B mMaci npu
BUCYLLYBaHHI», NOTOYHE NocunaHHA Ha metogd USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BUyyaeTbes n.3.2.P.4.3.Banigauis aHaniTMyHux
MeToAMK
145. | KEMMNPA® TabneTku, BKPUTI HOCB Benbris HOCB ®apma Benebris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/9155/01/01
060/10HKOH0, M0 250 dapma C.A. My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
mr; no 10 TabneTok thapmakoHarniagy (iHwi 3mMiHn) 3mMiHM BHECEHO A0
y 6nicTepi; no 3 abo TEKCTYy MapKyBaHHS NMepBNHHOT YMakoBKM MiKapCbKOro
6 6nicTepis y 3acoby B n. 4. «4ATA 3AKIHYEHHA TEPMIHY
KapTOHHIM nayui MPUOATHOCTI», n. 6. «IHWE» Ta fo Tekcrty
MapKyBaHHA BTOPVUHHOT yNakoBku B N. 8. «AATA
3AKIHYEHHA TEPMIHY NMPUOATHOCTI», n. 12.
«HOMEP PEECTPALIMHOIO MOCBIAYEHHS», n.
13. «<cHOMEP CEPII IKAPCbKOIO 3ACOBY», n. 17.
«IHLE»
146. | KEMNMNPA® TabneTku, BKPUTI HOCb Benbris HOCB dapma Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/9155/01/02
060s10HKot0, No 500 dapma C.A. TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
mr; no 10 TabneTok thapmakoHarnagy (iHwi 3mMiHu) 3mMiHM BHECEHO A0
y 6nictepi; no 3 abo TEeKCTY MapKyBaHHS NEPBUHHOT YMakoBKN MiKapCbKOro
6 6nicTepiB y 3acoby B M. 4. «4ATA 3AKIHUEHHA TEPMIHY
KapTOHHII nauui MPUOATHOCTI», n. 6. «IHLWE» Ta Ao Tekcty
MapKyBaHHA BTOPWUHHOT ynakoBku B N. 8. «[ATA
3AKIHYEHHA TEPMIHY NMPUJATHOCTI», n. 12.
«HOMEP PEECTPALIMHOIO MOCBIAYEHHS», n.
13. <cHOMEP CEPIi IKAPCbKOIO 3ACOBY», n. 17.
«IHLIE»
147. | KEMNMNPA® TabneTkn, BKPUTI HOCBb Benbris HOCB dapma Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/9155/01/03
060/10HKO0, M0 1000 | dapma C.A. TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom

Mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepiB y
KapTOHHIM navui

thapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
TEKCTY MapKyBaHHs NePBUHHOT YNakoBKN NiKapCbKOro
3aco0y B M. 4. «[JATA 3AKIHYEHHA TEPMIHY
MPNAATHOCTI», n. 6. «IHWE» Ta A0 TEKCTY
MapKyBaHHA BTOPUHHOT ynakosku B N. 8. «[AATA
3AKIHYEHHA TEPMIHY NPUAOATHOCTI», n. 12.
«HOMEP PEECTPALIMHOIO MOCBIAYEHHSA», n.
13. <cHOMEP CEPIi IKAPCbKOIO 3ACOBY», n. 17.
«IHLWE»
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
148. | KEMMPA® PO34UH OpasIbHUIA, HOCB Benbris Hekctdapma CAC ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/9155/02/01
100 mr/mn no 300 dapma C.A. My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
M1y hnakoHi; no 1 thapmakoHarnagy (iHwi 3miHu) 3MiHM BHECEHO A0
h/1aKkoHy 3 MipHUM TEKCTY MapKyBaHHsI NEPBUHHOI Ta BTOPMHHOT YNakoBKu
NNacTUKOBUM nikapcbkoro 3acoby B n. 8. «AATA 3AKIHUEHHA
LUNPULIOM Y nayi 3 TEPMIHY MPNOATHOCTI», n. 12. <HOMEP
KapTOHy PEECTPALLIMIHOIO MOCBIAYEHHSA», n. 13.
«HOMEP CEPIT IKAPCHKOIO 3ACOBY», n. 17.
«IHLUE>»
149. | KNEBA3O/I® | kpeMm BariHa/IbHUi MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/12647/01/01
no 20 ry Ty6i; no 1 "®ITOGAPM "®ITODAPM" My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom nionsie
Ty6i pasom 3 3 " thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi ae
ansikatopamu B NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
nauui AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO B IHCTPYKL,tO 4159 MEeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI
iHchopMmawii Woao 6e3nekn 3acTocyBaHHS NiKapCbKOro
3acoby. BBefieHHs 3MiH NpOTArom 6-Tv MicsLiB nicns
3aTBEPLKEHHS
CynyTHS 3miHa - 3MiHW Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) o
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
nocBigYeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm
(3acToCcyBaHHA TEKCTY, KNI NOrOMKEHNI 3
KOMMETEeHTHUM opraHom) MpeacTasneri 3MiHn 3
NPUBOAY OHOBJ/IEHHSA PYTUHHMX 3aX04iB 3 MiHimizawii
pY3MKIB BHACNILOK OHOB/IEHHS NPOEKTY iIHCTPYKUIT ANs
MeAMYHOro 3aCTOCyBaHHSA Ha MigCcTaBi pekoMeHaaLii
FDA B vactuHax |, V, VI, VII MYPa moxyTb 6yTn
pPeKOMEeH/A0BaHI A0 3aTBePKEHHS.
150. | KOHEIrPA TabneTku XyBasbHi €Bpo Benvka leHedpapm CA Ipeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/14511/01/02
AENOKC no 50 mr; no 1 Naiidokep BpuTaHis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom niosnsie
Tabnetuiy énictepi; nTp, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui ae

no 1 6nictepy B
KapTOHHI kopobuyj;
no 4 Tabnetkn y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIA Kopoo6Li

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHunx gocnimxkers (PIP)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHoM) 3MiHW BHECEHI [0 IHCTPYKUIT AN MeAUYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAW B3aEMOZj" BiANOBIAHO 4O OHOBMEHOT
iHchopmawuii 3 6e3neku Ajroyoi peyosuHn. BBeaeHHA
3MiH NPOTAroM 6-TM MiCALB Nic/1A 3aTBePAKEHHS
151. | KOHEIPA TabneTku XyBasbHi €Bpo Benuka FeHechapm CA Ipeuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/14511/01/03
AENIOKC no 100 mr; no 1 Naidokep BputaHis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionse
Tabnetui y 6nictepi; nTg thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui ae
no 1 6nictepy B NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI kopoo6Lj; 0151 MeANYHOro 3aCTOCYBaHHSA Ha MiAcTaBi perynsipHo
no 4 Tabnetkm y OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
6nictepi; no 1 a6o a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
no 2 6nictepu B 3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
KapTOHHIA KOpoo6Li pe3ynbTaT OUiHKM 3BiTY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) 3MiHW BHECEHi [0 IHCTPYKUIT 4519 MeaNYHOro
3aCcTOCYyBaHHS Nikapcbkoro 3acoby y po3gain
"B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLwi
BMAM B3aEMOZii" BigNoBiAHO A0 OHOB/EHOT
iHchopMmaLii 3 6e3neku Ajtoyoi pevyoBuHU. BBeeHHSA
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEpPAKEHHS
152. | KOPAKCAH® | Tabnetku, BKpUTI ne PpaHuis Na6opaTtopii ®paHuia/ BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/3905/01/01
5Mr NNiBKOBOIO NABOPATY Ceps’e IHaacTpi, Ipnangis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto, no 5 mr; | AP CEPB'E€ ®paHuisn; Ceps'e thapmakoHarnagy. 3MiHa YacToTn Ta/abo TepMmiHiB
no 14 tabneTok y (IpnaHpis) NoJaHHsA perynsipHo OHOBJ/THOBAHUX 3BITiB 3 6e3nekn
6nicTepi; no 2 a6o 4 IHpacTpic /14, NiKapcbknx 3aco6iB - 3MiHN y YacTOTi Ta gaTax
6nictepu B kKOpoobLi IpnaHgis NMoAaHHsA PeryssipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku.
3 KapTOHY [itova pepakuis: YactoTa nofjaHHsa perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku 1 pik. KiHueBa aata
ONs BKNOYeHHA faHnx fo PO3b - 25.04.2018 p. fata
nogaHHs - 04.07.2018 p. NponoHoBaHa pefakuis:
YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn 3 poku. KiHueBa gata An1s BKIOUYEHHS faHNX
0o PO3b - 25.04.2026 p. ata nogaHHs - 24.07.2026
p
153. | KOPAKCAH® | TabneTku, BKpUTI ne ®dpaHuisa Na6opartopii dpaHuis/ BHECEHHS 3MiH [0 peecTpauiiiHnx matepianis: 3MiHu | 3a - UA/3905/01/02
7,5 MIr NiBKOBOIO NABOPATY Ceps'e IHAacTpi, Ipnangis Tuny - 3MiHW WoAo 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKO0, N0 7,5 AP CEPB'E€ ®paHuisn; Ceps'e thapmakoHarnagy. 3MiHa YacToTn Ta/abo TepMmiHiB

Mr no 14 TabneTok y
6nicTepi; no 2 abo 4
6nictepu B KOpOOLi
3 KapTOHY

(IpnaHgis)
IHgacTpic /T4,
IpnaHgis

nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
niKapcbKux 3aco6iB - 3MiHM Y YacToTi Ta AaTax
noJaHHsA perysspHO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekun
[itoya pefakuis: YactoTa nofjaHHsa perynsapHo
OHOB/IHOBaHOrO 3BiTYy 3 6e3neku 1 pik. KiHueBa aaTa
05 BKNOYeHHA faHnx o PO3B - 25.04.2018 p. fata
nogaHHs - 04.07.2018 p. NponoHoBaHa peakuisi:
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku 3 poku. KiHueBa fata Ans BKIOYEHHS JaHNUX
0o PO3b - 25.04.2026 p. [lata nogaHHs - 24.07.2026
p. PekomeHA0BaHO [0 3aTBEPL)KEHHS BiAMNOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOBIOBAHUX
3BITIB 3 6@3Mneku Jlikapcbknx 3acobis y €C
154. | KOPBAJIKAN | kancynu m'ski; no 9 AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 - UA/13448/01/01
C Kancyn y énictepax; "KUIBCbKW BITAMIHHW TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
no 9 kancyny " 3ABO[" thapmakoHarnagy (iHwi 3MiHn)
6nictepi; no 2 a6o 3 | BITAMIHHA OHOB/IEHHS TEKCTY MapKyBaHHS NepBUHHOT Ta
6nictepun y nauui 1 3ABOA" BTOPVHHOI YNaKOBOK JliKapCbKOro 3acoby, a came
BWIYYEHHS iHhopMalLii, 3a3Ha4YeHOl POCICHKO
MOBOI0, Ta BUKAAEHHS Ti aHrNMiiCbKOK MOBO. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHSI.
155. | KOPBANTAB | TabneTtku, BKpUTI TOB Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 niosnsie UA/14729/01/01
EKCTPA NNiBKOBOIO "ACIHO Crapt" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenma ae
060/10HKOI0 10 10 YKPAIHA" KOHTPO/Ib FOTOBOrO MiKAapCLKOro 3acoby. 3MiHa

Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
B KQPTOHHI nayui

napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK) NpUBEAEHHS
hopMy/toBaHHs NOKasHWKiB «Onuc» Ta «KinbkicHe
BM3HAUYEHHSA» [0 3ara/lbHUX BHYTPILLHBbO-IPMOBUX
BMMOT. 3MiHa hopMy/IH0BaHHA onuncy TabneTok Hece
Nnwe peaakuiinHnin xapakTep i He CTOCYETbCS 3MiHU
30BHILLHLOTO BUrNa4y Tabnetku. 3MiHW BHECEHI B
po3ain "OCHOBHI (hi3UKO-XiMiYHI BNacTUBOCTI" B
IHCTPYKLi0 4719 MEAMNYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby. BBefeHHsA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro Nikapcbkoro
3aco6y (iHwWi 3MiHK) 3miHa hopmarty po3sginis 3.2.P.1
Ta 3.2.P.3.2., a came npvBefeHHs y BIANOBIAHICTb A0
3arasibHUX BHYTPILLHbO-(DiPMOBUX BUMOT (MOrofXeHo
hopmart posginis 3.2.P.1, 3.2.P.3.2. Ta 3apeecTpoBaHy
pepaxuito MKA N13) . 3MiHu | Tuny - 3miHM 3 AKOCTI.
["oTOBMIA NiKapcbkunii 3aci6. 3mMiHWM y BUPOOHNLTBI (HLLI
3MiHK)

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis y
posginax 3.2.P.3.3, 3.2.P.3.4. Ta 3.2.P.3.5, a came
akTyanisauisi Ha3BW, oAMHULI BUMIpY Ta Aiana3oHu
[esiKMX napameTpiB NpoLecy HaHeCEHHS NOKPUTTA

TabneTok, Y 3B'13Ky 3 MOAEpHi3aLiel0 yCTaHOBKM A1
HaHEeCeHHs MOKPUTTA, a camMe OHOBJ/IEHHS anapaTHOro
Ta nporpamHoro 3a6esneveHHs. [itoya pefakuis:
MapameTp «TuCK BXigHOr0 NOBiTPS» TWCK BXiAHOrO
noBITPSA, MM.BOZ.CT MNponoHoBaHa peaakuis:
MapameTp «TUCK BXigHOro NoBiTps» TUCK BXiAHOrO
noBiTpsi, MM.BOA.CT A60 BuTpaTtu BXigHOro nositps,
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m3/rop.

156.

KCAJIKOPI

Kancynu no 200 mr;
no 10 kancyn y
6nicTepi; no 1 abo
no 6 6nictepis y
KapTOHHI KOpo6L;j 3
MapKyBaHHAM
YKpPaiHCLKOK Ta
aHrNincoLKo
MoBamu; no 10
Kancyn y énictepi;
no 1 a6o no 6
6nictepiB y
KapTOHHI Kopobuji 3
MapKyBaHHAM
aHrnincekoto abo
iHLLIOIO IHO3EMHOI0
MOBOH 3i CTUKEPOM
YKPAIHCbKOK MOBOK

Mdpaiizep
Eliu.Ci.Mi.
Koprnopeiiw
H

CLIA

Mcpaiizep
MeHtohekuypuHr
[oliuneng M6 X

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |

TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecu 3asBHMKA (B/1aCHUKA pEECTpaLiiiHOro
noceifyeHHs). 3MiHa agpecu 3asBHUKa

3a
peyenmom

UA/14081/01/01

157.

KCAJIKOPI

Kancynu no 250 mr;
no 10 kancyn y
6nicTepi; no 1 abo
no 6 6nictepis y
KapTOHHI KOpooL;i 3
MapKyBaHHAM
YKpPaiHCLKOK Ta
aHrnincoLKot
MoBamu; rno 10
Kancyn y énictepi;
no 1 a6o no 6
6nictepiB y
KapTOHHI Kopobuji 3
MapKyBaHHSAM
aHrnincekoto abo
iHLLIOI IHO3EMHOI0
MOBOH) 3i CTUKEPOM
YKPAIHCbKOK MOBOK

Mdpaiizep
Eliu.Ci.Mi.
KopnopeiiL
H

CLIA

Mcpaiizep
MeHtochekuypuHr
[Loliuneng Mo X

HimeyunHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |

TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo afpecu 3asBHMKa (B/1aCHUKa peecTpaviiiHoro
noceifyeHHs). 3MiHa agpecu 3asBHUKa

3a
peyenmom

UA/14081/01/02

158.

KCAJIKOPI

Kancynu no 250 mr;
no 10 kancyn y
6nicTepi; no 1 abo
no 6 6nictepis y
KapTOHHI KOpooU;i 3
MapKyBaHHSAM
YKparHCbKOIo Ta
aHrNincobKo
moBsamu; rno 10
Kancyn y énictepi;
no 1 a6o no 6

Mdpaiizep
Eity. Ci. Ni.
KopnopeiiL

H

CLWA

Mcpaiizep
MeHogeKUYpPUHT
Hoiunena MmoX

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHunx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPOo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobM 3 thapmakoHarnfgy 3assHuka gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 34iicHeHHs hapmakoHarnsgy (Bkawyarum

3a
peyenmom

UA/14081/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
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3acoby yrnakoska) Hs* nocsioyeHHs1
6nictepiB y KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
KapTOHHI Kopobuji 3 thaiina cuctemun chapmakoHarnsgy) 3miHu 1o
MapKyBaHHAM y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
aHrnificbkoto abo 3asBHUKA
iHLLIOIO iHO3EMHOI0
MOBOIO 3i CTUKEPOM
YKPaIHCbKOK MOBOK
159. | KCAJNKOPI Kancynu no 200 mr; Mdpaiizep CLIA Mcpaiizep HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/14081/01/01
no 10 kancyny Eiiy. Ci. Mi. MeHtohekuypuHr TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nicTepi; no 1 abo Koprnopeiiw Hoiuneng MoX thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 6 6nictepis y H y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
KapTOHHI Kopo6ui 3 (BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
MapKyBaHHAM dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHOT ocoou,
YKpaiHCbKOI Ta BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
aHrNincoLKo KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
MoBamu; no 10 3piicHeHHs hapMakoHarnsay B YkpaiHi, SKLO0 BoHa
Kancyn y énictepi; BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
no 1 a6o no 6 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
6nictepiB y KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
KapTOHHI Kopobui 3 thaiina cuctemu chapmakoHarnsgy) 3miHu 1o
MapKyBaHHAM y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
aHrniricbkoto abo 3aABHUKA
iHLLIOIO iIHO3EMHOI0
MOBOH) 3i CTUKEPOM
YKPaIHCbKOK MOBOK
160. | KCTAHAI Kancynu no 40 mr no Actennac Higepnax BUPOBHULTBO cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/14503/01/01
28 kancyny dapma an bulk: KataneHt Higepnangn TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nictepi; no 1 tOpon B.B. Papma CortoLLHC, thapmakoHarnsgy. BeegeHHs abo 3miHM o
6nictepy B NNC, CWA; y3arasibHeHUX faHux Npo cuctemy chapmakoHarnsgy
KapTOHHOMY nepBuHHE (BBEAEHHSA y3araslbHEHUX AaHWX MPO cMcTemy
doyTnapi; no 4 nakyBaHHs: thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
KapTOHHUX QoyTNsipU AHpepcoHBpekoH BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
Y KapTOHHI nauui IHK., CLUA, KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
BTOPVIHHE 3AiiCHeHHA hapMakoHarnsgy B YKpaiHi, kL0 BoHa
nakyBaHHs1, BUMYCK BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
cepii: Actennac 3a 34jiicHeHHs hapmakoHarnagy (Bkyatoun
dapwma HOpon KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
B.B., HigepnaHaun thaiina cuctemun chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBAXEHOT 0CO6M 3asBHUKA,
BiAnoBigasIbHOI 3a hapmakoHarnsg. 3mMiHa KOHTakTHOT
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YkpaiHi. [itoua pegakuis: Bipcta Onbra BacuniBHa.
MponoHoBaHa pefakuisi: BoiiTeHKo AHTOH
leopriiioBuY. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YkpaiHi
161. | IArEBPIO/ Kancynu no 200 mr, Mepk Wapn i | LBeliuapi MC/, IHTepHeLHN CnonyJeHi BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/19184/01/01
LAGEVRIO™ no 40 kancyny Ooym IJEA A 'm6X (Pinis Ltatn TMNy - AOMIHICTPATUBHI 3MiHW. 3MiHa Ha3BM peyenmom niosnsie
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
NAALWL 6X MyepTo-Piko) Awmepukun/ nikapcbKoro 3acoby - ae
TOB, Cnony4eHi KaHapa OHoB/eHHS iHhopMaLlii LWoA0 Ha3BW NiKapcbKoro

Ltatn Amepuku;
MMaTeoH IHK.,
KaHaga;
MaTeoH IHK.,
KaHaga;
LWapn MekemxiHr
Cepsicec, J1N1C,
Cnonyyeni LWTtatu
Amepuku;
MaTeoH
dapmacbloTikans
IHK., Cnony4eHi
Ltatn Amepukn
Mepk Wapn i
Hoym JIN1C,
CnonyuyeHi LWLTtatu
Amepuiku;
Mepk LWapn i
Ooym JINC,
Cnonyyeni LWTtatu
Amepuku;
Mepk Wapn i
Ooym INC,
CnonyueHi WTatu
AMepnku

3ac06y 3aTBepKeHo:
MONHYMIPABIP/MOLNUPIRAVIR;
3anponoHoBaHo: JIATEBPIO/LAGEVRIO™. BeeaeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicLA NPOBaMKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUU [i/TbHULL BUNYCKY
cepii abo MicLe NpoBefeHHSA KOHTPO/IKO AKOCTI.
(misnbHIiCTb, 3a AKy BigNoBigae BUPOOHUK/iMNopTep, He
BK/1OUAK0UM BMMYCK cepiii) - OHOBAEHHS iHdopMaLii
LLIOA0 HallMeHyBaHHS oPUANYHOT 0CObM BIAMOBIAHO A0
iHchbopmawii, 3aTBepakeHoi B FDA (BHECEHHS 3MiH A0
matepianis, 3aTBEPMAKEHNX 3a NPOLEefypOot0
Emergency Use Authorization (EUA)) 3aTBepxeHo: B
JoKymeHTi IHOOPMALINHUIA INCTOK ANS
MEONYHNX NPALIBHWKIB: 4O3BI/T1 HA EKCTPEHE
3ACTOCYBAHHSA MPEMAPATY MOJIHYMIPABIP B
po3gain "Mo6iuHi peakuyii” «Mepk Wapn i Joym Kopn.»,
OOYipHIA KomnaHii «Mepk i Ko., IHK.», KeHinsopT, Hbto-
[xepci, CLUA BurotosneHo ans: «Mepk Wapn i Joym
Kopn.», fovipHe nignpueMcTso komnaxii «Mepk i Ko.,
IHK.», BaiiTxayc CteliwH, Hbto-[xepci 08889, CLUA
ABTOpCLKi NpaBa © 2021-2022 Mepk i Ko., IHK.,
KeninsopT, Hbto-xepci, CLUA Ta dinii. usfshcp-
mk4482-c-2202r001 MepernsHyTo: Jliotuii 2022p.; B
[OOKYMEHTI IHhopMaLifiHWiA IMCTOK ANst NauieHTiB Ta
0cib, siKi 34iMCHIOTbL AOrNA4 3a HUMKU [L03BiN Ha
ekcTpeHe 3acTtocyBaHHs (EUA) npenaparty
MOJHYMipaBip 4719 NikyBaHHSA KOPOHaBipPyCHOT XBOpO6U
2019 (COVID-19) B po3gini "Mporpama
CrocTepexeHHs 3a BariTHicTio" «Mepk LLapn i Joym
Kopn.» BurotoBneHo gns: «Mepk LWapn i Joym
Kopn.», fovipHe nignpueMcTso komnaxii «Mepk i Ko.,
IHK.», BaiiTxayc CteliwH, Hbto-xepci 08889, CLUA
ABTOpCbKi NpaBa © 2021-2022 Mepk i Ko., IHK.,
KeninsopT, Hbto-xepci, CLUA Ta dinii. usfshcp-
mk4482-c-2202r001 MepernsaHyTo: JlloTnii 2022p.
3anponoHoBaHO: B AOKyMeHTi IHOOPMALIMHWAN
NNCTOK ANna MEONYHMX MPALIBHWKIB: 4O3BIN
HA EKCTPEHE 3ACTOCYBAHHSA NPEMAPATY
NAFEBPIO (monHynipasip), KAMNCYNN «Mepk LWapn i
[Joym NINC», Paxseii, Hbto-Ixepci, CLUA
BurotoBneHo gns: «Mepk Wapn i foym JI/1C» Paxseii,
Hbto-xepci 07065, CLUA ABTopcbki npaBa © 2021-
2022 Mepk i Ko., IHk., Paxseli, Hbto-xepci, CLUA Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

dpinii. usfshcp-mk4482-c-2208r005 MepernsHyTo:
UepeeHb 2022p. B OKYMEHTI IHhopMaLliiiHuiA NMcToK
[ANs nauieHTIB Ta ocib, ki 34iiCHIoTL AorNsag 3a
H1MK [l03BiN Ha ekcTpeHe 3acTocyBaHHsA (EUA)
npenaparty JIJATEBPIO (MonHynipasip), kancynu, ans
NikyBaHHS KOpOHaBipyCcHoi xBopobu 2019 (COVID-19)
B po3ain "Mporpama cnocTepexeHHs 3a BariTHiCTo"
«Mepk Wapn i Aoym JTINC» BurotoBneHo ans: «Mepk
LWapn i foym JINC» Paxseli, Hbto-Ixepci 07065,
CLUA; AsTopcbki npasa © 2021-2022 Mepk i Ko., IHk.,
Paxseii, Hbto-[xepci, CLUA Ta dinii; usfshcp-mk4482-
€-2208r005 lMepernaHyTo: YepseHb 2022p. BBefeHHA
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPKEHHS.
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTuui
NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHSA y 3B'A3KY i3 HOBUMM
AaHVMK 3 SKOCTi, AOKIIHIYHUMM, KNIHIYHUMW JaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - OHoB/IeHHs iHdhopmav,i
3a3HaueHoi B fJokyMeHTi: IHOOPMALIVHWIA TMCTOK
Ana MEANYHWX NPALIBHUKIB: A4O3BIN HA
EKCTPEHE 3ACTOCYBAHHSA MPEMNAPATY
NAFEBPIO (monnynipasip), KANCY/A B po3aini 12.4
Mikpob6ionoris niapo3ainu "MpoTuBipyCcHa akTUBHICTL",
"Pe3ncTeHTHICTL", "TepexpecHa pe3nCcTeHTHICTL" Ta B
[OKYMeHTI: IHhopMaUiiH1ii NNCTOK A8 NaLieHTIB Ta
0cib, siKi 34iMCHIOTbL AOrNA4 3a HUMKU [03BiN Ha
ekcTpeHe 3acTtocyBaHHA (EUA) npenapaty NATEBPIO
(MonHynipasip), kancynu, Ans nikyBaHHA
KOpoHaBipycHoi xBopobu 2019 (COVID-19) B po3gini
«$AKi e iCHylOTb BapiaHTU NikyBaHHA?» BiANOBIAHO A0
OHoBNeHoT iHthopmali B FDA (CLLA).
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHSA. 3MiHu || Tuny - 3MiHK WoAo
6e3nekn/edheKTMBHOCTI Ta thapmakoHarisagy. 3MiHn y
KOPOTKilA XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnyHOro
3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMW A@HUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHuMu 3
thapmakoHarnsagy OHOBMeHHS iHdopmMaLii 10 TeKCTy
3a3HaueHoro B okyMeHTi IHOOPMALLINHNIA
NNCTOK ANna MEONYHMX MPALIBHWKIB: 4O3BIN
HA EKCTPEHE 3ACTOCYBAHHSA NPEMAPATY
NATFEBPIO (monnynipasip), KANCY/N B po3gini
"OCTAHHI 3HAYHI 3MIH", nopaHo niapo3ain
"Biackik BipycHoi PHK", B po3gini OBMEXXEHHA
CXBAJIEHOIO 3ACTOCYBAHHA (1)
"SATBEPI)XEHI AOCTYMHI ANIbTEPHATUBW",
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TakoX y3rofpkeHo nocunaHHs Ha caiiT FDA wopo
3HaXOKEeHHA 40AaTKOBOT iHchopMaL,ii Npo BCi
npenapartu, cxBasieHi Ans MikyBaHHA Ta NpoginakTukm
COVID-19 Ta npo kniHiuHi gocnimxeHHs JIATEBPIO Ta
iHWKWX Npenaparis ons nikysaHHa COVID-19
BiANOBIAHO A0 MaTepianis 3aTBEPAKEHNX 3a
npoueaypoto iHchopmavii EUA B FDA (CLUA). BHeceHo
OHOBJIEHY iH(DOpMaL,ilo 40 peecTpauiiHnx MaTepianis -
IHchopmaLuiiHoro nMcTka Ans MeauyHMX NpaLiBHUKIB:
[03BiN1 Ha eKCTPeHe 3acTOCYBaHHSA npenapary Ta
TeKcTy IHhopmaLiiHoro nncTka 4nsa nauieHTiB Ta ocib,
AKi 34INCHIOTb A0TNA4 38 HUMU, ki Bynn
3aTBepmxeHi Hakazom MO3 Ykpainu Big 26.01.2022
Ne 160 "Tpo gepxaBHy peecTpauito nikapcbkoro
3acoby (MeanyHoro iMyHoGio10rivYHOro npenapary)
[AN191 EKCTPEHOr0 MeINYHOro 3aCToCyBaHHA". BBefeHHs
3MiH NPOTArom 6-TW MICALIB Nic/1A 3aTBEPAXEHHS.

162.

NAMIAEPM

Kpem, 10 mr/r; no 10
ra6o no 15 ry 1y6i;
no 1 1y6i B
KapTOHHI Kopoo6Li

€Bpo
Naiidokep
MpaiiBiT
Nimiteq

IHais

IHgoko Pemegic
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMUTBI. 3MiHU Y npoLieci BUPO6HULTBA
roTOBOrO MiKapCbKOro 3acoby, BKAYAKYM MPOMDKHUN
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
rOTOBOrO Nikapcbkoro 3acoby (iHLUi 3MiHK). 3MiHN Y
npoueci BUPOGHMLITBA, a came: 3MiHa Temnepatypu
NNaBeHHs; He3HaYHe MigBULLEHHS TemnepaTypu
po3nnasneHoi piavHK nicna ginbTpayil; He3HauyHe
36iNbLUEHHA TeMMepaTypy HarpiBaHHs BOAHOI dhasy;
MiXX BOZJHOI Ta Mac/sHow asamu 3MiHa fiana3oHy
[0nNyCTUMUX TeMNepaTyp Npy 3MiLLyBaHHi; yTOUHEHHS
yacy npwv 3miLlyBaHHi; Wwo6 yHukHyTH thermal shock
nif yac BUPOBGHMLITBA, PEKOMEHAYETLCSA NOCTYNOBe
OXONOMKEHHS [0 BKasaHoi Temnepatypu 40 °C-45 °C i
nepemillyBaHHs NPOTAromM 1 roguHu; foAaBaHHs
iHchopMmalii Npo 3acTocyBaHHS Bakyymy Ta
peumpKy AL, Lo NpU3BOANTb A0 NOKPALLEHHS SKOCTI
eMynbCii 3a paxyHoK geaepavii Macu; yTOYHEHHS
iHchopMawii NOBINILHOrO OXOI0AKEHHS Ta OAHOPIAHOCTI
'N3; ponasaHHsA iHopMaLii Npo BiAGIp 3pa3kiB i
nepegaya napTiil 415 KpaLoi AKOCTi.

6e3
peyenma

UA/1679/01/01

163.

NAMI3NN

Kpem 1 %; no 15 r
a6o 30 r B TY6i; no 1
Ty6i y KapTOHHiIl
KopooLi

XaneoH KX
CAP/

LBeiiuapi
A

XaneoH KX
C.a.p.n.

LLBeiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
Ta/abo agpecu 3asBHMKa (BacHUKa peecTpaviiHoro
noceigueHHs) - 3miHa Ha3Bu 3asBHUKa 3 TCK
KoHcbtomep Xenckep CAP/, LLseiiuapist Ha XaneoH
KX CAPJ1, Wseiuapis. 3viHa agpecu BUPOGHMKa He
nepepb6avaeTbCcs. TepMiH BBEAEHHS 3MiH NPOTArom 6
MicALiB nicna 3aTBepAKeHHs; 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo

6e3
peuyenma

nionse
ae

UA/1005/03/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
afpecy MicLs NPOBaKEHHS AiS/TbHOCTI
BMPOGHWKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IOYA0UM AiNbHULI BUNYCKy cepii abo micue
NPOBELEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
Bignosigae BUPOGHMK/iMNOpTEp, BKIKOYAOUM BAMYCK
cepiii) - 3miHa Ha3BW Ta agpecu BUPOBHMKA FOTOBOIO
nikapcbkoro 3acoby. TepmiH BBEAEHHSA 3MiH MPOTSAroM
6 micAauiB nicnsa 3aTBepXeHHS; 3MiHW | TUny - 3MiHK
Loao 6e3nekn/edeKkTBHOCTI Ta thapmakoHarnsagy
(iHLWIi 3MiHK) - 3MiHV BHECEHO Y TEKCT MapKyBaHHS
BTOPWHHOI ynakosku n.17 IHLWE Ta nepBuHHOI
ynakosku n.6 IHLWE. TepmiH BBEAEHHSA 3MiH MPOTATOM
6 MicsaUiB Nic/ia 3aTBEPAKEHHS
164. | IEBO®JIOKC | po3uuH ans iHdys3ild, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/15919/01/01
ALVH- 5wmr/mnno 100 may | "®apmauest "PapmaueBTuyHa MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peyenmom
AAPHULUA dhnakoHi; no 1 n4yHa chipma thipma "AapHuusa” 3MiHU Yy BUPOGHMUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
donakoHy B nauuj "OapHnus" rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaUM NPOMIXHWIA
NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHNLTBI
rOTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW)
0o Cneuundikavii Ha NPOMiXHY NPOAYKLH0 BHOCUTLCSA
3MiHa o TepMmiHy 36epiraHHs. MponoHyeTbCs
NPOAOBXUTM TepMiH 36epiraHHa 4o 36 roguH
3arBepmkeHo: TepMiH 36epiraHHs He 6inblie 1 gobu.
3anponoHoBaHo: TepMiH 36epiraHHa He 6inblue 36
rog.
165. | IEBO®JIOKC | po3uunH ans iHdysiid, | ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/16632/01/01
ALVH- 5 mr/mn, no 100 mn 3 06MEeXEHO TMNYy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HAlMEHYBaHHSs peyenmom nionsie
HOBO®APM y naawyi; no 1 06MEeXeHO Bi4NOBiAa/IbHICTIO Ta/abo agpecy MicUs NPOBaPKEHHS AISNbHOCTI ae
NAAWL y nayui Bignosigab hipma BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
HicTio chipma "HoBodhapm- BK/IKOUAOUM AiNbHULI BUNYCKy cepii abo micue
"HoBodhapm- BiocuHTes" NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
BiocuHTes" BignoBigae BUPOGHMK/iIMNOpTEp, BKAKOYAOUM BUMYCK
cepiil) - 3miHa agpecu BUpobHMKa TOBapnCTBO 3
obmexeHolo BignoBiganbHicTo dhipma "HoBodapm-
BiocuHTes". TepmiH BBe4EHHS 3MiH - NPOTArom 6
MicsLiB Nicns 3aTBEpAKEHHS
166. | IEBO®JIOKC | po3uuH ans iHdysid, | ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16632/01/01
ALINH- 5 mr/mn no 100 mny 3 06MEeXEHO0 TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
HOBO®APM naswuyi; no 1 06MEeXEHO BiAMOBIQa/TbHICTIO thapmakoHarnisgy. BeegeHHst abo 3miHM go
NAAWLi y nayui Bignosigab hipma y3araJibHeHUX AaHux npo cuctemy dpapmakoHarnsgy
HicTio hipma "Hosodhapm- (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
"HoBodhapm- BiocuHTes" hapMakoHarnsigy, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiocuHTes" BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;

KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
3AiiCHEHHS (papMakoHarnsay B YKpaiHi, SKLWO BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3Hax0o[KeHHS MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jACHEHHs1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
167. | NEHANIAOMI | kancynu TBepgi no Mictpan AHrnis OinbHULS, Wo Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/17466/01/03
AO-BICTA 7,5 Mr no 7 kancyny Kenitan Bignosigae 3a Ynni/ TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI peyenmom
6nictepi, no 3 MeHemkmeH nakyBaHHs, ManbTa Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
6nictepu B T Nlimiteq, KOHTPO/Ib SKOCTI, BVPOGHMKa/imnopTepa roToBoro /ikapcbkoro 3acoby,
KapTOHHIA Kopoo6Li BMNYCK cepil: BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo micue
CiHTOH XicnaHisi, NPOBEAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKy
C.J1., IcnaHis BiANOBIAa€e BUPOGHWMK/IMNOPTEpP, He BKIYaoun
OinbHUUSA, Wo BUNYCK Cepiit).
Bignosigae 3a YTOUYHEHHS agpecu Ta Ha3Bu BUPOOHUKA
BMPOBHMLITBO, BiANOBIAA/ILHOTO 3a KOHTPO/Ib SKOCTI.
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni
Ntpa., Yuni
AinbHMUA, Wo
BignoBsigae 3a
KOHTPO/b AKOCTI:
dapmagokc
Xenckea JlimiTen,
ManbTa
168. | NEHANMIAOMI | kancynu TBepgj no 5 Mictpan AHrnis AiNbHUUSA, WO Icnanis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/17466/01/02
A-BICTA Mr, 1o 3 Kancynum y Kenitan Bignosigae 3a Ynni/ TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
6nictepi, no 7 MeHepxmeH nakyBaHHs1, ManbTa Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
6nictepiB y T NimiTeq, KOHTPO/Ib SIKOCTI, BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
KapTOHHI Kopoo6Li BMNYCK Cepil: BK/IOYaAOUM AiNbHULI BUMYycKy cepii abo micue
CiHTOH XicnaHisi, NPOBeAEHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
C.J1., IcnaHis BignoBigae BMPOGHMK/iMNOpTEp, HEe BKIKOYaoUn
OinbHUUSA, WO BUNYCK Cepiit).
BifnoBigae 3a YTOYHEHHS afpecy Ta Ha3BU BUPOOHMKa
BMPOBHMLITBO, BiANOBIAA/IbHOIO 3a KOHTPO/Ib SKOCTI.
nakyBaHHS,
KOHTPO/b AKOCTI:
CiHTOH Yuni
Nrpa., Ywni
OinbHULS, Wo
Bignosigae 3a
KOHTPO/Tb AKOCTI:
dapmagokc
Xenckea Jlimitea,
ManbTa
169. | NEHANIAOMI | kancynu TBepgi no Mictpan AHrnis AinbHUUA, Wo Icnania/ BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu | 3a UA/17466/01/04
A-BICTA 10 mr, no 3 kancynm Kenitan Bignosigae 3a Ynni/ TMNYy - AAMIHICTPATVBHI 3MiHW. 3MiHA HAMEHYBaHHSs! peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
y 6nicTepi, no 7 MeHemkmeH nakyBaHHs1, ManbTa Ta/abo agpecu MicUs NPOBaMKEHHS AISNbHOCTI
6nictepiB y T NimiTeq, KOHTPO/1b SIKOCTI, BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
KapTOHHI Kopoo6Lli BMNYCK cepil: BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo micue
CiHTOH Xicnanis, NPOBELEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
C.J1., IcnaHis BignoBigae BUPOGHUK/iIMNOPTEp, He BKIHOYa0Un
AinbHUUA, WO BUWMYCK CEPIiA).
BifnoBigae 3a YTOYHEHHS afpecy Ta Ha3BW BUPOOHMKa
BMPOGHMLITBO, BiANOBIAA/ILHOIO 3a KOHTPO/Ib SKOCTI.
nakyBaHHs1,
KOHTPO/Tb AKOCTI:
CiHTOH Yuni
Ntpa., Yuni
OinbHULS, Wo
Bignosigae 3a
KOHTPO/Ib SIKOCTI:
Papmagokc
Xenckea Jlimites,
ManbTa
170. | NEHANIAOMI | kancynu TBepgi no Mictpan AHrnis OinbHULS, Wo Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/17466/01/05
AO-BICTA 15 mr, no 3 kancynu Kenitan Bignosigae 3a Ynni/ TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peyenmom
y 6nicTepi, no 7 MeHemxmeH nakyBaHHs, ManbTa Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
6nictepiB y T Nlimiteq, KOHTPO/Ib SKOCTI, BVPOGHMKa/iMmopTepa roToBoro /ikapcbKoro 3acoby,
KapTOHHIA KOopoo6Li BMNYCK cepil: BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo micue
CiHTOH XicnaHisi, NPOBEAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKy
C.J1., IcnaHis BiANOBIAa€e BUPOGHMK/IMNOPTEpP, He BKIYaloun
OinbHUUSA, Wo BUNYCK Cepiit).
Bignosigae 3a YTOUYHEHHS agpecu Ta Ha3Bu BUPOOHUKA
BMPOBHMLITBO, BiANOBIAA/ILHOTO 3a KOHTPO/Ib SKOCTI.
nakyBaHHs1,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni
Ntpa., Yuni
AinbHMUA, Wo
BignoBsigae 3a
KOHTPO/b AKOCTI:
dapmagokc
Xenckea JlimiTen,
ManbTa
171. | NEHANIAOMI | kancynu TBepgi no Mictpan AHrnis AiNbHUUSA, WO Icnanis/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a UA/17466/01/06
A-BICTA 20 vr, no 3 kancynu Kenitan Bignosigae 3a Ynni/ TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
y 6nicTepi, no 7 MeHepxmeH nakyBaHHs1, ManbTa Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
6nictepiB y T NimiTeq, KOHTPO/Ib SIKOCTI, BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
KapTOHHI Kopoo6Li BMNYCK Cepil: BK/IOYaAOUM AiNbHULI BUMYCKy cepii abo micue
CiHTOH XicnaHisi, NPOBeAEHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
C.J1., IcnaHis BignoBigae BMPOGHMK/iMNOpTEp, He BKIKOYaoUn

LiNbHUUA, WO
Bignosigae 3a
BMPOBHMLITBO,

BUNYCK Cepiit).
YTOYHEHHS afpecy Ta Ha3ByU BUPOOHMKa
BiNOBIA&/IbHOrO 3a KOHTPO/Ib SKOCTI.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
nakyBaHHS,
KOHTPO/b AKOCTI:
CiHTOH Yuni
Ntpa., Yuni
OinbHUUS, Wo
Bignosigae 3a
KOHTPO/Tb AKOCTI:
dapmagokc
Xenckea Jlimites,
ManbTa
172. | NEHANIAOMI | kancynu TBepAi no MicTtpan AHrniA OinbHUUSA, Wo IcnaHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/17466/01/07
A-BICTA 25 mr no 3 kancynu Kenitan Bignosigac 3a Yuni/ TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
y 6nicTepi, no 7 MeHemkmeH nakyBaHHs1, ManbTa Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
6nictepiB y T NimiTeq, KOHTPO/1b SIKOCTI, BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
KapTOHHI KOPOOL BMNYCK cepil: BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo micue
CiHTOH XicnaHis, NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a SKy
C.J1.,, IcnaHis BignoBigae BUPOGHUK/iIMNOPTEp, HE BKIHOYaOUn
AinbHMUA, Wo BMNYCK Cepiit).
BifnoBigace 3a YTOYHeHHs afpecy Ta Ha3BW BUPOOHMKa
BMPOBGHULITBO, BiANOBIAA/ILHOIO 3a KOHTPO/Ib SIKOCTI.
nakyBaHHs,
KOHTPO/Tb AKOCTI:
CiHTOH Yuni
Ntpa., Yuni
OinbHULS, Wo
Bignosigae 3a
KOHTPO/Ib SIKOCTI:
dapmagokc
Xenckea Jlimites,
ManbTa
173. | NEHANIAOMI | kancynu TBepgi no MicTtpan AHrnisA LiNbHUUA, WO IcnaHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/17466/01/01
AO-BICTA 2,5 Mr no 7 kancyny Kenitan Bignosigae 3a YUnni/ TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenmom
6nictepi, no 3 MeHemkmeH nakyBaHHs, ManbTa Ta/abo agpecu MicUs NPOBaKEHHS AISNbHOCTI
6nictepu B T NimiTeq, KOHTPO/1b SIKOCTI, BMPOGHMKa/iMnopTepa roToBoro ikapcbkoro 3acoby,
KapTOHHIA Kopoo6Li BMNYCK cepil: BK/IIOYAKOUM [iNbHULi BUNYCKY cepii abo micue
CiHTOH XicnaHisi, NPOBEAEHHS KOHTPOJIHO AKOCTI. (LiSANbHICTb, 3a AKy
C.J1., IcnaHis BiANOBIAa€e BUPOGHMK/IMNOPTEp, He BK/IYaun

OinbHULS, Wo
Bignosigae 3a
BMPOGHMLITBO,
nakyBaHHs1,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni
Ntpa., Yuni
AiNbHUUS, WO
Bignosigae 3a
KOHTPO/b AKOCTI:
Papmagokc

BMNYCK Cepiit).
YTOUHeHHS afpecy Ta Ha3Bu BUPOOHMKa
BiJNOBIA&/ILHOIO 3a KOHTPO/Ib SAKOCTI.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Xenckea Jlimitea,
ManbTa
174. | NIBA3O TabneTkn, BKPUTI Pekopgaari Ipnangis BVMPOGHMK ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/11963/01/01
NAiBKOBOO Aineng Ntg Hepo3chacoBaHoro | Itanis TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnse
060/10HKOH0, M0 1 Mr, npopykty: M'ep thapmakoHarnagy (iHwi 3mMiHu) 3MiHM BHECEHO A0 ae
no 7 Tabnetok y dabpe MegikamaH IHCTPYKLUiT A/19 Me4MYHOr0 3aCTOCYBaHHS JliKapCbKoro
6nictepi; no 1 MpoIoKCOH, 3acoby A0 po3ainis "Ocob/MBOCTi 3aCTOCYyBaHHA" Ta
6nictepy B PpaHuis; "Mo6iuHi peakuyji" BignoBigHO Ao pekomeHaauili PRAC.
KapTOHHI kopobuyj; BMPOGHUK, KNI
no 14 tabneTok y 3pilicHI0e BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
6nicTepi; no 2 nepBrHHe Ta 3aTBEepPAKEHHA
6nictepu B BTOPUHHE
KapTOHHI kopobuyj; nakyBaHHs1,
no 15 tabnetok y Bignosigae 3a
6nicTepi; no 2 KOHTPO/Ib SKOCTI
6nictepu B Ta BUMyCK cepii:
KapTOHHIA KOopooLi Pekopparti
IHpacTpia Ximika e
dapmaceBTika
C.n.A,, Itania
175. | NIBA30O TabneTkun, BKpUTI Pekopgaari Ipnangis BVMPOGHMK ®paHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/11963/01/02
NNiBKOBOIO AineHp N1a Hepo3dhacoBaHoro | Itanis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom niosnsie
060/10HKOHD, MO 2 MT; npoaykty: M'ep hapmakoHarnagy (iHwi 3mMiHu) 3mMiHM BHECEHO A0 ae
no 7 Tabnetok y dabpe MegikamaH IHCTPYKLUiT A/19 Me4MYHOr0 3aCTOCYBaHHS JiKapCbKoro
6nictepi; no 1 MpOoLOKCOH, 3acoby A0 po3ainis "Ocob/MBOCTi 3aCTOCYyBaHHA" Ta
6nictepy B PpaHuis; "Mo6iuHi peakwii" BignoBigHO Ao pekomeHaauili PRAC.
KapTOHHI kopobLyj; BMPOGHUK, KWt
no 14 tabneTok y 3AilicHI0E BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
6nicTtepi; no 2 nepBrHHE Ta 3aTBEePAKEHHSA
6nictepu B BTOPUHHE
KapTOHHI kopobuyj; nakyBaHHs,
no 15 ta6bnetok y Bignosigae 3a
6nicTepi; no 2 KOHTPO/Ib SKOCTI
6nictepu B Ta BUNYycK cepi:
KapTOHHI kopobLyj; Pekopparti
no 20 TabneTok y IHoacTpia Xivika e
6nictepi; no 5 PapmaceBTika
6nictepiB y C.n.A., ltanis
KapTOHHI Kopoo6Lli
176. | NIBA30O TabneTku, BKPUTI Pekoppaarti IpnaHgis BMPOGHMK PpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/11963/01/03
NNiBKOBOIO Aineng Nty Hepo3chacosaHoro | ITanis TMny - 3MiHK LWoAo 6e3nekn/edeKkT1BHOCTI Ta peyenmom nionse
060/10HKOH), MO 4 Mr, npoaykty: M'ep thapmakoHarnagy (iHwi 3mMiHu) 3MiHM BHECEHO A0 ae

no 7 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI kopobuyj;
no 14 tTabneTtok y
6nicTepi; no 2

dabpe MegikamaH
MpoAOKCOH,
dpaHuis;
BMPOGHUK, SKWiA
3[jiicHI0E
nepBMHHe Ta

IHCTPYKUIT ANA MEAUYHOrO 3aCTOCyBaHHS NiKapcbKOro
3acoby A0 po3zinis "Ocob/MBOCTI 3aCTOCYBaHHS" Ta
"MoGiuHi peakuii" BignoBigHO Ao pekomeHaauin PRAC.

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpPKEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
6nictepu B BTOpPUHHE
KapTOHHI kopobuyj; nakyBaHHs,
no 15 tabnetok y Bignosigae 3a
6nictepi; no 2 KOHTPO/Ib SKOCTI
6nictepu B Ta BUNycK cepi:
KapTOHHi Kopoo6Lli Pekoppaarti
IHpacTpia Ximika e
$apmaceBTika
C.n.A., lItania
177. | NIQA3A- NMOPOLLIOK ANsi TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5773/01/01
BIO®APMA pO3unHy ans iH'ekuii | "BIOPAPMA "BIODPAPMA" TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no 64 Of; 5 " KOHTposib roToBOro fikapcbKoro 3acoby. 3miHa y
h/1aKoHIB 3 MeToAax BUNPOGYyBaHHSA roTOBOrO J1iKapcbKoro 3acoby
MOPOLLKOM Y (He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
6nicTepi; no 2 BMNpobyBaHHA) 3miHa 40 MeTofiB KOHTponto MKA N3
6nictepun y nauui 3 3a NoKa3HMKOM «CTepusibHICTb», a came
KapToHy 3anponoHOBaHO A0AABaHHA anbTepHaTUBHUX
YCTaHOBOK «Steritest» /19 BUKOHAHHA TeCTy
«CTepunbHicTb». MeTofmnka BUNpobyBaHHA He
3MiHUnacs
178. | NMIBONPEC 10 | Ttabnetku; no 10 AT Ykpaina AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a UA/9533/01/01
Tabnetok y 6nictepi; | "KUIBCbKMU BITAMIHHW TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 3 abo 5 6nictepis n 3ABO4" hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHA TEKCTY
y nauyui 3 KapTOHY BITAMIHHU MapKyBaHHs NepBUHHOT Ta BTOPUHHOI yNakoBOK
" 3ABOA" nikapcbKoro 3acoby, a caMme BUIy4eHHs iHhopmal,i,
3a3Ha4YeHoi POoCiiCbKO MOBOH, Ta BUKIAAEHHS i
aHrNincbLKko MoBOK. TepMiH BBEAEHHS 3MiH -
npoTarom 6 mMicsauiB nicns 3aTBepAKEHHS
179. | MIBOMNPEC 20 | Tabnetku; no 10 AT YKpaiHa AT "KMIBCbKUI YKpaiHa BHECEHHS 3MiH [JO peecTpaLiliHix maTepianis: 3MiHu | 3a UA/9533/01/02
Tabnetok y 6nictepi; | "KUIBCbKN BITAMIHHW TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 3 a6o 5 6nictepis " 3ABO4" thapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
y nauyLi 3 KapToHy BITAMIHHU MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
1 3ABOA" NiKapcbKoro 3acoby, a came BUy4YeHHs iHhopmau,
3a3Ha4YeHoi poCiiCbKOK MOBOH, Ta BUKIAAEHHS i
aHrNilicbko MOBOK. TEPMIH BBELEHHS 3MiH -
npoTsirom 6 MicsiLiB MicNsi 3aTBEPAKEHHS
180. | MIHE3ONIA- po3uuH ans iHgysiih, | ToBapucTeo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/19969/01/01
HOBO®APM 2 mr/mn no 300 mny 3 06MEeXEHO0 TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHYBaHHSI peyenmom nionsie
nakerti; no 1 nakety 06MEXEHOI0 BiANOBiAa/IbHICTIO Ta/abo agpecu MicLs NPOBaMKEHHS AISNbHOCTI ae
B nakeTi 3 Bignosigab hipma BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
MeTas1i30BaHNM HicTto pipma "HoBodhapm- BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo micue
NOKPUTTAM "HoBodhapm- BiocnHTes" NPOBELEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
BiocnHTes" Bignosigae BUPOGHMK/iMNOpTEp, BKIKOYAOUM BUMYCK

cepiii) - 3miHa agpecu BUpo6HMKa ToBapUCTBO 3
obmexeHolo BignoBiganbHicTio dhipma "HoBodhapm-
BiocuHTes". 3MiHM BHECEHO B IHCTPYKLUitO A1
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs1 BUPOOHVKa Ta agpeca
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
MiCLil MPOBaKEHHS Or0 AiS/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHS ynakoBOK. TepMmiH
BBEAEHHSA 3MiH - NpOTAroM 6 micauis nicns
3aTBEPKEHHSA
181. | MIHE3ONIA- po3uunH aNns iHgysiih, | ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/19969/01/01
HOBO®APM 2 mr/mn; no 300 mn 3 06MEXEHO TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
y nakeTi; no 1 06MEeXEHO BiANOBia/IbHICTIO thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
nakeTy B nakerti 3 Bignosigaib hipma y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
MeTani30BaHUM HicTIo hipma "Hosodhapm- (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
NOKPUTTAM "HoBodhapm- BiocnHTes" thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiocuHTes" BiANOBIAANbHOI 3a 3iicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBAXEHOT 0CO6M 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy Ta noro Homepa. 3mMiHa micus
3/liiCHEHHS! OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
182. | NIHKOUWH PO3YUH AN1s1 iH'EKLNA, Mdpaiizep CLWA Mcpaiizep Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/10038/01/01
300 mr/mn; no 2 mn IHK. MeHtochekuypuHr TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
y thnakoHi; no 1 Benbris HB thapmakoHarnsgy. BeegeHHs abo 3miHM Ao
chnakoHy B y3arasisHeHNX faHnx Npo cucTemy dapmakoHarnsgy
KapTOHHI Kopoo6Li (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cMCTeMy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHu o
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
3aABHUKA.
183. | MIHKOUWH PO3UMH ANA iH'EKLN, Mdcpaiizep CLWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis:3mMiHu | 3a UA/10038/01/01
300 mr/mnno 2 Mny IHK. MeHogeKUYpPUHT MYy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEeHYBaHHs peyenmom
dhnakoHi; no 1 Benbris HB Ta/abo afpecu 3asiBHMKa (B/1aCHUKa peecTpavjiiiHoro
hnakoHy B nocsifgyeHHs) - 3MiHa agpecu 3asBHUKa
KapPTOHHI KOpoOU;i
184. | nonpPun Tabnetkn no 5 mr; BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/1839/01/01
BOCHAJNEK® | no 20 TabneToky A.0. 'epuerosu I'epuerosuH TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 1 Ha a hapmakoHarnagy (iHwi 3mMiHn) OHOBIEHHS TEKCTY
6nictepy B MapKyBaHHSA NepPBUHHOT YNakoBKM NiKapcbKoro 3acooby,
KapTOHHiii Kopo6Lli a came BWIy4eHO iHhopmaLiio 3a3HadeHy y n.3 1a n.4.
185. | nonePun Tabnetku no 10 mr; BocHanek BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH 40 peecTpauiiHnx martepianis: 3MiHu | 3a UA/1839/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
BOCHAJNEK® | no 10 Tabnetoky o.a. lepuerosun IepuerosuH TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nicTtepi; no 2 Ha a thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
6nictepu B MapKyBaHHS NEPBUHHOT YNaKOBKM NiKapCbKoro 3acooby,
KapPTOHHI KOpooLj a came BWU/y4YeHO iHchopmalito 3a3HadeHy y n.3 Ta n.4.
186. | nonpun Tabnetku no 20 mr; BocHanek BocHis i BocHanek g.4. BocHist i BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/1839/01/03
BOCHAJNEK® | no 10 TabneToky n.4., l'epuerosu I'epuerosuH TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 2 Ha a hapmakoHarnsgy (iHwi 3mMiHn) OHOBIEHHSA TEKCTY
6nictepu B MapKyBaHHSA NePBUHHOT YNakKoBKM NiKapcbKoro 3acooby,
KapTOHHI Kopoo6Li a came BWIy4eHO iHhopmaLiio 3a3HadeHy y n.3 1a n.4.
187. | nonrPiaAM Tabnetku, 8 mMr/2,5 3eHTiBa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19970/01/02
mr/5 wr; no 15 Pecny6nik Pecny6nika TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
Tabnetok y 6nictepi, a cepTucpikaT BignoBigHOCTI EBponelichkii

no 2 abo 4 6nictepu
Y KapTOHHIli kopobLyi

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna A®l; ans BUxigHOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bifl Y)Ke 3aTBep/)KeHOro BUPOGHYKa - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponenchkili
thapmakonei Ne R1-CEP 1998-075 - Rev 05
(3atBepmxeHo: R1-CEP 1998-075 - Rev 04) ans
airoyoi pevoBuHY Indapamide Bif, BXe 3aTBepIKEHOro
Bupo6Huka BIOINDUSTRIA L.I.M. S.P.A. 3MiHu | Tuny
- 3MiHM 3 kocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®Il abo BuXigHOro
mMaTepiany/npomiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOOYBaHHS) BHECEHHS 3MiH B MeToau
BMNpOGYBaHHSA gitovoi peyoBuHM Perindopril Erbumine
3a MoKasHVWKOM "Po3Mip YacTok", 30Kkpema: BBe[eHHSA
HoBoI Mogeni npunagy (Malvern 3000) ansa nasepHoi
Andppakuii (2.9.31 in —house method) Ha 3amiHy
3aTBepxeHoi mogeni Malvern 2000 (nasepHoi
ondopaxuii (2.9.31 method of manufacturer
GLENMARK). 3MiHn | TUny - 3MiHK 3 SKOCTI.
CepTudpikar signosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata
BignoBiaHOCTI EBponeiicbkilt hapmakonei: ana Adl;
ON15 BUXIAHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIXHOI pevoBuHY (cepTuddikat BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei) - OHoBEeHWIA cepTudikat
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Bif] y)X€ 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2004-279 - Rev 05
(3atBepmxeHo: R1-CEP 2004-279 - Rev 04) ans
aitoyoi pevosuHu Perindopril tert-butylamine Big Bxe
3aTBEpAXeHoro Bupo6Hnka GLENMARK LIFE
SCIENCES LIMITED. 3miHu | Tuny - 3MiHu 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. (iHLWi 3MiHK) -
BUNPaB/IEHHS ApyKapCbKoi noMusiku B p. 3.2.3.3.3.
Onunc BUpPO6HNYOro NPoLECy Ta KOHTPOSIO NpoLecy
(IPC-30BHiLLHIli BUrIAA4 KOMNakTaTy). [logaBaHHs
TEKCTOBOI NPUMITKM A0 yacTuHu of compression forces
(Phase 6: Tableting): «Pre-press forces and
compression forces are non —critical informational
parameters. The quality of the tablets is driven by IPC
parameters». Bupo6Huumii npouec 3anvaeTbca 6e3
3MiH.

188.

NOMNPIOAM

Tabnetkn, 8 mr/2,5
mr/10 mr; no 15
Tabnetok y 6nictepi,
no 2 a6o 4 6nicrepu
Y KapTOHHIli kopobLi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

3eHTIBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
papmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif, y)X€ 3aTBep)KEHOro BUPOOHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
thapmakonei Ne R1-CEP 1998-075 - Rev 05
(3aTBepmxeHo: R1-CEP 1998-075 - Rev 04) ons
aitoyoi peyosrHy Indapamide Big BXe 3aTBEpPAXEHOr0
BMpo6Huka BIOINDUSTRIA L.I.M. S.P.A. 3minu | Tvny
- 3MiHM 3 AkocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpo6ysaHHA A®| abo BuxigHoro
Marepiany/NpoMiXXHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y MpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNpPOOYyBaHHs) BHECEHHS 3MiH B MeToau
BMNPOB6YBaHHA Aitovoi pevosuHK Perindopril Erbumine
3a NoKa3HMKOM "Po3Mmip YacTok", 30KkpemMa: BBEAEHHS
HoBOT Mogeni npunagy (Malvern 3000) ans nasepHoi
andopaxuii (2.9.31 in —house method) Ha 3amiHy
3aTBepAxeHoi mogeni Malvern 2000 (nasepHoi
andpaxuii (2.9.31 method of manufacturer
GLENMARK). 3MiHu | TUny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar

3a
peyernmom

UA/19970/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBiAHOCTI EBponelickbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEepKEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
thapmakonei Ne R1-CEP 2004-279 - Rev 05
(3atBepmxeHo: R1-CEP 2004-279 - Rev 04) ans
aitoyoi peyvosrHy Perindopril tert-butylamine Big Bxe
3aTBepaAxeHoro BupobHuka GLENMARK LIFE
SCIENCES LIMITED. 3MiHu | TUny - 3MiHM 3 AKOCTI.
[oToBWIA Nikapcbkuii 3aci6. (iHwi 3miHu) (B.I1. (x) 1B)
BUMpPaBNEHHA ApYyKapCbKoi noMusku B p. 3.2.3.3.3.
Onwuc BUPO6GHMYOTO NPOoLIeCY Ta KOHTPOSIIO npoLiecy
(IPC-30BHiLWLHIli BUrIAA KOMNakTaTy). [logaBaHHs
TEKCTOBOI NPUMITKM [0 YacTuHK of compression forces
(Phase 6: Tableting): «Pre-press forces and
compression forces are non —critical informational
parameters. The quality of the tablets is driven by IPC
parameters». BUpo6H14Wii npouec 3anmwaeTscs 6e3
3MiH.

189.

nonrPigAM

Tabnetku, 4 mr/1,25
mr/5 mr; no 15

Tabnetok y 6nictepi,
no 2 a6o 4 6nicrepu
Y KapTOHHIl kopoobLi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

3eHTiBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikat
Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 1998-075 - Rev 05
(3atBepmxeHo: R1-CEP 1998-075 - Rev 04) ans
Aitoyoi pevoBuHM Indapamide Bif BXe 3aTBEpIKEHOro
BMpo6Huka BIOINDUSTRIA L.I.M. S.P.A. 3Mminu | Tuny
- 3MmiHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y meTodax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS Y NpoLieci BUpo6HuuTBa Ad|
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNpo6yBaHHs) BHECEHHS 3MiH B MeToam

3a
peyenmom

UA/19970/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMNpoGyBaHHSA Aitovoi peyoBuHM Perindopril Erbumine
3a NoKa3HWKOM "Po3Mip YacTok", 30Kkpema: BBe[EeHHS
HoBoI Mogeni npunagy (Malvern 3000) ansa nasepHoi
Andppaxuii (2.9.31 in —house method) Ha 3amiHy
3aTBepxeHoi mogeni Malvern 2000 (nasepHoi
Andopaxkuii (2.9.31 method of manufacturer
GLENMARK). 3MiHn | TUny - 3MiHu 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZiNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiagnoBigHOCTI EBponeiichkil
thapmakonei Ne R1-CEP 2004-279 - Rev 05
(3aTBepmxeHo: R1-CEP 2004-279 - Rev 04) ons
aitoyoi peyosuHu Perindopril tert-butylamine Big Bxe
3aTBepmxeHoro BupobHuka GLENMARK LIFE
SCIENCES LIMITED. 3miHu | T1ny - 3MiHY 3 SIKOCTI.
FoTOBWiA Nikapcbkmii 3aci6. (iHwi 3miHu) (B.11. (X) 1B)
BUNPaB/IEHHS ApyKapCbKoi noMusiky B p. 3.2.3.3.3.
Onuc BUPOBHMYOro NpoLecy Ta KOHTPOSIO NpoLecy
(IPC-30BHILWLHIi BUrNsg komnakTaty). JlofaaBaHHsA
TEKCTOBOI MPMMITKM A0 yacTuHu of compression forces
(Phase 6: Tableting): «Pre-press forces and
compression forces are non —critical informational
parameters. The quality of the tablets is driven by IPC
parameters». BupobH1unii npouec 3anmwwaeTbcs 6e3
3MiH.

190.

MABTEPA®

KOHLeHTpaT ans
pO34nHy Ans
iHcpysin, 100 mr/10
M, no 10 mny
donakoHi; no 2
dnakoHn B
KapTOHHI kopobuyj;
no 50 mMn 'y dhNakoHi;
no 1 dnakoHy B
KapTOHHIA KopooLi

TOB «Pouw
YkpaiHa»

YKpaiHa

B1po6HMLUTBO
Hepo3dacoBaHol
npoAyKuii,
nepBuHHe
naxyBaHHs,
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJTHO SKOCTI,
BMMNyCK cepii: Pow
[LiarHocTuke Mv6X

HimeuunHa/
LLiBeiiuapisi/
CLIA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM

, HimeuuunHa; opraHoM) 3MiHM BHECEHO [0 iHCTPYKLiT A/18 MeANYHOro
BTopuHHE 3acTocyBaHHS NiKapcbKoro 3acoby Ao po3gainis
nakyBaHHs, "Oco6mBocTi 3acTocyBaHHA" Ta "MMo6iyHI peakuii™
BMNPOBYyBaHHSA BiANOBIAHO A0 pekomeHaauin PRAC. TepmiH

3a
peyenmom

He
nionsie
ae

UA/14231/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTPOJTIO AKOCTI,
BMNYCK cepil:
®. XothbdpmaHH-/15
Pouw /Ta,
Lseiiuapis;
Bnpo6HMuTBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHE
nakyBaHHS:
JxkeHeHTeK IHK.,
CLUA;
Bunpo6yBaHHs
KOHTPO/IO AKOCTI
npu BUNYCKY 3a
nokasHuKkamu
BakTepianbHi
€HL0TOKCUHMU,
CTepusbHiCTb:
Nab6op NIC CE eHf
Ko. KI', HimeuyunHa

BBEAEHHSA 3MiH - MPOTAroM 6 micauis nicns
3aTBEPAKEHHS

191.

MABTEPA®

KOHLeHTpaT ans
pO34nHy Ans
iHcpysin, 100 mr/10
M, no 10 mny
donakoHi; no 2
dnakoHn B
KapTOHHI kopobuyj;
no 50 mMn y dh1akoHi;
no 1 dnakoHy B
KapTOHHIA KopooLi

TOB «PoLu
YKpaiHa»

YKpaiHa

B1po6HMLUTBO
Hepo3dacoBaHol
npoAyKuii,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJIHO SKOCTI,
BUWMYCK Cepii:
Pow [diarHocTuke
'm6X, HimeuunHa
BTopuHHe
nakyBaHHs,
BMNPOBYyBaHHSA
KOHTPO/TIO AKOCTI,
BMNYCK cepil:
®.XothbdpmaHH-/15
Pouw /TA,
LLiBeiiuapis
Brpo6HMuTBO
Hepo3dacoBaHoi
npoayKuii,
nepBuHHE
nakyBaHHs:
JxkeHeHTeK IHK.,
CLA

HimeuunHa/
LLiBeiiuapisi/
CLIA

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
TexHiYHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460) BunpasneHo TEXHIYHY MOMW/IKY B TEKCTI
po3giny "Cknag" iIHCTpyKUii AN MefuyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby.
3aTBepakeHo:

Ailoya peyoBuHa: puTykcmab; 1 mn npenapary
MicTUTb 10 Mr puTykcumaby; 1 donakoH (10 Mr) MiCTUTb
100 mr putykcumaby; 1 donakoH (50 mr) mictute 500
MP puTyKCMMaoy;
3anponoHoBaHo:

Aitoya peyoBuHa: putykcuman; 1 ma npenaparty
MicTUTb 10 Mr puTykcumaby; 1 donakoH (10 mn)
MicTUTb 100 Mr puTykcumaby; 1 donakoH (50 mn)
MicTuTb 500 Mr putykcumaoy;
3a3HaveHe BUNpaB/iEHHS BiANoBigae matepianam
peecTpaLiiHoro Aockbe

3a
peyenmom

UA/14231/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Bunpo6yBaHHs
KOHTPO/IO AKOCTI
npy BUMycCKy 3a
noKasH1Kkamu
BakTepianbHi
€HA0TOKCUHMU,
CTepusbHICTb:
Nab6op NNC CE eHf
Ko. KI', HimeuunHa
192. | MA/NIbTO®EP | cupon, 10 mr/mn no Bidhop Lseiiuapi Brvpo6HMuTBO LLiBeiiuapisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/5869/04/01
® 75 mn abo no 150 (IHTepHewH A Hepo3cacoBaHo| MopTyranis UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
My donakoHi, no 1 n) IHk. npoAyKuii, 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS

dNakoHy 3 MipHUM
KOBMAYkoM y
KapTOHHIA KOpoo6Li

KOHTPO/b AKOCTI,
nepBuHHA Ta
BTOPVHHA
ynakoBka:
Bichop C.A.,
LLiBeiiuapis
KoHTposib sKoCTi,
[,03Bi/T HA BUMYCK
cepii:
Bidhop
(IHTepHewWwHn) IHK.,
LLiBeiiuapis
BUPOBHULTBO
Hepo3dghacoBaHo!
npoAyKuii,
KOHTPO/b AKOCTI,
nepBuHHA Ta
BTOPVHHA
ynakoBka:
16epdhap IHaycTpis
dapmaueyTika
C.A,, Moprtyranis

[0[4aTKOBOT AiNIbHULI BUPOBHULITBA [/191 YaCTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKaPCbKOro
3aco06y (AinbHWLSA 415 BTOPUHHOTO NaKyBaHHS)
[oAaBaHHA AinbHULI AN15 BTOPUHHOMO NakyBaHHS -
KomnaHii Iberfar Industria Farmaceutica S.A., Portugal.

3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3aco6y (AiNbHWLUA 415 NePBUHHOTO NaKyBaHHS)
[0AaBaHHA fiNbHULL 415 NEPBUHHOIO NakyBaHHS -
KomMnaHii Iberfar Industria Farmaceutica S.A., Portugal.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEEHHS
[0[4aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKapPCbKOro
3acoby ([inbHMLSA, Ha AKili NpoBOAATLCA OyAb-AKi
BMPOGHUWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /18 HECTEPUTbHUX NTIKapPCbKMX 3acobiB)
[ofaBaHHA AiNbHUL 415 BUpOOHMUTBA
Hepo3dhacoBaHOro NikapcbKoro 3acoby - KoMnaHii
Iberfar Industria Farmaceutica S.A., Portugal. 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
AiNbHULI, Ha 5K 34JCHI0ETbCSA
KOHTPO/b/BMNPO6YBaHHSA cepil) AoAaBaHHsA AifbHUL
0151 NPOBE,EeHHSA KOHTPO/IH0 AKOCTI - KoMnaHii Iberfar
Industria Farmaceutica S.A., Portugal. 3minu | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHW Y NpoLeci BUpO6HMLTBA FOTOBOro
NiKapcbKoro 3acoby, BKAKYA4UM NPOMIKHWUIA NPOAYKT,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
LLI0 3aCTOCOBYETHCA NPY BUPOBHULITBI FOTOBOTO

nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) aganTauis BUpoO6HMYOro npotecy Ao
HOBOT BUPOGHMYOI AinbHWLi - Iberfar Industria
Farmaceutica S.A., Portugal. Bupo6Huuunii npouec ans
Aito4oi BUpo6HuYoi ainbHuui - Vifor S.A., Switzerland
3a/mwaeTbea 6e3 3miH. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa po3mipy cepii (BkNoYatoun fianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36ibLeHHs 40
10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM)
36inbLUEHHA po3Mmipy cepii 3 1000 n go 2700 n (17 880
h/1aKkoHIB) AN albTepHATUBHOTO BMPO6HMKa Iberfar
Industria Farmaceutica S.A., Portugal. Po3mip cepii
Ana 3aTBepmxeHoro BupobHuka Vifor S.A., Switzerland
3a/mwaeTbea 6e3 3miH. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa y 6e3nocepefHiii ynakosLi A®I (skicHi Ta/abo
KifIbKiCHI 3MiHU cknagy) AoAaBaHHi albTepHaTUBHOT
NepBUHHOT YNakKoBKMW Ail040T pevyoBUHN -
nonieTnneHosoi onbrn (Tyéu). 3minu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
niKkapcbKoro 3acoby (iHLi 3MiHM) 3MIHUTWU MOBY
BMKNafeHHA MeTofiB KOHTPO/IO SKOCTi NiKapCbKoro
3ac06y 3 pocCificbKOT Ha yKpaiHCbKy. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu). Byno: posgin
"MAPKYBAHHSA" (nogaeTbes). Ctano: po3gin
"MAPKYBAHHSA". BignosigHo 10 3aTBEpAXeHOro
TEeKCTY MapKyBaHHS. 3MiHK |l Tuny - 3MiHM 3 AKOCTI.
A®I. (iHWi 3MiHM) 3MiHK, WO NONsAralTb B
iMnnemeHTauii Bumor kepisHuuTea ICH Q3D wono
[OMILLOK eleMeHTIB Ta rapMoHisauii BiAnoBigHWNX
po3ginis Mogyns 3: 3.2.S.2.3. KoHTponb matepianis;
3.2.S.3.2. fJomiwkun, 3.2.S.4.1. Cneuundikau,is,
3.2.5.4.2. AvanituuHi metogukn, 3.2.S.4.3. Banigauis
aHaniTMyHnX Metoauk, 3.2.S.4.4. AHanis cepii,
3.2.5.4.5. O6r'pyHTYBaHHS cneunagikaui, 3.2.S.7.
CrabinbHicTb. 3MiHu Il TUNY - 3MiHK 3 AKOCTI. 3MiHK A0
peecTpaLiiHOro NoCBig4YEHHS BHACIAOK iHLINX
perynaTopHux npoueayp (iHWwi 3mMiHK) iMnaeMeHTauis
Bumor kepisHuuTea ICH Q3D LWoA0 AOMILLOK
e/leMeHTIB JOMILLOK B FOTOBOMY JlikapCbKOMy 3acobi
Ta rapMoHi3auisi cneuydikadili roToBOro nikapcbkoro
3acoby A4 BCiX KpaiH Ta cydyacHe OHOB/IEHHS
aHasliTUYHMX METOAMK BiAMOBIAHO 40 Cy4aCHUX BUMOT,
OHOBJIEHHs po3ginie 3.2.P.4.1, 3.2.P.5.1, 3.2.P.5.2,
3.2.P.5.4,3.2.P.5.5 1a 3.2.P.5.6. B pesynbrari
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOBJ/IEHHS po3ginie 3.2.P.5.1 ta 3.2.P.5.2
BiiOyBalOTbCA HACTYMHI 3MiHM y cneyudikauii Ta
MeTofax KOHTPOJItO FOTOBOro NPOAYKTY NS HACTYMHUX
BMNpo6yBaHb: "lNyctnHa (20 °C)", "[o3a Ta
OfHOPIAHICTb A03yBaHHA", "laeHTudiKalis 3ani3a” - He
BVKOHYETbCSA MPOTArOM CTabisibHOCTi, OCKiNIbKN faHe
BMNPoOYyBaHHA He Bigobpaxae CTabinbHICTb. Ans
iieHTUdikauii 3amicTb BUNpobyBaHHA "KD 3Ha4YeHHS
3ani3a rigpokcua noniMasibTo3ar" BBe4eHO
BMNpo6yBaHHA "MonekynspHa maca, Mw, Mn,
P=Mw/Mn"3 BignoBigHUMU 3MiHAMK Yy MeTOAAX
BMNPOGYBaHHSA. [0 3aTBEPL)KEHOr0 BHYTPILLHLOIO
MeToAy BUNpobyBaHHA BHOCATLCS BifMNOBIgHI 3MiHN
6e3 3MiHU NpYHLMNY MeToay. "BU3HaYeHHS iOHIB
3as1i3a" - 3MIHIOETbCS MeTo/, BUNPobyBaHHSA 3
rPaHNYHOro TECTy 3a JA0MOMOroK KO/IbOPOBOT peakLil
(3 Bumoroto cneumdikadii <1500 w/V) Ha KinbKicHe
BM3HAYEHHA MeToAoM YP-Bug cnekrpockonii (3
BMMOTroto creumdikayii <1500 mr/n) (npu
cTabinbHocTi). "KinbkicHe BU3HaYeHHs. 3ani3o” — 3MiHu
MeXi MPUIAHATHOCTI NPW BUMNYCKY Ta AN TePMiHY
npugatHocTi 3 "0,96-1,04 % m/V" go "0,96-1,05 %
(m/v)

193.

MAHIT-
HOBO®APM

PO3unH ANs iHdysil,
150 mr/mn; no 200
mMn, abo 250 mn, abo
400 mn, abo 500 mn
y NAsLWKax

ToBapucTeo
3
06MEeXEHO
Bignosigaib
HicTio chipma
"HoBodhapm-
BiocuHTes"

Ykpaina

ToBapucTBO 3
o6MmexeHo
BiANOBIf&/IbHICTIO
thipma
"HoBodhapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiffIbHOCTi 3 hapMakoHarnsay.

3a
peyermom

UA/3653/01/01

194.

MEAPON

TabneTkn no 16 wmr;
no 10 TabneTok y
6nictepi, no 5
6nictepis y
KapPTOHHI KOpoOL

Mdpaiizep
IHK.

CLWA

Mdpainzep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |

TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS

Ta/abo afpecu 3asiBHMKa (B/1aCHUKA PEECTpaLiiiHOro
noceigyeHHs) - 3MiHa agpecu 3asBHUKa

3a
peyerimom

UA/2047/02/02

195.

MEAPON

Tabnetku no 32 mr;
no 10 TabneTtok y

Mdpaiizep
IHK.

CLWA

Mdpaiizep ITanis
C.p.n.

ITanisa

BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu |
TMNYy - AAMIHICTPATVBHI 3MiHW. 3MiHA HAMEHYBaHHSs!

3a
peyenmom

UA/2047/02/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
6nictepi; no 2 Ta/abo agpecu 3asBHMKA (B/1aCHUKA PEECTPaLiiHOrO
6nictepn y nocBigyeHHs1) - 3MiHa afpecu 3asiBHUKa
KapTOHHiii Kopo6Lli
196. | MEAPON Tabnetku no 4 wmr; Mdpaiizep CLWA Mdpaizep ITanis ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHiX MmaTepianis: 3MiHu | 3a UA/2047/02/01
no 30 TabneTok y IHK. C.p.n. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peyenmom
dnakoHi; no 1 Ta/abo agpecu 3asBHKKa (BacHWKa peectpaviiHoro
hnakoHy y nocBeigyeHHs) - 3MiHa agpecy 3asBHUKa
KapTOHHI KOopoo6Lli
197. | MEAPON Tabnetku no 4 wmr; Mdpaizep CLIA Mdpainzep ITanis ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/2047/02/01
no 30 TabneTok y IHK. C.p.n. TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
dnakoHi; no 1 thapmakoHarnagy. BeegeHHs abo 3miHu fo
hnakoHy B y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
KapTOHHiiA Kopo6Lli (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3[jiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHn go
y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
3asBHUKA
198. | MEAPON Tabnetku no 16 mr; Mdpaiizep CLIA Mdparizep ITanis ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/2047/02/02
no 10 TabneTok y IHK. C.p.n. TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi, no 5 thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
6nictepiB y y3araJibHeHUX AaHuX Npo cuctemy hapmakoHarnsgy
KapTOHHi Kopo6Li (BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3AilicHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHA Big, yNTOBHOBaXXEHOT 0COOM, BifNoBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi macTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHn go
y3aras/ibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
3asBHMKA
199. | MEAPON Tabnetku no 32 mr; Mdpaiizep CLWA Mdpainzep ITanis ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/2047/02/03
no 10 tabneTtok y IHK. C.p.n. TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom

6nictepi; no 2
6nictepu y
KapTOHHIA Kopoo6Li

thapmakoHarnagy. BeegeHHs abo 3miHu go
y3araslbHeHrX faHux Npo cucteMy papmMakoHarisgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY

hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,

BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0co6U 3 chapmMakoHarnsay 3asBHuKa ans
3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
BigMiHHA Bifg YNOBHOBaXXEHOI 0CO6M, BignoBiganbHOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
3a 3AjiicHeHHs hapMakoHaragy (BkIyatum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHum oo
y3ara/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
3asBHUKA
200. | MENIOKC Tabnetku no 15 wmr; Megpokemi Kinp Mepokemi T/, Kinp BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/7284/01/02
no 10 TabneTok y nTa (UeHTpanbHuii TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnse
6nictepi; no 1 3aBop) thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi ae
6nictepy B NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHIA KopooLi [ANs MeAnYHOro 3aCTOCyBaHHS Ha MigcTasi peryssipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnifxeHb 3 6e3MneKkn 3aCTOCyBaHHS NikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO B IHCTPYKLHO 4719 MEAWNYHOIO
3acTocyBaHHS MiKapcbKoro 3acoby Ao po3ginis
"Oco6mBocTi 3acTocyBaHHA" Ta "Mo6iyHI peakuii™
L1040 6e3nekn 3acToCyBaHHS Ait040i peHOBUHM
BignoBigHO Ao pekomeHaauii PRAC. BBefeHHS 3MiH
NPOTAroM 6-Tu MicALiB Nic/a 3aTBEPAKEHHS
201. | MENCI pO3unH NS iH'ekuid, | ToBapucTBO Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18058/01/01
10 mr/mn; no 1,5 mn 3 06MexeHot TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y thnakoHi; no 5 06MEXEHO BiANOBIA&/bHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
h1aKkoHIB y Bignosigaib thipma y3araslbHeH/X gaHux Npo cuctemy dpapmakoHarnsgy
KOHTYPHIl HicTIO hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AaHUX MPo cucTemy
YapyHKOBIli "HoBodhapm- BiocuHres" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
ynakosLj; no 1 BiocuHTes" BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTYpHIli KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
YapyHKOBIli ynakoBLi 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
y nauui 3 KapToHy BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisffIbHOCTi 3 hapMakoHarnsay.
202. | MEPOHEM NOPOLLOK ANs Mdpaiizep CLIA Bupo6HuK "in ITanis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/0186/01/01
PO34UHY ON151 iH'EKLLA Eiiu.Ci.Mi. bulk": AnoHis/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
abo iHdysiii no 500 KopnopeiiL EiCiEc Jo6dap LLiBeiiuapisi/ Ta/abo afpecy 3asBHUKA (B/lAaCHUKA peECTpaLiiiHoro
Mmr; no 10 dhnakoHis H Cna, ITanisi; Benvka NoCBiAYEHHST) - 3MiHa agpecu 3asiBHMKa
3 MOPOLLKOM Y CymiTomMO BpuTaHis

KapTOHHiiA KOpo6Li

[LeiiHinnoH ®apma
Ko., 174., AnoHisi;
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Brpo6HuK,
BiANoBigabHUIA 3a
NepBUHHY
yNaKkoBKy,
BTOPVHHY
ynaKkoBKy, BUNYCK
cepii:
3am60oH
CsiTuepnaHg, /174,
LlBeiiuapis;
Bnpo6HuK,
BiANOBIfabHWIA 32
BTOPVHHY
ynaKkoBKy, BUNYCK
cepii:
AcTtpa3eHeka tOK
NimiTen, Benvka
BpuTtaHis

203.

MEPOHEM

MOPOLLIOK A/1A
PO3UUHY ON151 iH'EKLLIA
abo iHdysin no 1000
mr; no 10 cpnakoHis
3 NOPOLLKOM Y
KapTOHHI KOopoo6Li

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiL
H

CLWA

Brpo6HuK "in
bulk":
EnCiEc [o6dap
Cna, ITanis;
CymiTomMO
[JenHinnon ®apma
Ko., NTA., ANoHis;
Bunpo6HuK,
BiANOBiAaIbHNI 3a
NepBUHHY
yMaKoBKY,
BTOPVHHY
yNakoBKy, BUMYCK
cepii:
3amboH
CsiTuepnaHg /174,
Lseiiyapis;
Bunpo6HMK,
BignoBiganbHWi1 3a
BTOPUHHY
ynaKkoBKy, BUNYCK
cepii:
AcTpa3eHeka tOK
NimiTen, Benvka
BpuTaHis

ITanis/
AnoHis/
LLsenuapis/
Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |

TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!

Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro
nocBeigyeHHs) - 3MiHa agpecy 3asBHUKa

3a
peyenmom

UA/0186/01/02

204.

MEPOHEM

NOPOLLIOK A5
PO34UMHY ANs iH ekl
abo iHdysiii no 1000
Mmr; no 10 dnakoHis
3 MOPOLLUKOM Y

Mdpaiizep
Eitu. Ci. Ni.
KopnopeiiL

H

CLIA

Bupo6HuK "in
bulk":
EiCIiEc Oo6dap
Cna, ITanis;
CymiTomo

ITania/
AnoHis/
LLBefiuapis/
Benuka

BpuTtaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo 3miHn o
y3arasibHeHNX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy

3a
peyenmom

UA/0186/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KapTOHHI KOopoo6Li [JeinHinnoH ®apma thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
Ko., NT4., AnoHis; BiANOBIAaANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
Bunpo6HuK, KOHTaKTHOI 0C06M 3 dhapmakoHarnsay 3asiBHUKa 415
BignoBigasibHWi 3a 3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO BoHA
NepBUHHY BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
yNakoBKY, 3a 3fjiicHeHHs1 hapMakoHarnsay (BkYarum
BTOPUHHY KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
ynakoBKy, BUMYCK paiina cuctemu hapmakoHarnisgy) 3miHu oo
cepii: y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
3am60H 3asBHUKaA
CeiTuepnang fita,
LBeliuapis;
Brpo6HuK,
BiANoBigabHUIA 3a
BTOPWHHY
ynaKkoBKy, BUNYCK
cepit:
AcTpa3eHeka HOK
NimiTen, Benvka
BpuTaHis
205. | MEPOHEM NOPOLLIOK ANsi Mdpainzep CLWA Brpo6Huk "in ITanis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/0186/01/01
po3uunHy Aans iH'ekuin | Eidu. Ci. Mi. bulk": AnoHis/ TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
abo iHdysiii no 500 KopnopeiiL EiCiEc Jo6dap LLiBeiiuapisi/ thapmakoHarnagy. BeegeHHs abo 3miHn fo
mr; no 10 cpnakoHis H Cna, ITanis; Benuvka y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
3 MOPOLLKOM Y CymiTomo BputaHis (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
KapTOHHIA KOopoo6Li [OeiiHinnoH ®apma thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
Ko., NITa., AnoHis; BiANOBIA&bHOI 3a 34iiCHEHHA thapmakoHarnagy;
Bnpo6HuK, KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuKa gns
BiAnNoBigabHUIA 3a 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
NepBUHHY BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
yMaKoBKy, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoun
BTOPUHHY KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
yNakoBKy, BUMYCK thaiina cuctemun chapmakoHarnsgy) 3miHn o
cepii: y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
3am6oH 3asBHMKA
CsiTuepnaHg, /174,
LlBeiiuapis;
Bunpo6HuK,
BiANOBigaIbHNI 3a
BTOPVHHY
ynaKkoBKy, BUNYCK
cepii:
AcTtpa3eHeka tOK
NimiTen, Benvka
BpuTtaHis
206. | META®OPA® | Tabnetku, BKpUTI AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18164/01/01
NNiBKOBOIO "KUIBCbKU BITAMIHHW TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOH0, N0 500 % 3ABOA" dhapmakoHarnsgy (iHwi 3mMiHn) OHOBIEHHS TEKCTY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Mr; no 10 TabneTok BITAMIHHU MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
y 6nicTepi; no 3 abo " 3ABOA" nikapcbKoro 3acoby, a caMme BU/Iy4eHHst iHchopmadi,
6 6nicTepis B nayw, 3a3HayeHol POCiiCbKOI MOBOIO, Ta BUKNAAEHHS Ti
aHrNincoLko MoBOK. TepMiH BBEAEHHS 3MiH -
NpOTAroM 6 MicsiLiB MicNs 3aTBEPKEHHS.
207. | META®OPA® | Tabnetku, BKpUTI AT Ykpaina AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/18164/01/02
NAiBKOBOO "KNIBCbKW BITAMIHHWIA TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, M0 850 n 3ABO4" thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
mr; no 10 TabneTok BITAMIHHU MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBOK
y 6nicTepi; no 3 abo " 3ABOA" nikapcbKoro 3acoby, a came BU/Iy4eHHs iHhopma,i,
6 6nicTepis B nayui 3a3Ha4YeHol POCiiCbKOK MOBO, Ta BUKIAAEHHS i
aHrNincbKo MOBOK. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiLiB Micasi 3aTBEPAKEHHS.
208. | META®OPA® | Tabnetku, BKpUTI AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18164/01/03
NNiBKOBOIO "KUIBCbKW BITAMIHHW TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKO0, No 1000 " 3ABO4" thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
mr; no 10 TabneTok BITAMIHHU MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
y 6nicTepi; no 3 abo 1 3ABOA" NiKapcbKoro 3acoby, a came BUIy4YeHHs iHhopmau,
6 6nicTepiB B navw,i 3a3Ha4YeHoi poCiiiCbKOK MOBOH, Ta BUKIaAEHHS i
aHrNincbKko MoBOK. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 micsiliB nicns 3aTBepApKeHHs.
209. | META®OPA® | Tabnetku, AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/18616/01/01
-SR NPOJIOHroBaHoI A, "KUIBCbKW BITAMIHHUIA TMny - 3MiHK LWoAo 6e3nekn/edeKkT1BHOCTI Ta peyenmom
no 1000 wmr; no 10 " 3ABOL" hapmakoHarniagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
Tabnetok y 6nictepi, | BITAMIHHN MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
no 3 abo 6 6nictepis " 3ABOA" nikapcbKoro 3acoby, a came BUIyYeHHs iHchopmad,i,
y nauuj 3a3HayYeHol POCiiCbKOK MOBOHD, Ta BUKNAAEHHS Ti
aHrnincoLKko MoBOK. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsiLiB nicns 3aTBepAKEHHS
210. | METEOCNA3 | kancynu; no 10 Na6opaTtopii ®paHuisa BMPOGHMLTBO ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/8767/01/01
Min Kancyn y énictepi; Maiioni Hepo3dracoBaHoT TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peuyenma
no 2 aéo no 3 CniHgnep npoayKuii: Ta/abo afpecu 3asiBHMKA (B/laCHMKA peecTpaviiiHoro
6nictepu y Na6opaTtopii noceigyeHHs) - 3MiHa agpecy 3asBHUKa
KapTOHHIA Kopoo6Li ["aneHik BepHiH,
PpaHLin
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/1b AKOCTI,
BiANoBigabHUIA 3a
BUMYCK Cepii:
Na6opaTtopii
Maiioni Cningnep,
PpaHuisn
211. | METOMKEKT | po3uvH Ans iH'eKuiid, Megak HimeyuunH BMPOGHWK, LLIO HimeyuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/5873/01/02
® 50 mr/mn no 0,15 mn | Fesenbliad a Bignosigae 3a TexHiyHa nomuska (3rigHo Hakasy MO3 Big, peyenmom
(7,5 mr), abo no 0,20 T dhorop BTOPUHHE 23.07.2015 Ne 460), BunpaBaeHo TEXHIYHi MOMU/IKN Y
M (10 wmr), abo no KMiHilwe nakyBaHHs, TEKCTi MapKyBaHHS BTOPUHHOI YNaKOBKW JliKapCbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
0,25 mn (12,5 wr), LWneuianbnp MapKyBaHHS, 3acoby y n.2. KIIbKICTb AIK04YOl PEYOBVIHMN Ta n.
a6o no 0,30 mn (15 enapare KOHTPO/L/BUNPOBY 4. NIKAPCbKA ®OPMA TA KIJTbKICTb OVHNLIb B
mr), abo no 0,35 mn M6X BaHHs cepii Ta 3a YMAKOBLII ans BCix A03yBaHb, a caMme NpuBegeHo y
(17,5 wr), abo no BUMYCK Cepii: BiANOBIAHICTb A0 iHchopMmaLii, HaBedeHIn y
0,40 mn (20 mr), abo Mepak 3aTBEPMKEHIli IHCTPYKLIT A8 MeanYHOro
no 0,45 mn (22,5 lesenbwadt drop 3acTOCyBaHHS MikapcbKoro 3acoby. 3asHayeHe
mr), a6o no 0,50 mn KniHiwe BMNpaB/IEHHS BiANOBigae MaTepiasiam peecTpaviiHoro
(25 wmr), abo no 0,55 Lneuianbnpenapa [OCbE.
M (27,5 mr), abo no Te M6X,
0,60 mn (30 mr) HimeuunHa
PO3UMHY y BUPOGHWK, LLO
nonepegHL0 Bignosigae 3a
3anoBHeHOMY BMPOBHMLITBO
wnpuyi; no 1 nikapcbKkoro
LNpULy pasom i3 3acoby, NnepBuHHE
B6Yy10BaHO0 nakyBaHHS,
iH'EKLiIHOIO TOJTIKOHD KOHTPO/L/BUNPOBY
B KOHTYpHOMY BaHHSA cepii:
YapyHKOBOMY OHkoTek ®apma
6nictepi; no 1 MpogakwH MéX,
6nictepy B Himeuunna
KapTOHHI KOpoo6Li BMPOGHWK, LLIO
Bignosigae 3a
BTOPVHHE
nakyBaHHS:
LLiteremaHH
JNoHdepnakyHr
yHA, NoricTiwep
Cepsic e.K.,
Himeuunna
212. | METPOrIN® PO34uH NS iHdy3il, "HOHiK IHAis "HOHiK IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/2871/05/01
5 mr/mn; no 100 mn dapmacbioT dapmacboTuKas TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
y dhnakoHax; no 1 nkan Na6opaTopiz" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao

hnakoHy,
ynakoBaHoMmy B
LenogaHoBui
nakert, y Kopobui 3
KapTOHY

NabopaTtopis

(BipgineHHs
dhipmm "x.
B. Kemikans
eHp
dapmacboT
nkans fta.")

(BippineHHs cipmm
"Ix. Bb. Kemikan3
eHf
dPapmacboTuKan3
Nt

y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, BignoBigabHOI 3a
hapmakoHarnag,.
[itoua pepakuis: Dr. Ameya P. Satam NponoHoBaHa
pepakuisi: benikoa CeiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHMX JaHMX YNOBHOBAXXEHOI 0CO6M 3asiBHMKA,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
213. | METPOIN® renb ons "HOHIK IHais "HOHIK IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/2871/03/01
30BHILLIHBLOTO PapmacbioT PapmacboTUKa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
3acTocyBaHHs, 10 nkan Na6opaTopiz" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
mr/r; no 30 ry Ty6i 3 | Jlabopatopi3 (BipaineHHs dipmun y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
antomiHito abo " "x.B. Kemikans (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
naMiHOBaHoro (BipgineHHs eHf thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
nnactuky; no 1 Ty6i ipmun $apmacbloTnkans BiANOBIAANbHOI 3a 3iicCHEHHS thapmakoHarnaay;
B KQPTOHHI kKopooL "IX.B. nrp") KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
Kemikans 3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLO0 BoHa
eHf BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
dapmacbioT 3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
vkans fita.") KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg,.
[itoyva pegakuis: Dr. Ameya P. Satam. NponoHoBaHa
pepakuis: benikoa CsiTnaHa MuxainisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI [iffIbHOCTi 3 hapMakoHarnsay.
214. | METPOIN® reb BariHanbHWi, "HOHiK IHAis "HOHiK IHAjisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/2871/04/01
BArFHANbHW | 10 mr/r,no 301y dapmacbioT PapmacboTuKas TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
NrENb Ty6i 3 antomiHito abo nKkan Na6opaTopiz" thapmakoHarnagy. BeegeHHs abo 3miHu fo

naMiHoBaHoro
nnactuky; no 1 Ty6i
pasom 3
ansikatopom B
KOpOO6L,j 3 KAPTOHY

NabopaTtopi3

(BipfineHHs
dipmn "x.
B. Kemikans
eHp
PapmacbioT
nkans fita.")

(BiggineHHs cipmm
"IK. Bb. Kemikan3s
eHp
dapmacbloThKan3
nrp.)

y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3arasibHeHUX AaHuX Npo cucTemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsgy B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tharina cuctemun chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3a8BHWKA, BiANOBifabHOT 3a
hapmakoHarnag,.

[itoua pegakuis: Dr. Ameya P. Satam. lNponoHoBaHa
pepakuis: benikoa CsiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6U 3asBHNKa,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
215. | METPOHIAAS | po3uvH ans iHdysiin, | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/5519/01/01
on- 5 mr/mn; no 100 mn 3 06MeXeHOo My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
HOBO®APM ab6o no 200 mny 0BMEXEHO0 BIANOBIA&/LHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu go
NAALWLUI CKASHIRA, N0 Bignosigaib thipma y3araslbHeHrX faHux Npo cucteMy papMakoHarisgy
1 nAswyi y nayui 3 HicTto hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AaHUX MPO cuctTemy
KapToHy; no 100 mn "HoBodhapm- BiocuHTes" hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
a6o no 200 mn y BiocuHTes" BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
NAALWKaX CKNSAHNX KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YkKpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
JaHNX yNoBHOBaXeHOT 0CO6YM 3as8BHMKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0oKEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 hapmakoHarnsgy.
216. | MINAPAKOP- | po3uvH ans iH'ekuiii, | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/12536/01/01
HOBO®APM 100 mr/mnno 5 mny 3 06MeXeHo TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
dhnakoHi; no 5 obmexeHo BiANOBIAANbHICTIO thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
h1aKoHIB y Bignosigaib thipma y3araslbHeHVX faHux Npo cucteMy dpapMakoHarnsay
KOHTYPHili HicTIO hipma "HoBodapm- (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
YapyHKOBIl "HoBodhapm- BiocuHres" hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
ynakoBuj; no 1 a6o BiocuHTes" BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
M0 2 KOHTYPHi KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuka ons
YapyHKOBI YNakoBKu 3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
B NauLj 3 KapToOHy BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX yNoBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0opKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
217. | MINAPOKAP PO34UH NS iH'EKLN, TOB Ykpaina MoBHWiA YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/10376/01/01
O-H 100 mr/mn; no 5 mn «®APMACE BMPOGHNYNIA LMKN: HimeyunHa TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom nionse
B amnyni; no 10 N» TOB 3MiHV Yy BUpO6HMUTBI. 3amiHa abo BBeAEHHS ae
amnyn y navuj 3 «ODAPMACE/», [04aTKOBOT Ai/TbHUL BUPOGHMLTBA A4/151 YacTUHU abo
KapToHy YkpaiHa BCbOr0 BMPOBHMYOro NPOLECy roTOBOro NiKapcbkoro
KoHTpOsib, BUNyCK 3aco6y (AiNbHWLA, Ha AKili NpoBOAATLESA ByAb-AKi
cepii: BMPOGHUYI CTaAji, 3a BUHATKOM BUMYCKY cepil,
TOB KOHTPO/HO0 SAKOCTi Ta BTOPUHHOTO NakyBaHHA A1
«PAPMACE/», CTepUsIbHUX MiKapCbKMX 3aco6iB (BKIOYaum
Ykpaina BMPOG/IEHi acenTMYHUM MeTOA0M), KpiM NiKapCbKUX
BTopuHHa 3ac06iB 6i0/10r4YHOro/iMyHONONYHOIO NOXOKEHHS)

ynakoBka,

3amiHa BUPO6HMYOI AiNbHULI Y 3B'A3KY 3i 3MiHOH




156

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KOHTPO/Ib: MiCLLe3HaxX0MKEHHS Ta hyHKLiT BUPOOHNYOT AiNbHUL
XOJOMAK TOB "®APMACE/1"3a agpecoto YkpaiHa, 07408,

depnakyHrcTexHikK
v6X, HimeyunHa
Brvpo6HMuTBO
Hepo3dgracoBaHol
npoaykKuii,
nepBuHHA Ta
BTOPVHHA
ynakoBska,
KOHTpO~b!
XONMOMNAK
depnakyHrcTexHik
vm6X, HimeyunHa

KniBcbka 061., BpoBapchbkuii p-H, c. KBiTHEBe, By,
Mpopi3Ha,3 6yae BUKOHYBaTN MOBHWIA LK/
BMPOBHULTBA Ta KOHTPO/1b, BUMNYCK cepil, Ak

BWUIOTOB/IEHI Ha BUPOGHMUMX AinbHuusax XOJTOMAK

depnakyHrcTexHik M6 X.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy roToBoro
nikapcbKoro 3acoby (AinbHWUSA A1 BTOPUHHOTO
nakyBaHHs1) 3aMiHa BUPOGHWNYOI AiNbHUL Y 3B'A3KY 3i
3MIHOI MiCLle3HaxX0MKEeHHS Ta OYHKLiT BUPO6HUYOT
AinbHuui TOB "®APMACE/1"3a agpecoto YkpaiHa,
07408, KviBcbka 06/1., BpoBapchkuii p-H, c. KBiTHeBe,
Byn. Mpopi3Ha,3 6yae BUKOHYBATV NOBHUIA LMK
BMPOGHMLTBA (Y TOMY YMC/Ti BTOPVMHHE NakKyBaHHS) Ta
KOHTPO/b, BUNYCK Cepii, AKi BUrOTOBMEHI HA
BMPOGHNUMNX AinbHULAX XOJIOMAK depnakyHrcTexHik
'vm6X. Micue3HaxomkeHHs Ta yHKLUii BUPOGHWYOT
AinbHuuUi XONTOMAK ®epnakyHrctexHik M'méX,
3a/mwaeTbea 6e3 3miH. BBefeHHs 3MiH NpoTArom 6-tu
MiCALIB MiCNSA 3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOIHO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKa, WO BiAMNOBIfAE 3a BBE3EHHS Ta/abo
BMMYCK cepii) - Bkntoyaouy KOHTPOb/BUNPOGYBaHHS
cepii - 3amiHa BUPOGHMYOT AiNTbHULI Y 3B'A3KY 3i
3MIHOI MiCLle3HaxX0MKEeHHS Ta OYHKLiT BUPO6HUYOT
AinbHuui TOB "®APMACE/1"3a agpecoto YkpaiHa,
07408, KviBcbka 06/1., BpoBapchkuii p-H, c. KBiTHeBe,
Byn. Mpopi3Ha,3 6yae BUKOHYBATV NOBHUIA LMK
BMPOGHMLTBA (Y TOMY YMC/i T KOHTPO/Ib, BUMYCK
cepil), SKi BUTOTOB/IEHI HA BUPOOHUUMX AiNbHULAX
XOJNOMAK ®epnakyHrctexHik MméX.
MicLe3HaxomkeHHS Ta qYHKLii BUPOOHNYOT AiNbHUL
XONOMMAK ®epnakyHrctexHik F'mM6X, 3anuwaetbcs
6e3 3MiH. 3MiHU BHECEHO [0 IHCTPYKUiT AN18 MeanyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby B po3fisn
"Brupo6HMK" Ta "Micue3HaxoKeHHs BUPOOHUKa Ta
afpeca MicLs NPOBaKEHHS MOro AisiNbHOCTI", AK
HacnifokK - BiANOBIAHI 3MiHM y TEKCTI MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
NpoTArom 6-T1 MicALiB Nicna 3aTBepAKEHHS. 3MiHu |
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
IHCTPYKLUIi 415 MeAMYHOr0 3aCTOCYBaHHS /iKapCbKoro
3aco6y y po3ain "MobivHi peakuii" WoA0 BaXX/IMBOCTI
3BiTyBaHHSA Mpo nobiyvHi peakuii. BBeeHHsA 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneyugikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHwi 3miHW) paHuyHa
KOHUeTpaLisi eHAO0TOKCUHIB 3 «He binble 0,35 MO Ha
1 mr cybeTaHuii» Ha «He binbe 35 MO/M». 3MiHun |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
chopmy 260 PO3Mipy KOHTeHepa umn
3aKynoproBasibHOro 3acoby (MepBMHHOI YNakoBKM)
(cTepunbHi nikapceki 3aco6u) BBegeHHs amnyn
06'emom 5 Mn 3 nonieTueHy patille 3aTBepaxeHol
SIKOCTI, afe iHWOoi reoMeTpuyHoi hopmu,
3aTBepmxeHo: XOJIOMAK depnakyHrcTexHike
'm6X /HOLOPACK Verpackungstechnik GmbH,
Germany
Po3wmip amnynu: 65,5 MMx17 MMx21 mm
3anponoHosaHo: XOJIOMAK depnakyHrctexHike Mio6x
/HOLOPACK Verpackungstechnik GmbH, Germany
Po3wmip amnynu: 65,5 mmx17 mmx21 mm TOB
"®APMACEN" po3mip amnynun: 84 MMX12 MMX14MM.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiNOBIAHICTb [0 MOHOrpadii 4PY abo Esponeiicbkol
thapmakonei, abo iHLWOoi HauioHa/IbHOI hapmakonel
aepxasu €C (3MiHa y cneuudpikauisx, nos'asaHa 3i
3miHamu B dY, abo €Bponeiickkiii hapmakonei, abo
iHLWIN HauioHanbHIK thapmakonei aepxasu €C)
MpuBeaeHHs cneumndikayii Boga ans iHekuin “in bulky
BiAnNoBigHICTL A0 BUMOr EP “Water for injections in
bulk” 04/2017:0169. 3MiHn | TUNY - 3MiHK WOA0
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) OHOBNEHHS TEKCTY MapKyBaHHS NiKapCbKoro
3aco0y, a came BU/TyYEHO BUKNAAEHHS TEKCTY
POCi/iCbKOI0 MOBOIO Ta 3a3Ha4YeHO /10roTun
3aABHVKa/BMPOOHMKA. BBEAEHHSA 3MiH NPOTArOM 6-TK
MiCsILiB MicNnsi 3aTBEPAKEHHS.

218.

MIO3M

NopOLLOK ANs
NPUrOTYyBaHHS

CaHodpi b.B.

HigepnaH
an

HarnoBHEHHSI
chnakoHiB Ta

Ipnangis/
Benbris

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
TexHiyHa nomwska (3rigHo Hakasy MO3 Big

3a
peyenmom

UA/11618/01/01
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no 1 1y6i B
KapTOHHIA Kopoo6Li

NMepPBVHHOT YNakoBKN rOTOBOrO /ikapCbKOro 3acoby
(BMNyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapisioro NokasHuka)) OHoB/eHHA p. 3.2.P.7.

CucTema KoHTelHep/ 3aKynoproBasibHUIA 3acib, a came
BW/TyYEHHS HE3HAYHOIO MOKa3HKKa i3 crneumdikawi
NepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKOro 3acoby

«ToBLWMHa CTiHkK Ty6m» (Tube wall thickness). 3miHu |

TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneundikayii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMlyYeHHs HE3HAYHOrO NoKasHWKa (Hanpuknag
3acTapisioro NokasHuka))
OHOBJIEHHS p. 3.2.P.7. CucTema koHTelHep/
3aKynopoBasTbHWI 3aci6, a came BUTyYEHHS
He3HayHOro nokasHuka i3 cneuudikauii nepBUHHOI
yMakoBKM FOTOBOr0 NikapcbKoro 3acoby «Maca Tyou i
rBMHTOBOI KpuLLKM» (Tube and screw cap mass).
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikalii Ta/abo AonycTUMMX
MeX MepPBNHHOT YNakoBKN rOTOBOrO NiKapCbKOoro
3aco0y (BMTyYEHHS HE3HAYHOIO NMOKa3HUKa
(Hanpuknag, 3acTapifioro nNokasHuKa)) OHOBMEHHS p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3aci6, a came BUyYEHHSA HE3HAYHOTO MOKa3HWMKA i3
cneumaikaLii NepBMHHOT yNakoBKN rOTOBOI0

NiKapcbKoro 3acoby «30BHILHSA emasnb» (Outer

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KOHUeHTpaTy AN BMPOGHMLTBO 23.07.2015 Ne 460) BunpaBnieHo TeXHIYHY MOMUIIKY Y
pO34nHY Ans KiHLLeBOro TEKCTi MapkyBaHHS BTOPWHHOT yNakoBKKW NikapCbKoro
iHdpy3iii no 50 mr; 1 NPOAYKTY, 3acoby n.11: 3aTBepaKeHo: BUPOGHUK,
h/1aKOH 3 MOPOLLKOM MapKyBaHHs Ta BiANOBIAa/IbHUIA 3@ BUMYCK Cepii:
Y KapTOHHIl nayui nakyBaHHs, [xeHzaiim Ipnang Nimiten, 10A IHpacTtpian Mapk Ong,
KOHTPO/Ib SKOCTI KinmeageH Poyga, Botepdopg, IpnaHgis
'N3, Bunyck cepii: 3anponoHoBaHo: B1po6HuK, BiANoBiga bHUiA 3a
[xeHzalim IpnaHg BUNyckK cepii: [pkeH3aim lpnang Nimites,
Nimiten, Ipnaxgis 10A IHpacTtpian Mapk Ong KinmeageH Poya,
BMpO6HULTBO AC, Batepchopg, IpnaHgais
NpUroTyBaHHA
posuuHy 13 ans
niodpinizauyi:
[xeH3aim
dnaHpepc,
Benbris
219. | MOMEAEPM Kpem, 1 mr/r no 15 r TOB Ykpaina dapm3asop, MonbLia BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/10968/02/01
® abo no 30 ry Ty6i; «BAYL Enbha A.T. UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
XENC» CurcTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

enamel). 3miHn | TURY - 3MiHK 3 AKkocTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKW1 rOTOBOrO /iKapCbKOro 3acoby
(BUAYYEHHSA HE3HAYHOrO NOoKa3HVKa (Hanpuknag,
3aCcTapifioro NokasHvika))
OHOBJIEHHS p. 3.2.P.7. CncTemMa KoHTelHep/
3aKyrnoproBasibHWIA 3acib, a came BUYyYEHHS
HEe3HaYyHOro nokasHuka i3 cneuwudikauii nepBUHHOT
yMNakoBKM rOTOBOrO Nikapcbkoro 3acoby «CTilikicTb A0
CTUCKaHHA naky Ta emani» (Lacquer and enamel
resistance to squeezing). 3mMiHu | Tuny - 3MiHn 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
nepBUHHOT YNaKkoBKW1 rOTOBOrO /iKapCbKoro 3acoby
(BUAYYEHHSA HE3HAYHOrO NOoKa3HVKa (Hanpuknag,
3acTapifioro nNokasHuka)) oHoBMeHHs p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3aKynopioBa/bHWiA 3aci6, a came
BWyYEHHS HE3HAYHOrO MOKa3HYKa i3 cneumdikawi
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
«JlaTekcHe Kinbue» (Latex ring). 3miHu | TUny - 3MiHn 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMNlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapisioro NokasHuka)) OHoB/eHHA p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3akynoptoBasibHUiA 3aci6, a came
BW/TyYEHHS i3 crevumdikalii nepBMHHOI yNakoBKu
roTOBOrO NiKapPCbKOro 3acoby HE3HAYHOro NOoKasHMKa
"®apmaueBTnyHMiA koa" (Pharmaceutical code).
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MmiHa napameTpiB cneuudikauii Ta/abo fonycTUMmUX
MeX NepBUHHOI YNakoBKMN rOTOBOTO NiKapCbKOro
3aco0y (BMTyYEHHS HE3HAYHOIO NOKa3HUKa
(Hanpuknag, 3acTapifioro NokasHWKa)) OHOBMEHHS p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKkynoproBasibHUIA
3acib, a caMe BU/TyYeHHs i3 cneuudikauii nepBUHHOT
yNakoBKM rOTOBOTO MiKapCbKOro 3aco6y He3Ha4YHOro
nokasHuka "NepMeTnYHICTb NaTekcHoro Kinbusa" (Latex
ring tightness). 3MiHu | TUNy - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
NMepPBVMHHOT YNakKoBKW rOTOBOIO NlikapCbKOro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
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3acoby yrnakoska) Hs* nocsioyeHHs1

(BMNlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapisioro NokasHuka)) OHoB/eHHA p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3akynoptoBasibHUiA 3aci6, a came
BW/TyYEHHS 3 cneundikallii NepBUHHOT yNakoBKM
roTOBOrO NiKapPCbKOro 3acoby He3HAYHOro NOoKasHMKa
"OcHoBHa Maca natekcy" (Latex basis weight).3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneyugikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNyYEeHHS HE3HAYHOrO NokasHWKa (Hanpuknag
3aCTapifnioro NokasHuka)) OHoBeHHA p. 3.2.P.7.
CuncTemMa KoHTelHep/ 3aKynoploBa/ibHWiA 3aci6, a came
BW/TyYEHHSI HE3HAYHOrO NOKa3HUKa i3 cneumdikauit
NMepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
«Jlak» (Lacquer). 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa y MeTogax
BMNPOOYBaHHS NEPBMHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNpobyBaHb (BK/OUaouM 3amMiHy abo fofasaHHs))
OHOBJIEHHS p. 3.2.P.7. Cuctema koHTelHep/
3aKynoproBasibHUIA 3acib, a came 3aMiHa XiMiYHOro
MeTOAY Ha eNekTPONITUUHWIA Y cneupndikavii
NepBUHHOT YNakoBKMN rOTOBOrO JliKapCbKOro 3acoby 3a
napamMeTpom «CyLiNbHICTb 1aKOBOrO MOKPUTTS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo AonycTUMmX
MeX NepBNHHOT YNakoBKN rOTOBOrO NiKapCbKoro
3ac06y (fONOBHEHHS crneuydikaLii HOBUM MOKa3HMKOM
3 BiANOBIAHMM METO0M BUMMNPOOYBaHHA) OHOBNEHHS P.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoptoBasibHUiA
3acib, a came JOMOBHEHHS cneuudikavii nepBUHHOI
ynaxkoBku /13 HOBMM NOKa3HUKOM 3 BiZNOBIgHUM
METOAO0M BMNPOBYBaHHA — «laeHTudikauis narekcy
(I4- cnekTp)» (Identification of the latex (IR
spectrum)).3miHu | Tuny - 3miHK 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
NMepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(momnoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
Bi4NOBIAHUM METOLOM BUNPOOYBaHHSA) OHOB/IEHHS P.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6,
a came JOMOBHEHHSA cneuudikavii nepBUHHOI
ynaxkoBku /13 HOBMM NOKa3HUKOM 3 BiZNOBIAHUM
METO/0M BUNPOBYBaHHS — «lAeHTUdikaLjis Matepiany
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KpuLKy, o 3akpydyeTtbesa” (14 cnektp)» (Identification
of screw cap’s material (IR spectrum)). 3miHu | TUNYy -
3MiHM 3 IKOCTI. (iHLWi 3MiHN) BHECEHHS peaakLiiHUX
3MiH f0 Mmoayns 3.
220. | MOHYPAN rpaHynu ans 3amM60H ITania 3aM60H LLseiiuapis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9833/01/01
Opa/IbHOIO PO34NHY C.N.A. CsiTuepnaHg, /174, Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
no3r;no8r cepTudikaT BignoBigHOCTI EBpoNeNichKii

npenaparty (3 r1
Lit0Y0i pevyoBMHN) B
nakerti; no 1 a6o 2
nakeTu B KApTOHHIlA
navu,i

hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - Hosuii ceptudikar Big,
BXe 3aTBEePA)KEHOro BUPO6HYMKa - MOJaHHA HOBOTO
cepTudpikaTa BignoBiaHOCTIi EBpONeiiChkilt
tpapmakonei Ne RO-CEP 2015-289 - Rev 02 gnis
aitoyoi pevoBuHK Fosfomycin trometamol Big Bxe
3aTBepAKeHoro BupobHuka F.1.S. - FABBRICA
ITALIANA SINTETICI S.P.A., ltaly (3amiHa JM® Bepcii
06/2012). 3minu | TMNY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y crneumdpikavii HechapmakoneliHoro A®| ans
npuBeAeHHs y BiANOBIAHICTb 40 BUMor APY a6o
€BponeiceKoi hapmakonei, abo iHLWOI HauioHaIbHOT
thapmakonei gepxasu €C) - AD| - npnBeaeHHs
cneundikavii onsa gitoyoi pevoBuHu Fosfomycin
trometamol y BignoBigHICTb A0 BUMOr MOHorpadii EP.
3miHu | TUNY - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTuddikarta BigNoBiAHOCTI
€poneiicbkin thapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif, y)X€ 3aTBep)KeHOro BUPO6HMKa - NoJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBpoNenchkili
thapmakonei Ne RO-CEP 2015-289 - Rev 03 gns
nitoyoi pevoBumHK Fosfomycin trometamol Big Bxe
3aTBEpAKEHOro BUpo6Huka F.I.S. - FABBRICA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
ITALIANA SINTETICI S.P.A,, Italy. 3minu | Tvny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPWCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 2015-289 - Rev 00 gns
Aitoyoi pevosuHN Fosfomycin trometamol Big Bxe
3arBepaxeHoro BupobHuka F.1.S. - FABBRICA
ITALIANA SINTETICI S.P.A,, Italy.
221. | HANTE3IH® TabneTkn, BKPUTI KPKA, a.4., CnoBeHia | BignoBiganbHUiA 3a Cnosenis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a He UA/8938/01/02
POPTE NNiBKOBOIO HoBo mecTo BMPOGHMLUTBO "in IHais TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom niosnsie
060/10HKOH0, M0 550 bulk", nepsuHHy Ta thapmakoHarnagy (iHwi 3mMiHn). 3MiHW BHECEHO B ae
Mr no 10 TabneTok y BTOPVHHY IHCTPYKUiO AN MeAUYHOT0 3aCTOCYBaHHS MiKapCbKoro
6nictepi, no 1 abo yMaKoBKy, 3acoby A0 po3ainy "3acTocyBaHHs y nepiof BariTHOCTI
no 2 6nicrepu y KOHTPO/b Ta a60 rogyBaHHA rpyaa” BiANOBIAHO 4O OHOBNEHOT
KapTOHHI KOopoo6Li BUMYCK Cepii: iHchopmawii Wwoao 6e3nekn 3acTocyBaHHS NikapCbKoro
KPKA, a.4., HoBo 3acoby. BBegeHHs 3MiH MpPOTAroM 6-Tv micsiB nicns
mMecTo, CrnoBeHis; 3aTBEPKEHHS. 3MiHY | TUny - 3MiHK WoA0
BignoBigasibHWIA 3a 6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy. 3miHa y
BMPOGHMLUTBO "in KOPOTKIill XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTi
bulk", nepsuHHy Ta MapKyBaHHS Ta IHCTPYKLUiT 4519 MeAMYHOro
BTOPUHHY 3acTOCyBaHHS Ha MiacTasi perynsipHO OHOB/OBAHOTO
ynakoBky: KOHiuem 3BITYy 3 6e3neku Nikapcbkoro 3acoby, abo foCAiAKEHb
Nab6opaTtopiec 3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
Nimitea, IHaia nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHKM
3BITY 3 JOC/iDKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimkeHb (PIP) (iHwi 3MiHW). 3MiHK
BHECEHO B IHCTPYKLO A58 MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainy "B3aemogis 3 iHwWyMu
nikapcbk1UMK 3acobamu Ta iHWi BUAW B3aeMoSiin”
BiAMNOBIAHO 40 OHOBEHOT iHChopMaLi LWoao 6e3nekn
3acTOCyBaHHS Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB Nic/a 3aTBEPAKEHHS
222. | HATPIO po3uunH ans iHdysiii, | ToBapucTBo Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/8438/01/01
XNOoPUA, 9 mr/mn no 100 mn 3 06MEXEHOo TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
abo 200 mn, abo 06MEXEHO BiANOBIA&/IbHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
250 mn, a6o 400 mn, | Bignosigasib thipma y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
a6o 500 mny HicTIO hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AaHUX MPo cucTemy
nnswkax; no 250 mn | "Hosodhapm- BiocuHres" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
abo 500 mn, abo BiocuHTes" BiANOBIAaNbHOI 3a 3iicHEHHS chapmakoHarnaay;
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
1000 mn y nakeTtax KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YKpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaragy (BkIvarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi MacTep-
chaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay
223. | HATPIIO pO3unH ANs iHdysin B. bpayH HimeuunH B. BpayH Megikan Icnanis/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu | 3a UA/9611/01/01
xnoevgy 0,9 %; no 100 mny Menb3yHreH a CA, IcnaHisi; HimeuunHa | Tuny - AAMIHICTpPaTVBHI 3MiHW. BunyyeHHs BUpOGHMYOi |  peyenmom
PO34NH donakoHi; no 20 Al Brpo6Hu1UTBO, OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpoMibXHOTro
IBOTOHIMYHN | dhnakoHiB y nepBuHHa Ta npoaykTy abo roToBOro ikapCbKoro 3acoby, AinbHULi
1 0,9% B. KapTOHHI kopobuyj; BTOPUHHA [N NpoBeAeHHS NakyBaHHS, BUPOOHUKa,
BPAYH no 250 mn, a6o no ynakoBKa, BUMyCcK BiANOBiAaIbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
500 mn, abo no cepii: b. bBpayH KOHTPOIO cepii) abo nocTayasibHMKa BUXIAHOTO
1000 mn 'y chnakoHi; Menb3yHreH Al marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
no 10 chnakoHiB y HimeuuunHa; (AKLLO 3a3HAYEHO Y [0CbE) BUAANEHHS BUPOOHMKA A4/1A
KapTOHHI Kopoo6Li KoHTponb cepii: B. aitoyoi peyosnHy Sodium chloride «Vereinigte
BpayH Schweizerische Rheinsalinen AG», LUBeliyapis. 3MiHu
Menb3yHreH Arl, | Tuny - 3miHn 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
Himeuunna cepTudikaT BignoBigHOCTI EBpoNeNichKii

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpONeNiCHKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bif y)e 3aTBep)KeHOro BUpobHyvka. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkil
dhapmakonei Ne R1-CEP 2008-105-Rev 01
(3atBepaxeHo: R1-CEP 2008-105-Rev 00) gns giroyoi
peyoBumHM Sodium chloride Big BXe 3aTBEpAKEHOrO
BMPOGHMKA, sIKMIA 3MiHMB Ha3By 3 AKZO NOBEL SALT
A/S, NaHia Ha DANSK SALT A/S, Aanis. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMIKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MogaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
hapmakonei Ne R1-CEP 2010-083-Rev 01
(3aTBepmxeHo: R1-CEP 2010-083-Rev 00) ans gitoyoi
peyosunHM Sodium chloride Bif BXe 3aTBEpAKEHOr0
BMPOGHKKA, KM 3MIHMB Ha3By (3aTBepmxeHo: ESCO
France SAS (European Salt Company), ®paHuis;
3anponoHosaHo: K+S FRANCE SAS, ®paHuist). 3MiHu
| Tuny - 3miHuK 3 skocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWTyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MogaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
chapmakonei Ne R1-CEP 2008-105-Rev 02 gns gitovoi
peyoBuHM Sodium chloride Big, Bxe 3aTBEpAXEHOro
BMpOGHMKa. B pamkax oHoBneHoro CEP Bigbynacb
3MmiHa Ha3sw BnacHuka CEP 3 DANSK SALT A/S,
[aHia Ha Mariager Salt Specialties A/S., JaHisi. 3MiHu |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)Xe 3aTBepAKeHOro BUpo6Huka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
tapmakonei Ne R1-CEP 2007-367-Rev 02
( 3aTBepmxeHo: R1-CEP 2007-367-Rev 01) ans
nitoyoi pevoBuHM Sodium chloride Big Bxe
3aTBEPKEHOIO BUPOGHUKA, SKWIA 3MiHVB Ha3BY 3
ESCO - EUROPEAN SALT COMPANY GMBH & CO.
KG, HimeuunHa Ha K+S MINERALS AND
AGRICULTURE GMBH, Himey4uHa.

224,

HEPBUMJIEK
C-H

PO3YUH ANS iH'EKLN,
no 2 mna B amny’ii;
no 5 a6o 100 amnyn

MpuBartHe
akuioHepHe
TOBapuCTBO

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3mMiHn) OHOBIEHHS TEKCTY

3a
peyenmom

UA/10373/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
y nauui; no 2 mn B "Nlekxim- "Jlekxim-Xapkis" MapKyBaHHS! yNakoBKU JTiKapcbKoro 3acoby, a came:
amnyni; no 5 amnyn Xapkis" BWyYEHO iHhOpMaLLito, 3a3HaYeHy POCICHKO
B 6nicTepi; no 1 MOBOI0, [104aHO iH(hopMaL,ito MPO HasABHICTb JIOroTUMY
6nictepy B nauui 3asBHUKA Ta BHECEHO He3HauHi peAakLiliHi npaskv No
TekcTy. TepmiH BBeZleHHS 3MiH NPOTArom 6 Micsuis
nicns 3aTBepipkeHHs
225. | HIBECTUM PO34UH NS iH'EKLIA Mdpaiizep CWA BUMYCK Cepii, XopsarTisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/15455/01/02
a6o iHdysiii no 30 Eiiy.Ci.Mi. BUPOGHMLTBO "in Benbris TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI peyenmom
maH O/ (300 Kopnopeiiw bulk", KOHTpO/b Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro
mkr)/0,5 mn; no 0,5 H cepii y npoveci noceigyeHHs) - 3MiHa agpecu 3asBHUKa
My nonepeaHbo BUPOGHMLTBA,
3anoBHEHOMY TECTyBaHHs
wnpudi (I knacy) BWMNYLLEHOI cepil,
MicTkicTio 1 mn; no 1 TeCTyBaHHS
ab6o 5 nonepegHbO cTabinbHocTi,
3anoBHEHNX TecTyBaHHs
wnpuuis y 6nictepi CTepWUbHOCTI,
Y KapTOHHIN nauui nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
XOCHMIPA
3ArPEB 4.0.0,,
Xopsaris
KOHTPO/Ib SIKOCTI,
TecTyBaHHs
BUNYLLEHOI cepil,
TecTyBaHHS
cTabinbHOCTI:
SGS a6 CaiimoH
CA, Benebris
226. | HIBECTUM PO34UH NS iH'EKLNA Mdpaiizep CLA BMNYCK Cepil, Xopsaris/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15455/01/03
abo iHdysiii no 48 Eiiy.Ci.Mi. BUPOGHMLTBO "in Benbris TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenmom
MH O/ (480 Kopnopeiiw bulk", KOHTpO/b Ta/abo agpecu 3asBHMKa (BacHUKa peecTpaviiHoro
MKr)/0,5 mn; no 0,5 H cepii y npoueci NnocBiJYeHHsT) - 3MiHa apecu 3asBHUKA

M1y nonepeaHbo
3aMnoBHEHOMY
wnpui (I knacy)
MicTkicTio 1 mn1; o 1
ab6o 5 nonepefHbO
3anoBHeHUX
wnpuuis y 6nictepi
Y KapTOHHI nauui

BMPOOHULITBA,
TecTyBaHHS
BUNYLLIEHOI cepil,
TeCcTyBaHHs
cTabinbHOCTI,
TecTyBaHHs
CTepWAbHOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
XOCTIPA
3ArPEb A.0.0.,
Xopsaris
KOHTPO/Ib SKOCTI,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
TecTyBaHHs
BUNYLLIEHOI cepil,
TecTyBaHHS
cTabiNbHOCTI:
SGS Nab CaiimoH
CA, Benebris
227. | HIBECTUM PO34UH NS iH'EKLIA Mdpaiizep CWA BUMYCK Cepii, XopsarTisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/15455/01/01
a6o iHdysiii no 12 Eiiy.Ci.Mi. BUPOGHMLTBO "in Benbris TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI peyenmom
maH Of1 (120 Kopnopeiiw bulk", KOHTpO/b Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro
Mkr)/0,2 mn; no 0,2 H cepii y npoveci noceigyeHHs) - 3MiHa agpecu 3asBHUKa
My nonepeaHbo BUPOGHMLTBA,
3anoBHEHOMY TecTyBaHHS
wnpudi (I knacy) BWMNYLLEHOI cepil,
MicTkicTio 1 mn; no 1 TeCTyBaHHS
nonepenHL0 cTabinbHocTi,
3anoBHeHOMY TecTyBaHHs
wnpuyy y énictepi y CTepWUbHOCTI,
KapTOHHIM nayui nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
XOCTIPA
3ArPEB 4.0.0,,
Xopsaris
KOHTPO/Ib SIKOCTI,
TecTyBaHHs
BUNYLLEHOI cepil,
TecTyBaHHS
cTabinbHOCTI:
SGS a6 CaiimoH
CA, Benebris
228. | HOBAKCOH PO34UH NS iH'EKLN, ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14098/01/01
125 mr/mn; no 4 mn 3 06MEeXeEHO My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
y donakoHi; no 5 obmexeHo BiANOBIAANbHICTIO thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
hnakoHiB y Bignosigasb hipma y3araJsibHeHUX AaHux npo cuctemy dpapmakoHarnsgy
KOHTYPHiIli HicTto hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AAaHUX MPO cUcTemy
YapyHKOBIl "HoBodhapm- BiocuHTes" hapMakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0coou,
ynakoBuj; no 1 a6o BiocuHTe3" BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;

N0 2 KOHTYpPHi
YapyHKOBI YMaKOBKM
y nauui 3 KapTOHYy

KOHTaKTHOI 0cobU 3 hapMakoHarnAay 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLO BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6U 3asiBHNKA,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
229. | HOBAKCOH pO3unH NS iH'ekuid, | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/14098/01/02
250 mr/mn; no 4 mn 3 06MeXeHOo My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
y donakoHi; no 5 obmexeHoro BiANOBIA&NbHICTIO thapmakoHarnsgy. BeegeHHa abo 3miHv Ao
dh1aKkoHIB Yy Bignosigaib thipma y3araslbHeHrX faHux Npo cucteMy papMakoHarisgy
KOHTYPHili HicTto hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AaHUX MPO cuctTemy
YapyHKOBIli "HoBodhapm- BiocuHTes" hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
ynakoBLj; no 1 a6o BiocuHTes" BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
M0 2 KOHTYPHi KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
YapyHKOBI YNakoBKu 3AilicCHeHHs hapMakoHarnsgy B YkKpaiHi, SKLL0 BOHa
y nayui 3 KapTOHY BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0oKEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 hapmakoHarnsgy.
230. | HOBOKAIHY KpucTanivyHmi ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | - UA/16369/01/01
OCHOBA NOpPOLLIOK 3 06MEeXeHO My - 3MiHK 3 AkocTi. APL. KoHTponb APL. 3miHa y
(cybeTaHuis) y obmexeHo BiANOBIAANbHICTIO napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
MilLKax BiAnoBiaab "OAPMXIM" BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
nonieTuIeHoBmX HiCTIO BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
ons "OAPMXIM" BMKOPVCTOBYIOTbCA Y npoueci BupobHuurea AP| (iHwi
hapmaLeBTUYHOrO 3MiHN).
3aCTOCyBaHHSA BunyueHHs n. «Baxki meTanu» 3i cneumdikaii API,
Ta AK HacnifgokK, BUTYYEHHS 3 METOZIB KOHTPO/IHO
AKOCTI. BBeAEHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
231. | HOBOKCUKA | po3uvH Ans iH'ekuii, TosapucTBO Ykpaina TosapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/12940/01/01
M 10 mr/mn; no 1,5 mn 3 06MexeHot TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y thnakoHi; no 5 06MEXEHO BiANOBIA&/IbHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
h1aKkoHIiB y Bignosigaib thipma y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
KOHTYPHIl HicTIO hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AaHUX MPo cucTemy
YapyHKOBIli "HoBodhapm- BiocuHTes" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
ynakosLj; no 1 BiocuHTes" BiANOBIAAbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTYpHIli KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
YapyHKOBIli ynakoBLi 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
y nauui 3 KapToHy BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiffIbHOCTi 3 hapMakoHarnsay.
232. | HOBOHOPM TabneTkn no 2 Mr no A/T HoBo [JaHis [l03BiN Ha BMNyCK [Oanis/ BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasiB: 3miHu | 3a UA/1582/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
® 15 TabneTtok y Hopgick cepii: A/T Hoso HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nicTepi; no 2 a6o 6 Hopgaick, AaHis; thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMmiHiB
6nictepis y Bnpo6HMuTBO NOAAaHHSA PerynsapHoO OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
KapTOHHIM nayui Hepo3acoBaHoro nNikapcbkyx 3aco6iB. 3MiHa 4acTOTU NoJaHHSA
NPOAYKTY: perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku. [iloya
Bepinrep pepakuis:
IHrenbxanm YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
$apma NvbX i Ko. 6e3nekn 3 poku. KiHueBa faTa M1 BKIIOUYEHHS JaHUX
KI, HimeyunHa; 0o PO3b —31.12.2023.
Bupo6Huk [Jata nogaHHsa 31.03.2023. MponoHoBaHa pefakyis:
BifNoBigabHWIA 3a YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
nepBrHHe Ta 6e3nekn 5 pokis
BTOPUHHE KiHueBa gata ans BKOUYEHHS gaHux go PO3b6 —
nakyBaHHs: 31.12.2025. fata nopgaHHa 31.03.2026.
KaTtaneHt PekomeHgoBaHO 0 3aTBEPAXEHHS BIAMNOBIAHO A0
HimevunHa NepioANYHOCTI NOAaHHA PEryNIAPHO OHOB/IIOBAHUX
WopHaopd Mm6X, 3BITIB 3 6e3neku nikapcbkmx 3acobis y €C.
Himeuunna
233. | HOBOHOPM Tabnetku no 1 mr, A/T HoBo [OaHis [o3Bin Ha Bunyck Lanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/1582/01/02
® no 15 ta6netok y Hopgaick cepii: A/T HoBo HimeyunHa TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo 6 Hopgaick, Aanis; hapmakoHarnagy. 3MiHa Yactotn Ta/abo TepMmiHiB
6nictepiB y B1po6HMLUTBO NoJaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
KapTOHHII nayi Hepo3dhacoBaHOro nikapcbknx 3acobiB. 3MiHa 4aCTOTU NOAAHHSA
NPOAYKTY: perynsipHoO OHOB/IHOBAHOIO 3BiTy 3 6e3neku [ioua
BepiHrep pefakuis: YactoTa nofaHHsa perynspHo
IHrenbxainm OHOB/IIOBAHOTO 3BITY 3 6e3nekun 3 poku. KiHueBa gata
®apma M'v6X i Ko. 015 BKNOYEHHA faHnx o PO3b — 31.12.2023. faTta
KI, HimeuumHa; nogaHHsa 31.03.2023. MponoHoBaHa pefakyis:
Brpo6Huk YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
BiANoOBigaIbHNI 3a 6e3nekn 5 pokis. KiHueBa fata 419 BKIHOYEHHS AaHNX
nepBrHHe Ta 0o PO3b — 31.12.2025. flata nogaHHA 31.03.2026.
BTOPVHHE PekomeHa0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
naxkyBaHHs: nepioguYHOCTI NoAaHHS perynsipHoO OHOB/TOBaHNX
KaraneHt 3BITiB 3 6e3nekn nikapcbknx 3acobis y EC.
Himeuunna
LopHaopc M6X,
HimeyunHa
234. | HOBOCEBEH | nopotuok A/T Hoso [Janis BMPOGHUK AjitoyOT [Oanis/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/5178/01/05
® niochinizoBaHnin ans Hopgick pPEeyoBUHU, HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
NpUroTyBaHHsA roTOBOrO NPOAYKTY thapmakoHarnagy. 3MiHa 4YacToTu Ta/abo TepMmiHiB

PO3UUHY ON1s1 iH'EKLLNA
no 2 mr (100 KMO) 1
CK/ISIHWI donakoH 3
niocpinizoBaHnM

Ta BUPOOHUK,
BiANOBiAaIbHUI 3a
BUNYCK cepii
roToBOro

NoJaHHA PerynsapHoO OHOBJ/IIOBAHUX 3BITIB 3 6e3neKkn
NikapcbKux 3aco6iB. 3MiHW y YacTOTi NOAAHHSA
perynsipHo 0OB/IEHOTO 3BiTY 3 6e3neku. [jtoya

pefakuis: Yactota nogaHHsa PO3B — 3 poku; KiHueBa

NOPOLLKOM Yy npoaykty: A/IT fara Ans BkNoYeHHA aaHunx o PO3b — 31.12.2023
KoMnnekTi 3 1 Hoso Hopgick, p.; JaTta nogaHHa — 31.03.2024 p. MponoHoBaHa
nonepegHL0 [anis, daHis; pepakuis: Yactota nogaHHsa PO3B — 5 pokis; KiHueBa
3anoBHEHUM AinbHUUSA fara Ans BkNYeHHA aaHunx Ao PO3b — 31.12.2025
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
LLNPULIOM, SIKWIA BMPOGHMLTBA, Ha p.; faTta nogaHHa — 31.03.2026 p. PekomeHA0BaHo 10
MIiCTUTb 2 M1 SKili NpoBOAUTLCS 3aTBEpPKEHHA BiAMNOBIAHO A0 NEPIOAUYHOCTI NOAAHHSA
PO3UMHHKKA KOHTPO/b/BUNPOBY perynspHO OHOB/IHOBAHUX 3BITIB 3 6e3Mekn Mikapcbkux
(rictuguH, Boga ons BaHHS cepii 3acob6iB y €sponelicbkomy Coto3i
roToBOro

iH'eKLi1), LUTOKOM
MOpPLUHSA,
nepexigHyKom gns
hnakoHa B
iHaMBIAYanbHIN
ynakoBLji y
KapTOHHIA Kopoo6Li

npoaykty: A/IT
Hoso Hopgaick,
[JaHis;
A/T Hoso Hopgick,
[aHis; dinbHnus,
Ha Akl
npoBOANTLCA
BUIOTOB/IEHHSA
PO3YMHHMKA Y
nonepeaHLo
HanoBHEHOMY
Lnpuui Ta lioro
nepBuHHE
nakyBaHHS:
BeTTep ®apma-
®epTiryHr Fm6X
yHA Ko. KT,
HimeuyuunHa,;
AinbHuusa
BMPOGHMLTBA, Ha
AKil NPOBOANTLCSA
KOHTPO/b/BUNPOBY
BaHHA PO3UYMHHUKA
y nonepesHbL0
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
vm6X yHg Ko. KT,
HimeyvunHa;
LinbHnus
BMPOGHMLTBA, Ha
AKili NpOBOAUTLCSA
BTOPVIHHE
nakyBaHHS
roToBOro
npopykty: AIT
Hoso Hopgick,
[aHis; dinbHnus
BMPOGHMLTBA, Ha
AKili NpOBOANTLCS
BMPOGHMLTBO
Hepo3dhacoBaHoro

NpoAyKTy,
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n/n

Hassa

JliKapcbK0O20

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

hiNbTpyBaHHS,
HanoBHEHHA Ta
niodgpinizauis
nopowuky: A/T
Hoso Hopgick,
[NaHis;
LinbHnus
BMPOGHMLTBA, Ha
AKili NpOBOANTLCS
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY,
hiNbTpyBaHHS,
HanoBHEHHA Ta
niodgpinizauis
nopowuky: A/T
Hoso Hopgick,
[JaHis

235.

HOBOCEBEH

®

MOPOLLIOK
niochinizoBaHuin aAns
NpUroTyBaHHs
PO3YUHY A5 iH'EKLLA
no 5 mr (250 KMO) 1
CKSAHWI doNakoH 3
niochinizoBaHUM
MOPOLLKOM Yy
KomnekTi 3 1
nonepeaHL0
3anoBHEHUM
LUNPULIOM, SIKWIA
MiCTUTb 5 MA
PO3YMHHYKA
(rictnguH, BOAa ANns
iH'EKLA), LUTOKOM
NOpPLUHSA,
nepexigHvkom gns
chnakoHa B
iHOMBIAYaNbHilA
ynakoBLji y
KapTOHHIA KopooLi

AT Hoso
Hopgaick

[OaHis

BMPOGHUK AjtoHoi
peyoByHY,
rOTOBOrO NPOAYKTY
Ta BUPOOHNIK,
BiAnNoBigabHUIA 3a
BUMYCK Cepiii
roToBOro
npopykrty: AIT
Hoso Hopgick,
[LaHis; ginbH1ua
BUPOGHMLTBA, Ha
AKili NPOBOAUTLCSA
KOHTpPO/b/BUNPOBY
BaHHA cepii
roToBOro
npoaykty: A/IT
Hoso Hopgick,
[NaHis;

A/T Hoso Hopagick,
[aHisg; dinbHnus,
Ha SKii
npoBOANTLCA
BUIOTOB/IEHHS
PO3UMHHKKA Y
nonepeaHL0
HarnoBHEHOMY
Lnpuui Ta rioro
nepBuHHe
nakyBaHHs:
BeTTep ®apma-

[aHis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actoT Ta/abo TepMmiHiB
nofaHHs perynsipHo OHOB/TIOBAHMX 3BITIB 3 6e3neku
niKapcbkunx 3aco6iB. 3MiHW y 4acTOTi NOAaHHSA
perynsipHoO OOBMIEHOTO 3BITYy 3 6e3neku. [ioua
pepakuisi: YactoTta nogaHHa PO3B6 — 3 poku; KiHueBa
fara ans skayeHHa gaHnx o PO3b — 31.12.2023
p.; JaTta nogaHHa — 31.03.2024 p. lNMponoHoBaHa
pepakuisi: Yactota nogaHHa PO3B — 5 poki; KiHueBa
fara ans skayeHHa gaHnx o PO3b — 31.12.2025
p.; faTta nogaHHa — 31.03.2026 p. PekomeHf0BaHo [0
3aTBEpAKEHHS BiANOBIAHO A0 NEpPiOANYHOCTI NOJaHHS
perynspHo OHOB/IOBAHWX 3BITiB 3 6e3neKkn NikapCbkux
3acobiB y €sponelicbkomy Coto3i

3a
peyenmom

UA/5178/01/04
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n/n

JliKapcbK0O20

Hassa

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

®epTiryHr F'm6X
yHpA Ko. KT,
HimeyuunHa;
LinbHnus
BMPOGHMLTBA, Ha
AKili NpOBOANTLCS
KOHTPO/b/BUNPOBY
BaHHA PO34MHHUKA
y nonepesHbL0
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
'm6X yHg Ko. KT,
HimeuuunHa,;
AinbHuusa
BMPOGHMLTBA, Ha
AKill NPOBOANTLCSA
BTOPVHHE
nakyBaHHs
roToBOro
npoaykty: A/IT
Hoso Hopgaick,
[aHis; ginbHuuA
BMPOGHMLTBA, Ha
AKili NpOBOAUTLCSA
BUPOBHULTBO
Hepo3cacosaHoro
NPOAYKTY,
PiNbTPyBaHHS,
HanoBHEHHA Ta
niodpinizauis
nopowuky: A/IT
Hoso Hopgick,
[JaHis

236.

HOBOCTE3MU

H

PO34UH ONS iH ek,
no 5 mr/mn; no 5 mn
y donakoHax; no 5
hnakoHiB y
KOHTYPHIl
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
ynaKkoBku B nauli 3
KapToHy; no 10 mn

ToBapucTeo
3
obMmexeHo
Bignosigab
HicTO pipma
"HoBodhapm-
BiocuHTes"

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBiAa/IbHICTIO
hipma
"HoBodhapm-
BiocnHTes"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 45
3piicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBigansbHOI

abo 20 mny 3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
dhnakoHax; no 5 KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
hnakoHiB y thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
KOHTYPHiIl [aHVX YNOBHOBAXEHOI 0CO6U 3asBHNKa,

3a
peyenmom

UA/15457/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
YapyHKOBIli BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
ynakosLij; no 1 MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
KOHTYpHIlA chapmakoHarnsigy Ta inoro Homepa. 3miHa Micus
YapyHKOBIli yrnakoBLi 3[iACHEHHSI OCHOBHOT AISNIbHOCTI 3 dpapMakoHarnagy
B NayLli 3 KApPTOHY
237. | HOBOCTE3W | po3uvH 41§ iH eKuid, | TosapucTBO Ykpaina TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/15457/01/02
H no 2,5 mr/mn no 200 3 o6MmexeHo TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
M1y NAsLWKax 06MEeXEHO BiANOBIf&/IbHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
Bignosigaib thipma y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
HicTio chipma "HoBodhapm- (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
"HoBodhapm- BiocuHTes" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiocuHTes" BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6U 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
238. | HOBOCTE3W | po3uvH Ans iH'ekuii, TosapucTBO Ykpaina TosapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15582/01/01
H CNIHAN 5 wmr/mn, no 4 mny 3 06MexeHot TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
XEBI dhnakoHax; no 5 06MEXEHO BiANOBIA&/bHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
h1aKkoHIB y Bignosigaib thipma y3araslbHeH/X gaHux Npo cuctemy dpapmakoHarnsgy
KOHTYPHIl HicTIO hipma "HoBodhapm- (BBELEHHSA y3araslbHEHNX AaHUX MPo cucTemy
YapyHKOBIli "HoBodhapm- BiocuHres" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
ynakosLj; no 1 BiocuHTes" BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTYpHIli KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
YapyHKOBIli ynakoBLi 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
y nayui 3 KapTOHYy BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHs1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay
239. | HOOTPOMIN PO34MH ONs iH'EKLN, HOCBb Benbris Eficika ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/0054/01/01
® 200 mr/mnno5mnB | dapma C.A. dapmacbloThkan3 TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
amnyni; no 6 amnyn C.P.N. thapmakoHarnagy (iHwi 3mMiHu) 3MiHM BHECEHO A0

y 6aicTepi; no 2
6nictepu y nauui
KapTOHHiiA; no 15 mn
B amnyni; no 4

TEKCTYy MapKyBaHHS NMEPBUHHOT YMakoBKM MiKapCbKOro
3acoby B n. 3. <HOMEP CEPII JIKAPCbKOIO
3ACOBY», n. 4. «AATA 3AKIHUEHHA TEPMIHY
MPNOATHOCTI», n. 6. «IHWE» Ta A0 TEKCTY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
amnynu y 6nictepi; MapKyBaHHA BTOPVUHHOT yNakoBku B N. 8. «ATA
no 1 6nictepy y 3AKIHYEHHA TEPMIHY NMPUOATHOCTI», n. 12.
nauLi KapTOHHii «HOMEP PEECTPAL|IMHOIO MOCBIAYEHHS», n.
13. <cHOMEP CEPIi IKAPCbKOIO 3ACOBY», n. 17.
«IHLIE»
240. | OBITPEN® PO34nH NS iH'EKLRA Apec Lseiuapi Mepk CepoHo ITanis/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepiasis: 3MiHu | 3a He UA/1175/02/01
no 250 mkr/0,5 mn, TpengiHr A C.n.A, Itanis LLBeiuapis TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nidnse
no0,5mny C.A. Mepk CepoHo Ta/abo agpecu micusa NPoBaKeHHs AisNIbHOCTI ae
nonepegHsL0 C.A., BiggineHHsa y BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
3aMnoBHEHOMY M. OBOHH, BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
wnpuyi; no 1 LLseiiuapis NpPOBeAEeHHSA KOHTPOJIHO AKOCTI. (4isNbHICTb, 3a AKY
nonepegHL0 BiANoOBiAa€e BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
3aMnoBHEHOMY cepiii) - 3miHa agpecy BUpo6HuKa 13 Mepk CepoHo
LUNPULLY B KOHTYpHIlA C.A,, BiggineHHs y M. O60HH. BBefieHHs 3MiH
YapyHKOBIli yrnakoBLi npoTArom 6 micsALiB Nicns 3aTBEpAYKEHHS
B KAPTOHHIli Kopobui
241. | OKTAHIH © NOpOLUOK AN Oktachapma ABCTpiIs OkTadapma HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14330/01/03
1000 MO pPO3uMHy oNs iH'ekuii | dapmauesT [eccay I'm6X, ABcTpisi/ MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyenmom
no 1000 MO; nKa HimeuunHa PpaHuis KOHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
KapTOHHa Kopobka MpopaykTioHC (Brpo6HuK MeTofax BMNPO6YyBaHHS roTOBOrO J1iKapCbKOro 3acoby
Ne 1: no 1 donakoHy rec. m.6.X. (anbTepHaTMBHWMIA) (iHwWi 3miHK) BkntoyeHHsa Creumdikauii Ha po34nMHMK
eMHicTo 30 MmN 3 , BignosiganbHui (Bofa Ans iH'exuiil) y cknag MeTogiB KOHTPOJIH SKOCTI.

MOPOLLKOM ANsi
pO3unHy ans
iH'EKUil; KapTOHHA
Kopobka Ne 2: no 1
donakoHy 3
PO34MHHKKOM (BOAA
Ans iH'ekuiid, 10 mn)
Y KapTOHHIl kopoobLi
pasom 3
KOMMNEeKTOM NSt
PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBeAeHHs (1 wnpuy,
ofHopasosuii, 1
KOMNAekT gns
nepexocy (1
OBYXKiHL,eBa ronka,
1 chinbTpoBasnbHA
ronka), 1 komnnexr
Ans iHdysin (ronka-
MeTenuk), 2
NPOCOYEHNX
CNUPTOM TammnoHK) y
naketi abo 6nicTepi;
Kopo6ku Ne 1 Ta Ne
2 06'€4HYOTbCS MiXK

3a BTOPWHHE
nakyBaHHs Ta
Bi3yasibHUIA ornsag
nikapcbkoro
3acoby,
BMPOG/IEHOrO Ha
HLLIMX BUPOBHNUMX
OiNbHUUAX);
OkTtadapma
PapmaueBTuKa
MpopaykTioHcrec
M.6.X., ABCTpis
(BUpO6HMK,
BiANOBiAaIbHUI 3a
BMPOGHMLITBO 3a
MOBHUM LMK/IOM,
BK/IHOYAOYM
BTOPVHHY
ynakoBky Ta
Bi3yasibHUIA ornsag,
nikapcbKkoro
3acoby,
BMPO6GIEHOrO Ha
LinbHMUI
Oktadhapma,
PpaHuis);

BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS




174

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
€06010 NNaCTUKOBOO OkTadhapma,
nNiBKOK PpaHuis
(BMpO6HMUK,
BignoBigasibHWi 3a
BMPOBHULTBO 3a
NMOBHUM LMK/IOM 3@
BUK/IIOYEHHAM
BTOPUHHOI
yNakoBKK)
242. | OKTAHIHH @ NMOPOLLIOK ANsi OkTadapma ABCTpIs OkTachapma HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14330/01/02
500 MO po3uunHy ans iH'ekyin | ®apmauesT [eccay 'mM6X, ABcTpisi/ TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no 500 MO; nKa HimeuunHa dpaHuin KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
KapTOHHa Kopobka MpogaykTioHc (Bupo6Huk MeToAax BUNPOGYyBaHHSA roTOBOrO J1iKapcbKoro 3acoby
Ne 1: no 1 chnakoHy rec. Mm.6.X. (anbTepHaTMBHWMIA) (iHWi 3miHW) BkntoyeHHs CrneundikaLii Ha po3YNHUK
emMHicTio 30 MmN 3 , BignosigasbHuii (Boga ans iH'exuiii) y cknag MeTogiB KOHTPOSIHO SIKOCTI.

MOPOLLKOM AN
pO34nHy Ans
iH'EKUili; KapTOHHA
Kopo6ka Ne 2: no 1
donakoHy 3
PO3YMHHMKOM (BOAA
ONs iH'eKuin no 5
M/1) Y KapTOHHil
Kopobui pasom 3
KOMNIeKTOM ANt
PO3YMHEHHS Ta
BHYTPILLHbOBEHHOIO
BBefAeHHs (1 wnpuy
ofHopasosuid, 1
KOMNNeKT ans
nepeHocy (1
[ABYXKiHL,eBa roska,
1 dinbTpoBasibHA
ronka), 1 komnnekr
Ans iHdy3ili (ronka-
MeTenuk), 2
MPOCOYEHNX
CNMPTOM TamrnoHu) y
nakeTi abo 6nicTepi;
Kopo6ku Ne 1 Ta Ne
2 06’eQHYIOTbCSA MiX
€060t0 NNacTUKOBOIO
N/iBKOKO

3a BTOPWHHE
nakyBaHHs Ta
Bi3yaslbHUIA ornsag,
nikapcbKoro
3acoby,
BMPO6GIEHOrO Ha
iHLUMX BUPOGHMNYMX
OiNbHULAX);
OkTadhapma
dapmaueBTuKa
MpopaykTioHcrec
M.6.X., ABCTpIs
(BMpO6HWUK,
BiAnNoBigabHUIA 3a
BMPOGHMLITBO 3a
MOBHUM LMK/IOM,
BK/THOHAIOUM
BTOPVHHY
ynakoBky Ta
Bi3yasibHUIA ornsag,
nikapcbKkoro
3acoby,
BUpPO6IEHOro Ha
AiNbHUL
OkTadhapma,
PpaHuin);
Oxktadhapma,
dpaHLis
(B1pO6HMK,
BiANoBigaIbHNI 3a
BMPOGHMLITBO 3a
MOBHUM LMK/IOM 3@
BUK/IOYEHHSIM

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEpPAKEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

BTOPUHHOI
ynaKoBKK)

243.

OoPNIN®

Kancysu TBepgi no
120 mr no 10 kancyn
y 6nicTepi; no 3
6nictepu B
KapTOHHI ynakoBL,i

xn Em
dapmacbioT
vkanc 114,

Ipysis

oxn Em
dapmacboTrKanc
nra.

Ipysis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3araslbHeHVX gaHux Npo cuctemy apmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnsag.

[itoua pepakuin: Nlea OHonpiwsini / Dea Onoprishvili.
MponoHoBaHa pepakuis: Maiis Kastenaase / Maia
Kavteladze. 3miHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO!
0cobu 3asBHVKa, BiANOBIAabHOI 3a thapmakoHarnsag.
3miHa MicLe3HaxomkeHHs MacTep-haiina cucremm
thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsgy

3a
peyermom

UA/10148/01/01

244,

OPHIA30/-
HOBO®APM

PO34uH NS iHQy3il,
5 mr/mn; no 100 mn
y naswuj; no 1
nnsawui y navui 3
KapTOHY

ToBapucTeo
3
obmexeHo
Bignosiganb
HicTto hipma
"HoBodhapm-
BiocnHTes"

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBIAANbHICTIO
hipma
"HoBodhapm-
BiocnHTes"

YKpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
Ta/abo agpecu micus NPOBamKeHHs AisIbHOCTI
BMPOOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAKOUM AiNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKIOUAKUN BUMYCK
cepiii) - 3miHa agpecu BUpo6HKKa ToBapuCTBO 3
obmexeHolo BignosigasnbHICcTIo dhipma "Hosodhapm-
BiocuHTes". 3MiHM BHECEHO B iHCTPYKL,O 415
MeAMYHOro 3aCTOCYBaHHS NMikapCcbKoro 3acoby y
po3ain "Micue3HaxokeHHs BUPOOHVKa Ta agpeca
MiCLil MPOBaXEHHS Or0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHamM¥ B TEKCTi MapKyBaHHS ynakoBOK. TepMiH
BBEAEHHSA 3MiH - MpOTAroM 6 micauis nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsie
ae

UA/16647/01/01

245,

OPHIAA3O/-
HOBO®APM

po34nH aNna iHdysid,
5 mr/mn; no 100 mn
y naawyji; no 1
nNAAWL y nayui 3
KapToHYy

ToBapucTeo
3
06MexeHo
Bignosigaib
HiCTtO oipma
"HoBodhapm-
BiocuHTes"

YkpaiHa

ToBapucTBO 3
o6mexeHo
BiANOBif&/IbHICTIO
thipma
"HoBodhapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHa abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPOo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
BiNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnisgy 3assHuka ans

3a
peyenmom

UA/16647/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay

246.

OTOTOH®

Kpanni ByLUHi, no 16
r'y conakoHi; no 1
ch1akoHy pasom 3
KpanenbHULE y
nauuj 3 KapToHy

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu |
Tuny - AAMiHiCTpaTVBHI 3MiHK. 3MiHa Ha3su APl abo
[O0MNOMIXHOT peqoBuHU. Y po3gini «Cknag». 3MiHEHO
Ha3By AdI 3 Jligokainy rigpoxnopug Ha Jligokainy
rigpoxnopva MOHoOriAPaT BifNOBIAHO 40 BUMOT Ai0UNX
MoHorpadii EP Ta BP. 3MiHn | Tuny - AgmiHicTpaTuBHi
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus
NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
HeoObXiAHOCTI, MicLie NPOBEeAEHHSI KOHTPOJIO SKOCTI),
abo BrlacHuka macTep-tpaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHUUTBI ADI (SKLLO 3a3HAaYEeHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpONEChKil
chapmakonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMIKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
pocoe). Mo posginy «Cknag». HasBy BUpo6HUKa
Lit040T peqyoBUHN NifoKaIHY rigpoxnopus 3MiHeHo 3
Gufic Biosciences Ltd., IHgis Ha Gufic Biosciences
Limited, IHgjs. 3miHn | TUny - 3MiHK 3 AkocTi. ADL.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo JonyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisx Ha A®l, abo BMXigHWI/MPOMIKHWIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLUTBA ADI (iHWi 3MiHK). Ona Ad®I NligokaiHy
rigpoxnopug, Gufic Biosciences Limited, IHajsa 3a
NoKasHWKOM «laeHTudikalisi» BIy4eHo NocusiaHHa Ha
C3. IHdhopmauis Woao cTaHAapTHNUX 3paskis, Lo
BMKOPWCTOBYIOTbCA A5 aHaulisy AD| fogaetbces B
po3aini 3.2.S.5 CtaHfapTHi 3pa3ku abo pevoBUHN.
3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
L0ONyCTUMUX MEX, BU3HAUYEHUX Y creundikalisax Ha
A®I, ab60 BUXIAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BVIKOPVICTOBYIOTBCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHun). Ana APl Nligokainy rigpoxnopug, Gufic
Biosciences Limited, IHAis [0 nokasHWKa «3ayLLKOBI

6e3
peuyenma

UA/13775/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KIfIbKOCTi OpraHi4H1X pO34MHHKKIB» AOAAHO
HOpPMYBaHHS aAveTunamiHy — He 6inbLlue 0,1 %
BiANOBIAHO A0 AOKYMeHTauii BUPO6HMKa. BCi iHLUi
MOKa3HMKN AKOCTI 3a/nLaoTbesa 6e3 3MiH. 3MiHu |
My - 3MiHK 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
MeTofdax BunpobysaHHs A®| abo BUxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUPo6HMLTBA ADI
(He3HauHi 3MiHN y 3aTBEPLKEHUX MeToAax
BMNpo6yBaHHS). Ana AdI JligokaiHy rigpoxnopug,
Gufic Biosciences Limited, IHgjia 3a nokasHWKOM
«CynpoBigHi AOMILLK/» BUTYYEHO NOCUNaHHA Ha C3
Ta foAaHo iHhopmauito Wwoao igeHTudikalii 4oMILLIOK
Ta yMOB NpuAaTHoOCTI XxpoMaTtorpadivyHoi cuctemu.
IHdhopmauis WoAo cTaHAapTHYX 3paskis, Lo
BUKOPVCTOBYIOTbCS A4/1A aHaulisy A®| foAaEeTbCA B
po3gaini 3.2.S.5 CtaHAapTHi 3pas3ku abo pevoBUHN.
3MiHn | TURY - 3MiHK 3 aKocTi. APl. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs A®| abo BuxigHoro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BUNPO6YBaHHs). Ana APl JligokaiHy rigpoxnopua,
Gufic Biosciences Limited, IHAis 3a NokasHWKOM
«KinbKiCHe BU3HAYEHHSA» MeTOANKY NPUBELEHO A0
BUMOr MOHorpadii €® — BuydeHo opmyny
po3paxyHKy. 3MiHu |l Tuny - 3MiHu 3 akocTi. A®I. (iHLwi
3MiHW).

Y 3B’A3Ky 3 OTPYMaHHAM Bif, BUPo6HMKa AP JligokaiHy
rigpoxnopug, Gufic Biosciences Limited, IHgjis
oHoBneHoro DMF SLBDL-2021-01 Ta iMcTa KOHTPO/I0
3MiH. B NopiBHSAHHI 3 3aTBEpAxeHoto Bepcieto DMF,
BiAOYMCb 3MiHM B cneumdikaulii, aHaniTMYHNX
MeToAmMKax, OHOBAEHO po3gain 3.2.5.2.1 BMpo6HUK

247.

NAKITAKCE
11 AKKOP/,

KOHLeHTpaT ans
pO3UnHy Ans
iHdpysin, 6 mr/mn no
5 mn (30 mr), no
16,7 mn (100 mr), no
50 mn (300 mr) y
dhnakoHi; no 1
dnakoHy y
KapTOHHIA KopooLi

Akkopf,
Xernckea
Moncka Cn.
3.0.0.

MonbLua

Brvpo6HMuTBO
roToBOroO
nikapcbKoro
3acoby,
BMPOGHMLTBO
bulk, nepeuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
cepii:
IHTac
dapmacbioTikans
Nimiten, HAjs;

IHais/
Benuka
BpuTaHis/
ITania/
YropwmHa/
Monba

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hosuii ceptudikar Big,
BXE 3aTBEePA)KEHOro BUPO6HWMKa - MOJaHHA HOBOrO
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
drapmakonei Ne RO-CEP 2021-455 - Rev 00 gns Adl

3a
peyenmom

UA/13924/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
BTopviHHe nakniTakceny Bif, BXe 3aTBep)KeHOro BUpobHUKa
nakyBaHHs: INTAS PHARMACEUTICALS LIMITED, IHgjs. 3MiHu |
Akkoppg Xersickea Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
Niviten, Benuka cepTudikaT BignoBigHOCTI EBpONENCHKIi
BpuTaHis; hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
BignoBiganbHuii OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
3a BUNyCK cepii: BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
Akkopg Xenckea thapmakonei: gna A®l; ans BUXigHOTO
NimiTen, Benvka mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BpuTaHis; BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
B1po6HMLTBO [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
roToBOrO €sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
NiKapcbKoro Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
3acoby, nepBnHHe OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponechkili
Ta BTOPUHHE thapmakonei Ne R1-CEP 2012-385 - Rev 00
nakyBaHHs1, (3atBepmxeHo: RO-CEP 2012-385 - Rev 02) AdI
KOHTPO/b AKOCTI nakniTakceny Bif, BXe 3aTBepKeHOro BUpoOHUKa
cepii INTAS PHARMACEUTICALS LIMITED, IHgjs.
(anbTepHaTUBHWIA
BMPOGHUK): IHTac
dapmacbioTikasnc
Nimiteq, IHAis;
KoHTposb sKoCTi
cepiii: ACTPOH
Pe3bopu JlimiTes,
Benvka bpuTaHis;
KoHTponb akocTi
cepiii:
NABAHANIBIC
C.P.N1, Itanis;
KoHTponb sikocTi
cepiii:
dapmasanig, /174,
Mikpob6ionoriuHa
nab6opartopis,
YropumHa;
BignosiganbHuii
3a BUNYyCK cepii:
Akkoppg Xersickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monblia
248. | NEr®UITPAC | po3uvH ANs iH'eKUIN, Mictpan AHrnis BMnyck cepii: OTa | HimeuyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/19748/01/01
TUM-BICTA 6 mr/0,6 mn; no 0,6 Kenitan dapma 'M6X, IHais/ My - 3MiHK 3 AkocTi. APl BUpobHMLUTBO. 3MiHV B peyenmom
M (6 mr) y MeHemxmeH HimeyuunHa; AscTpis npoueci BupobHuyTea A®I (iHwi 3miHM) HesHauHi
nonepegHL0 T Nliviteq, BMPOGHMLTBO 3MiHW Y BUPO6HMYOMY npoteci Adl, a came 3MiHa Ha3B
HanoBHeHOMY roTOBOI /iKapCbKOT CMPOBUHM Ta YMOB 36epiraHHs CUPOBUHU. 3MiHY | TNy

wnpuyi; 1

dopmu, NepBrHHA

- 3MiHu 3 siKocTi. A®l. BUpo6HMLTBO. 3MiHK
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
nonepeaHL0 Ta BTOPUHHA BUNpobyBaHb abo fONYyCTUMUX MEX Y NPOLLECI
BMPOGHMLTBa ADI, L0 BCTAHOB/EHI Y cnewudikalisx

HanoBHEHW LWnpuL,
y 6nicTepi; no 1
6nictepy B nauui

ynakoBka,
KOHTpONb cepii:
OCB MPABET
NIMITEL, Hajs;
KOHTpONb cepii:
Bena/la63 Mm6X,
ABCTpIfl; KOHTPONb

cepii: MON

NabopaTtopis

MiKpOG6ionoriyHNxX
pocnimpkeHb Mm6X,
ABcTpis

(BUNyYEHHS HECYTTEBOrO BUNPObyBaHHA) BuganeHHs
HecyTTEBOrO TeCTy, 3aCTOCOBaHOIO A/151 AOCIIKEHHS
NOBTOPHOIO BUKOPUCTaHHA MeMbpaHun TFF nig yac
BMPOGHULTBA KOHLEHTPOBAHOTO PO3UUHY
nercpinrpactumy. 3minu | Trny - 3miHun 3 AkocTi. API.
Brpo6HMLUTBO. 3MiHM BMNpoGyBaHb abo A0NYCTUMUX
MeX y npoveci BUpobHuLTBa ADI, WO BCTAHOBNEH Y
cneumdikauisx (iHWi 3mMiHWM) BuganeHHs HecyTTeBOro
TecTy, 3aCTOCOBAHOr0 A/11 AOC/iAKEHHA NOBTOPHOrO
BUKOPUCTaHHS MembpaHn TFF nig yac BUpo6GHMLITBA
KOHLIEHTPOBAHOro pPo34unHy nerdinrpactumy
( BU3HAYEHHSA 3aNMLLKY NPOAYKTY NIiC/A OYUCTKN),
OHOBNEHHS po3gainy 3.2.S.2.5 Process validation.
3MiHn | TURy - 3MiHM 3 akocTi. ADL. (iHLWi 3MiHW)
HesHauHi 3MiHM B aHaniTUYHilA npoueaypi y npoueci
BMPO6HMLTBA AD| (BU3HAYEHHSA KOHLEHTpaLii
npoTeivy Y® ta BEPX metogamu, TeCTyBaHHA B
npoLeci BUpOGHMLTBA 3 METOID peecTpauii AaHuX Npo
Aitouy peuyoBuHY); OHOBJIEHHS po3ainy 3.2.5.2.4
Control of Critical steps and intermediates. 3MmiHu |
My - 3MiHK 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
MeTofdax BunpobysaHHs A®| abo BUxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUPo6HMLTBA ADI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHA) HesHauHi 3MiHU B aHaNiTUYHiIl
MeToauui TecTy «JJoMiLLKM i3 3apsgamu, Lo
BiAPi3HAOTLCA Bif 3apsAAiB nerdpinrpactumy» ans
KOHLEHTPOBAHOr0 PO34nHy nerdpinrpactTumy. 3minu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPO6GHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLecy roToBOro Nikapcbkoro
3aco06y (iHwWi 3MiHK) [logaBaHHsA BUPOGHMKa
(anbTepHaTuBHOI ginbHULUi Becton, Dickinson de
Mexico, S.A. of C.V., Mekcuka), BignosigansHoro 3a
cTepwisauiio uuniHgpa wnpuua 3 rosikor Ta
3aXMCHOTrO KoBMayka ronku. 3minm | tuny - 3miHun 3
sKocTi. FoToBWMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBeAEHHSA [0AaTKOBOI
OiNbHWL| BUPOOHWLTBA 718 YacTVHK abo BCbOro
BMPOGHMNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(iHwWi 3miHW) JofasaHHS BUPOOHUKA (aUlbTepHATUBHOT
AinbHuui Sterigenics, CLUA), BignosigansHoro 3a
cTepunisaLito NyHXepHOro cTonopy wnpuua. 3Miiu |

T™Mny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
KOHTposb roToBOro fikapcbKoro 3acoby. 3mMiHa y
MeToAax BUNPobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHUX MeTofax
BMNPOO6YBaHHA) HesHauHi 3MiHU B aHaNiTUYHiIl
MeToauui TecTy «JJoMiLLKM i3 3apsgamu, LWo
BiAPi3HAOTLCA Bif 3apsAAiB nerdpinrpactumy» ans
KOHLIEHTPOBAHOTr0 PO34nHy nerpinrpactTumy (3MiHn 4o
po3giny: po3yvH ANs Nepesipky NpUAaTHOCTI cucTemu
- SST po3unH 1)
249. | NPEBEHAP® | cycneHsis gns Mdpaiizep CLWA Mdpaiizep Benebris/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15864/01/01
131/ iH’ekwiid; no 1 fosi Eiu.Ci.Mi. MeHtohekuypuHr Ipnangis My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
PREVENAR® | (0,5mn)y Kopnopeiiw Benbrist HB, thapmakoHarniagy. BeegeHHs abo 3miHu go
13 BAKUMHA | nonepefHbo H Benbrisi; MNdaiizep y3araslbHeHrX faHux Npo cucteMy dpapMakoHarnsgy
NMHEBMOKOK | HanoBHeHOMY Ipnexg (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
OBA wnpuvyi; no 1 dapmaceyTukasc, hapmakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
MONICAXAP nonepegHL0 IpnaHgis BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
NOAHA HanoBHeHOMY KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A5
KOH’'IOFOBA LINpULY Ta OAHIN 3AiicCHEHHS (hapMakoHarnsay B YkpaiHi, KO BOHA
HA BiJOKpEM/IEHIN ronui BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
(TPUHAQUAT | B iHAMBIgYyalbHOMY 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
MBANNIEHTHA | yoxni y 3akputomy KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
ANCOPBOBA | nnacTvkoBomy thaiina cuctemun chapmakoHarnsgy) 3miHu go
HA) KOHTelHepi; no 1 y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
nnacTuKoBOMY 3a8BHMKa
KOHTEliHepy y
KapTOHHI KOopoo6Lli
250. | NPEAYKTAN TabneTku, BKPUTI TOB Ykpaina Na6opaTtopii Ceps' PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3704/02/01
® MR NNiBKOBOIO "CepB'e € lHpgacTpi, MonbLia TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOH, 3 YkpaiHa" PpaHuis; thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
MogudikoBaHUM AHOPAPM NnoJaHHA perysisipHO OHOBJTIHOBaHMX 3BITIB 3 6e3nekn
BUBi/IbHEHHAM MO 35 MignpremcTBo niKapcbkux 3aco6iB - 3MiHM Y YacToTi Ta faTax
mr; no 30 TabneTok dapmaueBTUyHe nofaHHA perynsapHoO OHOBJ/IOBAHOrO 3BIiTY 3 6e3neku.
y 6aicTepi; no 2 AT, MonbLa [Litova pegakuis: Yactota nogaHHs perynsipHo
6nictepu y kopobui 3 OHOBJIHOBAHOTO 3BITY 3 6e3nekun 1 pik.
KapTOHY KiHueBa gata a1 BKIOYEHHS gaHux fo PO36 -
06.08.2018 p. Aarta nogaHHA - 15.10.2018 p.
MponoHoBaHa pegakuis: Yactota nofgaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Mneku 3 poku.
KiHueBa gata A1 BKIOYEHHS AaHnx go PO36 -
06.08.2023 p. Aata nogaHHA - 04.11.2023 p.
PekomeH0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
nepioguyYHOCTI NoAaHHSA perynsipHoO OHOB/IOBaHUX
3BITIB 3 6e3Mnekn Nikapcbkmx 3acobiB y €C.
251. | NPENIAN refib Ans Mdcpaiizep CLIA Mdpaiizep Benbris BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 3a UA/9727/01/01
eHAaoLepBikasibHOro IHK. MeHogeKUYpPUHT MRy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEeHyBaHHsI peyenmom
BBefeHHs, 0,5 mr/3 Benbris HB Ta/abo afpecu 3asiBHMKA (B/1aCHUKa peecTpavjiiiHoro

r,no3rrenos
0/IHOpa30BOMY

noceifgyeHHs) - 3MiHa agpecu 3asBHUKa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
wnpuui; no 1
Lunpuy B
6nicTepHi ynakoBLi
Ta 1 ctepunbHOMY
KareTopy B
6nicTepHi ynakoBLi
B KAPTOHHIli Kopobui
252. | NPENIANN renb ons Mdpaiizep CLIA Mcpaiizep Benbris BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9727/01/01
eHoLepBiKanbHOro IHK. MeHtohekuypuHr TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
BBeAeHHs, 0,5 mr/3 Benbris HB thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
r,no 3rreno B y3ara/isHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
0fIHOpPa30BOMY (BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
wnpuui; no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
npuuy B BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
6nicTepHil ynakoBLii KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
Ta 1 cTepuibHOMY 3piicHeHHs hapMakoHarnsay B YkpaiHi, SKLO0 BoHa
KareTopy B BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
6nicTepHili ynakoBuj 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
B KQpPTOHHI kopobuj KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHu 1o
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
3asBHUKA
253. | NPIOPUKC™ niogpinizat gna nakcoCmit Benuka nakcoCmiTKNsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/13694/01/01
| PRIORIX™ po3UnHYy AN Knsiix BputaHis Bionogxikans C.A. UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. peyenmom
KOMBIHOBA | iH'ekuiif; 1 Ekcnopt CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
HA MOHO/030BMIA Nimiten MeToAax BUNpobyBaHHA NePBUHHOT YNakoBKU FOTOBOr0
BAKUUHA nakoH (1 gosa) 3 nNiKapcbKoro 3acoby (iHLi 3MiHN) YCYHeHHS
ansa niodpinizatom y pO36iKHOCTENW MiX peecTpauiliHiM OOCbe Ta
MPO®DINAKT KOMMNEKTI 3 BHYTPILLHIMK onepauiiHuMn MeTOAUKaMM Y TEKCTI
KW KOPY, PO3UMHHKKOM (BOAA MeToAy BMicT eHAOTOKCUHIB 451 po3unHHKKa Boga
ENIAEMIYHO | ans iH'ekuiin) y Ans iH'exuiii. bes 3amiH y meTogi BUNpobyBaHHs.
ro nonepeaHLo YTOYHEHHS W00 MaTepiasty NPo6bKM MOPLUHSA LnpuLa
NAPOTUTY HanoBHEHOMY B OMUCI MEPBMHHOI YNaKOBKN Ta BUMYYEHHS iHchopmav,ii
TA wnpuvui Ta ggoma o0 nocTavyasibHNKa NEPBUHHOT YNaKoBKU.
KPACHYXU rosikaMu B KapTOHHii PepakuiiiHi npaBkun y BUKNafeHHI iHchopmauii aons

Kopo6ui; 100
MOHOA030BaHuX (1
[03a) (hN1akoHiB 3
nioghinizatom y
KOMM/IEKTi 3
pO34MHHKKOM (BOAA
ANs iH'eKUiin) B
amnynax Ne 100 B
oKpeMili ynakosuj; 1
MYy/1bTUA,030BaHNIA
dhnakoH (2 posn) 3
niocpinizatom y
KOMM/IEKTI 3

nokasHunka MexaHiyHi BK/IIOYEHHST NpW KOHTPOAi
NePBUHHOT YNakoBky. 3MiHM | TUMy - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHA AOMOMDKHOT
PeYOBUHM (iHLUI 3MiHK) YCYHEHHS PO36iXHOCTEN Mix
peecTpauiiHUM [OCbE Ta BHYTPILLHIMK onepauiiHiMm
MeToAMKaMM Y TEKCTi METOAY BU3HAYEHHS BMICTY
aepobHKXx MikpoopraHisMiB y Amino Acids for Injection.
Be3 3miH y MmeToAi BUNpobyBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
PO34MHHKKOM (BOAA
Ons iH'eKuiid) B
amnyni; no 100 wTyK
chnakoHiB Ta amnyn
B OKpPEMUX KOpobKax
254. | NPIOPUKC- niocpinisoBaHnii FnakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a He UA/16549/01/01
TETPA NMOPOLLIOK ANsi KnsiiH BputaHia | Bionogxikans C.A. TMny - AOMiHICTPaTVBHI 3MiHW. 3MiHa Ha3BuK peyenmom | nidnse
KOMBIHOBA iH'ekuili; 1 dpnakoH 3 Ekcnopt nikapcbKoro 3acoby - 3MiHM 40 Ha3BU NiKapCbKoro ae
HA NOPOLLKOM Y Nimiteq 3ac06y CTOCOBHO BuAaneHHs cumsony TM
BAKUMHA KOMIMEKTI 3 3atBeppxeHo: NMPIOPUKC-TETPA™ Kom6iHoBaHa
ansa PO34MHHKKOM (BOAA BakUuHa A15 NpohinakTukm Kopy, enigeMiyHoro
MPO®DINAKT Ans iH'ekyin) no 0,5 napoTuTy, KpacHyxm Ta BITPSHOI BiCnu, XumBa
MK KOPY, mn (1 posa) y aTeHyiioBaHa; 3anponoHoBaHo: MPIOPUKC-TETPA
ENIAEMIYHO | nonepefHbO Komb6iHoBaHa BakLuHa 15 NpodinakTvku Kopy,
ro HanoBHeHOMY enigemiuHoro NnapoTuTy, KpacHyxm Ta BITPSHOI BicnK,
NAPOTUTY, winpuui (y KOMNAeKTi XMBa aTeHyiioBaHa; 3MiHu | Tuny - 3MiHu Woao
KPACHYXU 3 BOMA rosikamm 6e3nekun/edhekTUBHOCTI Ta hapMakoHarniagy (iHui
TA BITPAHOI | a60 6e3 ronok) a6o 3MiH) - SMiHW BHECEHI 40 TEKCTY MapKyBaHHS
BICNN, y amnynax y NepBUHHOT YNakoBKM MikapcbKoro 3acoby Ao n. 4 1a oo
XNBA BaKyyMHiii TEKCTY MapKyBaHHS1 BTOPUHHOI YNakoBKYM JiKapCbKOro
ATEHYOBA | crepunbHiit 3acoby go n. 2, n. 4, n. 8; 3MiHu Il Tuny - 3miHN Woao
HA ynakosLi; no 1 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
BaKyyMHiii KOPOTKIil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTi

CTepUsIbHIli ynakoBLi
Y KapTOHHIli kopoobLi;
1 cpnakoH 3
MOPOLLKOM Y
KOMNeKTi 3
pO34MHHKKOM (BOAA
Ans iH'ekyin) no 0,5
mn (1 posa) y
nonepeaHLo
HanoBHEHOMY
LINpULi Y BaKyyMHIiA
CTepUsbHIl
ynakosLi; no 1
BaKyyMHif
CTEpUSIbHIlA ynakoBLi
Y KapPTOHHIl KopoobLyi;
1 donakoH 3
MOPOLLKOM Yy
KOMMEKTi 3
PO34MHHKKOM (BOAA
Ans iH'ekyiin) no 0,5
mn (1 gosa) B
amnyri y BaKyyMHiiA
CTepUsbHIl
ynakosLi; no 1

MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmakoHarnsagy - 3mMiHv BHeCeHi [0 iHCTPYKUiT ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3zinis "IMyHosorivHi i 6ionorivHi BnactnsocTi”,
"MpoTrnokasaHHs", "Ocob6/MBOCTI 3aCTOCYBaHHA" Ha
nigcTaBsi OHOB/IEHOT iHGhopMaLii 3 6e3neku, Lo
MICTUTBCS Y KNiHIYHOMY Or/isifi, OHOBJ/IEHII KOPOTKIiA
XapakTepucTuLi Ha npenapaTt, HagaHux y cknagi
mMarepianis peecTpaLjiiiHoro AOChbE
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
BaKyyMHii
CTEpUsIbHIli ynakoBLi
Y KapTOHHii Kopobui
255. | NIPONrPA®® KOHLeHTpaT Ans Actennac Higepnax Actennac lpnang Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4994/01/01
NpUroTyBaHHsA Papma an Ko. NTg, TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
po34nHYy AN tOpon B.B. thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
BHYTPILLHLOBEHHOTO y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
BBeAEHHs, 5 Mr/mn (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
no 1 mna B amny/ii; hapMakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
no 10 amnyny BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
NAacTUKOBIi KOHTaKTHOI 0cobu 3 hapMakoHarnAay 3asBHuka ons
YapyHKOBIl 3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
ynakosLi; no 1 BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
ynakoBLi B 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KapTOHHIN navuj KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6U 3asiBHNIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI
0ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YkpaiHi. fitoya pepakuis: Bipcta Onbra BacuniBHa.
MponoHoBaHa pegakuis: BonTeHko AHTOH
leopriioBuy. 3MiHa KOHTaKTHMX AAHUX KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi
256. | MPOKTO- cynosuTopii Pekopparti IpnaHgis Lenbthapm FOHIHT ®paHuia/ BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 niosnsie UA/4678/02/01
rNIBEHON pekTasibHi; No 5 AineHp NTa C.A.C., dpaHuis ITanis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenma ae
CynosuTopiie y 3ETA 3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLieci BUpo6HMLTBA
6nictepi; no 2 PAPMACEBTIMI rOTOBOrO J1ikapCbKOro 3acoby, BK/IYaUM NPOMIKXHWIA
6nictepu B C.N.A,, Itania NPOAYKT, L0 3aCTOCOBYETLCSA NPU BUPOOHULITBI
KapTOHHI KOPOOL TEMMJIEP rOTOBOrO JIiKAPCbKOro 3acoby (He3HayHa 3miHa y
ITANIA C.P.11., npoteci BUpo6HMLTBA) - He3HayHa 3MiHa y npoLeci
ITania BMPOGHMLITBA, & CaMe PO3MNJIaB/EHHS Ta OXONOLKEHHS

TBEPAMX XMPIB BifAOYBaAETHCS B rOMOreHi3aropi
3MillyBayi 3 pery/iboBaHol TemnepaTypoto To6To B
OCHOBHOMY pe3epByapi. CynosmtopHa maca
36epiraeTbCcsa B pesepByapi — HakonuuyBsadi Ans
HOBOro BMpo6Huka Temmnep Itania C.P.J1.
pOo3naB/ieHHs Ta OXONOMKEHHSA XUPY BifbyBaeTbCA B
oKpeMomy 06nafHaHHi (TepmocTari), NoTim
po3naBfieHi X1py NepeHoCcsTb Y roMoreHisatop
(3milyBaY) 3 KOHTPO/ILBAHOK TEeMMNePaTypoto.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPMKEHHST; 3MiHM | TUMy - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHW Y
npoveci BUpO6bHULITBA FOTOBOTO NiKapCbKOoro 3acoby,
BK/THOYAI0YN NPOMiXXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMUTBa) - HesHavyHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
3MiHa y npoueci BUpobHULTBA, Ha cTagii PinbTpauis

Ta Po3nuB, a came cynosvTopHa maca 36epiraetbcs B
pesepByapi — HakonuuyBsaui. [119 HOBOro BUPOGHMKa
CynosuTopHa maca 6e3nocepeiHb0O nepefacTbCs B

6yHKep niHii po3nuBy (6e3 pesepsyapa aons
36epiraHHs). BBeAeHHS 3MiH NPOTSArom 6-Tv Micsuis
nicns 3aTBepgkKeHHs; 3MiHn | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa po3mipy cepii (BkNoYatoun fianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36ibLeHHs 40
10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) -
BeefeHHs1 pomip cepil
ans Bupo6Huka MNN3 Temmnep Itania C.P. 1. 450 kr,
225,000 cynn.
3aTBEPKEHO
[Oenbdapm HOHiHr C.A.C.
®paHuis
240 kr, 120,000 cynn.
3ETA ®APMACEBTIUI C.MN.A., ITanisa
600 kr, 300,000 cynn.
3anpornoHoBaHoO
[Jenbdpapm HOHiHr C.A.C.
®paHuis
240 kr, 120,000 cynn.
3ETA ®APMACEBTIUI C.MN.A., ITanisa
600 «r, 300,000 cynn.
Temmnep Itania C.P. /.
450 kr, 225,000 cynn.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS;
3MiHM | TRy - 3MiHK 3 AKOCTi. [OTOBWIA NikapCbKuMii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOJIKO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
BMPOGHKKA, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - Bkntoyaoum KOHTPONbL/BUNPoGYyBaHHSA
cepii - BBeeHHs anbTepHaTMBOro BUpobHuka M3
Temmnep Itania C.P.J1. Bia genne IHgacTpi, 2, 20061,
Kapyrate (Ml), ITanis, wo Bignosigae 3a BUnyckK cepii,
BK/TO4AI0UN KOHTPO/b/BMNPOGYBaHHSA cepii; 3MiHM
BHECEHO B iHCTPYKLt0 415 MEAMYHOIO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y po3finu «BUpo6HUK» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AifNbHOCT» 3 BiANOBIAHUMM
3MiHamMW Y TEKCTi MapKyBaHHS yNakoBKW NiKapCbKoro
3aco6y (fofaBaHHS a/lbTEPHATVBHOTO BUPOOHUKA).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHSI; 3MiHM | TUNy - 3MiHK 3 AKOCTi. [0TOBWIA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHM abo BCbOro BUPOBHMNYOro nNpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHWUA 4151 NEPBYHHOTO
nakyBaHHs) - BBefleHHs anbTepHaTMBOro BUPO6GHMKa
N3 Temmnep Itanis C.P.N. Bia genne IHgacTpi, 2,
20061, Kapyrate (M), ITanis gns nepBuHHOro
nakyBaHHs1. 3MiHN BHECEHO B iHCTPYKLtO ANns
MeLNYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
po3ginu «BnpobHuk» Ta «MicLe3HaxomKeHHs
BMPOOHMKaA Ta afpeca MicLis NPOBaAKeHHs /ioro
OISANBHOCTI» 3 BiANOBIAHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
(oopaBaHHA anbTepHaTUBHOrO BUPOOHUKA). BBeaeHHS
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS;
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWi
3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa abo BBEEHHS
[04aTKOBOI fibHUL BUPOGHMLTBA A5 YacTUHU abo
BCbOr0 BMPOOHNYOro NPoLEecy roToBOro /NiKapCbkoro
3acoby (AinbHULA, Ha SKii NPOBOAATLCA 6Y/Ab-SKi
BMPOGHWUI cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOMO
nakyBaHHs1, 4151 HECTEePU/IbHUX NiKapCbKUX 3acobiB) -
BBefeHHs anbTepHaTnBOro BupobHuka M3 Temmnep
ITania C.P.N. Bia genne IHgacTpi, 2, 20061, Kapyrate
(MI), ITanis. 3MiHW BHECEHO B iHCTPYKLitO ANs
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ginu «BnpobHuk» Ta «MicLe3HaxomKeHHs
BMPOOHMKaA Ta afpeca MicLis NPOBaKeHHs /ioro
OISNBHOCTI» 3 BigNOBIAHNMMN 3MIHAMW Y TEKCTI
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
(oofaBaHHsA anlbTePHATUBHOIO BUPOOHUKA).
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/leHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (AinbHULA NS BTOPUHHOIO
nakyBaHHs) - BBefleHHs1 aflbTepPHATMBOro BUPOOHMKA
N3 Temmnep Itania C.P.J1. Bia genne IHgacTpi, 2,
20061, Kapyrate (M), ITania ginbHuus ons
BTOPWMHHOrO NakyBaHHS. 3MiHW BHECEHO B IHCTPYKLiO
AN MeAnYHOro 3acTocyBaHHSA NikapCbKoro 3acoby y
po3ainu «BnpobHuk» Ta «Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaKEHHS 1oro
LOISNBHOCTI» 3 BigNOBIZHNMYN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
(nofaBaHHsA anbTepHATUBHOIO BUPOGHMKA).
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
257. | NPOMAHOPM | Tabnetku, BKpUTI NMPO.ME[.L| Yecbka BMPOBHULITBO, Yecbka BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3miHu |1 3a UA/5421/01/01
® NAiBKOBOO C Mpara a.c. | Pecny6nik NepBUHHE i Pecny6nika/ TUny - 3MiHM 3 AkocTi. ADI. (iHWi 3MiHN) OHOBJIEHHS peyenmom
060/10HKOH0, M0 150 a BTOPUHHE Cnosaubka ASMF ana A®| nponadeHoHy rigpoxnopug Bif Bxe
mr; no 10 TabneTok nakyBaHHs, Pecny6nika 3aTBepaykeHoro BupobHuka Procos S.p.A., Itania
y 6nicTepi, no 5 KOHTPO/Ib SKOCTI, (3aTBepaxeHo: DMF-OP-94-B03 Big 13.11.2015;
6nictepiB y BMNYCK cepil: 3anpornoHoBaHo: DMF-OP-94-B04 Big, 16.06.2022).
KapTOHHI KOopoo6Li MPO.MEA.LIC
Mpara a.c.,
Yecbka
Pecnyb6nika;
BMPOBHMLITBO,
nepBuHHE i
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI:
XBM dapma
c.p.o., Cnosaupbka
Pecnyb6nika;
KOHTPO/Ib SIKOCTI:
AJIC, Yecbka
Pecny6nika c.p.o.,
Yecbka
Pecny6nika
258. | NIPONO®ON eMy/bCia ansa M.BIOTEK Benvka BAKCTEP IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/18089/01/01
iHcpysin 10 mr/mn no Iyt BputaHis PAPMACBIOTIKA TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nions
10 mn, 20 mn, 50 N3 HA4IA thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui ae
w1, 100 mn y MPAVBIT nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
hnakoHax Nel NIMITEL ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS ynakoBOK
nikapcbKoro 3acoby, a came go n. 7 (IHWI OCOBNBI
3ACTEPEXXEHHSA) BTOpUHHOI ynakoBku Ta go n. 6
(IHWLE) nepBMHHOI yNnakoBKY LOAO AOAABaHHS
3acTepexeHHs 3 6e3nekn 3acTocyBaHHs Aitloyol
peyvoBMHM Nponodhony BiANOBIAHO A0 pekoMeHaaLii
PRAC.
259. | MPOCTWUH €2 | renb BariHasibHWiA, 1 Mdpaiizep CLIA Mdparizep Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/10048/01/01
Mr/3r;no3rs. IHK. MeHtodek4ypuHr TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
nonepenHsL0 Benbris HB Ta/abo afpecu 3asBHUKA (B/laCHUKA peECTpaLiiiHoro

HanoBHEHOMY

NoCBiJYEHHS) - 3MiHA agpecu 3asiBHUKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
wnpuui; no 1
LUNPWLY B KAPTOHHIlA
Kopobui
260. | MPOCTUH €2 | renb BariHasbHWiA, 1 Mdpaiizep CLWA Mdpaiizep Benebris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/10048/01/01
Mr/3r,no3rs. IHK. MeHtodek4ypuHr TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
nonepegHL0 Benbris HB thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
HanoBHEHOMY y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
wnpuui; no 1 (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
LUNPULLY B KAPTOHHIi thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
Kopoo6Li BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAay 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHu go
y3arasisHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
3asBHMKa
261. | PEOUCTATU TabneTku, BKPUTI O-p Peppi'c IHAjA O-p Peppi'c IHAjia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/14948/01/02
H NNiBKOBOIO Na6opatopi Na6opatopic NTa, My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
060/10HKO10, Mo 10 citg PTO -l hapmakoHarnsay. 3miHa y KopoTKiil XapakTepucTuLi ae
Mr no 10 TabneTtok y NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 3 0151 MeANYHOro 3acTOCyBaHHSA Ha MiAcTasi perynsipHo
6nictepn B OHOBJOBAHOrO 3BiTY 3 6Ge3NeKN NiKapcbKoro 3acooby,
KapTOHHiiA Kopo6Li abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKUIT A5 MeAUYHOro
3aCTOCYyBaHHSA NikapCcbKoro 3acoby y po3ainu
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3nekn
LitoY0i pevyoBuHW. BBeAEHHSA 3MiH NpOTAroMm 6-Tu
MicsLiB Nicns 3aTBEpAKEHHS
262. | PEODUCTATHU TabneTku, BKPUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/14948/01/03
H NNiBKOBOIO Na6opatopi Nab6opatopic /T4, TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
060/10HKO10, Mo 20 c g OTO -l hapmakoHarnsgy. 3miHa y KopoTKiii XxapaKTepucTuLi ae

Mr no 10 TabneTok y
6nicTepi; no 3
6nictepn B
KapTOHHIA Kopoo6Li

NikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLT
ANA MeVYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOBJOBAHOrO 3BiTY 3 6Ge3NeKN NiKapCbKoro 3acooby,
abo gocnigkeHb 3 6e3nekn 3acTocyBaHHSA NikapCbKoro
3acoby B nicnsipeecTpauiiiHvii nepios, abo sk
pe3ynbTaT OLiHKK 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwi"
BiAMNOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
LitoY0i pevyoBuHU. BBeAEHHSA 3MiH NPOTAroM 6-Tu
MicsLiB NicNsA 3aTBEPKEHHS
263. | PEONONIMN pO34uH NS iHdysil ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/6264/01/01
FOKIH- no 200 mn, 250 mn, 3 06MEeXeHO TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
HOBO®APM 400 mn a6o 500 mn 06MEXEHO0 BIAMNOBIQ&/TbHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu go
y nnswuyj, no 1 Bignosigaib thipma y3araslbHeHrX faHux Npo cucteMy dpapMakoHarisay
nAsWLi B navyi 3 HicTtO hipma "HoBodapm- (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
KapToHy; no 200 mn, | "HoBodhapm- BiocuHres" hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
250 m, 400 mn abo BiocuHTes" BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
500 My nasawkax KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A5
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asiBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0o[PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
264. | PECUTAP TabneTku, BKPUTI AT "Apamep, MonbLa AT "Apamep, Monblwa BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/18471/01/01
NNiBKOBOIO dapma” dapma" My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenma
o6onoHkoto, no 1,5 thapmakoHarnagy (iHwi 3MiHM). 3MiHN BHECEHO Y TEKCT
Mr; no 50 TabneTok MapKyBaHHA BTOPUHHOT ynakosku n.17 IHLE Ta
B 6nicTepi; no 2 nepBuHHOI ynakosku n.6 IHWE, a came, fofgaHo
6nictepa B iHchopMmaL,ito MPo HasiBHICTb sloroTuny 3asBHYMKA.
KapPTOHHI KopoobLy,
265. | PIHFTEPA pO34nH aNs iHdysili ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a He UA/19574/01/01
PO34NH no 200 mn a6o 400 3 06MEeXEHO My - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEHYBaHHs peyenmom niosnsie
M1y NAALWKaXx; No 06MexeHo BiANOBif&/IbHICTIO Ta/abo agpecy MicLsi NPOBaPKEHHS AiSNbHOCTI ae
250 mn a6o 500 mn BignoBigab hipma BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
y nakeTax HiCTtO oipma "HoBodhapm- BK/IIOYAK0UM AiIbHULi BUMYCKY cepii abo Micue
"HoBodhapm- BiocuHTes" NPoBeEeHHSA KOHTPOJIHO AKOCTI. (LiSNIbHICTb, 3a AKY
BiocuHTes" BiAnoBigae BUPOGHMK/IMNOPTEP, BKIOYAKOUY BUMYCK
cepiit) - 3miHa agpecn BUpobHMKa TOBapmnCTBO 3
obmMexeHoH BignoBiganbHicTo dpipma "HoBodhapm-
BiocnHTes". TepmiH BBEAEHHSA 3MiH - NTPOTAroM 6
MicsILiB Mic/s 3aTBepAKEHHSs!
266. | PIHFTEPA pO34uH ANs iHgysil ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19574/01/01
PO34MH no 200 mn a6o 400 3 obmexeHo MRy - 3MiHK LWoAo 6e3nekn/edeKkTnBHOCTI Ta peyenmom
My NASWKax; no 06MEXEHOI0 BiANOBiAa/IbHICTIO thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
250 mn a6o 500 mn Bignosigab hipma y3araJslbHeHUX AaHux nNpo cuctemy dapmakoHarnsgy
y naketax HicTto pipma "HoBodhapm- (BBEAEHHSA y3araslbHEHNX AAHUX MPO cUcTemy
"HoBodhapm- BiocuHTes" dpapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
BiocuHTes" BiANOBIAANIbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3AilicCHeHHs hapMakoHarnsgy B YkpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3Hax0o[KeHHS MacTep-caiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jACHEHHs1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
267. | CANA3OMNIP TabneTku, BKPUTI Mdpaiizep CLWA BMPOBHMLITBO, LLBeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4201/01/01
MH EN-TABC | 060/10HKO}O, IHK. nepBrHHe Ta TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHS! peyenmom
KMLLKOBOPO34YMHHI N0 BTOPWHHE Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro
500 wmr; no 100 nakyBaHHs, nocBigyeHHs) - 3MiHa agpecu 3asiBHUKA.
Tabnetok y dhNakoHi; KOHTPO/1b SIKOCTI,
no 1 dnakoHy B BUMYCK Cepii:
KapTOHHIA KOpoo6Li Peuidapm
Ynncana AB,
Lsewis
KOHTPO/Tb AKOCTI:
Peuichapm
Ynncana Ab,
LLiBeuis
MiKpo6ionoriyHe
TeCcTyBaHHS:
€BpodiHc
Biochapma
MpogakT TecTiHr
CeigeH ABb,
LLiBeuis
268. | CANA3ONIP TabneTku, BKPUTI Mdpaiizep CLIA BMPOBHULITBO, Lseuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4201/01/01
NH EN-TABC | 060/10HKOI0, IHK. nepBrHHe Ta TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
KMLUKOBOPO34MHHI N0 BTOPVHHE chapmakoHarnsgy. BeefeHHs abo 3miHn o
500 wmr; no 100 nakyBaHHs, y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
TabneTok y hnakoHi; KOHTPO/Ib AKOCTI, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
no 1 cpnakoHy B BMNYCK cepil: thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
KapTOHHI Kopoo6Li Peuidapm BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnagy;
Ynncana Ab, KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
LLIBeLisi; KOHTPONb 3pjicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
AKOCTI: BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
Peuichapm 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
Ynncana AB, KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
LLBeuist; thaiina cuctemun chapmakoHarnsgy) 3miHn o
MikpobionoriyHe y3araJlbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
TeCTyBaHHS: 3aABHUKA

€BpodpiHc
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Biodhapma
MpopakT TecTiHr
CsigeH AB,
LLIBeuis
269. | CAnMuunoB nactano25ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 6e3 UA/6398/01/01
O-UMHKOBA KOHTeliHepax; no 20 PapmanesT dPapmaLeBTUYHa Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenma
NACTA ry Tybax N4yHa habpvka "Biona" cepTudikaT BignoBigHOCTI EBpoNeNichKii
allomiHieBux; no 20 thabpuka hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
Iy Ty6i antoMiHieBIN; "Biona" OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
no 1 Ty6i y nauyj; no BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
20rabono25ry thapmakonei: gna A®l; ans BUXiAHOTO
Ty6ax namiHaTHuX; MaTtepiany/peareHTy/MpoMiKHOTo NPOAYKTY, WO
no20rabomno25r BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
y Ty6i namiHaTHil; [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
no 1 Ty6i y nayuy,i €Bponelicbkiin hapmakonei) - Hosuii ceptudikar Big,
HOBOrO BMPO6HMKa (3amiHa abo [JOMOBHEHHS)
nofaHHa HOBOro cepTuddikara BiANoBiAHOCTI
€ponelicbkiii hapmakonei Ne RO-CEP 2018-254 -
Rev 00 ana A®I unHKy okeuay Bif [0AaTKOBOro
Bu1po6HuKa Grillo Zinkoxid GmbH, HimeuyunHa.
270. | CANNIOPA/NBLK | rpaHynu Op. ®anbk HimeuunH BignosiganbHuii HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3745/01/04
racTpope3nCTeHTHI dapma a 3a BUNycCK cepiit TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
NPOMIOHrOBaHOI Aji X KiHLLeBOro KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y

nol5r;no279r
rpaHyn y naketi
«["paHy-CTumKC»; no
35 nakeTiB y KOpobLi
3 KapTOHY

npoAykty: Ap.
danbK Papma
m6X, HimeuyunHa,;
BVMPOGHMK
[030BaHol hopmu,
nepBuHHeE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
JNlo3aH ®apma
M6X, HimeuunHa;
$ap6in Papma
'm6X, HimeuunHa;
BUPOGHUK,
BiAnNoBigabHU 3a
nepBUHHE,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/Tb SIKOCTI:
JNlo3aH ®apma
Mv6X (Ewbax
cainT), HimeuunHa;
BUPOGHUK,
BiAnNoBigabHU 3a
KOHTPO/Ib SIKOCTi:

MeToAax BUNPoGYyBaHHSA roTOBOrO JliKapcbKoro 3acoby
(ansa npuBeeHHs y BiagnosigHicTb 3 AdY abo
€BponeicbKolo hapmMaKkoneeto Ta BUIyUYeHHs
NOCUNaHHA Ha 3acTapininii BHYTPILLHIA MeTop,

BMNPOOYBaHHA i lioro Homep) HesHauHi 3MiHK 3a
NOKa3HWKOM "BUBINIbHEHHSA Ail040T pevyoBUHN"
mMeTodoMm Y®-cnekTpodoTomeTpii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
HaykoBo-
[ocnigHni
IHCTUTYT
Xennenep Mv6X,
HimeuyuunHa,;
BUPOBHUK,
BignoBigasibHWi 3a
KOHTPO/b AKOCTI:
anndamves
®OAPBIN
ApuHaiimiTTens
'm6X, HimeyunHa
271. | CAMITON® TabneTku, BKPUTI TOB YkpaiHa KYCYM IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/16969/01/01
NNiBKOBOIO «TNEQDAP XENTXKEP MNBT TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom nionse
060/10HKOH0, M0 500 M NTO» nTa CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo ae
Mr no 4 Tabnetkn y ymoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby
6nictepi; no 1 (36iNbLLUEHHA TEepMiHY NPUAATHOCTI TOTOBOrO
6nictepy y nNiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
KapTOHHI ynakoBL,i (nigTBEPAXKYETLCA AaHMMK peasibHOro vacy)
36i/1bLLIEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nNikapcbKoro 3acoby 3 2 pokiB A0 3 POKiB. 3MiHN
BHeCeHi B po3ain "TepMiH NnpuaaTHOCTI" B iHCTPYKL;tO
AN MeMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.
272. | CAHAKOM PO3YUH ANs iH KLl MpuBaTHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18792/01/01
10 mr/mn; no 1,5 mn akuioHepHe akuioHepHe TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
B amnyni, no 5 TOBapUCTBO TOBapuCTBO cepTudikaT BignoBigHOCTI EBpoNeNichKiii
amnyn y 6nictepi, no “NekxiMm — “Nlekxim — Xapki” hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
1 6nicTepy B nauui Xapkis” OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHoBMeHWA cepTudikat
Bif] y)Xe 3aTBepKEHOro BUPO6HUKa NoAaHHA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €Bponeiichkili
thapmakonei Ne CEP 2014-261 - Rev 01
(3aTBEepmxeHo: RO-CEP 2014-261 - Rev 03) ansa A®|
MeIoKCHKaMy Bif, 3aTBepaKeHoro BupobHuka SWATI
SPENTOSE PVT. LTD., IHgis
273. | CAHMNEHEM NOpOLUOK ANA Ckali ®apma | O6'egHaHi Bpykc IHais BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/18851/01/01
po3unHYy AN B3-TOB ApabCbki CrepicaiieHc MRy - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta peyenmom
iH'ekuiin, no 1000 wmr; Emipatu Nimiteq thapmakoHarnisgy. BeegeHHst abo 3miHM go

no 1 dpnakoHy y
KapTOHHiiA KOpo6Li

y3ara/ibHeHUX faHux Npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHUX AaHKX NPO CUCTEMY
dpapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAANIbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3AilicCHeHHs hapMakoHarnsgy B YkpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI

3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifnoBigabHOI 3a
thapmakoHarnsg,. Aitova pegakuis: JokTop JxeliMoH
[bxoH ComaH / Dr. Jaimon John Soman. lMponoHoBaHa
pepakuis: JokTtop AndoHce xo6iH / Dr. Alphonse
Jobin. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHUKA, BiANOBIAabHOI 3a hapmakoHarnsg; 3miHu |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/laCHMKa peecTpavjiiiHoro
NnocBiAYEHHS) - 3MiHa afpecy 3asBHKKA, Y 3B'A3KY 3
nprBeAEeHHAM [0 YCTaHOBUMX AOKYMEHTIB, & came
KOMepL,iiHOT NiLeHsii. 3MiHM BHECEHO B TEKCT
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LoAo
MicLle3HaxopKeHHs 3asiBHVKa. BBefeHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCNsA 3aTBEPKEHHS

274.

CEBIKAP

TabneTku, BKPUTI
NNiBKOBOIO
o60n0oHkKoto, no 20
mr/5 wmr; no 14
Tabnetok y 6nictepi;
no 2 6nictepay
KapTOHHIM navui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aiui CaHkio
Opoyn Mm6X

HimeyuunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!
Ta/abo agpecu micusa NPOBamKeHHS AisIbHOCTI
BVPOGHMKa/imnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo Mmicue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a AKYy
BiANOBIAa€e BUPOGHWMK/IMNOPTEp, BKIOUAKUN BUMYCK
cepiid) - 3mMiHa agpecu MicLa NPOBaXEHHS AisNbHOCTI
BMpo6Huka M3 faiui CaHkio KOpoyn MM6X,
HimeuuunHa, sikuii BignoBigae 3a AisnbHICTb,
BK/THOHAI0UM BUNYCK Cepiii. 3MiHa 3 METO NPUBEAEHHS
agpecu BupobHuka MN3 faidi Caxkio KOpoyn M'vbX,
HimeuunHa A0 BrucHOBKyY [epx/iikcayxoum Lwoao
nigTBEpAKEHHSA BIANOBIAHOCTI yMOB BUPOOHULITBA
BMoram HBI. 3MiHN BHECEHO B iHCTPYKLUitO0 Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby LoAo
MiCLLe3HaxXoMKEeHHS BUpOBHUKA 3 BiANOBIAHUMY
3MiHamMW y TEKCTi MapKyBaHHS yMakoBKW NikapCbKoro
3acoby. BBegeHHs 3MiH MpPOTAroM 6-Tv micsiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsie
ae

UA/17647/01/01

275.

CEBIKAP

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, Nno 40
mr/5 mr; no 14
TabneTtok y 6nictepi;
no 2 6nictepay
KapTOHHIM nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aiui CaHkio
HOpoyn Mm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IHOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoBiga€e BUPOGHMK/IMNOpTep, BKIOYaKUY BUMYCK

3a
peyerimom

He
nionse
ae

UA/17647/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepiii) - 3mMiHa agpecu MicLa NPOBaXXEHHS AisIbHOCTI
BMpoGHUKa 13 faivi CaHkio FOpoyn MM6X,
HimeuunHa, skuii Bignosifae 3a AisNbHICTb,
BK/IO4AI0UM BUMYCK Cepiii. 3MiHa 3 METO NpUBEAEHHS
appecy Bupo6Huka M3 faivi CaHkio FOpoyn M'v6X,
HimeuunHa A0 BUCHOBKY [lepx/iKcayx6m Lwoao
niATBEPAXEHHS BiANOBIAHOCTI yMOB BUPOGHULITBA
BMoram HBI. 3MiHN BHECEHO B iHCTPYKLUitO Ans
MeAUYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby LWoao
MiCLie3HaxXOKEHHS BUPOOHUKA 3 BigNOBIAHUMMN
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKW NiKapcbKoro
3aco6y. BBefeHHA 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPKEHHSA

276.

CEBIKAP

TabneTku, BKPUTI
NNiBKOBOIO
o60oroHkKoto, no 40
Mr/10 mr; no 14
TabneTtok y 6nicrepi;
no 2 6nictepay
KapTOHHII nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[Jaiui CaHkio
FOpoyn MmeX

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicUs NPOBaKEHHS AiSNbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IKOYAK0UM AiNbHULI BUMYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a Ky
BignoBigae BUPOGHMK/iIMNOpTEp, BKIKOYAOUM BUMYCK
cepiii) - 3miHa agpecu MicLa NPOBaIXXEHHS AiSIbHOCTI
BMpo6HukKa M3 faivi CaHkio FOpoyn 62X,
HimeuumnHa, siknii BignoBigae 3a fisNbHICTb,
BK/IOYAI0UM BUMYCK Cepiii. 3MiHa 3 METO NpUBEAEHHSA
appecy BMpo6Huka M3 faivi CaHkio FOpoyn M'M6X,
HimeuunHa fo0 BrucHOBKy [epxxnikcnyxou oo
niATBEPMAXEHHS BiANOBIAHOCTI YMOB BUPOOHULITBA
BMMoram HBI1. 3MiHW BHECEHO B iHCTPYKLilo ANs
MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby LoAo
MiCLie3HaxX0KeHHS BUPOOHUKA 3 BigNOBIAHUMMN
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKW NiKapCbKOro
3acoby. BBefieHHs 3MiH NpOTArom 6-T MicsLiB nicns
3aTBEPLKEHHS

3a
peyenmom

He
nionsie
ae

UA/17647/01/03

277.

CEBIKAP
HCT

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHKoto, 40
mr/10 mr/12,5 mr; no
14 TabneTtok y
6nictepi; no 2
6nictepa y
KapTOHHII nauui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[Jaivi CaHkio
HOpoyn Mm6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
YTOUHEHHSs peecTpauiiiHoro Homepa B Haka3si Ne
253 Big 15.02.2024 B npoueci BHECEHHS 3MiH
(3MiHu | TMNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
AiSNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIHYAKUU [i/TbHULL BUNYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/IO AKOCTI.
(misnbHicTb, 3a Ky BiAgnoBigae BUPOGHMK/iMNopTep,
BK/1OUAKUM BUMYCK cepiil) AgMiHICTpaTuBHa 3MiHa
azpecy BUpo6HMKa BiANOBIAHO A0 OHOBNEHOT NiLeH3il
Ha BMpO6HMLUTBO Ta GMP cepTuchikaty. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPIXKEHHS).
Pepakuis B Hakasi - UA/17662/01/02. BipHa pepakuis
- UAI17662/01/04.

3a
peyenmom

UA/17662/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
278. | CEPPATA® TabneTku, BKpUTI TOB YkpaiHa KYCYM IHgjsa BHECEHHS 3MiH O peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/7966/01/01
060/10HKOH, «TNEQ®AP XENTXKEP MNBT TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
KWLLKOBOPO3UMHHI NO M NTAO» NTA, IHaia KOHTpO/1b roToBOro MikapcbKoro 3acoby. 3mMiHa y
10 wmr, no 10 abo MeToAax BUNPOGYyBaHHSA roTOBOrO JTiKapCbKOro 3acoby
TabneTtok y ctpuni, KYCYM (iHWi 3mMiHM y MeTofax BUNpobyBaHb (BK/IOYaouu
no 1 crpuny B XEJTXKEP MNBT 3aMiHy abo [0NOBHEHHS)). 3MiHa MeTofYy KOHTPO/O
KapTOHHI ynakoBL; NTA, IHpis SIKOCTi 3a MOKa3HMKOM "KinbkicHe BU3Ha4YeHHS"
no 10 tabneTtok y meTtogom BEPX.
cTpuni, no 1 ctpuny
B KapPTOHHIl
ynakosLi, no 10
yNaKkoBOK y KOpO6Ly;
no 10 tabneTok y
cTpuni, no 3 cTpunn
Y KapTOHHii
ynakosLi; no 30
Tabnetok y 6nictepi
abo ctpuni; no 1
6nictepy abo
CTpUNY y KapTOHHIiA
ynakosLi; no 30
Tabnetok y cTpumi,
no 5 crpunis y
KapTOHHIii ynakoBLi
279. | CIHTOPIKC Tabnetkun no 75 Mkr, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/20184/01/03
no 10 tabnetok y "papmak” TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nicTepi, no 5 abo KOHTpOs1b rOTOBOrO NikapcbKoro 3acoby. 3MiHa
no 10 6nictepiB y napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
nauui roTOBOrO NiKapCbKOro 3acoby (3BYXXeHHS A0NYyCTUMUX
MeX) BHECEHHS YTOUHEeHHA 0 cneuudikauii MKA Ha
N3 3a nokasHukoMm "CynpoBigHi AOMIIKK", a came
3a3HayvYeHHs BUMOr 10 CyMU AOMILLOK He Ginblue 2,5
%. 3aTBEpAKEHO: CyMa AOMILWOK He Ginblie 3,0 %.
3anponoHoBaHoO: cyma AoMilloK He 6GinbLue 2,5 %
280. | CKAHEM NOpoLUOK ANs Ckali ®apma | O6'egHaHi Bpykc IHais BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/18852/01/01
po3UnHYy AN B3-TOB ApabCbki CrepicaiieHc TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
iH'eKUi, no 1000 wmr, Emipatu Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHM o

no 1 cpnakoHy y
KapTOHHI KOPOOL

y3araslbHeHVX faHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX MPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, SKLWo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3a8BHMKA, BifgnoBigasbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
thapmakoHarnag. fitova pegakuis: Jokrop JxeimoH
[bxoH ComaH / Dr. Jaimon John Soman. MNponoHoBaHa
pepakuis: fJoktop AndoHce [pko6iH / Dr. Alphonse
Jobin. 3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0Co6u
3asBHVIKa, BigNoBigasIbHOT 3a (hapMakoHarnsag; 3miHu |
T™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA (B/1aCHUKA PEECTPALiiHOTO
NOCBIJYEHHS) - 3MiHa afpecu 3asiBHUKA, Y 3B'A3KY 3
npuBeAeHHsAM [0 YCTaHOBUYMX [OKYMEHTIB, a came
KOMEePpUiHOI NiyeHsii. 3MiH1 BHECEHO B TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
MiCLe3HaXOMKEHHS 3asBHVKa. BBegeHHA 3MiH
NpOTSArom 6-Tv MicsLiB Nic/1s 3aTBepPAKEHHS!
281. | cony- NOpPOLUOK AN Mdpaiizep CLIA Mcpaiizep Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9873/01/01
KOPTE® PO3UnHY ANS iH'EKLINA IHK. MeHtohekuypuHr TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 100 mr; 1 chnakoH Benbris HB thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
3 MOPOLLKOM Y y3arasisHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
KapTOHHI kopo6Lyj; (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
25 chnakoHiB 3 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
NOPOLLKOM Y NigA0Hi BiANOBIAaANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
ons KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
TpaHCNopTyBaHHSA 3piicHeHHs1 hapMakoHarnsgy B YKpaiHi, SKLO0 BoHa
(6e3 BTOPUHHOI BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
yNakoBKM) 3a 34iicHeHHs hapmakoHarnsgy (Bkaovarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHu 1o
y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
3aABHUKA.
282. | cony- NOPOLLOK Ta Mdpaiizep CLA Mcpaiizep Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9891/01/01
KOPTE® PO3UMHHVWK AN IHK. MeHtochekuypuHr TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
PO34UHY A5 iH'EKLLA Benbris HB thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 100 mr/2 mn; y3arasibHeHUX faHux Npo cuctemy chapmakoHarnsgy
MOPOLLIOK Ta 2 M (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
po34nHHYKKa (Boja dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
ONs iH'eKUil) y BiANOBiAANbLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
dhnakoHi Tuny Act-O- KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
Vial y KapTOHHiiA 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
KopoobLi BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHu 1o
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
3asBHUKA
283. | cony- MOPOLLIOK Ta Mdcpaiizep CLIA BMPOBHULITBO, Benbris BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/2047/01/01
MEAPON PO3YMHHWK ANsi IHK. nakyBaHHs1, MRy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEeHyBaHHsI peyenmom
PO34UHY ONs1 iH'EKLi KOHTPO/1b SIKOCTI, Ta/abo afpecu 3asiBHMKA (B/1aCHUKa peecTpavjiiiHoro
no 40 mr/mn; 1 BUMYCK Cepii: nocBifyeHHs) - 3MiHa afgpecu 3asiBHUKA.

dnakoH Tnny Act-O-

Mdparizep
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
Vial (ABOEMHiCHWI MeHtohekuypuHr
nakoH) 3 Benbris HB,
NOpPOLUKOM Ta Benbris
PO34MHHKKOM (BOAA KOHTPO/b AKOCTI
Ans iH'ekuiii) no 1 npu BMUNYyCKy Ta
M/ Y KapPTOHHIl nig yac
Kopoo6Li cTabinbHOCTI:
EcOxiEc /1ab
CalimoH CA,
Benbris
284. | cony- NOPOLLOK Ta Mdpaiizep CLIA BMPOOHULITBO, Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/2047/01/02
MEAPON PO3UMHHWK AN IHK. nakyBaHHs, TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
PO34UHY ONS iH'EKL KOHTPO/Ib SKOCTI, Ta/abo agpecu 3asBHMKA (B/1aCHUKA pPEECTPALiiHOro
no 125 mr/2 mn; 1 BMNYCK cepil: NnocBigYeHHs) - 3MiHa agpecu 3asaBHUKa.
nakoH Tuny Act-O- Mdparizep
Vial (ABOEMHiCHWIA MeHtohekuypuHr
donakoH) 3 Benbrist HB,
NOpPOLUKOM Ta Benbris
PO34MHHKKOM (BOAA KOHTPO/b AKOCTI
Ans iH'ekuiii) no 2 npu BMNYyCKy Ta
M1y KapTOHHIi nig yac
KopooLi cTabinbHOCTI:
EcOxiEc a6
CavimoH CA,
Benbris
285. | cony- NOPOLLOK Ta Mdpaiizep CLWA BMPOBHULITBO, Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/2047/01/03
MEAPON PO3UMHHWK AN IHK. nakyBaHHs, TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
PO34UHY ONS iH'EKLi KOHTPO/1b SIKOCTI, Ta/abo afpecu 3asBHMKA (B/1aCHUKa peeCTpaLiiiHoro
no 1000 mr; 1 BMNYCK cepil: NnocBigYeHHs) - 3MiHa agpecu 3asBHUKA.
hNakoH 3 MOPOLLUKOM Mdparizep
Ta 1 chnakoH 3 MeHtodek4ypuHr
PO3UYMHHMKOM (CnnpT Benbrist HB,
6eH3unnoBuii (9 Benbris
mr/mn), Boga ans KOHTPO/b AKOCTI
iH'ekyjiit) no 15,6 mn npu BMNycKy Ta
Y KapTOHHIl kopoobLi nig yac
CTabiNbHOCTI:
EcOxiEc N1a6
CavimoH CA,
Benebris
286. | cony- MOPOLLIOK Ta Mdcpaiizep CLIA BMPOBHULITBO, Benbris BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/2047/01/04
MEAPON PO3YMHHWK ANsi IHK. nakyBaHHs1, My - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEHYBaHHs peyenmom
PO34UHY ONs iH'EKLi KOHTPO/1b SIKOCTI, Ta/abo afpecu 3asiBHMKA (B/1aCHUKa peecTpaviiiHoro
no 500 mr; 1 chnakoH BUMYCK Cepii: nocBifyeHHs) - 3MiHa afgpecu 3asiBHUKA.
3 NMopowkom Ta 1 Mdparizep
hnakoH 3 MeHtodek4ypuHr
PO3YMHHUKOM (CnnpT Benbria HB,
6eH3unnoBuii (9 Benbris
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
mr/mn), Boga ons KOHTPO/Ib SKOCTI
iH'ekyjin) no 7,8 mny npu BMUNYyCKy Ta
KapTOHHiiA Kopo6Li nig yac
CTabiNIbHOCTI:
EcOxiEc /1ab
CalimoH CA,
Benbris
287. | COMABEPT niocpinizat ana Mdpaiizep CLIA Brpo6HMUTBO, Benbrisi/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/17108/01/01
PO3UnHY ANS iH'EKLINA Eiy.Ci.Mi. KOHTPO/Ib SKOCTI Ipnangis TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 10 wr; 10 Koprnopeiiw Ta BUNycK cepii Ta/abo agpecu 3as8BHMKA (B/1aCHUKA pEECTpaLiiiHOro
dhnakoHiB 3 H BOAW ANS1 iH KLl noceifyeHHs). 3MiHa agpecu 3asBHUKa
niocpinizatom y y nonepeaHbo
NPOMIXKHIf HanoBHEHNX
KapTOHHI kopobuyj; wnpuuax,
3 MPOMIiXHi KAPTOHHI ofHovacHe
KOPOGKM B KOMMEKTI nakyBaHHs Ta
3 30 nonepeaHLO MapKyBaHHA BOAM
HanoBHEHUMU 0081 iH eKuin Ta
Lnpvuamu 3 NikapcbKoro
PO34MHHKKOM (BOAA 3acoby;
Ans iH'ekuii) no 1 BMPOGHMLTBO
mn Ta 30 nikapcbKoro
6e3neyHMmn 3aco6by in bulk Ta
rosikamu B KapTOHHIi nepBuHHE
Kopoo6Li nakyBaHHS; BUMYyCK
cepil nikapcbkoro
3ac06y; KOHTPO/b
AKOCTI NikapcbKoro
3acoby, 3a
BUK/THOYEHHAM
TecTy "BioaHanis":
Mcpaiizep
MeHtohekuypuHr
Benbria HB,
Benebris
KoHTponb skocTi
nikapcbKoro
3acoby:
Mdpaiizep IpneHg,
dapmaceyTukaic,
IpnaHgis
288. | COMABEPT niogpinisat gns Mdpaiizep CLIA Bnpo6HMLTBO, Benbris/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/17108/01/02
PO34UHY ON5 iH'EKLLA Eiiu.Ci.Mi. KOHTPO/b AKOCTI Ipnangis TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
no 15 wr; 10 KopnopeiiL Ta BMNycK cepii Ta/abo afpecu 3asiBHMKa (B/1aCHUKA PEECTpaLiiiHOro
h1aKkoHiIB 3 H BOAW ANS iH ek noceigyeHHs). 3mMiHa agpecu 3asBHVKa
niodpinizatom y y nonepesHbLo
NPOMIXHii HanoBHEHMX

KapTOHHI kopobuyj;

Lwnpuuax,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
3 MPOMIiXHi KAPTOHHI ofHouyacHe
KOpPOOKMN B KOMMNIEKTI nakyBaHHs Ta
3 30 nonepefHLO MapKyBaHHs BOAM
HaMnoBHEHUMMU ONs1 iH eKuin Ta
Lnpvuamu 3 nikapcbkoro
PO3YMHHMKOM (BOAA 3acoby;
Ans iH'ekuiii) no 1 BMPOGHMLTBO
mn ta 30 nikapcbKkoro
6e3neyHrmMm 3acoby in bulk Ta
rosikaMu B KapTOHHIi nepBuHHE
Kopoobui nakyBaHHs; BUMYCK
cepii nikapcbkoro
3aco0y; KOHTPO/Ib
AKOCTI JliKapCbKOro
3acoby, 3a
BUK/IIOYEHHAM
Tecty "bioaHaniz":
Mcpaiizep
MeHtohekuypuHr
Benebria HB,
Benbris
KoHTponb sikocTi
nikapcbkoro
3acoby:
Mdpaiizep IpneHg,
PapmaceyTukasic,
IpnaHgis
289. | COMABEPT niodpinizat gns Mdpaiizep CLWA B1po6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu | 3a UA/17108/01/03
PO3UUHY ON151 iH'EKLLIA Eiiy.Ci.Mi. KOHTPO/b AKOCTI Ipnangis TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peyenmom
no 20 wr; 10 Kopnopeiiw Ta BMNycK cepii Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro
h/1aKoHIB 3 H BOAMW ONS iH ekl noceigyeHHs). 3mMiHa agpecu 3asBHMKa
niocpinizatom y y nonepeaHbLo
MPOMIXHIi HanoBHEHMX
KapTOHHI kopobuyj; Lwnpuuax,
3 NPOMDXHI KapPTOHHI ofiHo4yacHe

KOpPOOKMN B KOMMNEKTI
3 30 nonepefHbLO
HanoBHEHUMW
Lwnpvuamu 3
PO34MHHKKOM (BOAA
Ans iH'ekuiid) no 1
mn Ta 30
6e3neyHrMm
rosikaMu B KapTOHHIiA
Kopoo6Li

nakyBaHHs Ta
MapKyBaHHS BOAM
ONs iH eKuin Ta
nikapcbKkoro
3acoby;
BUPOBHULTBO
nikapcbKkoro
3acoby in bulk Ta
nepBuHHe
nakyBaHHS1; BUMyCK
cepii nikapcbkoro
3aco0y; KOHTPO/b
SIKOCTI JTiKapCbKOro
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby, 3a
BUK/IOYEHHAM
TecTy "BioaHanis":
Mcpaiizep
MeHtodek4ypuHr
Benbrist HB,
Benbris
KoHTposb sKoCTi
nikapcbKkoro
3acoby:
Mdpaiizep IpneHp,
PapmaceyTukasic,
Ipnangis

290.

COMABEPT

niodpinizat ana
PO34UMHY NS iH'EKLR
no 30 wr; 10
dhnakoHiB 3
nioghinizatom y
NPOMIXKHIf
KapTOHHI kopobuyj;
3 NMPOMIiXHi KAPTOHHI
KOPOGKM B KOMMEKTI
3 30 nonepeaHLO
HanoBHEHNMMN
Lnpvuamu 3
pO34MHHKKOM (BOAA
Ans iH'ekuii) no 1
mn Ta 30
6e3neyHrmMm
rosikamu B KapTOHHIi
Kopoo6Li

Mdpaiizep
Eliu.Ci.Mi.
Koprnopeiiw
H

CLIA

Brpo6Hu1UTBO,
KOHTPO/b SAKOCTI
Ta BUNycK cepii

BOAW ANs1 iH KLl
y nonepegHbo
HanoBHEHNX
Lnpuuax,
ofiHoyacHe
nakyBaHHs Ta
MapkKyBaHHS BOAM

ONA iH ekuin Ta

nikapcbKoro
3acoby;

BMPOGHMLTBO

nikapcbKoro
3acoby in bulk Ta

nepBuHHE
nakyBaHHS1; BUMyCK
cepil nikapcbkoro
3ac06y; KOHTPO/b
AKOCTI NikapcbKoro

3acoby, 3a

BUK/IIOYEHHSAM

TecTy "BioaHanis":
Mcpaiizep
MeHtohekuypuHr
Benbria HB,
Benebris
KoHTponb skocTi
nikapcbKoro
3acoby:
Mdpaiizep IpneHg,
dapmaceyTukaic,
IpnaHgis

Benebrisi/
Ipnangis

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |

TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecu 3asBHMKA (B/1aCHUKA pPEECTPALiiHOro
noceifyeHHs). 3MiHa agpecu 3asBHUKa

3a
peyenmom

UA/17108/01/04

291.

COMABEPT

niogpinisat gns

Mdpaiizep

CLA

Brpo6HMLTBO,

Benebrisi/

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu |

3a

UA/17108/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

po3uunHy ans iH'ekuii | Eiu. Ci. Mi. KOHTPO/Ib SKOCTI Ipnangis TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 15 wmr; 10 KopnopeiiL Ta BUNycK cepil thapmakoHarnagy. BeegeHHs abo 3miHu fo
h1aKkoHiIB 3 H BOAMN ANS iH eKLili y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
niodpinizatom y y nonepesHb0 (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
NPOMiXHIl HanoBHEHMX thapMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
KapTOHHiiA Kopobuj; wnpuuax, BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
3 MPOMiXHi KAPTOHHI ofHouacHe KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
KOpPOOKWN B KOMMNIEKTI nakyBaHHs Ta 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
3 30 nonepefHLO MapKyBaHHs BOAM BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
HanoBHEHNMMN ONs iH ekuin Ta 3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
wnpvuamm 3 nikapcbKkoro KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
PO34MHHKKOM (BOAA 3acoby; (paiina cuctemu papmakoHarnsgy) 3miHu o
Ans iH'ekuiii) no 1 BMPOGHMLTBO y3araslbHeHrX faHux Npo cucteMy papmMakoHarisgy
mn ta 30 nikapcbKkoro 3anBHMKa
6e3neyHrmMm 3acoby in bulk Ta
rosikaMu B KapTOHHIi nepBuHHE
Kopoobui nakyBaHHs; BUMYCK

cepii nikapcbkoro

3aco0y; KOHTPO/Ib

AKOCTI JliKapCbKOro

3acoby, 3a
BUK/IOYEHHAM
Tecty "bioaHanis":
Mcpaiizep
MeHtohekuypuHr
Benebria HB,

Benbrisi; KoHTposib

AKOCTI NikapcbKoro

3acoby: Mdalizep

Ipneng
dapmaceyTrKaUic,
IpnaHgis
292. | COMABEPT niogpinizat gns Mdpainzep CLWA Bnpo6HMUTBO, Benbrisa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/17108/01/03

po3unHy Ans iH'ekuii | Eiu. Ci. Mi. KOHTPO/Ib SKOCTI Ipnangis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 20 mr; 10 KopnopeiiL Ta BUNycK cepii thapmakoHarnagy. BeegeHHs abo 3miHu fo
h1aKkoHIB 3 H BOAW ANS iH KL y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
niocgpinizatom y y nonepegHb0 (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
NPOMIXHil HanoBHEHMX thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI kopo6Lyj; wnpuuax, BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
3 MPOMIiXHi KAPTOHHI ofHouacHe KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans

KOpPOOKMN B KOMMNEKTI
3 30 nonepefHLO
HanoBHEHVMU
Lnpvuamu 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiii) no 1
mn ta 30
6e3neyHrMm

nakyBaHHs Ta
MapKyBaHHSs1 BOAM
ONs1 iH eKujin Ta
nikapcbkoro
3acoby;
BMPOGHMLTBO
nikapcbkoro
3acoby in bulk Ta

3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHum go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
3aABHUKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

rosikaMu B KapTOHHIi nepBuHHE
Kopoobui nakyBaHHs; BUMYCK

cepii nikapcbkoro

3aco0y; KOHTPO/1b

AKOCTI /liKapCbKOro

3acoby, 3a
BUK/IIOYEHHAM
Tecty "bioaHanis":
Mcpaiizep
MeHtohekuypuHr
Benebris HB,

Benbrisi; KoHTposib

AKOCTI NikapcbKoro

3acoby: Mdalizep

Ipneng
$apmaceyTvkaUic,
IpnaHgis
293. | COMABEPT niogpinizat gns Mdpainzep CLWA Bnpo6HMUTBO, Benbrisa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/17108/01/04

po3uunHy Ans iH'ekuii | Eidu. Ci. Mi. KOHTPO/Ib SKOCTI Ipnangis TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
no 30 mr; 10 KopnopeiiLu Ta BMNycK cepii thapmakoHarnagy. BeegeHHs abo 3miHu fo
h1aKkoHIB 3 H BOAW ANS iH KL y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
niodgpinizatom y y nonepegHb0 (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
NPOMIXHil HanoBHEHMX thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI kopobuyj; wnpuuax, BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
3 MPOMIiXHi KAPTOHHI ofHouacHe KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans

KOpPOOKMN B KOMMNEKTI
3 30 nonepefHLO
HanoBHEHVMW
Lnpvuamu 3
PO3YMHHMKOM (BOAA
Ans iH'ekuiii) no 1
mn Ta 30
6e3neyHrMm
rosikaMu B KapTOHHIi
Kopoobui

nakyBaHHs Ta
MapKyBaHHS1 BOAM
ONs1 iH eKujin Ta
nikapcbkoro
3acoby;
BMPOGHMLTBO
nikapcbKkoro
3acoby in bulk Ta
nepBuHHe
nakyBaHHS1; BUMyCK
cepii nikapcbkoro
3aco0y; KOHTPO/Ib
AKOCTI JliKapCbKOro
3acoby, 3a
BUK/IOYEHHAM
Tecty "bioaHanis":
Mdparizep
MeHtohekvypuHr
Benebris HB,
Benbrisi; KoHTpoib
AKOCTI NikapcbKoro
3aco6y: Mdalizep
Ipneng

3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3miHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
3aABHUKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
$apmaceyTrkaic,
IpnaHgis
294. | COMABEPT niodpinizat gns Mdpainzep CLWA Bnpo6HMUTBO, Benbrisa/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/17108/01/01
po3uunHy Ans iH'ekuii | Eiu. Ci. Mi. KOHTPO/Ib SKOCTI Ipnangis TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 10 mr; 10 KopnopeiiL Ta BMNycK cepii thapmakoHarnagy. BeegeHHs abo 3miHn fo
h1aKoHIB 3 H BOAW ANS iH EKLiin y3araslbHeHVX gaHux Npo cuctemy apmakoHarnsgy
niodgpinizatom y y nonepegHb0 (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
NPOMIXHil HanoBHEHMX thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI kopobuyj; wnpuuax, BiANOBIAabHOI 3a 34iliCHEHHA thapmakoHarnagy;
3 MPOMIiXHi KAPTOHHI ofHouacHe KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa anis
KOpPOOKMN B KOMMNEKTI nakyBaHHs Ta 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
3 30 nonepefHLO MapKyBaHHs BOAM BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
HanoBHEHUMM ONs iH eKuin Ta 3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
wnpuuamm 3 nikapcbkoro KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
PO34MHHMKOM (BOAA 3acoby; thaiina cuctemun chapmakoHarnsgy) 3miHu go
Ans iH'ekuiii) no 1 BMPOGHMLTBO y3araslbHeHrX faHux Npo cucteMy dpapMakoHarisgy
mn ta 30 nikapcbKkoro 3anBHMKa
6e3neyHrMmn 3acoby in bulk Ta
rosikaMu B KapTOHHIi nepBuHHE
Kopoobui nakyBaHHs; BUMYCK
cepii nikapcbkoro
3aco0y; KOHTPO/Ib
AKOCTI JliKapCbKOro
3acoby, 3a
BUK/IOYEHHAM
Tecty "bioaHanis":
Mdparizep
MeHtohekuypuHr
Benebris HB,
Benbrisi; KoHTpoib
AKOCTI NikapcbKoro
3aco6y: Mdalizep
Ipneng
dapmaceyTukaic,
IpnaHgis
295. | CMEKTPINA NOpPOLLOK ANA Mepgak HimeuunH Brpo6HWK, Wwo HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/17474/01/01
KOHUEHTpaTy Ans le3enbLliad a Bignosigae 3a TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
pO34nHy Ans T chrop MapKyBaHHS, KOHTpO/b roTOBOro Nikapcbkoro 3acoby. 3miHa y
iHdhysiiA, no 10 000 KniHiwe BTOPWHHE MeToZax BMNPOOYBaHHS rOTOBOTO J1iKapCbKOro 3acoby
Of; 1 a6o 5 Lneujansnp nakyBaHHS Ta 3a (He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
donakoHiB 3 enapare BMNYCK cepil: BMNPOGYBaHHS) - OHOBJ/IEHHS KPUTEPIS NPUAHATHOCTI
NOPOLUKOM Yy M6X Mepak TeCTy NpUAATHOCTI CUCTEMU B METOZ| MOSIEKYNSPHOrO
KapTOHHI Kopoo6Li [esenbliadt drop BU3HAYEHHS — CepeHE 3HAYEHHS CYMyTHIX AOMILLIOK
KniHiwe Fpynu 1 3MiHEHO 3 «He GinbLue 5,0%>» Ha «He BinbLue
LLineujanbnpenapa 6%, A/15 Y3roMKEHHS KpUTEpIs NPUAATHOCTI CUCTEMM
Te M6X, 3 BiZNOBIZHOK MEXeL0 y 3aTBepMAXeHili cneundikadii
HimeuuunHa; NiKapcbKoro 3acooby.

Brpo6HWK, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
BignoBsigae 3a
BUPOBHULTBO
rOTOBOI NiKAPCLKOI
dhopmu, nepBUHHE
nakyBaHHs,
BUNPOOGYBaHHSA/KOH
TPO/Ib SKOCTI:
JNiokoHTpakT
'm6X, HimeyunHa
296. | CMNIPUBA®PE | po3uvH ans BepiHrep HimeuunH BepiHrep HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/6495/02/01
CNIMAT® iHransuin, 2,5 IHrenbxanm a IHrenbxainm IcnaHis MYy - 3MiHU 3 AKOCTI. MeauyHi NpUCTPOT (IHLWi 3MiHK) peyenmom
MKr/iHransuito; no 4 IHTepHeLHN dapma M'v6X i Ko. OHOBJ/IEHHS po3ainy 3.2.R, a came BK/IOYEHO HOBWI
My KapTpuaxi (60 6X KI, HimeuuuHa; CepTudikaT cmctemn ynpasniHHa skicTio EC (MDR),
iHransyjn); no 1 BepiHrep BMAAHWI YNTOBHOBaXKEHVIM OpPraHoM Ha iHransaTop
KapTpuaxy B IHrenbxanm Pecnimat® Ne G100449090008 Rev.01: pe-
KomnekTi 3 1 Ecnana, CA, Knacudikauis meguyHoro npuctpoto Pecnimat®,
iHranaTopom IcnaHis BUAAIEHHS NONepeaHbOro laeHTudikaliiHoro Homepy
Pecnimat® y yrnoBHOBaXKeHoro opraHy (0123) Ha BTOPUHHIi
KapTOHHIA KOpoo6Li ynakoBLi NpenapaTty Ta 3 eTUKETKM iHransTopa.
PernameHT €C w040 BUp0O6IB MEANYHOTO
npusHayeHHss (MDR) 2017/745 3amiHioe girouy
[pekTunBy LWOAO BUPOGIB MeANYHOTO NPU3HAYEHHS
93/42/EEC. BignosigHo [0 LbOro HoBoro PernameHTty
Knac MeguyHoro npucTpoto Pecnimat®, skui
BUKOPWCTOBYETLCA AN iHrau1ALii po3unHy Ans
iHransauii, amiH1Tbea 3 knacy Il Ha knac Il B €poni.
3MiHN BHECEHO B TEKCT MapKyBaHHS, a came:
npubupaeTbes igeHTUdikauiiHnii Homep (0123) 3
BTOPVHHOT yNakoBKM NikapCbKOro 3acoby Ta 3 eTUKeTKN
iHransTopa (eTvkeTka iHranaTopa, 3aHs 4acTuHa).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
297. | CYNb®ALUN | kpanni ouHi 30 %; no TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/5006/01/01
HATPIO 10mny "BIO®PAPMA BIO®APMA" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
nNacTUKOBOMY " KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
dnakoHi; no 1 MeToZax BMNPOOYyBaHHs rOTOBOTO J1iKapCbKOro 3acoby
chnakoHy y nauui 3 (He3HayHa 3MiHa y 3aTBepKEHNX MeTohax
KapToHYy BUNpobyBaHHA) [logaBaHHA aflbTePHATUBHUX
YCTaHOBOK "Steritest" g5 BUKOHAaHHA TecTy
"CTepubHicTL"
298. | CYHITIHIB- Kancynu Teepfi no ToBapucTBO YkpaiHa Pemegika N1a, Kinp/ BHECEHHSA 3MiH 10 peecTpaliiiH1ux maTepianis: MiHa 3a UA/18837/01/01
BICTA 12,5 mr, no 7 kancyn 3 Kinp ManbTa 3asiBHMKa J13 (MIBI) (BnacHuka peecTtpawiiHoro peyenmom
y 6nicTepi; no 4 06MexeHo dapmakea noceigueHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
6nictepu B Bignosigaib Mpemiym N74,., 460). 3miHa 3asiBHMKa/BNacHUKa peecTpaliiHoro
KapTOHHI KOpOOL; HICTIO Manbta nocBigYeHHsi. BBeAEHHSI 3MiH MPOTAroM 6-Tn MicsiLiB
«BYCT nicnsa 3aTBepKeHHs.

DPAPMA»
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
299. | CYHITIHIB- Kancysnm Teepai no ToBapucTBO YkpaiHa Pemegika N1a, Kinp/ BHECEHHS 3MiH [0 peecTpavljiiiHiX MmaTepianis: MiHa 3a UA/18837/01/02
BICTA 25 ™mr, no 7 kancyny 3 Kinp ManbTta 3asBHuKa /13 (MIBIM) (BnacHWKa peecTpaviiiHoro peyenmom
6nictepi; no 4 obmexeHoro Papmakea nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
6nictepu B Bignosigaib Mpemiym N4, 460). 3miHa 3asBHVIKa/B/IaCHUKA peecTpaviiiHoro
KapTOHHIA Kopoo6Li HiCTIO ManbTa nocBigyeHHs. BBeeHHs 3MiH NpoTAaroM 6-tu micsuis
«BYCT nicns 3aTBePKEHHS.
PAPMA»
300. | CYHITIHIB- Kancysnm Teepai no TosapucTBo Ykpaina Pemegika N1a, Kinp/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: MiHa 3a UA/18837/01/03
BICTA 37,5 wmr, no 7 kancyn 3 Kinp Manbta 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom
y 6nicTepi; no 4 06MEeXEHO dapmakea noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepu B Bignosigaib Mpewmiym N174,, 460). 3miHa 3asBHVIKa/B1aCHUKa peecTpayiiHoro
KapTOHHIA KOopoo6Li HICTIO ManbTa nocBifyeHHs. BBeeHHS 3MiH NpoTArom 6-Tu MicAuiB
abo no 4 kancynu y «BYCT nicns 3aTBepKeHHs.
6nictepi; no 7 OAPMA»
6nictepis B
KapTOHHI KOopoo6Lli
301. | CYHITIHIB- Kancynm Teepgi no TosapucTBO Ykpaina Pemegika N14, Kinp/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: MiHa 3a UA/18837/01/04
BICTA 50 wmr; no 7 kancyny 3 Kinp ManbTa 3asBHuKa /13 (MIBI) (BnacHWka peecTpaviiiHoro peyenmom
6nicTepi; no 4 06MEXEHO dapmakea noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
6nictepu B Bignosigaib Mpemiym N74,, 460). 3miHa 3asBHVIKa/BIaCHUKa peecTpaviiiHoro
KapTOHHI Kopoo6Li HiCTIO ManbTta noceigyeHHs. BBeAeHHs 3MiH NpoTaromM 6-tn micsAuis
abo no 4 kancynu y «BYCT nicnsa 3aTBepKEHHs.
6nictepi; no 7 OAPMA»
6nictepis B
KapTOHHI Kopoo6Lli
302. | CYTEHT kancynm no 12,5 wr, Mdpaiizep CLA Mdparizep ITanis ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/7785/01/01
no 7 kancyny IHK. C.p.n. TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
6nicTepi; no 4 Ta/abo afpecu 3asBHUKA (B/laCHUKA peECTpaLiiiHoro
6nictepn y NoCBiAYEHHST) - 3MiHA agpecu 3asiBHMKa
KapPTOHHI KOpoO6LLi
303. | CYTEHT Kancynm no 25 wmr, Mdcpaiizep CLWA Mdpaiizep ITanis ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/7785/01/02
no 7 kancyny IHK. C.p.n. TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nictepi; no 4 Ta/abo afpecu 3asBHMKa (B/1aCHUKa peecTpaviiiHoro
6nictepu y noceifgyeHHs) - 3MiHa agpecu 3asBHUKa
KapPTOHHI KOpoOL;
304. | CYTEHT Kancynu no 37,5 wr, Mdpaiizep CLIA Mcpaiizep ITanis ITanis BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/7785/01/04
no 7 kancyny IHK. C.p.n. TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom
6nictepi; no 4 Ta/abo agpecu 3a8BHMKa (B/1aCHUKA PEECTPALiiHOrO0
6nictepn y nocBigyeHHs1) - 3MiHa afpecu 3asiBHUKa
KapTOHHI Kopoo6Li
305. | CYTEHT Kancynu no 50 mr, Mdpaiizep CLA Mdpaiizep ITanis ITanis BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7785/01/03
no 7 kancyny IHK. C.p.n. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHsI peyenmom
6nicTepi; no 4 Ta/abo agpecu 3asBHMKa (BacHUKa peecTpaviiHoro
6nictepu y NnocBiJYeHHsT) - 3MiHa apecu 3asBHUKA
KapTOHHI Kopoo6Lli
306. | TEMOMEAAK | kancynu no 5 mr, no Megak HimeuunH BUPOGHUK, L0 HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13562/01/01
5 a6o 20 kancyn y ezenbiadg a Bignosigae 3a ITanis TEexHiYHa nomuska (3rigHo Hakaszy MO3 Big 23.07.2015 peyenmom
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

dhnakoHi, no 1
hnakoHy B nauuj

T chrop
KniHiwe
LWneujansnp
enapaTte
M6X

BTOPVHHY
yNaKkoBKy,
KOHTPO/b/BUNPOBY
BaHHSA cepii,
[03BiN Ha BUNYyCK
cepii:
Mepak
[esenbliadt drop
KniHiwe
LLineujanbnpenapa
Te M6X,
HimeyuunHa;
BiANOBIAalTL 3a
BUPOBHULTBO
Hepo3dgracoBaHol
npoaykKuii,
nepBUHHY
yNaKoBKY,
KOHTPO/b/BUNPOBY
BaHHA cepii:
Xaynt ®apma
Awmaper 'm6X,
HimeuyuunHa,;
BiANOBIAAOTH 3a
BMPOGHMLTBO
Hepo3dracoBaHoT
NPOAYKUii,
nepBUHHY
yNaKkoBKy,
KOHTPO/b/BUNPOBY
BaHHS cepii:
Hepcapma C.p.J1.,
ITanis

Ne 460). BunpaBneHo TeXHi4YHy NOMUIIKY B iHCTPYKLi
0719 MeAUYHOro 3acTOCYBaHHSA /ikapCbKoro 3acoby, a
camMe 3a3HayeHo NponyLleHy AaTy 3aTBEPMKEHHS Ta
Homep Hakady MO3 Ykpainu. 3a3HaveHe
BMMNpaB/IEHHS BiANOBifae MaTepiasiam peecTpaviiiHoro
[10CbE.

307.

TEMOME/AAK

Kancynu no 20 wmr,
no 5 a6o 20 kancyn
y donakoHi, no 1
dhakoHy B navui

Mepak
e3enbliad
T dotop
K/iHiLe
Lnevuiansnp
enapaTte
M6X

HimeyuunH
a

BMPOGHWK, LLIO
Bignosigae 3a
BTOPVHHY
yNaKkoBKy,
KOHTPO/L/BUNPOBY
BaHHSA cepii,
[03BiN Ha BUNYCK
cepii:
Mepak
le3enbliadt chrop
K/iHiWwe
LLineuianbnpenapa
Te M6X,
HimeyuunHa,;
BiANOBIAATb 3a

HimeuunHa/
ITanisa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
TexHiYHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BunpasneHo TeXHi4YHy NOMUIIKY B iHCTPYKLi
O719 MeAUYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby, a
camMe 3a3HayeHo NponyLleHy AaTy 3aTBEPMKEHHS Ta
Homep Haka3y MO3 Ykpainu. 3a3HayeHe
BMNpaB/IEHHSA BiANOBifae MaTepiasiam peecTpaviiiHoro
[0CbE.

3a
peyenmom

UA/13562/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHMLTBO
Hepo3dacoBaHoT
NPOAYKLUIT,
nepBUHHY
yNaKkoBKy,
KOHTPO/b/BUNPOBY
BaHHS cepii:
Xaynt ®apma
Amaper 'm6X,
HimeyvunHa;
BignoBigalTb 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii,
NepBUHHY
yNaKkoBKy,
KOHTPO/L/BUNPOBY
BaHHSA cepii:
Hepdapma C.p.J1.,
ITanis

308.

TEMOMEAAK

kancynu no 100 mr,
no 5 a6o 20 kancyn
y thnakoHi, no 1
dhnakoHy B nauuj

Mepgak
lesenbwad
T dotop
K/iHiLe
LWneuianbnp
enapare
M6X

HimeyunH
a

Mepak
le3enbliadt chrop
K/iHiWwe
LLineuianbnpenapa
Te M6X,
Himeuunna
(BMPOBHWK, L0
BignoBsigae 3a
BTOPWHHY
yMaKkoBKy,
KOHTpPO/b/BUNPOBY
BaHHA cepii,
[,03BiST Ha BUMYCK
cepii); Hepdhapma
C.p.J1., Itanisa
(BMpPOGHMLTBO
Hepo3dacoBaHoi
npoayKuii,
nepBuMHHa
ynakoBska,
KOHTPO/L/BUNPOBY
BaHHSA cepii);
Xaynt ®apma
Amaper 'm6X,
Himeuunna
(BMpPOGHMLTBO
Hepo3dracoBaHol
nNpoAyKLii,

HimeyunHa/
ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
TexHiYHa nomuska (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460). BunpaBneHo TEXHIYHY NOMUJIKY B iHCTPYKU,iT
L1151 MeQUYHOro 3aCTOCyBaHHS MikapcbKkoro 3acoby, a
camMe 3a3HayeHo NponyLleHy AaTy 3aTBEPMKEHHA Ta
Homep Haka3ly MO3 YkpaiHu. 3a3HauyeHe
BMNPAaB/IEHHS BigNoBigae maTepianiaMm peecTpauiinHoro
[0CbE.

3a
peyernmom

UA/13562/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nepBuUHHA
ynakoBka,
KOHTPO/b/BUNPOBY
BaHHS cepii)

309.

TEMOMELAK

Kancynu no 140 mr,
no 5 kancyny
dhnakoHi; no 1
donakoHy B nauuj

Mepak
e3enbad
T dhrop
KniHiwe
LWneujansnp
enapare
M6X

HimeyunH
a

Mepak
[esenbwadt drop
KniHiwe
Lneuiansnpenapa
Te M6X,
HimeyunHa
(BUPOGHUIK, Lo
Bignosigac 3a
BTOPVHHY
ynaKkoBKy,
KOHTPO/b/BUNPOBY
BaHHS cepii,
[03BiN Ha BUNYyCK
cepii); Hepchapma
C.p.N1, Itanis
(BUPOBHMLTBO
Hepo3dgacoBaHol
npoAyKuii,
nepBuHHA
ynakoBka,
KOHTpPO/b/BUNPOBY
BaHHs cepii);
Xaynt ®apma
Awmaper 'm6X,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHoi
npoayKuii,
nepBunHHa
ynakoBska,
KOHTPO/b/BUNPOBY
BaHHS cepii)

Himeuunna/
ITanisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
TexHiyHa nomuika (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BunpaBneHo TeXHi4YHy NOMUIIKY B iHCTPYKLi
0N MeAUYHOro 3acTOCYBaHHSA /ikapCbKoro 3acoby, a
camMe 3a3HayeHo NponyLleHy AaTy 3aTBEPMKEHHA Ta
Homep Hakady MO3 YkpaiHu. 3a3HaveHe
BUMNpaB/IEHHS BigNOBifae MaTepiasiam peecTpaviiHoro
[10CbE.

3a
peyenmom

UA/13562/01/04

310.

TEMOME/AAK

Kancynu no 180 mr,
no 5 kancyny
dnakoHi, no 1
dhnakoHy B nauuj

Mepak
e3enbliad
T otop
KniHiwe
Lneviansnp
enapaTte
M6X

HimeyunH
a

BMPOGHUK, LLIO
Bignosigae 3a
BTOPUHHY
yNaKoBKy,
KOHTPO/bL/BUNPOBY
BaHHS cepii,
[03BiN Ha BUNYyCK
cepii: Megak
lesenbwadT drop
KniHiwe
Lneuiansnpenapa
TE M6X,

HimeuunHa/
ITanisa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
TexHiuHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BunpasneHo TexHi4YHy NOMUIIKY B iHCTPYKLi
ON19 MeAUYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby, a
camMe 3a3HayeHo NponyLleHy AaTy 3aTBEPMKEHHS Ta
Homep Haka3y MO3 YkpaiHu. 3a3HayeHe
BMMNpaB/IEHHS BigNOBifae MaTepiasiam peecTpaviiiHoro
[0CbE.

3a
peyenmom

UA/13562/01/05
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HimeyvunHa;
BignoBigaTb 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii,
NepBUHHY
yNaKkoBKy,
KOHTPO/L/BUNPOBY
BaHHSA cepii:
Xaynt ®apma
Amaper 'm6X,
HimeyuunHa;
Hepdapma C.p.J1.,
ITanis

311.

TEMOMEAAK

Kancynu no 250 mr,
no 5 kancyny
dhnakoHi, no 1
dhnakoHy B nauuj

Mepgak
lesenbwad
T dotop
K/iHiLe
LWneujanbnp
enapare
M6X

HimeyunH
a

BMPOGHUK, LLIO
BignoBsigae 3a
BTOPWHHY
yNaKoBKY,
KOHTPO/b/BUNPOBY
BaHHA cepii,
[,03Bi/T HA BUMYCK
cepii: Megak
lesenbadt drop
KAiHiwe
LLineujanbnpenapa
Te M6X,
HimeyuunHa;
BiANoBiAalTb 3a
BUPOBHULTBO
Hepo3dgacoBaHol
npoAyKuii,
nepBUHHY
yNaKoBKY,
KOHTpPO/b/BUNPOBY
BaHHA cepii:
Xaynt ®apma
Awmaper 'm6X,
HimeyuunHa,;
Hepcapma C.p.J1.,
ITanisa

HimeyunHa/
ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
TexHiYHa nomuska (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460). BunpaBneHo TEXHIYHY NOMUJIKY B iHCTPYKU,T
L1151 MeQUYHOro 3aCTOCyBaHHS MikapcbKoro 3acoby, a
camMe 3a3HayeHo NponyLleHy AaTy 3aTBEPMKEHHA Ta
Homep Haka3ly MO3 YkpaiHu. 3a3HauyeHe
BMNPAaB/IEHHS BigNOBigae MaTepianiaM peecTpauiinHoro
[0CbE.

3a
peyernmom

UA/13562/01/06

312.

TUrALMN

NOPOLLIOK A5
pO3unHy ans
iHcpysiii no 50 wmr; 10
donakoHiB 3
NOPOLLKOM Y naui 3
KapToHYy

Mdpaiizep
Eliu.Ci.Mi.
KopnopeiiL
H

CLIA

BUPOBHULTBO
npoaykuii in bulk,
nepBuHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI:
MateoH ITania
C.n.A., ltanis
BMPOGHMLTBO

ITanisa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |

TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo afpecu 3asBHMKA (B/1aCHUKa peecTpavjiiiHoro
NnocBiAYeHHS) - 3MiHa afpecu 3asiBHUKa

3a
peyenmom

UA/12347/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
npoaykuii in bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUNyck cepii:
Baet Jlepepne
C.p.J1., Itanis
[JocnigpxeHHs
CTepUNbHOCTI:
HOpodiHC -
Baiiona6 C.p.n.,
ITanisa
313. | TIBOPE/Ib PO34YUH OpasIbHUIA, TOB "lOpis- Ykpaina TOB «tOpis- YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/20222/01/01
ACIMAPTAT no 100 mn a6o no Papm"” Papm» Tuny - AAMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo peyenmom nionse
200 mny L0MNOMIXHOT peyoBrHY. MprBeaeHHs Ha3su Ad| ae
KOPWYHEBIN NAsLLLL apriHiHy acnaprary BignoBigHO A0 MaTepiasis
noniMepHin 3 BMPOGHMKA Ajt040T pevyoBMHN. 3MiHM BHECEHO Y PO34in
KpULLKOIO 3 "Cknag" B iHCTPYKLj0 4719 MEANYHOrO 3aCTOCYBaHHS
KOHTpOMEM nepLuoro Tay po3gin "HAKicHWiA | KinbKiCHWIA cknag” B KOPOTKY
BiAKpMTTS; no 1 XapaKkTepuCTUKy NlikapCbkoro 3acoby 3 BifnoBigHUMM
NAALWLI 3 MipHUM 3MiHaMM y TEKCTi MapKyBaHHS yMakoBKMW NiKapCbKoro
CTakaH4MKoM y 3acoby.
KOpo6Li 3 KAPTOHY
314. | TIEHAM® NOpOLLOK AN Mepk Wapni | LBseiuapi Bupo6Huk CLlA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/0524/01/01
pPO34nHYy N Ooym |IAEA a Hepo3dgracoBaHoT dpaHuia/ My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
iHdpysiii; 10 m6X npoaykuir, HigepnaHgmn thapmakoHarniagy. BeegeHHs abo 3miHu go
chnakoHiB 3 nepBuHHE y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
MOPOLLKOM Y nakyBaHHs: Mepk (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
naacTMKOBOMY Wapn i oym JIIC, hapMakoHarnsay, aMiHa yrnoBHOBaXeHOT 0coou,
niAaoHi CLA; BTopuHHe BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
nakyBaHHs, 03BiN KOHTaKTHOI 0c0obU 3 chapMakoHarnAay 3asBHuka ons
Ha BMMYCK cepii: 3fiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
SAPEBA BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
Mipa6enb, 3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
®paHLin; Mepk KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
Wapn i Joym B.B., thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
HigepnaHnaun LaHnX YNOBHOB&XEHOT 0CO6M 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI
0Cco6u 3asBHMKA, BifNOBIAaIbHOT 3a hapmakoHarnsg, B
YkpaiHi. [itoya pepakuis: Elena Andriutsa.
MponoHoBaHa pegakuis: Anna Klymenko. 3miHa
KOHTaKTHUX [JaHNX KOHTaKTHOT 0CO6U 3asBHNKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsaz B YkpaiHi. 3miHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay
315. | TIO-NINOH- PO34MH ANns iHdysii, | ToBapucTBO YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu | 3a - UA/16244/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
HOBO®APM 12 mr/mn; no 50 mn 3 06MexeHot TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
TYPBO y thnakoHi; no 1 a6o 06MeXeHo BiANOBif&/bHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
10 dpnakoHis B nayui | Bignosigasib thipma y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
3 KapTOHY HicTIo chipma "HoBodhapm- (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
"HoBodapm- BiocuHTes" thapMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiocuHTes" BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0c0obM 3 hapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
chaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
JaHNX yNOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay
316. | TPU3UNIH PO3YUNH NS iH'EKLN, TOB HB® Ykpaina BiANoBigaIbHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/9897/01/01
100 mr/mn, no 5 mn "MIKPOXIM" BMPOGHMLTBO Ta TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nidnse
B amnyni; no 5 KOHTpONb/ Ta/abo afpecu 3asiBHMKa (B/1aCHUKa peECTpaLiiHoro ae
amnyn y kaceTi; no 2 BMMNPOGYBaHHS, He noceigyeHHs) 3miHa agpecy 3asBHMKA - 3MiHN BHECEHI
KaceTu y nauuj 3 BK/THOHAI0UM B HCTPYKL,i0 415 MEANYHOrO 3aCTOCyBaHHS
KapTOHY BUNYCK cepil: nikapcbKoro 3acoby y po3gin "3asaBHuK". BBegeHHs
MpusatHe 3MiH NPOTAroM 6-TU MICALLIB MiCNA 3aTBEPIAXKEHHS.
akKuioHepHe 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
TOBapuCTBO 3aci6. 3MiHU y BUPOGHULTBI. 3MiHa iIMnopTepa/3miHu,
"Mlekxim-Xapkis", LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOSI0 AKOCTI
YkpaiHa roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
BiAnNoBigabHUIA 3a BMPOGHMKA, LLLO BIANOBIAAE 3a BBE3EHHA Ta/abo
BMPOGHMLITBO Ta BUMYCK cepii) - He Bkoyaroun
KOHTpO/Ib/ KOHTPO/b/BMNPOGYBaHHS cepii - 4oAaBaHHS
BUNPOBYBaHHSA BMpo6HUKa M3, BiaNoBiAaIbLHOIO 3a BUNYCK cepii, He
cepii, BKOYa0um BK/IO4AI0UM KOHTPONb/BUNPOGYBaHHSA cepii: TOB HB®
BUWMYCK Cepii: «MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m. Kuis,
TOB HB® ByN. byaiHaycTpii, 6ya. 5) BHeceHi B po3ainv
"MIKPOXIM", "Brpo6HuK" Ta "Micue3HaxomkeHHs BUPOOHUKa Ta
YkpaiHa agpeca MicLs NpoBa)KEHHS Oro Ais/bHOCTI"
BiAnNoBigabHUIA 3a IHCTPYKLUiT AN19 MeMYHOro 3aCTOCYBaHHS JiKapCbKoro
BUMYCK cepii, He 3acoby y 3B'sI3Ky 3 AOAaBaHHAM BUPOOHMKA,
BK/THOYAOYM BiANOBIAA/ILHOIO 3a BUMNYCK Cepil, Ta MOX/IMBICTHO
KOHTPO/L/BUNPOBY [OPYKyBaTu OKpeMi IHCTPYKUIT 418 MeANYHOro
BaHHS cepii: 3aCTOCyBaHHA AN BiANOBIgHVX BUPOOHUKIB; SK
TOB HB® Hacnifok - NosiBa ynakoBOK ikapCbKoro 3acoby Ans
"MIKPOXIM", [0[aTKOBOro BUpO6HMKa. BBeieHHA 3MiH NpOTAroM 6-
Ykpaina TN MiCALB NiCNS 3aTBEPMAKEHHS.
317. | TPUHOMIA® Kancysnu Teepgi no Peppep Icnarnis Peppep Icnanis BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/15410/01/01
100 mr/20 mr/2,5 wr; IHTepHaLuioH IHTepHauioHab, Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
no 7 kancyny anb, C.A. C.A. cepTudikaT BignoBigHOCTI EBpONENCHKIi

6nictepi; no 4
6nictepu B
KapTOHHI KOpooLi

hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuii cepTudikar Big,
BXE 3aTBEP)KEHOro BUPOOHNMKa - MOJaHHA HOBOTO
cepTudpikaTa BifgnoBiaHOCTI EBpONEiChKili
thapmakonei Ne RO-CEP 2021-102 - Rev 00 gns
Ai0Y0i peyoBMHM ATOpBaCTaTUHY KaulbLiito TpurigpaT
(Process |l) Bif BXe 3aTBEpAXEHOr0 BUPO6HMKa Ind-
Swift Laboratories Limited, IHgia. 3MiHW | Tuny - 3miHK
3 akocTi. CepTudikar BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuii cepTudikar Big,
BXE 3aTBEP)KEHOro BUPOOHNMKa - MOJaHHA HOBOTO
cepTudpikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
thapmakonei Ne RO-CEP 2018-059 - Rev 02 gns
Ail0Y0i peyoBMHM ATOpBaCTaTUHY KaulbLiito Tpurigpat
Bif, BXXe 3aTBEepAXeHOro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBuHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBponeiichbkil
thapmakonei Ne R1-CEP 2012-035 - Rev 01
(3aTBepmxeHo: R1-CEP 2012-035 - Rev 00) gns
Ait040T pevoBMHN ATOpBaCcTaTUHY KaubLitlo Tpurigpart
BiJl BXX€ 3aTBEPAXEHOro BUpPObHUKa. FK HacMigokK,
npuBeAeHHs Ha3Bu BUPO6HMKa APl B p. «Cknag» MKA
13 y BignosigHicTb o CEP (3atBepmkeHo: TEVA API
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

INDIA LTD, India; 3anponoHoBaHo: TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponechkili
thapmakonei Ne RO-CEP 2021-102 - Rev 01 gns
Ai0Y0i peyoBMHM ATOpBaCTaTUHY KaulbLiito TpurigpaT
Bifl BX€e 3aTBEpAXEHOro BupobHuka Ind-Swift
Laboratories Limited, IHgis. 3miHu | TURY - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHn cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
hapmakonei Ne R1-CEP 2001-297 - Rev 07
(3atBepmxeHo: R1-CEP 2001-297 - Rev 06) ans
[iro4oi pevoBuHY Paminpun Bif BXe 3aTBEP)KEHOrO
BUPOGHMKA, AKWA 3MiHMB Ha3By 3 SANOFI-AVENTIS
DEUTSCHLAND GMBH Ha EUROAPI GERMANY
GmbH. 3miHn | TMny - 3MiHK 3 gKocTi. CepTudiikar
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Ke 3aTBEP)KEHOro BUPOOHYKa -
noAaHHs OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2012-035 -
Rev 02 ans gitoyoi pevyosuHM ATopBacTaTuHy KasibLiito
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

TpUrigpaT Bif, BXe 3aTBepAKEHOro BUpo6Hmka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponechkili
thapmakonei Ne RO-CEP 2018-059 - Rev 03 gns
Ai0Y0i peyoBMHM ATOpBaCTaTUHY KaulbLiito TpurigpaT
Bif, BXXe 3aTBEepAXeHOro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2018-059 - Rev 00 gns
Ail0Y0i peyoBMHM ATOpBaCTaTUHY KaubLiito TpurigpaT
Bifl BX€ 3aTBEPAKEHOro BUpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3MiHM 3 AkocTi. CepTuddikat BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponenchbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOBHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
thapmakonei Ne RO-CEP 2021-102 - Rev 02 ans
Aito40T pevoBMHN ATOpBaCcTaTUHY KaulbLito Tpurigpart
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Bif BXX€ 3aTBEPMAKEHOro BUpobHuka Ind-Swift
Laboratories Limited, IHais. 3miHu | TUNY - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBiAHOCTI EBponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat

Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA

OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei CEP R2-CEP 1993-007-Rev 06
(3atBepmxeHo: R2-CEP 1993-007-Rev 05) gns giroyoi
PEYOBVHN KUCMOTU aueTUICasliLyIoBOI Bif BXe
3aTBepxeHoro BupobHuka Novacyl, France. CEP
[OMOBHEHWI OLHKOK PU3MKIB LLOA0 €1EMEHTHUX
[LOMILLOK BignosigHo Ao Bumor ICH Q3D Guideline for
elemental impurity.

318.

®AMLVKNO
BIP

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuin) y
noABINHNX
nonieTNeHoBUx
nakeTtax gns
hapmaLeBTUYHOrO
3acToCyBaHHSA

AT
"KUIBCBKW
"
BITAMIHHMU
1 3ABOA"

Ykpaina

LLlaHxali ®apma
pyn YaHnkoy
KoHi
dapmacbloTikan
Ko., Jita.

Kutai

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
BMPOGHMKA (BK/TKOYa0UM, 38 HEOBXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJ0 SIKOCTi), abo BacHvKa mactep-
thaiina Ha A®I, abo noctayasnbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYOTbCH Y BUPO6HULTBI ADI (AKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €EBpONeChbKiii
dhapmaxonei y 3aTBepkeHOMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
nocbe). 3miHa agpecu BupobHuka AP LaHxan dapma
'pyn YaHnkoy KoHi ®apmacktoTtikan Ko., /1Ta.

UA/18275/01/01

319.

DAPMA3ONI
H® H

cnpeii HazasbHWiA, 1
mr/mn; no 15 mn aéo
no 20 Mn y donakoHu
nonieTuNeHoB;
3abe3neyeHi
Hacagkoto 3
[,03aTOPOM i
3axXVCHUM
KoBnaykom; no 1
dhnakoHy y nauui 3
KapToHYy

AT
"Papmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby A0
po3giny "OcobnnBoCTi 3aCTOCyBaHHA" BigNOBIAHO A0

6e3
peuyenma

He
nionsie
ae

UA/1881/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOBJIEHOT iHhopMaUil 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby. BBefeHHS 3MiH NpoTArom 6-tu
MicsALIB MicnsA 3aTBepAKEHHS; 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy

(iHWi 3MiHW) - 3MiHW BHECEHO [0 IHCTPYKUii AN

MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3giny "Cnoci6 3actocyBaHHS Ta f031" BiANOBIAHO
[0 OHOBAEHOI iHGhopMaLil 3 6e3Mekn 3aCTOCyBaHHs

NiKapcbKoro 3acoby, a TakoX A0 po3ziny "Ynakoska".
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXeHHSs; 3MiHK | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) - 3MiHN BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuji”, a came BHeCeHHs iHdopmaLii npo
HEeOobXiAHICTb NOBIAOMAATY MPO YCi BUNAAKN
nigo3proBaHnx NobiYHMX peakLili Ta BifCyTHOCTI
eeKT1BHOCTI flikapcbKoro 3acoby. BeefieHHs 3MiH
NpoTArom 6-Tu MicALIB NiCAA 3aTBEPMKEHHS; 3MiHW |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHun) - 3MiHW BHECEHO A0
MapKyBaHHS YNakoBKu Nikapcbkoro 3acoby, a came
BUTYYEHHS BUKIa[EHHS TEKCTY POCINCLKOI0 MOBOK Ta
PO3'ACHEHHS LLOA0 NOTroTHNY 3asBHNKa. BBeAeHHs
3MiH NPOTAroM 6-TM MiCALB Nic/1A 3aTBePAKEHHS

320.

DAPMAKCUK
AM

PO3YUH ANS1 iH'EKLLIN,
10 mr/mn no 1,5 mn
y donakoHi; no 5
hnakoHiB y
KOHTYPHIl
YapyHKOBIli
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli yrakoBLi
y nauli 3 kKapToHy

ToBapucTeo
3
obMmexeHo
Bignosigab
HicTo hipma
"HoBodhapm-
BiocuHTes"

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBiAa/IbHICTIO
hipma
"HoBodhapm-
BiocnHTes"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cUcCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 45
3piicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBAXEHOT 0COOM 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy Ta noro Homepa. 3mMiHa micus
3[iiCHEHHS1 OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsay.

3a
peyenmom

UA/18913/01/01

321.

DAPMANIMNO
H

PO34uH ANst iHQy3ilA,
30 mr/mn no 20 mny
dhnakoHi; no 5
hnakoHiB y
KOHTYPHiIl

ToBapucTeo
3
06MexeHo
Bignosigab
HiCT0 oipma

YKpaiHa

ToBapucTBO 3
obmexeHo
Bi4NOBiAa/IbHICTIO
hipma
"HoBodhapm-

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo 3miHn o
y3arasibHeHNX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy

3a
peyenmom

UA/16672/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o
nocsioYeHHs1

YapyHKOBIli
ynakosLi; no 1
KOHTYpHIlA
YapyHKOBIli yrnakoBLi
y nauui 3 kKapToHy

"HoBodhapm-
BiocnHTe3"

BiocuHTtes"

thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO BoHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIA&IbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay

322.

DAPMANMIMNO
H® TYPBO

PO34uH NS iHQy3ilA,
12 mr/mn no 50 mny
dhnakoHi; no 10
dhnakoHiB y navui 3
KapToHY

ToBapucTeo
3
obMexeHo
Bignosigab
HicTo hipma

"HoBodhapm-
BiocuHTes"

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBiAa/IbHICTIO
hipma
"HoBodhapm-
BiocnHTes"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roTOBOro JlikapCbKoro 3acoby

(36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 ToproBoi ynakoBku
(niaTBEPOXKYETHCA AAHUMU PEAsIbHOIO Yacy)
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBUX A0CAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHO:

TepMiH NpuAaTHOCTI. 2 poku. 3anponoHOBaHo: TepMiH

npuaaTHoCTi. 3 poKU. 3MiHW BHeCeHi B po3ain "TepMiH

npuaaTHOCTI" B IHCTPYKL,O 4719 MEANYHOrO
3acTOCyBaHHS Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTSArom 6-Tv MicAILiB NicAs 3aTBEPAXKEHHS.

3a
peyenmom

He
nionsie
ae

UA/18156/01/01

323.

DAPMANINO
H® TYPBO

PO3unH NS iHdys3il,
12 mr/mn, no 50 mn
y thnakoHi; no 10
h1aKkoHIB y maui

ToBapucTeo
3
06MEXEHO
Bignosigaib
HicTIO hipma
"HoBodhapm-
BiocuHTes"

Ykpaina

ToBapucTBO 3
06MexeHot
BiANOBIA&/IbHICTIO
thipma
"HoBodhapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHs1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay

3a
peyerimom

UA/18156/01/01

324.

®EAVNH-20®

Kancynu no 20 wr,

OPrAHOCW/

OAE

EBepTogxeH

IHais

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

3a

UA/1239/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
no 10 kancyny H Navid CaeHcns TexHiYHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 | peyenmom
6nictepi; no 3 NANOCAEH NimiTen Ne 460). BunpaBneHHs1 TEXHIYHOI NOMU/IKM AoNYLLEeHOT
6nictepu B nauuj 3 Cu3 (E® B po3gini "3. CEPEAHA MACA KAMCYNN" 8 MKA N3
KapToHYy 3ET ) (3aTBepaxeHi Hakazom MO3 Ne1946 Big
10.11.2023).3Baxyt0oTb ABaAUATb Karncys, KOXHY
OKpPEeMO, | PO3paxoByOTb CEPe/HI0 Macy.
325. | PEAVNH-20® kancynm no 20 mr; in | OPFAHOCHK OAE EBepTomXeH IHAjsA BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: - - UA/1240/01/01
bulk: no 2500 H Naiicp CaeHcnz TexHiYHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015
Kancysn y noasinHux NIAN®CAEH Nimiten Ne 460). BunpaBneHHs TEXHIYHOT NOMUIKU JOMYLLEHOT
nonieTuIeHoBMX Cu3 (E® B po3gini "3. CEPEAHA MACA KATMCY/N" B MKA N3
naketax 3ETI) (3aTBepmKeHi Hakazom MO3 Ne1946 Big
10.11.2023).3Baxyt0Tb ABaALATbL Karcys, KOXHY
OKPEMO, | PO3PaxoByOTb CEPEAHIO Macy.
326. | ®EHIPAMIHY | nopoluok MpuBatHe YkpaiHa Cynpis IHAia BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | - - UA/16847/01/01
MANEAT (cybeTaHuis) y akujioHepHe NaidpcaitHe T4, Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
noAaBiiHMX TOBapuCTBO cepTudikaT BignoBigHOCTI EBponeiichkiii
nonieTuNeHoBmX "Jlekxim - hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
nakeTax (30BHiLLHil Xapkis" OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
YopHWUiA) Ans BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
hapmaLeBTUYHOIO thapmakonei: gna A®l; ans BUXigHOTO
3aCcTOCyBaHHA marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHoBMEeHWA cepTudikat
Bif} y)Xe 3aTBEpAKEHOro BUPo6HMKa. MogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €EBponeichkili
thapmaxkonei Ne R1-CEP 2015-030-Rev 00
(3aTBepmxeHo: RO-CEP 2015-030-Rev 00). fAk
HacnigoK He3HauHi 3MiHM y NakyBaHHi, a came
3a3HaYeHHs1 KONbOPY 30BHILLHLOrO NONIETU/IEHOBOIO
nakeTy (30BHiLLHi/i YOpHWIA).
327. | ®EHICTUN eMy/bCisa HalKipHa XaneoH KX Lseliuapi XaneoH KX LBeliuapis BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 6e3 nionse UA/13867/01/01
EMYNbCIA 0,1%no8mny CAPN a C.a.p.n. My - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEHYBaHHs peuyenma ae

dhnakoHi 3
KYNbKOBUM
annikaropom; no 1
dhnakoHy B
KapTOHHiiA KOpo6Li

Ta/abo afpecu 3asiBHMKA (B/1aCHUKa peecTpaviiiHoro
noceifyeHHs) - 3miHa Ha3Bu 3asBHMKa 3 [CK
KoHcblomep Xenckep CAPJI, LBeiiuapis Ha XaneoH
KX CAPJ1, LWBeiiuapis. TepMiH BBEEHHS 3MiH
npoTArom 6 micsALiB nicnsa 3aTBepKeHHs; 3MiHK | TUny
- AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaMKEHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IIOYAK0UM AiIbHULi BUMYCKY cepii abo Micue
NPOBeEeHHSA KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiAnoBigae BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
cepiit) - 3MiHa Ha3BW Ta agpecy BUPOBHMKA rOTOBOTO
nikapcbKoro 3aco6y. 3MiHU BHECEHO B IHCTPYKLil0 AN
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po34inn "BMpo6HMK" Ta "MicLie3HaxomKeHHst
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHMKA Ta agpeca MicLs NPoBaKeHHs Moro
LisANbHOCTI" 3 BigNOBIAHNMM 3MiHAMMW B TEKCTI
MapKyBaHHS1 ynakoBok. TepMiH BBEAEHHS 3MiH

npoTArom 6 micsAUiB nicns 3aTBepAKeHHs; 3MiHu | Tuny
- 3MiHM Woa0 6e3nekn/ed)ekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHN) - 3MiHW BHECEHO Y
TEKCT MapKyBaHHA BTOPMHHOT ynakoBku n.17 IHWE Ta
nepBuHHOT ynakosku n.6 IHLIE. TepmiH BBe4eHHSA 3MiH
npoTArom 6 micsLiB Nicns 3aTBepAKEHHS

328.

®/TABAME/[
® ®OPTE

PO34YUH OpasIbHUIA,
30 mr/5 mn no 100
My dhnakoHi; no 1
h1akoHy 3 MipHOtO
JIOXKOI B KOPOOLL

BEP/IH-
XEMI AT

HimeyuunH
a

Brpo6HMUTBO "in
bulk", nakyBaHHs,
KOHTpO/b Ta
BUWMYCK Cepiii:
BEP/NIH-XEMI AT,
Himeuunna

HimeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bif] Y)X€ 3aTBEPLKEHOr0 BUPOGHMKA - NOLAHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponenchbkil
thapmakonei R1-CEP 2004-201-Rev 05
(3atBepaxeHo: R1-CEP 2004-201-Rev 04) gns giroyoi
pPeyvoBUHM aMBPOKCOY TiApPOXI0pUay Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA AKWIA 3MIHWB
HalimeHyBaHHs 3 Shilpa Medicare Limited Ha Shilpa
Pharma Lifesciences Limited. 3miHu | Tvny - 3miHn 3
saKocTi. CepTudikat signosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei/moHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiJHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii AdY abo €Bponeiicbkoi
thapmakonei, abo iHLWOoi HauioHa/IbHOI hapmakonei
nepxasu EC (3miHa y cneyudikauisix, nos'a3aHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo
HLWIM HauioHanbHin chapmakonei gepxasn €C) 3MiHa y
cneuudikauii npy BUNYCKy NOB'A3aHa 3i 3MiHaMu B
€Bponelicbkiin hapmakonei 2.9.27.

6e3
peyenma

UA/3591/01/02

329.

XABPUKC™
1440
BAKLVHA
ans
NPODITAKT
VKN
FENATUTY A

cycnexsisa ans
iH'ekujn 1440 O[,
ELISA; no 1 mn (1
[03a ANs 4opoC/nX)
y thnakoHi; no 1
donakoHy B
KapTOHHI KOpoo6L;i 3
MapKyBaHHAM
YKpaiHCbKOI
MOBOH; Mo 1 mn (1

nakcoCmitT
KnsaiiH
Excnopt
NimiTeq

Benvka
BpuTaHis

nakcoCmiTKnsiiH
Bionopxikan3 C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6.
KOHTPOb AONOMIKHMX peHoBUH. 3MiHa y MeTofax
BMNPOBYBaHHA [OMOMDKHOI PEYOBUHM (iHLLI 3MiHW)

YCyHeHHs1 po36iKHOCTEl MK peecTpaviliHiM AOCbE Ta
BHYTPILLHIMK onepauiiHuMn MeTOAUKaMM Y TEKCTI

MeToAy BM3HAYEHHS BMICTY aepOobHUX MIKpOOpraHiamis

y Amino Acids for Injection. be3 3miH y meTogji
BUNPOGYBaHHSA

3a
peyerimom

UA/16497/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

fo3a gns
gopocnux)) B
nonepegHL0
HarnoBHEHOMY
LINPULi Y KOMMNEKTI
3 r0/IKOK; no 1
LUNPULLY B KAPTOHHIi
Kopobui 3
MapKyBaHHAM
YKpaiHCbKOIo
MOBOIO; no 1 mn (1
[03a 4Ns opoC/inX)
y donakoHi; no 1
dhnakoHy B
KapTOHHI Kopobuji 3
MapKyBaHHAM
iHO3EMHUMMN MOBamu
3i CTUKepom
YKpaiHCbKOIo
MOBOIO; o 1 mn (1
[03a 4Ns fopoc/inX)
B nornepeaHL0
HanoBHEHOMY
LINPUL Y KOMMIEKTI
3T0/KOM; No 1
LUNPWLY B KAPTOHHIlA

Kopo6Li 3
MapKyBaHHAM
iHO3EMH1MMN MOBamWu
3i CTUKepom
YKPAIHCbKOK MOBOK
330. | XABPUKC™ cycneHsis gns nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/16497/01/01
720 iH'exuini 720 O[, Knsinx BputaHis Bionogxikans C.A. UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
BAKUVHA ELISA; no 0,5 mn (1 Excnopt KOHTpOsib 4OMOMDKHUX peyoBuWH. 3MiHa Yy MeTofax
ansa [o3a gns gitein) y NimiTen BUNPOGYBAHHSA LONOMIXHOI pevoBUHY (iHLi 3MiHN)
MPODINTAKT dnakoHi; no 1 YcyHeHHSs1 po36ihKHOCTel MiX peecTpaLiiiHiM fOCkbe Ta
KN chnakoHy B BHYTPILLHIMY onepauiiHiMN MeTOAUKaMK y TEKCTI
FEMATUTY A | KapTOHHIli KOpoo6Li 3 MEeTOAY BU3HAYEHHSI BMICTY aepo6HNX MiKpoopraHisMis
MapKyBaHHAM y Amino Acids for Injection. Be3 3miH y meTogj
YKpaiHCbKOIo BMNPOGYBaHHSA

MOoBOIO; no 0,5 mn (1
[03a gns fiten) B
nornepeaHLo
HanoBHEHOMY
LINpULI Y KOMMIEKTI
3 T0/KOK; Nno 1
LUNPWLY B KAPTOHHIlA
Kopo6ui 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
MapKyBaHHAM
YKpaiHCbKOI
MOoBOIO; no 0,5 mn (1
[03a gns giten) y
chnakoHi; no 1
hnakoHy B
KapTOHHI Kopo6uji 3
MapKyBaHHAM
iHO3EMHMMMN MOBamMu
3i CTKepom
YKpaiHCbKOI
MOoBOIO; no 0,5 mn (1
[03a gns gitei) B
nonepeaHLo
HanoBHEHOMY
LINpULi Y KOMM/IEKTI
3T10/1KOM; Nno 1
LUNPWLY B KAPTOHHIlA
Kopoo6ui 3
MapKyBaHHAM
iHO3EMHMMMN MOBamMu
3i CTKepom
YKPaiHCbLKOI0 MOBOH
331. | XITAPT PO34UNH NS iH'EKLN, TosapucTBO Ykpaina TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a - UA/18374/01/01
100 mr/mn; no 2 mMn 3 o6MmexeHo TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y thnakoHi; no 5 06MEeXEHO BiANOBIf&/IbHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
h1aKoHiB y Bignosigaib thipma y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
KOHTYpHIl HicTio chipma "HoBodhapm- (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
YapyHKOBIli "HoBodhapm- BiocuHTes" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
ynakosLi; no 2 BiocuHTes" BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnaay;
KOHTYpPHi YapyHKOBI KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa gns
ynakoBKkM y nauydi 3 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
KapToHYy BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
332. | XOHAPO-PIL, | kancynu, 200 mr/250 xn Em Ipysis xn Em Ipysis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 - UA/13850/01/01
mr, no 10 kancyny dapmacbioT $apmacboTukanc TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
6nictepi; no 5 vkanc /11 4. ntp, thapmakoHarnagy. BeegeHHs abo 3miHu fo

6nictepis y
KapTOHHI ynakoBLi

y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiNOBIAA/IbHOI 32 34iNCHEHHSA hapMakoHarnsay;
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KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YKpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaragy (BkIvarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0C06Y 3a8BHWKa, BiANOBifa/IbHOT 3a
thapmakoHarnsag.
[itoua pepakuin: Nea OHonpiwsini / Dea Onoprishvili.
MponoHoBaHa pepakuis: Maiis Kastenaase / Maia
Kavteladze. 3miHa KOHTaKTHUX faHWUX YNOBHOBAXEHO!
0cobu 3asBHWKa, BiANOBIAaILHOI 3a thapmakoHarnsag,.
3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsagy
333. | UMHKOBA Ma3b 10 % no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 - UA/6626/01/01
MA3b KOHTeliHepax; no 20 dapmaLesT dapmaLeBTUYHa TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peuyenma
rabono30ry /ELE thabpvka "Biona" cepTudikaT BignoBigHOCTI EBpoNeNichKii
Ty6ax; no 20 r abo habpuika thapmakonei/moHorpadii. NogaHHs HoBOro abo
no 30 ry Ty6i; no 1 "Biona" OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
Ty6i B nauuj 3 BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
KapToHy; no 20 r abo thapmakonei: ana A®l; gns BuxigHoro
no 30 r y Ty6ax mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
namiHaTtHmx; no 20 r BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
abo no 30 ry Ty6i [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
namiHaTHiiA; no 1 €Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
Ty6i B nauuj 3 HOBOrO BMPOGHMKA (3aMiHa abo AOMOBHEHHS) NOAAHHS
KapToHYy HOBOro cepTudikaTa BignoBiAHOCTI EBPONECHKIi
hapmakonei Ne RO-CEP 2018-254 - Rev 00 ans Adl
LIMHKY oKcuay Bif foaaTkosoro Bupo6Huka Grillo
Zinkoxid GmbH, HimeuyunHa.
334. | LWMPO®NOK | po3unH ans iHdysiidi, | ToBapucTso Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 3a He UA/5534/01/01
CALMVH - 2 mr/mn no 100 mn 3 06MEeXEHO TMNYy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HAlMEHYBaHHSs peyenmom nionsie
HOBO®APM Tano 200 mny 0OMEeXeHO Bi4NOBiAa/IbHICTIO Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI ae
naswui, no 1 Bignosigab hipma BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
NAAWLUI B nayui HicTio chipma "HoBodhapm- BK/IKOUA0UM AiNbHULI BUNYCKy cepii abo micue
KapToHy; no 100 mn "HoBodhapm- BiocuHTes" NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
Tano 200 mny BiocuHTes" BignoBigae BUPOGHMK/iIMNOPTEp, BKAKOYAOUM BUMYCK
CKIAHUX NASALLKax cepiil) - 3miHa agpecu BUpobHMKa TOBapmnCTBO 3
obmexeHolo BignoBiganbHicTo dhipMa "HoBodapm-
BiocuHTes". 3MiHM BHECEHO B iHCTPYKL,iO AN
MEeANYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3gain "Micue3HaxomKkeHHs BUpOGHMKa Ta agpeca
MiCLii NMPOBAKEHHS Or0 Aisi/IbHOCTI" 3 BiANOBIAHUMY
3MiHamMW B TEKCTi MapKyBaHHS yNakoBOK. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
335. | UWMNPO®M/IOK | po3umnH ans iHdysii, | ToBapucTBo YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu | 3a - UA/5534/01/01
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CALWVH - 2 mr/mn no 100 mn 3 06MEXeHOo TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
HOBO®APM Ta no 200 mny 06MeXeHo BiANOBif&/bHICTIO thapmakoHarnagy. BeegeHHs abo 3miHu fo
naawui, no 1 Bignosigaib thipma y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
NAAWUI B nayui HicTIo chipma "HoBodhapm- (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
KapToHy; no 100 mn "HoBodapm- BiocuHTes" thapMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
Ta no 200 mny BiocuHTes" BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
CKMAHMX MASILLKaX KOHTaKTHOI 0c0obM 3 hapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
chaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
JaHNX yNOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay
336. | LUMNPO®J/IOK | TabneTku, BKPUTI "HOHiK IHAiA FOHiK IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/3061/02/01
CAUVH NIiBKOBOO dapmacbioT dapmacbloTVKas TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
€BPO 060/10HKOH0, M0 250 nKkan Nab6opaTopi3 thapmakoHarnagy. BeegeHHs abo 3miHu fo
mr, no 10 TabneTok NabopaTopis (BiggineHHs cipmm y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
y 6nicTepi, no 1 abo " "Ox. B. Kemikans (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
no 10 6nictepis y (BipfineHHs eHf thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KOpOoO6Li 3 KapTOHY ipmm "Ox. PapmacbloThKan3 BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
B. Kemikans nrp") KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
eHf 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
dapmacbsioT BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
vkans fita.") 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
hapmakoHarnag,.
[itoua pegakuin: Dr. Ameya P. Satam. lNponoHoBaHa
pepakuis: benikoa CeiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHUX [aHWNX YNOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
337. | UAMPO®NIOK | Tabnetku, BKPUTI "HOHIK IHAjA HOHIK IHAjia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/3061/02/02
CALUVH NNiBKOBOIO dapmacbioT dapmacboTuKas My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
€EBPO o6050HKoto, no 500 nkan NabopaTopis thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
Mr; no 10 TabneTok NabopaTtopis (BioaineHHs dipmun y3araJsibHeHUX AaHux npo cuctemy dpapmakoHarnsgy
y 6nictepi, no 1 abo " "Ix. b. Kemikan3 (BBELEHHSA y3araslbHEHNX AAaHUX MPO cUcTemy
no 10 6nictepiB y (BipgineHHs eHf thapmakoHarnagy, 3miHa ynoBHOBaXKeHOi ocobw,
KOpOO6Li 3 KapTOHY chipmn " Ox. dapmacbloThKan3 BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
B. Kemikans Nt KOHTaKTHOI 0Cc0o6u 3 hapmakoHarnsay 3asBHuKa A5
eHf 3[ificHeHHs hapmakoHarnsay B YKpaiHi, SKLWo BoHa




223

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1
dapmacbioT BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
nkans fta.") 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag,.
[itoua pegakuis: Dr. Ameya P. Satam. lNponoHoBaHa
pepakuisi: benikoa CeiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0CObM 3asiBHUKA,
BiANOBIA&IbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
338. | LUTO3AP® niodpinizat ana Mdpaiizep CLIA BMPOGHULITBO, ITanis BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a - UA/4840/01/02
PO3UnHY ANS iH'EKLINA IHK. nepsuHHE TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 100 mr, 1 chnakoH nakyBaHHs1, Ta/abo agpecu 3asBHMKA (B/1aCHUKA pPEECTPALiiHOro
3 niocpinizatom Ta 1 BTOPWUHHE nocBigyeHHs1) - 3MiHa afpecu 3asiBHUKa
amnyna 3 nakyBaHHs,
PO3YMHHKKOM (CnnpT KOHTPO/b AKOCTI,
6eH3nnoBwuiA, Boga BMNYCK cepil,
Ans iH'ekuii) no 5 BMNPOGYBaHHA Ha
MJ1y KapTOHHii cTabiNbHICTb:
Kopoobui KopaeH dapma
NartiHa C.n.A.,
ITania
BMPOOHULITBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/IbHE
BMNPOBYyBaHHSA
PO3YMHHYIKA:
Anbpacirma
C.n.A., ltania
339. | UUTO3AP® niodpinizar ana Mdpaiizep CLA KopaeH ®apma ITanis BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/4840/01/01
PO3YUHY ON1s1 iH'EKLLNA IHK. NaTina C.n.A. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom
no 1000 wmr; 1 Ta/abo agpecu 3asBHMKa (BNacHUKa peecTpaviiHoro
chnakoH 3 NnocBiJYeHHsT) - 3MiHa afpecy 3asBHUKA
niocpinizatom y
KapTOHHI Kopoo6Lli
340. | OMEPIO TabneTku, BKPUTI Hosapric Lseiiuapi BMPOGHMLITBO, ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/16691/01/01
NNiBKOBOIO dapma A KOHTPO/Ib AKOCTI, Cinranyp/ TMNy - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKO10, Mo 50 Cepsices Al nepBrHHE Ta LLIBeliyapis Ta/abo agpecu micus NPoBamKeHHs AisIbHOCTI

Mmr, no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepun B

BTOPVHHE
nakyBaHHs1, BUNYCK
cepii: HoBapTic

BMPOGHMKa (BK/TO4akouu, 3a HEOOXiAHOCTI, MicLe
NpoBefeHHS KOHTPO/IIO AKOCTI), ab0 BacHuKa macTep-
thaiina Ha A®l, abo noctavyanbHuka AdI/BUXigHOTO

KapTOHHIA Kopoo6Li dapma C.n.A,, mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
ITanis; 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAaYEeHO
BMPOGHULITBO, Y OOCbE Ha JiKapCbKMii 3aci6) 3a BiACYTHOCTI
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cepTudpikaTa BignoBiAHOCTI EBPONEChKIl

KOHTPO/Tb AKOCTI:
HosapTic
Cinranyp

PapmacboTuKas

MaHyeKTypiHr
Mre. N14,,
CiHranyp;

BMPOGHMLITBO,

KOHTPO/Ib SIKOCTI:

HoBapTic ®apma
LTeliH AT,
LLBeliuapis

chapmaxonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
pocbe) 3miHa Ha3Bu BUpobHuka Adl, a came 3 Suzhou
Novartis Pharma Technology Co., Ltd. Ha Raybow
(Suzhou) Pharmaceutical Co., Ltd., Ta yTO4HEHHS
agpecy gaHoro Bupo6Huka 3 # 18 Tonglian Road,
Riverside Industry Park, Changshu Economic
Development Zone, Changshu, Jiangsu Province,
215537, P.R. China Ha # 18 Tonglian Road, Bixi
Subdistrict, Changshu City, Jiangsu Province, 215537,
P.R. China. 3miHu | Tuny - AAMiHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBapPKeHHSA AiSIbHOCTI BUPOOHUKa (BK/ItOYaoun, 3a
HeoObXiAHOCTI, MicLie NPOBEeLEHHS KOHTPOIO AKOCTI),
abo BracHuka mactep-thaiina Ha A®l, abo
nocravanbHuka APl/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
3aCTOCOBYOTbCH Y BUPOOHULTBI ADI (AKLLO 3a3HAaYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
dhapmaxonei y 3aTBeppkeHoMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
[0Cbe) 3miHa Ha3Bu BUPOoOHUKa APl (KOHTpOsb
AkocTi), a came 3 Novartis International
Pharmaceutical Ltd., Branch Ireland Ha Novartis
Integrated Services Limited-International Service
Laboratory. 3miHn | TURY - AgMIHICTPATUBHI 3MiHW.
BunyyeHHs1 BUpOGHMYOT AinbHULL (BKTHOUYAK0UM
AinbHuUi Ana A®Il, npoMixHoOro npoAykTy abo rotoBoro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKaA, BifNOBiAaIbHOro 3a BUNYCK
cepiid, MicLe NPoBeLEHHSI KOHTPOSIHO cepil) abo
nocTavasibHvKa BUXIiAHOro MaTepiasy, peareHTy abo
[LOMOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [OCLE)
BunyuenHs BupobHuka A®l, a came Patheon Austria
GmbH & Co KG, Austria. 3miu | Tvny -
AZMiHICTpaTMBHI 3MiHU. Buy4YeHHst BUPOGHMYOT
AiNbHULI (BKNOYatoum AinbHUL Ana A®l, npomikHoro
npoaykTy abo roToBOro sikapcbkoro 3acoby, AinbHULi
NS NpoBefieHHA NakyBaHHA, BUPOOHYKa,
BiZJNOBIAALHOMO 3a BMMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(AKLLLO 3a3HaYeHO Y AOCbEe) BunyueHHs BUPOGHUKa
A®I, a came Sumitomo Chemical Company Ltd.,
Okayama Plant, Japan. 3MmiHu | Tuny -

AfMiHICTpaTMBHI 3MiHW. BuyYeHHst BUPOGHMYOI
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AinbHULI (BKAOYatoum AinbHuGi ana A®l, npomikHoro
nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NS NpoBefieHHs NaKyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYeEHO Y A0ChE)

BunyyeHHsi Bupo6Huka A®l, a came Sumitomo
Chemical Company Ltd., Gifu Plant, Japan. 3MmiHu |
Tmny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKa BMUXIAHOrO/NPOMIXHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npouieci AdI,
ab60o 3miHa BUpo6HuKa (BK/0YaKUn, e HeobxiaHo,
MicLie NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a
BiZICYTHOCTi cepTucpikaTa BianoBigHOCTI EBponeiichkili
thapmakonei y 3aTBepXeHOMY J0CHE)(iHLLi 3MiHW)
3MiHU Woa0 dyHKLi BUpobHMKa AdI, a came
[ofaBaHHA dyHKUil Ans Bupo6bHuka Suzhou Novartis
Pharma Technology Co., Ltd. 3miHu | Tuny - 3miHun 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPOGHUKaA
BVIXiZHOro/NpoMiKHOro NpoayKTy/pearenTy, Lo
BVKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNtOYaouu, ae HeobxigHo, micue
npoBefieHHs KOHTPO/IIO AKocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
hapmakonei y 3aTBeppKeHOMY A0ChE)(iHLLI 3MiHW)
3MiHK WoA0 BUPOGHMKIB MaTepianis gns Adl, a came
AopasaHHsa BUpo6HKka Lianhe Chemical Technology
(Taizhou) Co., Ltd., China. 3miHu | TUny - 3MiHu 3
akocTi. A®l. BupobHuuTBO. 3MiHa po3mipy cepil
(Brtovaroun gianaszonn) A®l abo NpomiKHOTO
NPOAYKTY, KN4 3aCTOCOBYETLCS Y NPOLLECI
BMpo6HUMLTBa AP (36inbLIEHHS [0 10 pasisB NOPiBHAHO
i3 3aTBEpPAKEHNM PO3MiIpOM) 3MiHM W00 PO3Mipy
cepii A®l, a came, gns BupobHuKa Raybow (Suzhou)
Pharmaceutical Co., Ltd. (cTapa Ha3Ba Suzhou
Novartis Pharma Technology Co., Ltd.). 3minu | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(mopaBaHHA abo 3amiHa (3a BUHSATKOM aKTVBHOT
peYoBUHM 6iONOriYHOro abo IMYHO/IOMNYHOT0
NOXOMKEHHS) NnapameTpa cneuudikauii 3 BigNoBiAHUM
MeTOoA0M BUNPOBYBaHHA 3a pesynibTaTamu
pocnigpkeHb 3 6e3nekn abo AKoCTi) 3MiHU [0
KOHTPOJI0 SIKOCTI Aitoyoi pedoBuHM (BasicapTaH) 3
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METOI NpPUBELEHHS MOKA3HUKIB Y BiANOBIAHICTL A0
CEP (Identity by IR, Heavy metals,Nitrosamine
impurities, Residual solvents). 3miHu | Tvny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, a6o BUXiAHWUA/NPOMIXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMPO6HULTBA API (iHLWi 3MiHKM) 3MiHM J0 cneumndikawii
iHTepmegiaty AHU377-C4 (AHU377-F7), a came
YTOYHEHHS 30BHILUHBOrO BUI/IALY PEYOBUHU. 3MiHMU |
My - 3MiHK 3 AkocTi. A®L. KoHTponb APL. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCA Y Npoueci BupobHuutea AP (iHwi
3miHM) 3MiHM fo cneuudikauii iHTepmegiaty AHU377-
C4 (AHU377-F7), a came po3LIMPEHHS A0MYCTUMUX
Mex ans gomiwku 537-06 (lactam) go < 1.0%, 3
METOI ONTMMI3aLii BUPO6HMYOro npotecy. 3minHu |
My - 3MiHK 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
mMeTofdax BunpobysaHHs A®| abo BuxigHoro
mMarepiany/npoMiXKHOTO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHSA) 3MiHM OO0 KOHTPOJIHO SKOCTI
iHTepmegjatis npy BMpo6bHULTBI A®I, a came
06'eHaHHa BUMOr A0 iHTepmegiaTis AHU377-C4 Ta
AHU377-F7 (meTog BEPX). 3MiHn | Tuny - 3MiHn 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHA) He3HauHi 3MiHN O METO/jiB KOHTPO/IO
A®l, a came gns Bunpo6yBaHHs "10331 Particle size
by laser light diffraction (Suspension cell)". JlimiTn
BMNPOGYBaHHA HE 3MIHUANCL. 3MiHW | TUMy - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHA) He3HauHi 3MiHN O METO/jiB KOHTPO/IO
A®l, a came ansa BunpobyBaHHsA "Identity by XRPD"
(3MiHM y npo6onigroTosL). liMiT BUNPOBGYBaHHA He
3MiHWUCL. 3MiHu | TUNYy - 3MiHK 3 SKocTi. AdDI.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHoro
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NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BUpPO6HUUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofAax BUNpo6yBaHHs) He3HauHi 3MiH 40 MeToAiB
KoHTposo A®l, a came ans Bunpo6ysaHHs “Impurity
by Flame AAS (Calcium)" (3MiH1 y npo6oniaroTosL).
NimiTn BUNpO6YBaHHA He 3MIHUAUCL. 3MiHK | TRy -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPO6YBaHHA) He3HauHi 3MiH1 [0 METO/B KOHTPOO
A®l, a came ans BunpobysaHHA "Chloride by
Argentometry". JlimiTn BUNpo6yBaHHsA 6€3 3MiH. 3MiHK
| Tvny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNPO6YBaHHA) HesHauHi 3MiHW 40 METOZAiB KOHTPO/IIO
A®I, a came ansa sunpobysaHHA "Assay by Flame AAS
(Sodium)" (3miHn y npobonigrotosu,). JlimiTu
BMNPOGYyBaHHA 6€3 3MiH. 3MiHu | TNy - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y MeTodax BUNPoGyBaHHSA
A®| abo BMXigHOro matepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPO6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeToAax BUNPOOyBaHHS) HesHauHi 3MiHM A0 MeToAiB
KOHTponto Adl, a came ans BunpobyBaHHs "Assay by
Flame AAS (Calcium)"(3MiHn y npo6onifroTosLii).
NimiTn BUNpobyBaHHsA 6e3 3MiH. 3MiHu | Tuny - 3miHn 3
AKOCTi. A®I. KoHTposnb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BVIKOPWCTOBYETbLCA Y NpoLeci BUPOGHMLTBA ADI (iHLUi
3MiHV Y MeTofax BUNpobyBaHHS (BKIOYaouy 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
npoAayKTy) 3MiHW LWOA0 KOHTPOSO SAKOCTI iHTepMesiaTis
npu BUpobHULTBI A®I, a came, foAaBaHHA
a/lbTEPHATUBHOIO METOAY AN BUNPOOyBaHHSA
"KinbkicHe BU3HaveHHs" ana AHU377- C4 ta AHU377-
F7 3 ponomoroto BEPX. 3MiHu | Tuny - 3MiHu 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BUXigHOro MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPO6YBaHHsA (BK/IOYa0un 3aMiHy abo JONOBHEHHS)
A®I ab60 BUXiAHOro/NPOMiXKHOIo NPOoAyKTY) 3MiHM A0
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MeTogiB KOHTPoto APl, a came 3anpoBaKeHHS
anbTepHaTMBHOIO MeToAy BunpobysaHHs "Metals by
ICP-OES (3aTBeppxeHuii metog ICP-OES/X-ray).
3MiHu | TMRY - 3MiHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y MeToaax BunpobyBaHHs A®Il abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA ADI (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BKNOYAOUN 3aMiHy
abo gonoBHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
npoaykTy) 3MiHM A0 MeTOAiB KoHTposo A®I, a came
3anpoBa/pKEHHS aflbTEPHATUBHOrO METOAY
BMNpo6YyBaHHs "Impurity (Calcium) and Assay
(Sodium) by HPLC (lon Exchange Chromatography)
HPLC" (AAC 3aTBepmxeHuii meton). 3miHu | Tuny -
3MiHn 3 aKocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHnuTea Ad|
(BMNyYeHHS HE3HAYHOrO NOKasHWKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapisioro NokasHuka)) 3miHu woao
KOHTPOJI0 SIKOCTi MaTtepianis Ans BMpobHuutea Adl, a
came BugasieHHs nokasHvka "Metals by ICP-MS" ans
LCZ696-C1 (AHU377-C8) TaK siKk faHWi1 NoKa3HuK
KOHTPO/IIOETLCA Ha eTani KoHTposnto AdL. 3miHu | TMny
- 3MiHu 3 akocTi. APL. KoHTposnb APL. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y Npoueci BupobHuutea Ad|
(monoBHeHHs creumdikaLii HOBUM NOKa3HUKOM SIKOCTI
Ta BigMnoBiAH/M METOAOM BUNPOGYBaHHSA) JofaBaHHs
Pogito (rhodium) Ta PyTeHito (ruthenium) sk
cneumnivuHMX 4N Npouecy enemMeHTHUX JOMILLIOK AS
KOHTPON ADL. 3MiHK | TUNy - 3MiHW 3 SIKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiAnoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikat Big,
HOBOro BUPO6HMKA (3amiHa abo AONOBHEHHS) 3MiHN
{00 BMPOGHUKIB MaTepianis ans BUpo6HuuTBa AdI,
[0AaHHS HOBOTO MocTavasibH1Ka MaTepaianis
LCZ696-C3 - Divi's Laboratories Limited Ta Buay4yeHo
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Novartis Pharma AG. 3MiHn | Tuny - 3MiHM 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiNOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZiNOBIAHOCTI E€Bponeichkiin thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
BXe€ 3aTBeppKeHOro BUpPO6HMKa - 3anponoHOBaHo:
CEP No.R0O-CEP 2016-290-Rev 01 Big, Bxe
3aTBepmxeHoro BupobHuka Novartis Pharma AG.
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bif} y)ke 3aTBEPIAXEHOr0 BUPOGHMKA OHOBNEHWIA
cepTudikaT Bif, y)Xe 3aTBepXEHOro BUPOOHUKaA
Novartis Pharma AG (oHoBneHwi ceptuddikat
BK/1IOYA€E HOBOrO MocTavyasibHMKa NPOMDKHUX MPOAYKTIB
Lianhe Chemical Technology (Taizhou)Co.Ltd.) CEP
No. RO-CEP 2016-290-Rev 03). 3miHu Il TNy - 3MiHu
3 AKocTi. A®l. BupobHuLTBO. 3MiHW B NPOLLECI
BMpo6HMLTBa AP| (3HAYHA 3MiHA Y NMpoLeCi
BMPOGHMLTBA ADI, LLIO MOXE MaTy iCTOTHWIA BNNB Ha
AKICTb, 6e3neky abo efpeKTUBHICTb NiKapCbKOro
3aco0by) 3anpoBapkeHHs albTEPHATUBHOIO LUNSAXY
CUHTE3y ANs BUpobHMLUTBa iHTepmegiaty AHU377-F7

341.

IOMEPIO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, No 100
mr, no 14 Tabnetok
y 6nicTepi; no 2 abo
4 6nictepu B

HosaprTic
dapma
Cepsice3 Al

Lseiuapi
A

BMPOBHULITBO,
KOHTPO/b AKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUMyCK
cepii: HosapTic

ITanis/
Cinranyp/
LLseiiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
BMPOGHMKa (BK/TKOYa0UM, 38 HEOBXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJ0 SIKOCTi), abo BacHMKa mactep-
thaiina Ha A®I, abo noctayanbHuka Adl/BuxigHoro

KapTOHHI Kopoo6Li ®apma C.n.A,, marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
ITanis; 3aCTOCOBYOTbCH Y BUPO6HULTBI ADI (AKLLO 3a3HAaYEHO
BMPOBGHULITBO, y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
KOHTPO/Ib SIKOCTI: cepTudpikaTa BignoBiAHOCTI EBPONENCHKI
HoBaprTic thapmakonei y 3aTBep)keHOMY 40Cbe, a60 BUPOGHUMKaA
CiHranyp HOBOI ONOMDKHOT Pe4yoBUHN (SIKLLLO 3a3HAYEHO Y
dapmacboTuKas nocbe) 3miHa Ha3Bu BUpobHuka AdI, a came 3 Suzhou

3a
peyermom

UA/16691/01/02
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MaHyheKTypiHr Novartis Pharma Technology Co., Ltd. Ha Raybow
Mre. N14., (Suzhou) Pharmaceutical Co., Ltd., Ta yTOYHeHHs
Cinranyp; aapecu gaHoro BupobHuka 3 # 18 Tonglian Road,
BMPOBHMLITBO, Riverside Industry Park, Changshu Economic

KOHTPO/1b SIKOCTI:
HosapTic ®apma
LTeiH AT,
LLiBeiiuapis

Development Zone, Changshu, Jiangsu Province,
215537, P.R. China Ha # 18 Tonglian Road, Bixi
Subdistrict, Changshu City, Jiangsu Province, 215537,
P.R. China. 3miHu | TUny - AgMiHiCTpaTUBHI 3MiHU.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
Heo6XifHOCTI, MicLe NPOBEeAEHHS KOHTPOJIO SAKOCTI),
abo BrlacHuka macTep-thaiina Ha A®l, abo
noctavasibHuka A®1/BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HaYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
hapmakonei y 3aTBepAKeHOMY JOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3Ha4YEHO Y
[ocbe) 3MiHa Ha3By BUPobHUKa AP (KOHTpob
akocTi), a came 3 Novartis International
Pharmaceutical Ltd., Branch Ireland na Novartis
Integrated Services Limited-International Service
Laboratory. 3miHn | TURY - AgMIHICTPATUBHI 3MiHW.
BunyyeHHs BUpOGHMYOT AinbHULI (BKTHOYAK0UM
AinbHuUi Ana A®Il, npoMixHoOro npoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AibHULI 4118 NPOBEAEHHS
nakyBaHHs, BUpOGHYKa, BigNOBiAaNIbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefEeHHS KOHTPOSIHO cepil) abo
nocTavasibHvKa BUXIAHOro maTepiasy, peareHTy abo
L0MOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE)
BunyuyeHHs Bupo6Huka A®I, a came Patheon Austria
GmbH & Co KG, Austria. 3miHn | Tuny -
AZMiHICTpaTMBHI 3MiHN. BriyyeHHs BUPOGHMYOT
OinbHUU] (BKIOYaoun AinbHUL Ana AP, NpoMibKHOTro
NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AifbHULL
NS NpoBefieHHs NaKyBaHHSA, BUPOOHNKa,
BiANOBiAA/ILHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPOIO cepii) abo noctayanbHyKa BUXIgHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBUHM
(AKLW0 3a3Ha4eHo y A0Cbe) BunyyeHHs BUpoOGHUKa
A®l, a came Sumitomo Chemical Company Ltd.,
Okayama Plant, Japan. 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. Buy4YeHHs1 BUPOGHMYOT
AiNbHULI (BKNOYatoum AinbHUL Ana A®l, npomikHoro
npoaykTy abo roToBOro sikapcbkoro 3acoby, AinbHULi
NS NpoBefieHHA NakyBaHHA, BUPOOHNKa,
BifJNOBIAAILHOrO 3a BMMYCK Cepild, MicLie NpoBefieHHs
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KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(AKLL0 3a3HAYEHO Y A0CLE)

BunyueHHs BupobHuka A®l, a came Sumitomo
Chemical Company Ltd., Gifu Plant, Japan. 3miHu |
TMny - 3MiHK 3 aKkocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOro/MPOMIKHOTO MPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoueci AdI,
abo 3miHa BUpo6HWKa (BKIOYaoun, ge HeobxigHo,
MicLe NpoBeaeHHs KOHTPOsIo skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKIlt
thapmakonei y 3aTBepkeHOMY [OChE)(iHLLi 3MiHW)
3MiHM Woao dyHKLi BUpobHuka Adl, a came
JopaBaHHsA oyHKUil ans Bupo6bHuka Suzhou Novartis
Pharma Technology Co., Ltd. 3miHu | Tuny - 3miHK 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMXHOrO NPOAYKTYy/peareHTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPO6HMUYOMY npotieci AdDl, abo
3MiHa BUPO6HUKa (BK/TKOYatoum, fe HeobxigHo, micue
npoBeAeHHsA KOHTPOso AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
thapmakonei y 3aTBepXeHOMY [0ChE)(iHLLi 3MiHW)
3MiHY Woao BMPOGHUKIB MaTtepianis ana A®l, a came
AopasaHHA BUpo6HMKa Lianhe Chemical Technology
(Taizhou) Co., Ltd., China. 3miHn | TURy - 3MiHM 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa po3mipy cepil
(Brntovaroun gianaszonn) A®l abo NpoMiKHOTo
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y NPOLLECI
BMPOGHMLTBA ADI (36inbLIeHHS A0 10 pasiB NOpiBHAHO
i3 3aTBEPMKEHUM PO3MIPOM) 3MiHM LWOAO0 PO3Mipy
cepii A®l, a came, ansa BupobHuka Raybow (Suzhou)
Pharmaceutical Co., Ltd. (cTapa Ha3Ba Suzhou
Novartis Pharma Technology Co., Ltd.). 3minu | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BMU3HAYeHWX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, wWwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(aofaBaHHA abo 3aMiHa (32 BUHSATKOM aKTUBHOI
PeYoBUHM 6IONOrYHOro abo IMYHO/IOMNYHOTO
NOXOKEHHS) NapameTpa cneumdikauii 3 BignoBigHUM
MeToA0M BUNPOOYBaHHSA 3a pe3ynbTaTamu
JocnigpkeHb 3 6e3nekn abo AKocTi) 3MiHU J0
KOHTPOJIO SAIKOCTI Aitoyoi peyoBuHU (BanicapTaH) 3
METOI0 NpUBELEHHS NOKA3HWKIB Y BIANOBIAHICTbL A0
CEP (ldentity by IR, Heavy metals,Nitrosamine
impurities, Residual solvents). 3miuu | Tuny - 3MiHu 3
AKOCTi. A®Il. KoHTposib A®I. 3miHa y napameTpax
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cneumdikauin Ta/abo AoNyCTUMKX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMIKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLLECi
BMpo6HULTBa AP (iHWi 3MiHKM) 3MiHM A0 crneumdikawi
iHTepmegiaty AHU377-C4 (AHU377-F7), a came
YTOYHEHHS 30BHILUHLOTO BUIAAAY PEHOBUHU. 3MiHW |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BMU3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, wWwo
BMKOPWCTOBYOTLCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHM) 3MiHM fo cneyudikauii iHTepmegiaty AHU377-
C4 (AHU377-F7), a came po3LWMpeEHHS AOMYCTUMMNX
MeX Ans gomilkn 537-06 (lactam) go < 1.0%, 3
MeTO ONTUMI3aLii BUPO6HUYOro npoLiecy. 3minHu |
Tuny - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y
MeToAax BunpobyBaHHs A®I abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPOGYBaHHA) 3MiHM LLOA0 KOHTPOSIHO SKOCTI
iHTepmegiatis npv BMpobHuUTBi A®I, a came
06'egHaHHA BUMOT A0 iHTepMmegiaTiB AHU377-C4 Ta
AHU377-F7 (meTog BEPX). 3MiHu | TURY - 3MiHN 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPO6YBaHHA) He3HauHi 3MiH1 [0 METO/B KOHTPOO
A®l, a came ans sBunpobysaHHA "10331 Particle size
by laser light diffraction (Suspension cell)". JlimiTi
BMNPOGYBaHHA HE 3MIHUAWCH. 3MiHW | TUMY - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPO6YBaHHA) He3HauHi 3MiH1 [0 METO/B KOHTPOO
A®l, a came gnsa BunpobyBaHHsA "Identity by XRPD"
(3MiHM y npo6oniaroTosL). JliMiT BUNpobyBaHHA He
3MiHUAUCE. 3MiHK | TNy - 3MiHK 3 SKocTi. AL,
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60o BuUxigHoOro marepiasay/npomMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOG6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHMX
MeTofax BUNpobyBaHHsA) HesHauHi 3MiHM 00 MeTosiB
KOHTpo/o A®l, a came ans BunpobysaHHs "Impurity
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by Flame AAS (Calcium)" (3mMiHM y mpo6onigroTosLyi).
NimiT BUNpoByBaHHA He 3MIHUAUCE. 3MiHU | TUny -
3MiHu 3 sKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BMNPO6YBaHHA) HesHauHi 3MiHW 40 MEeTOoZAiB KOHTPO/IIO
A®I, a came gns sunpobysaHHA "Chloride by
Argentometry". JlimiTn BUNpo6byBaHHs 6e3 3MiH. 3MiHu
| TMny - 3miHn 3 AkocTi. APL. KoHTponb APl 3miHa y
mMeTofdax BunpobysaHHs A®| abo BuxigHoOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HULTBa AD|
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHA) He3HauHi 3MiH1 O METOZjiB KOHTPO/TO
A®l, a came gns BunpobysaHHs "Assay by Flame AAS
(Sodium)" (3miHn y npo6oniagrotosL). JlimiTu
BMNPOGYyBaHHA 6€3 3MiH. 3MiHu | TNy - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3MiHa y MeToAax BUNPOGYyBaHHS
Ad| ab0o BMXigHOrO MaTepiany/NpoMiXKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BUpO6HMUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofAax BUNpo6yBaHHs) He3HauHi 3MiH 40 MeToAiB
KoHTponto Adl, a came ans BunpobysaHHA "Assay by
Flame AAS (Calcium)"(3MiH1 y npo6oniAroToBL).
NimiTn BUNPOGYBaHHA 6€3 3MiH. 3MiHW | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y NpoLeci BUPO6HMLTBA ADI (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BKNOYaOUN 3aMiHy
abo gonoBHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
npoAykTy) 3MiHU W00 KOHTPO/IO SKOCTI iHTepMesiaTiB
npu BUpo6bHMLTBI ADI, a came, foAaBaHHSA
anbTepHaTMBHOIO MeToAy AN BUNpobyBaHHSA
"KinbkicHe Bu3HauveHHs" gna AHU377- C4 ta AHU377-
F7 3 ponomoroto BEPX. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y MeTodax BUNPOGyBaHHSA
A®| abo BMXigHOro Matepiany/npoMiXKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM y MeTodax
BMNPOGYBaHHSA (BK/THOYaOUM 3amiHy abo JOMOBHEHHS)
A®| abo BMXiZHOro/NPOMXHOr0 NPOAYKTY) 3MiHM A0
MeToAiB KOHTPoo AD|, a came 3anpoBagyKeHHs
anbTepHaTMBHOIO MeToAy BUnpobysaHHs "Metals by
ICP-OES (3atBepgxeHuii metog ICP-OES/X-ray).

3MiHn | TMNYy - 3MiHK 3 siKocTi. APl. KoHTposb AdI.




234

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby yrnakoska) Hs* nocsioyeHHs1

3miHa y MeTogax BunpobyBaHHs A®| abo BuxigHoro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
3MiHM Yy MeTofax BUNpo6yBaHHS (BK/IOYaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIQHOrO/MPOMIXHOIo
npoaykTy) 3MiHM [0 MeTOAiB KOHTposo AP, a came
3anpoBa/pkeHHs a/lbTEPHATUBHOIO METOAY
BMNpo6yBaHHs "Impurity (Calcium) and Assay
(Sodium) by HPLC (lon Exchange Chromatography)
HPLC" (AAC 3aTBepmxeHuii metoq). 3miHu | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/IYYEHHS 3aCTapisioro NokasHuka)) 3miHu Wwoao
KOHTPO/IO AIKOCTI MaTtepianis Ans BupobHuutea A®l, a
came BuaasieHHs nokasHuka "Metals by ICP-MS" ans
LCZ696-C1 (AHU377-C8) Tak K AaHWi1 NOKa3HMK
KOHTPONIOETLCA Ha eTani KOHTposto APL. 3miHu | Tuny
- 3miHu 3 akocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHWX Yy cneuudikauisx Ha A®l, abo
BVXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(monoBHeHHA creymdikalii HOBUM NOKa3HUKOM SKOCTI
Ta BignoBiZHM METOAOM BUNPO6YBaHHSA) JoaaBaHHsS
Pogito (rhodium) Ta PyTeHito (ruthenium) sk
cneuundivHNX AN NPoLEecy eNeMeHTHUX AOMILLIOK ANs
KOHTpO/t0 A®I. 3MiHM | TNy - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiNOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiZJNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BMPOGHMKa (3amiHa abo AONOBHEHHS) 3MiHM
LL{0A0 BMPOBHUKIB MaTepianis Ans BupobHuLTBa AdI,
[0AaHHS HOBOTO nocTavasibH1Ka maTepaianis
LCZ696-C3 - Divi's Laboratories Limited Ta Buny4yeHo
Novartis Pharma AG. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
[MogaHHsA HOBOrO abo OHOB/IEHOTO cepTudikaTa
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs1*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuii cepTudikar Big,
BXE 3aTBEePPKEHOro BUPOOHNMKa - 3anponoHOBaHo:
CEP No0.RO-CEP 2016-290-Rev 01 Big BXe
3aTBepAxeHoro Bupo6Huka Novartis Pharma AG.
3miHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bifj y)ke 3aTBepMAXeHOro BUpo6Huka OHOBNEHWIA
cepTuddikaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKA
Novartis Pharma AG (oHoBneHwi cepTuddikat
BK/TO4@E HOBOTO MOCTa4asibHNKa MPOMDKHUX MPOAYKTIB
Lianhe Chemical Technology (Taizhou)Co.Ltd.) CEP
No. RO-CEP 2016-290-Rev 03). 3miHu Il Tuny - 3miHn
3 AkocTi. A®l. BupobHMuTBO. 3MiHM B npoLeci
BMpo6HUMUTBa API (3HAYHA 3MiHA Y NpoLeci
BMPOGHMLTBA ADI, LLIO MOXE MaTu iCTOTHWIA BNNB Ha
AKICTb, 6e3neky abo eheKTUBHICTb NiKapCbKoro
3acoby) 3anpoBaKeHHSI aflbTEPHATUBHOIO LUAAXY
CMHTe3y A5l BUpobHMUTBa iHTepmegiaty AHU377-F7

342.

IOMNEPIO

TabneTku, BKPUTI
NNiBKOBOIO
o060s10HKot0, Nno 200
Mmr, no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHIA Kopoo6Li

HosapTic
Papma
Cepgices
AT,

Lseiiuapi
o

BMPOBGHULITBO,

KOHTPO/Ib SIKOCTI,

NnepBUHHE Ta
BTOPUHHE

naKyBaHHS1, BUMYCK

cepii: HoaprTic

®apma C.n.A,
ITanis;

BMPOBHMLITBO,

KOHTPO/1b AKOCTI:

ITanis/
Cinranyp/
LLBeiuapis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy Micus NPOBaPKEHHS AISNbHOCTI
BMpPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
NpPOBeLEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HaYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt

HosaprTic dhapmakonei y 3aTBep)keHOMy [0CbE, a60 BUPOGHMKA
CiHranyp HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3HaYEHO Y
dapmacboTuKas nocbe) 3MiHa Ha3Bu BUpobHuka A®l, a came 3 Suzhou

MaHyheKTypiHr Novartis Pharma Technology Co., Ltd. Ha Raybow
Mre. N714., (Suzhou) Pharmaceutical Co., Ltd., Ta yTO4HEHHS
CiHranyp; agpecu faHoro BUpo6Huka 3 # 18 Tonglian Road,

BMPOBHULITBO, Riverside Industry Park, Changshu Economic

3a
peyenmom

UA/16691/01/03
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KOHTPO/Tb AKOCTI:
Hosaprtic ®apma
LTeiiH Al,
LLiBefiuapis

Development Zone, Changshu, Jiangsu Province,
215537, P.R. China Ha # 18 Tonglian Road, Bixi
Subdistrict, Changshu City, Jiangsu Province, 215537,
P.R. China. 3miHu | Tuny - AAMiHICTpPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NpoBafPKEHHA AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
HeoObXiAHOCTI, MicLie NPOBEeAEHHSI KOHTPOJIO SKOCTI),
abo BrlacHuka macTep-thaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHUUTBI ADI (SKLLO 3a3HAYEHO
y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
chapmaxonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMDKHOT Pe4OBMHU (SIKLLLO 3a3HAYEHO Y
[0Cbe) 3miHa Ha3Bu BUPobHUka AP (koHTposb
AKOCTI), a came 3 Novartis International
Pharmaceutical Ltd., Branch Ireland Ha Novartis
Integrated Services Limited-International Service
Laboratory. 3miHu | TNy - AAMIHICTpaTUBHI 3MiHW.
BunyyeHHs BUPOBGHMYOT AinbHUL (BKIHOYAK0UM
AinbHUUi Ans A®l, npoMixxHOro npoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BiANOBiAaIbHOTO 3a BUMYCK
cepiiA, micue NpoBefeHHs KOHTPO/IIO cepii) abo
nocravasibHMKa BUXigHOro martepiasny, peareHty abo
[0MOMDKHOT pEYOBMHY (SKLLIO 3a3HAYEHO Y AOCHE)
BunyueHHsi Bupo6Huka A®l, a came Patheon Austria
GmbH & Co KG, Austria. 3miHu | Tuny -
ALMiHICTpaTMBHI 3MiHN. Buy4YeHHs BUPOGHWYOT
AinbHWUI (BKAOYatoum AinbHuli ana A®l, npomikHoro
nNpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpoBefieHHs NaKyBaHHs, BUPOOHNKa,
BiANOBIA&/ILHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIgHOTO
martepiany, peareHTy abo AONOMDKHOT PeYOBUHU
(AKLLO 3a3HaYeHOo Y A0Cbe) BunyueHHs BUpo6HUKka
A®l, a came Sumitomo Chemical Company Ltd.,
Okayama Plant, Japan. 3miHu | Tuny -
AZMiHICTPaTMBHI 3MiHN. BryyeHHS BUPOGHMYOT
OinbHUU] (BKIOYaoun AinbHUL Ana AP, NpoMibKHOTro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AiflbHULL
NS NpOBefieHHs NakyBaHHA, BUPOOHNKa,
BiANOBiAa/ILHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPOIO cepii) abo noctayanbHyKa BUXIAHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBUHN
(AKLW0 3a3HAaYEHO Y A0CbE)

BunyuyeHHs BupobHuka A®l, a came Sumitomo
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Chemical Company Ltd., Gifu Plant, Japan. 3minu |
My - 3MiHK 3 AKkocTi. APl BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTBLCA Y BUPOGHMYOMY npoueci AdI,
ab6o 3miHa BUpOOHWMKa (BKIHOHaKun, ae HeobxiaHo,
MicLie NpoBefeHHs KOHTPOsIo akocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONECHKIl
hapmakonei y 3aTBeppKeHOMY A0ChE)(iHLLI 3MiHW)
3MiHu WwoAo dyHKLi BUpobHMKa AdI, a came
JopasaHHsA dyHKUil ons BupobHnka Suzhou Novartis
Pharma Technology Co., Ltd. 3miHu | TUnNY - 3MiHK 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHa BUPOGHUKaA
BVIXiLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BVKOPVCTOBYIOTLCS Y BUPOGHMUYOMY npoueci Ad®l, abo
3MiHa BUPOGHYMKa (BKNOYauuK, ae HeobxigHo, micue
npoBefEeHHS KOHTPO/I0 AkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
thapmakonei y 3aTBepkeHOMY [OChE)(iHLLI 3MiHW)
3MiHu WoA0 BUPOGHKMKIB MaTepianis gns Adl, a came
nofaBaHHsa BUpobHuka Lianhe Chemical Technology
(Taizhou) Co., Ltd., China. 3miHu | TUny - 3MiHun 3
aKkocTi. A®l. Bupo6HMUTBO. 3MiHa po3mipy cepii
(Bkntovaroun gianaszoHn) A®I abo NpomixXHOro
NPOAYKTY, KNI 3aCTOCOBYETLCS Y NPOLLECI
BMpo6HMLTBa AP (36inbweHHs A0 10 pasiB NOpiBHAHO
i3 3aTBEPIKEHUM PO3MIPOM) 3MiHU LWLOA0 PO3MIpY
cepii A®l, a came, gns BupobHmka Raybow (Suzhou)
Pharmaceutical Co., Ltd. (ctapa Ha3Ba Suzhou
Novartis Pharma Technology Co., Ltd.). 3miHu | Tuny -
3MiHn 3 aKkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTea Ad|
(aopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOI
PeYoBUHM 6iOAOrIYHOTO abo IMyHO/IOMYHOro
NOXOMKEHHS) NapamMeTpa cneuudikauii 3 BignoBigHUM
MeTOA0M BUNPOBYBaHHA 3a pesynibTaTamu
pocnigpkeHb 3 6e3nekn abo AKocTi) 3MiHU [0
KOHTPOJI0 SIKOCTi Aito40i pevoBuHW (BancapTaH) 3
MEeTOI NpUBefEHHS NOKa3HUKIB Y BIAMOBIAHICTb A0
CEP (Identity by IR, Heavy metals,Nitrosamine
impurities, Residual solvents). 3miHu | Tuny - 3miHK 3
AKoCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMpo6HULTBA AP (iHLWI 3MiHM) 3MiHK A0 cneumndikauii
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iHTepmegiaty AHU377-C4 (AHU377-F7), a came
YTOYHEHHS 30BHILUHLOrO BUIIALY PEHOBUHU. 3MiHU |
TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BVKOPVICTOBYIOTBCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHK) 3MiHM o cneundikauii iHTepmegiaty AHU377-
C4 (AHU377-F7), a came po3LwMpeHHs A0NYCTUMNX
MexX ans gomiwku 537-06 (lactam) go < 1.0%, 3
MeTOol onTuMi3aLii BUpobHMYOoro npouecy. 3miHun |
TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BMNPO6YBaHHS) 3MiHU OO KOHTPOJIHO AKOCTI
iHTepmegiatis npu BMpobHuLTBI A®I, a came
06'egHaHHa BUMOT A0 iHTepmegiaTis AHU377-C4 Ta
AHU377-F7 (meTog BEPX). 3MiHu | TUny - 3MiHu 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BMNPO6YBaHHSA) HesHauHi 3MiHW 40 MEeTOoZAiB KOHTPO/IIO
A®l, a came gnsa sunpobysaHHsA "10331 Particle size
by laser light diffraction (Suspension cell)". Jlimitn
BUNPOBYBaHHSA HEe 3MIHUAWCK. 3MiHW | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BMNPO6YBaHHSA) HesHauHi 3MiHW 40 MEeTOoZAiB KOHTPO/IIO
A®l, a came gnsa sunpobysaHHA "ldentity by XRPD"
(3miHM y npo6onigroTosL,). JliMiT BUNpobyBaHHA He
3MIHUAUCE. 3MiHK | TUNY - 3MiHK 3 KOCTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPO6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeToAax BUNPOOyBaHHS) HesHauHi 3MiHM A0 MeToAiB
KoHTposo A®l, a came ans BUNpobyBaHHSA “Impurity
by Flame AAS (Calcium)" (3mMiHM y npo6onigroTosLyi).
NimiTn BUNpo6byBaHHA He 3MiHUAUCh. 3MiHu | TNy -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BuNpo6ysaHHA APl abo BuxigHoro
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mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHA) He3HauHi 3MiH1 O METOZjiB KOHTPO/O
A®I|, a came ans sunpobysaHHsa "Chloride by
Argentometry". JlimiTn BUNpobyBaHHA 6e3 3MiH. 3MiHu
| TNy - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
MeToAax BunpobyBaHHs A®Il abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPO6YBaHHA) He3HauHi 3MiH1 [0 METO/B KOHTPOO
A®I, a came ansa BunpobyBaHHs "Assay by Flame AAS
(Sodium)" (3miHK y npo6onigroTosy). fliMiTn
BMNPOoGYyBaHHA 6€3 3MiH. 3MiHu | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTposb A®l. 3miHa y meTogax BUNpobyBaHHs
A®| abo BUXigHOro MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOG6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeTofax BUNpobyBaHHsA) HesHauHi 3MiHM 00 MeTosiB
KOHTponto Adl, a came ans BunpobyBaHHs "Assay by
Flame AAS (Calcium)"(3MiHn y npo6oniaroToBL).
NimiTn BUNpo6yBaHHA 6€3 3MiH. 3MiHK | Tuny - 3MiHK 3
AKoCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
3MiHM Y MeTofax BUNPo6yBaHHS (BK/OYaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
nNpoAyKTy) 3MiHU W00 KOHTPO/IO SIKOCTI iHTepMesiaTiB
npv BUpo6HMLTBI API, a came, foAaBaHHA
anbTepHaTUBHOrO MeTOAY AN BUNPOOYyBaHHSA
"KinbkicHe Bu3HaveHHs" gna AHU377- C4 ta AHU377-
F7 3 ponomoroto BEPX. 3MiHu | Tuny - 3MiHu 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y MeToAax BUNPOGYyBaHHS
A®| ab0 BMXigHOrO MaTepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHM y MeToAax
BMNPOGYBaHHSA (BK/IHOYaOUN 3amiHy abo JONOBHEHHS)
A®| abo BMXigHOrO/MPOMIXXHOIO NPOAYKTY) 3MiHW A0
MeTOoAiB KOHTpost0 AP, a came 3anpoBaKEHHS
anbTepHaTMBHOIO MeToAy BUNpobysaHHs "Metals by
ICP-OES (3atBepgxeHnunii metog, ICP-OES/X-ray).
3MiHu | TUNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPOGHMLTBA ADI (iHLUi
3MiHW Yy MeTofax BUNpo6yBaHHs (BKOYauy 3aMiHy
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ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
npoaykTy) 3MiHM 4O MeTOAiB KOHTposo AP, a came
3anpoBapKeHHs aflbTEPHATUBHOIO MeToay
BMNpo6yBaHHsA "Impurity (Calcium) and Assay
(Sodium) by HPLC (lon Exchange Chromatography)
HPLC" (AAC 3aTBEpKEeHWA MeTog). 3MiHun | Tvny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BMU3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, wWwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BUAYyYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) 3MiHu Wwoao
KOHTPOJIO AKOCTI MaTepianis ans supobHuutea AP, a
came BuganeHHs nokasHvka "Metals by ICP-MS" ans
LCZ696-C1 (AHU377-C8) Tak Sk AaHWi1 MOKa3HWK
KOHTPONIETLCA Ha eTani KOHTposno A®I. 3miHu | Tuny
- 3miHu 3 AKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
(8onoBHEHHS cneumdikauii HOBUM NOKA3HUKOM SAKOCTI
Ta BignoBigHM METOAOM BUNPOBYBaHHA) JofaBaHHsA
Pogito (rhodium) Ta PyTeHito (ruthenium) six
cneumdivyHMX AN npoLecy enemMeHTHUX JOMILLIOK Ans
KOHTpO0 A®I. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO mMaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwii cepTudikar Big,
HOBOrO BMPO6HMKa (3amiHa abo AOMOBHEHHS) 3MiHM
LLIOA0 BMPOBHWKIB MaTepiasiiB o115t BUpobHuuTBa AdI,
[04aHHS HOBOro nocTavasibHVKa MaTepaianis
LCZ696-C3 - Divi's Laboratories Limited Ta Buny4yeHo
Novartis Pharma AG. 3MiHu | Tvny - 3MiHW 3 SIKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBiAHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
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A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
BXE 3aTBEpPKEHOro BUPOOHMKA - 3anponoHOBaHO:
CEP No.RO-CEP 2016-290-Rev 01 Big BxXe
3aTBepaxeHoro Bupo6bHuka Novartis Pharma AG.
3MiHu | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[ONOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
BiJ y)Xe 3aTBepXeHOro BUpobHnka OHOB/EHWIA
cepTudikaT Bif, y)Xe 3aTBEpXEHOro BUPOOHUKaA
Novartis Pharma AG (oHoBneHwit ceptudikat
BK/TOYAE HOBOTO MOCTa4asIbHNKa MPOMDKHUX NMPOAYKTIB
Lianhe Chemical Technology (Taizhou)Co.Ltd.) CEP
No. RO-CEP 2016-290-Rev 03). 3MiHu Il Tuny - 3miHn
3 AkocTi. A®l. BupobHMLTBO. 3MiHM B NpoLLECi
BMpo6OHULUTBa API (3HaUYHA 3MiHa y npoueci
BMPOGHMLTBA ADI, LLIO MOXE MaTW iCTOTHUI BNAMB Ha
AKICTb, 6e3neky abo efpeKT1BHICTb NiKapCbKoro
3acoby) 3anpoBa/pKeHHs aflbTEPHATUBHOIO LLNSAXY
CUHTEe3y ANns BUpobHuUTBa iHTepmegiaty AHU377-F7

*y pa3i BHeCeHHs1 3MiH 00 iHCmpYyKyii npo medu4yHe 3acmocysaHHs

HauanbHUK
dapMaiLeBTUYHOT0 yIIPaB/JIiHHA

Tapac JIICKOBCHhKUI




ITEPEJIIK

Joparok 4
/0 Haka3zy MiHicTepcTBa 0X0poHH

3/10pOB’si Ykpainu «IIpo JepXXaBHY
peecTpanjito (mepepeecTpariifo) JTiKapChKHX
3aco0iB (MegUUHHNX iMyHoOGioToriuaNX
npenapariB) Ta  BHeceHH 3MiH [0

peecTpaniiiHuX MaTepiatiB»
Big 05 Gepe3ns 2024 poky Ne 374

JIIKAPCHKHNX 3ACOBIB, IKVM BIZIMOBJIEHO B JIEP>KABHIN PEECTPAIILL, ITIEPEPEECTPAIIIL TA
BHECEHHI 3MIH IO PEECTPALIIMHNX MATEPIAJIIB

Ne Hassa dopma sunycky 3asaBHUK KpaiHa Bupo6HuUk KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbK0O20
3acoby
1. BE3OMHI Tabnetku 3 Actennac HigepnaHgn ABapa CcuA/ 3acigaHHs BiaMOBUTY y 3aTBEPMKEHHI - 3MiHK | TUNY - 3MiHM Wo0A0 6e3nekn/etheKTUBHOCTI Ta
mMoAMdikoBaHUM Papmva PapmacbioTikas Higepnangn | HTP Ne 06 thapmakoHarnagy. BBefeHHA abo 3MiHM [0 y3araslbHEHWX AaHWX Mpo cucTemy
BUBINIbHEHHAM, 6 HOpon b.B. TekHonomxuc IHK., Bif dhapmakoHarnsgy (BBeAeHHs y3araslbHEHVX AaHuX Npo cuctemy dhapmakoHarnsgy,
mr/0,4 mr; no 10 CLUA (B1po6HMLTBO 08.02.2024 3MiHa YMOBHOB&XEHOI 0cobu, BigNOBifaNbHOI 3a 3f4ilicHEHHS apmakoHarnsay;
TabneTok y bulk ); Actennac KOHTaKTHOI 0CO6U 3 thapmakoHarnagy 3asiBHuKa 415 34iicCHeHHA hapMakoHarnsgy B
6nictepi; no 1 a6o $apma HOpon B.B., YKpaiHi, SKWO BOHa BigMiHHA Bi4 YMNOBHOBaXEHO! 0co6W, BiANOBIfaILHOI 3a
no 3 6nictepu B HigepnaHgu 3fjiicHeHHs  bapmakoHarnsgy (BktoyarouyM  KOHTakTHI  Aawdi) Ta/abo 3MiHM y
KapTOHHIi (nepBuHHE | BTOPUHHE po3milweHHi  MacTep-thaiina cuctemu hapmakoHarnsagy) (B..8.  (a) 1AHM)
ynakoBLi nakyBaHHs1, KOHTPO/1b 3MiHa KOHTakTHOI 0co6u 3asiBHMKA, BIANOBIAA/ILHOI 3a (hapmakoHarnsag, B YKpaiHi.
AKOCTI, BUNYCK CepiT) [itoua pepgakuis: Bipcta Onbra BacunisHa. NMponoHosaHa pepakuis: bap6awesa
HaTtans BitaniiBHa. 3MiHa KOHTaKTHMX [aHWX KOHTAKTHOI 0CO6OM 3asiBHUKA,
BignoBigasibHOT 3a (papmakoHarnsg B YkpaiHi. He pekomeHgoBaHO [0
3aTBEPI)KEHHA Y 3B'A3KY I3 HAAXOMKEHHAM OHOBMEHOI iHchopmaLii oo 3MiHK
KOHTaKTHOI 0cOo6M 3asBHMKA, BiANOBIAa/IbHOI 3a 3fiICHEHHSA chapmakoHarnsgy B
YKpaiHi
2. KCTAHAI Kancysm no 40 mr Actennac | HigepnaHan | AHLEPCOHBPEKOH IHK., CLlA/ 3acigaHHs BiaMOBUTY y 3aTBEPMKEHHI - 3MiHW | TNy - 3MiHM Wo40 6e3nekn/edheKTUBHOCTI Ta
no 28 kancyny Papma CUWA (nepBuHHe Higepnangn | HTP Ne 06 thapmakoHarnagy. BBefeHHA abo 3MiHM [0 y3araslbHEHWX AaHUX MpO cuUcTemy
6nictepi; no 1 tOpon B.B. nakyBaHHs); Actennac Bif, thapmakoHarnagy (BBefieHHs1 y3araslbHeHUX faHux npo cuctemy dpapmakoHarnsgy,
6nictepy B dapwma HOpon B.B., 08.02.2024 3MiHa YMOBHOB&XEHOI 0C06M, BigMNoOBigasIbHOI 3a 3AINCHEHHS hapMakoHarnsay;
KapTOHHOMY Higepnangn KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHuKa A5 34iIMCHEHHA hapMakoHarnsgy B
dyTnapi; no 4 (BTOPVHHE NakKyBaHHs, YKkpaiHi, AKWO BOHa BigMiHHa Bif YNOBHOBaXEHOI 0OCOOM, BiAMNOBIAA/ILHOI 3a
KapTOHHUX BUMYyCK cepii); 3MjlicCHEHHS1  hapMakoHarnsgy (BK/IKUYaluM KOHTAKTHI  gaHi) Ta/abo 3MiHu y
dyTnsapn y KataneHTt ®apma po3milwieHHi  MacTep-thaiina cuctemu  chapmakoHarnsgy) (B..8.  (a) 1AHM)
KapTOHHI nauu ConowuHe, JI1C, CLWA 3MiHa KOHTaKTHOI 0CO6M 3asBHWKA, BifNOBiAaNbHOI 3a (hapmakoHarnag B YkpaiHi.
(BUpo6HMLTBO bulk) [Litova pepakuisi: Bipcta Onbra BacuniBHa. NponoHoBaHa pepfakuisi: bap6aileBa
Hatans BitaniiBHa. 3MiHa KOHTaKTHMX [AaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
BignosiganbHOI  3a  hapmakoHarnag B YkpaiHi. He pekomeHgosaHo A0
3aTBEPAKEHHS Y 3B'A3KY i3 HAAXOMKEHHSM OHOBMEHO! iHGopMauii WoA0 3MiHM
KOHTaKTHOI 0cOo6M 3asBHMKA, BiANOBIAA/IbHOI 3a 3[iCHEHHSA chapmakoHarnsgy B
YkpaiHi
3. MPOrPA®® KOHLeHTpaT Ans Actennac | Higepnangn Actennac IlpnaHg Ko. Ipnangis 3acigaHHs BigmoBUTM y 3aTBepPKEHHI - 3MiHM | TUMy - 3MiHK WoA0 6e3nekn/edhekTnBHOCTI Ta
npuroTyBaHHsA Papma nig HTP Ne 06 hapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHeHUX [aHux Npo cuctemy
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po34nHy AnA
BHYTPILLUHLOBEHHOT
0 BBefleHHs, 5
mr/mn no 1 mn B
amnyni; no 10
amnyny
NNacTuKoBIN
YapyHKoBIli
ynakosLi; no 1
ynakoBLi B
KapTOHHI navui

tOpon B.B.

Big,
08.02.2024

dhapmakoHarnsgy (BBefieHHs y3araslbHEHVUX faHux Npo cuctemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0cobu, BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHUKa Ans 34iiCHEHHA hapMakoHarnsgy B
YKpaiHi, SiKWO BOHa BigMiHHA Bi4 YMOBHOBa&XEHOI 0C06M, BiANOBIga/IbHOI 3a
3MjficHeHHs1  hapMakoHarnsgy (BKIHYaluM KOHTaKTHI  fJaHi) Ta/abo 3MiHM y
po3milleHHi  MacTep-chaiina cuctemu  chapmakoHarnagy) (B.1.8. (a) 1AHn)
3MiHa KOHTaKTHOI 0COo6M 3asiBHMKA, BiAMOBIAA/IbHOI 32 (hapmakoHarisg B YKpaiHi.
[itoua pepakuis: Bipcta Onbra BacunisHa. NponoHoBaHa pepakuisi: Bap6aiwiesa
Hatans BitaniiBHa. 3MiHa KOHTaKTHWX [AaHUX KOHTaKTHOI 0cobu 3asBHUKA,
BiAMOBIAa/IbHOT 3a (papmakoHarnsg B YkpaiHi. He pekomeHgoBaHO Ao
3aTBEPKEHHA Y 3B'A3KY i3 HAAXOMKEHHAM OHOBJ/IEHOI iHhopMaLii LWoAo 3MiHU
KOHTaKTHOI 0co6M 3asiBHMKA, BiANOBiAaNbHOI 3a 3[iCHEHHSA (hapMmakoHarnsgy B
YKpaiHi

HayanbHUK
dapmayeBTUUHOIo ynpaBsiiHHSA

Tapac TIACKOBCbKUIA
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