MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

15 unug 2021 poky Ne 1452

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 10 Tlopsimky pepkaBHOI peectpariii (repepeecTtpailii) JikapcbKux 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaALsATh ChOMOTO MiAMYHKTY 12 myHKTY 4 IlonoxeHHs TIpO
MiHicTepcTBO OXOPOHM 3[]0POB’sl YKpaiHU, 3aTBep/KeHOro mocTaHoBow KabiHety
Minictpie Ykpainu Bim 25 6Gepe3ns 2015 poky Ne 267 (B pefakuii mocTaHOBU
Kabinery MinictpiB Ykpainu Bix 24 ciuns 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIepTU3M peecTpalliiHUX MaTrepiaiiB JTiKapCchKUX 3aco0iB (MeAuUHMX
iMmyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha /JepXXaBHy  peECTparlifo
(mepepeecTpallit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TMPOBeJeHUX
[ep>kaBHUM TIANPUEMCTBOM  «Jlep)KaBHUM eKCMepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 eheKTHUBHOCTi, Oe3rmeuHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIIHKM CITiBBIJHOILIIEHHSI KOPUCTL/PU3UK JIIKAPCHKOIO
3acoby, IO TIPOTIOHYEThCS [0 Jep)KaBHOI peectparlfii (mepepeectpaiiii), 100
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii oro Ao Jep>kaBHOI
peecTpatiii (repepeectpaiiii) abo BHeCeHHs 3MiH /10 peecTpaliiHUX MaTepiasiB

HAKA3YIO:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoMm (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TpermapaTHl) 3TiHO 3
riepesikoM (oAaToK 2).



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KOHTpOJIb 3a BUKOHAHHAM LJbOI'0 HaKa3y MOK/IaCTU Ha 3acTyrHuKa MiHicTpa
3 MUTaHb €BponerchKoi inTerpawii Komapigy O.O.

MiHuicTp BikTop JIAIIIKO



Jopartok 1

[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLuito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
martepianis»

Big 15 nunusa 2021 poky Ne 1452

MEPENIK

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUNX IMYHOBIONOIYHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6HuUKk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
n/ | nikapcbkoz2o (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BiOnycKy | yBaHHsi | peecmpayiliHo20
n 3acoby ynakoska) nocsi04YeHHs1
1. ABPO/I® PO3YMH ANst iHransuin Ta TOB YkpaiHa TOB «KYCYM ®APM» YkpaiHa peecTpauist Ha 5 pokis 6e3 nionseae UA/9928/04/01
nepopasibHoro «KYCYM MepiognyHiCTb NOAAHHA PerynsipHo peyenma
3acTocyBaHHs, 15 mr/2 mn PAPM» OHOBJIHOBAHOTO 3BITY 3 6e3neKy,
no 100 mn y cknsstHomy BifANOBIAHO [0 MOpsAAKY 34iACHEHHS
h/1aKOHI 3 KPULLKOIO 3 chapmakoHarnsgy, 3aTBepmkeHoro
KOHTPO/IEM NEpPLLOro Haka3oM MiHicTepcTBa OXOPOHM
BIAKPUTTA; KOXEH (DNakoH 300poB’A YKpaiuu Big, 27 rpyaHa 2006
Y KapPTOHHIli ynakoBLyi poky Ne 898, 3apeecTpoBaHOro B
pasom 3i WNpuLoM- MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHa
AosaropomM o6’emom 5 mn 2007 poky 3a Ne 73/13340 (y pegakui
Ta agantepom Ans Haka3y MiHiCTepcTBa OXOPOHU
wnpuua; 3[10pOB's YKpaiHu Bif 26 BepecHs
no 100 mMn 'y cknstHoMy 2016 poky Ne 996), cTaHOBUTb: 3riHO
h1aKoHi 3 KpULLIKOHO, 3i CTpoKkamu, 3a3HaYeHnMmn y
HeAoCTYyMNHO ANs NepiofNYHOCTI NOJaHHA perynsapHuX
BIAKPUTTA 4ITbMU; KOXEH 3BITiB 3 6e3neku.
hN1aKoH Y KapTOHHIl
ynakoBLi pa3om 3i
LLNPULIOM-[,03aTOPOM
o6’emom 5 mn Ta
afanTepom ANs wnpuua
2. | ANNEPIA TabneTku, BKpUTI KPKA, CnoseHia | BUpo6HMLTBO "in bulk", nepBnHHe Ta CnoBeHis peecTpauisf Ha 5 pokis 3a He UA/18840/01/01
nMiBKOBOK 060/0HKOW, N0 | A.4., HoBO BTOPWHHE NakKyBaHHSA, KOHTPO/b Ta MepiognyHICTb NOAAHHSA PerynspHo | peyenmom | nidssi2ae
25 wr, no 10 TabneTok y MecTo BMNYCK cepil: OHOBJ/1OBAHOIO 3BITY 3 6€3neKu,
6nicTepi, no 3 6nictepn y KPKA, a.4., HoBo mecTo, CnoBeHis; BiANOBIAHO A0 Mopsaky 34iMCHEHHS
Kopoo6Li KOHTPO/b cepii (i3nyHi Ta XiMiuHi thapmakoHarnsay, 3aTBepXeHoro
MeTOAW KOHTPO/IO): Haka3oM MiHicTepcTBa OXOPOHM
KPKA, a.4., HoBo mecTo, CnoBeHis; 300poB’A YKpaiuu Big, 27 rpyaHa 2006
KOHTPO/b cepii (i3nyHi Ta XiMiuHi poky Ne 898, 3apeecTpoBaHOro B
METOAMN KOHTPOJIIO): MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
HN30X (HauioHanbHi nabopaTopis 2007 poky 3a Ne 73/13340 (y pegakuii




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BiOnycky | yBaHHsi | peecmpayiliHo20
n 3acoby ynakoska) nocBi0YeHHs1
3a 3/paB’e, OKOJIE iH XpaHo), Haka3y MiHicTepcTBa OXOPOHU
CnoseHis; 30pOB'A YKpaiHu Bif 26 BepecHs
KOHTPO/b cepii (i3nyHi Ta XiMiuHi 2016 poky Ne 996), cTaHOBUTb: 3riJHO
MeTOAW KOHTPO/HO): 3i CTpOKamu, 3a3HaYeHUMn y
Kemiiicbki IHCTUTYT, LieHTp 3a nepioguyYHOCTI NOJaHHS PerynspHux
Basligauilicke TeXHOJOTI€E iH 3BITiB 3 6Ge3NeKun.
aHanitiko (LWBTA), CnoseHis;
KOHTPO/b cepii (hi3nyHi Ta XimiuHi
MeTOAW KOHTPO/HO):
Nab6eHa f.0.0., CnoseHis;
KOHTPO/b cepii (hi3nyHi Ta XimiuHi
MeTOAW KOHTPO/HO):
Kemina6 f.0.0., CnoBeHis
3. | ANNMEPIA TabneTkn, BKpUTI KPKA, CnoBeHia | BMpo6HMLTBO "in bulk", nepBnHHe Ta CnoBeHis peecTpauif Ha 5 pokis 3a He UA/18840/01/02
NMiBKOBOK 060/0HKOW, N0 | A.4., HoBO BTOPWHHE MakKyBaHHSA, KOHTPO/b Ta MepiofnyHICTb NOAAHHSA PerynspHo | peyenmom | nidssi2ae
50 mr no 10 Tabnetok y MecTo BMNYCK cepil: OHOBJ/IOBAHOrO 3BITY 3 6e3neKu,
6nicTepi, no 3 6nictepn y KPKA, a.4., HoBo mecTo, CnoBeHis; BiANOBIAHO A0 Mopsaaky 34jiMCHEeHHS
KopooLi KOHTPO/b cepil (Pi3nyHi Ta XiMiyHi hapMakoHarnsagy, 3aTBepxeHoro
MeTOAW KOHTPO/IO): Haka3oM MiHicTepcTBa OXOPOHM
KPKA, a.4., HoBo mecTo, CnoBeHis; 300pOoB’A YKpaiHu Big, 27 rpyaHs 2006
KOHTPO/b cepil (Pi3nyHi Ta XiMiyHi poky Ne 898, 3apeecTpoBaHoOro B
METOAMN KOHTPOSII0): MiHicTepcTsi tocTULiT YKpainm 29 ciuHs
HN30X (HauioHanbHi nabopaTopis 2007 poky 3a Ne 73/13340 (y pegakui
3a 34paB’e, OKOJIE iH XpaHo), Haka3y MiHicTepcTBa OXOPOHU
CnoseHis; 3/10pOB's YKpaiHu Bif 26 BepecHs
KOHTPO/b cepii (hi3nyHi Ta XimiuHi 2016 poky Ne 996), cTaHOBUTb: 3riHO
MeTOAW KOHTPO/HO): 3i cCTpOKamu, 3a3HaYeHUMn y
KeMilicbki iHCTUTYT, LIeHTp 3a nepiogNYHOCTI NOAaHHA pPerynspHnX
BaslifaLilicke TEXHOOTIE iH 3BITIB 3 6e3neku.
aHaniTiko (LIBTA), CnoseHis;
KOHTPOb cepil (hi3nyHi Ta XiMiyHI
MEeTOAN KOHTPOSIO):
NabeHa fA.0.0., CrnoBeHis;
KOHTPOb cepil (hi3nyHi Ta XiMiyHI
MEeTOAN KOHTPOSIO):
Kemina6 a.0.0., CnoBeHis
4, BEKNTOMETA | cnpeii Ha3anbHwWit Tosapuct YkpaiHa KOHTPO/Ib SIKOCTI, BUMYCK Cepii: YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/18842/01/01
30H- [030BaHwWi, cycnensis, 50 BO 3 ToBapncTBO 3 06MEXEHOI0 MepiognyHICTb NOAAHHS PerysipHoO peyernma
340POB'A MKr/no3y; no 180 go3sy obMexeHo BignoBigasbHICTIO "®apmaueBTuyHa OHOBJIHOBAHOTO 3BITY 3 6e3neku,
chNakoHi 3i cnpeii-Hacocom 10 KoMnaHis "310pos'a”, BifNOBIAHO A0 MopsAAKY 34jiCHEHHS
Ta 3aXMCHUM KOBMaYKoM; Bignosiga YkpaiHa; chapmakoHarnsgy, 3aTsBepmkeHoro
no 1 conakoHy y kopobui 3 NBHICTIO BCi CTafiii BAPOGHMLITBA, BUMYCK Haka3oM MiHicTepcTBa OXOPOHU
KapTOHY "papmaLe cepii: 300poB’A YKpaiuu Big, 27 rpyaHa 2006
BTUYHA ToBapncTBO 3 06MEXEHOI0 poky Ne 898, 3apeecTpoBaHoro B
KOMNaHisi BignoBiganbHiCcTO "dapmaueBTnyHa MiHicTepcTBi roCTULi YKpaiHu 29 civHsa




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BiOnycky | yBaHHsi | peecmpayiliHo20
n 3acoby ynakoska) nocBi0YeHHs1
"3p0pos'a" KoMnaHis "3g0pos'a”, 2007 poky 3a Ne 73/13340 (y pepakuii
YKpaiHa,; Haka3y MiHicTepcTBa OXOPOHM
KOHTPO/Ib SIKOCTI: 340pOB'A YKpaiHu Big 26 BepecHs
ToBapuCcTBO 3 06MEXEHO 2016 poky Ne 996), cTaHOBUTb: 3riHO
BignosigasbHicTio "®APMEKC 3i CTpoKamMm, 3a3Ha4eHMN y
reyn., nepioguYHOCTI MoJaHHS perynsipHux
Ykpaina 3BiTiB 3 6e3neKu.
5. BOHANYP TabneTku, BKpUTI Mictpan AHrnisA OAPMATEH CA Mpeuis peecTpauist Ha 5 pokis 3a He UA/18843/01/01
NAiBKOBOK 000J1I0HKOIO, MO Kenitan MepiognyHiCTb NOAAHHA PerynspHo | peyernmom | niossieae
150 mr no 1 Tabnetuyiy MeHexM OHOBJ/IOBAHOrO 3BITY 3 6e3neku,
6nicTepi; no 1 6nictepy B eHT BiANOBIAHO A0 Mopsaaky 34iMCHEHHS
KapTOHHIA KOpoo6Li Nimitep hapmMakoHarnsagy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
340pO0B’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTULii YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i cCTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
6. BIHITEN® cupor, 200 mr/5 mn no TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18844/01/01
100 mn a6o no 200 mny "TNEAPA MepiognyHiCTL NOAAHHA PerynspHo | peyernmom | niossieae
CKISAHOMY Ch/1aKOHi 3 PM NTAL" OHOBJ1OBAHOrO 3BITY 3 6GE3NeKu,
KPWLLIKOIO 3 KOHTPOMIEM BiANOBigHO A0 MopsAAKY 34jiNCHEHHS
nepLuloro BiAKPUTTA, KOXEH thapmakoHarnagy, 3aTBepxeHoro
h1aKOH Y KaPTOHHIM Haka3oM MiHiCTepcTBa OXOPOHM
ynakoBLi pa3om 3i 3[0p0B’A YKpaiHu Bif 27 rpyaHsa 2006
LinpuLem-103aTopom poky Ne 898, 3apeecTpoBaHoro B
o6’emom 5 mn Ta MiHicTepcTBi tocTULii Ykpainm 29 ciuHs
ajantepoM A/ Wwnpuua,; 2007 poky 3a Ne 73/13340 (y pepakuii
no 100 mn a6o no 200 mn Haka3y MiHicTepcTBa OXOPOHU
Y CK/IIHOMY (D/1aKOHi 3 300p0B'A YKpaiHu Big 26 BepecHsi
KPWLLIKOIO, HEA,0CTYNHOO 2016 poky Ne 996), cTaHOBUTb: 3riHO
ONA BigKpUTTSA AiTbMK, 3i CTpOKamu, 3a3HavYeHMmn y
KOXeH thnakoH y NepiofNYHOCTI NOJaHHA PerynsapHuX
KapTOHHI ynakoBLi pa3om 3BITIB 3 6e3NeKu.
3i LINpULIEM-[,03aTOPOM
o6’emom 5 mn Ta
afanTepom Ans wnpuua
7. | AIOCMEKTUT | nopouok (cybcTaHuis) y AT YkpaiHa LWanaoHr Keinxe dapmaueyTikan Ko. KnTaii peecTpauif Ha 5 pokis - He UA/18845/01/01
(MOHTMOPWM | naketax nogsiiiHmx "KNIBCbK NTp, nionsizae
NOHIT) nonieTuNeHoBuX A5 nn




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BiOnycky | yBaHHsi | peecmpayiliHo20
n 3acoby ynakoska) nocBi0YeHHs1
hapmaLeBTUYHOIO BITAMIHH
3acTOCyBaHHs Vi
3ABOA"
8. MET®OPMIH | Tabnetku, BKpUTI TOB YkpaiHa MAT "KuiBmegnpenapat” YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18846/01/01
nNiBKOBOI 060/10HKO, N0 | "APTEPIY MepiognyHICTL NOAAHHA PEerynsipHo | peyenmom | nidssieae
1000 mr, no 10 TabneTok y MNTA" OHOBJIHOBAHOrO 3BITY 3 6e3nekwy,
6nictepi; no 3 abo 5, abo BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
6 6nicTepis y nauu,i hapMakoHarnsay, 3aTBepaAXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pefaxuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamMu, 3a3Ha4eHUMN y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neku.
9. HATPIO NnopoLUokK (cybCcTaHuist) B MNAT YkpaiHa K+C MiHepasc eHg ErpikanTtie HimeuunHa peecTpauist Ha 5 pokis - He UA/18847/01/01
xnoeupg naneposomy a6o "Tannudcha rM6X nionsizae
naacTMKOBOMY nakeTi abo pm"
B GaU1K-KOHTelHepi,
BKPUTOMY LLIAPOM
nonieTuneny ans
thapmaLeBTUYHOIo
3aCTOCyBaHHSA
10. | OHAAHCETP | nopouok (cybcTaHuis) y TOB YkpaiHa IHKE, C.A. Icnanis peecTpauisf Ha 5 pokis - He UA/18848/01/01
OHY noABIHNX "®APMAC nionsieae
FIAPOXNIOPU | nonieTnneHoBUX nakeTax EN"
4 ANrigPAT Ans hapmaueBTUYHOro
3aCTOCyBaHHSA
11. | NEMETPEKC NOPOLLOK A5 KONEry CnoBaubk TumoopraH ®apmatiie FTM6X HimeyunHa peecTpauist Ha 5 pokis 3a He UA/18849/01/01
EfQ ®PAPEC NpUroTyBaHHsA M c.p.o. a MepiognyHICTL NOAAHHA PErynsipHo | peyenmom | nidssieae
KOHLEHTpaTy A/719 PO34UHY Pecny6nik OHOB/IHOBAHOrO 3BITY 3 6e3neku,
Ans iHgpysili no 100 mr y a BiANOBIAHO A0 MopsaKy 34iMCHEHHS

hnakoHi, no 1 dpnakoHy y
Kopoo6Li

chapmakoHarnsgy, 3aTsepmkeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO




Hassa
JNliKapcbKO20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

3i CTpOKamK, 3a3HaYeHUMn y
nepioguYHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3MeKu.

12.

NMEMETPEKC
EA ®PAPEC

MOPOLLOK A5
NpUroTyBaHHs
KOHLIEHTpATY [N151 PO34MHY
Ans iHgy3ili no 500 mr y
hnakoHi, No 1 dplakoHy y
KopooLi

KONEr1y
M c.p.o.

Cnosaubk
a
Pecny6nik
a

TumoopraH ®apmatiie FTM6X

HimeyunHa

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pefaxuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamMu, 3a3Ha4eHUMN y
nepiognyYHOCTI NOJaHHS PerynsapHux
3BITIB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/18849/01/02

13.

MPE3EN 150

kancynu no 150 mr, no 10
Kancyn y 6nicrepi, no 3
6nicTeEpPV Y KapTOHHIl
ynakoBLj

IHA-CBithT
Nimitepn

IHais

IHA-CBidhT JlimiTeq

IHais

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BigMNoBIAHO A0 MNopaaKy 34iMCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
34,0p0B’sA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi rocTuLii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
30,0pOB'sA YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HaYeHUMn y
nepioguyHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/18850/01/02

14.

MPE3E/ 300

kancynu no 300 mr, no 10
Kancyn y 6nictepi, no 3
6nicTepun y KapTOHHIl
ynakoBL;i

IHA-CeidhT
Nimiten

IHais

IHA-CBighT NimiTes

IHais

peecTpauis Ha 5 pokis
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii

3a
peyenmom

He
nionseae

UA/18850/01/03




Hassa
JNliKapcbKO20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

Haka3y MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riJHO
3i CTpOKamu, 3a3HaYeHUMn y
nepioguyYHOCTI NOJaHHS PerynspHux
3BITiB 3 6e3neku.

15.

NMPE3EN 75

Kkancynu no 75 mr, no 10
Kancyn y 6nictepi, no 3
6nicTepun y KapTOHHIl
ynakoBLj

IHA-CsidhT
Nimiten

IHais

IHA-CBighT NimiTes

IHais

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pefaxuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamMu, 3a3Ha4eHUMN y
nepiognyYHOCTI NOJaHHS PerynspHuUX
3BITIB 3 6e3neKku.

3a
peyenmom

He
nionseae

UA/18850/01/01

16.

CAHMNEHEM

MOPOLLOK A/151 PO3UUHY
Ans iH'ekuid, no 1000 wmr,
no 1 chnakoHy y KapTOHHilA
Kopoo6ui

Bpykc
Na6opato
pic
Nimiteq

IHais

Bpykc Jlabopartopic Jlimiteq

IHais

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BigMNOBIAHO A0 MNopaaKy 34iMCHEHHS
chapmakoHarnsgy, 3aTBep4xeHoro
Haka3oM MiHicTepcTBa OXOPOHM
34,0p0B’s YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuLii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
300pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i cCTpOKamu, 3a3HaYeHUMn y
nepioguyHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/18851/01/01

17.

CKAVHEM

MOPOLLOK A/151 PO3UNHY
ANA iH'ekuild, no 1000 mr;
no 1 conakoHy y KapTOHHI
KopooLi

Bpykc
NabopaTto
pic
Nimitep

IHais

Bpykc Nabopartopic Jlimites

IHais

peecTpauis Ha 5 pokis
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006

3a
peyenmom

He
nionseae

UA/18852/01/01




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BiOnycky | yBaHHsi | peecmpayiliHo20
n 3acoby ynakoska) nocBi0YeHHs1

poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi rocTuuii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pesaku,i

Haka3y MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riJHO
3i CTpOKamu, 3a3HaYeHUMn y
nepioguYHOCTI NOJaHHS PerynspHux
3BITiB 3 6e3neku.

B.o. l'eHepanbHOro gupekropa Aimpekropary

hapmaLeBTUUHOro 3a6e3neyYeHHs

IBaH SAABOPHUX
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NMEPENIK

Jopatok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLuito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Big 15 nunHAa 2021 poky Ne 1452

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/IONHHUX MPENAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JNIKAPCbKUNX 3ACOBIB YKPAIHA

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknam Howmep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHsi | peecmpayiliHo20
n 3acoby ynakoska) nocsi0o4YeHHs1
1. | AUMICTA cnpei HasasTbHUi, MEOA HimeuunHa BMPOGHMK, IHpis/ nepepeecTpauisi Ha HeOOMeXeHW TePMIH 3a He UA/14920/01/01
cycnensisa 137 dapma BiANOBIga/IbHUI 32 Himeuunna OHOB/EHO iHhopMaLito B IHCTPYKUIT A1 MEAMYHOTO | peyernmom | midsiseae
MKr/50 MKr Ha [03Y; M6X eHp BUPOBHULTBO 3acToCcyBaHHSA NikapcbKoro 3acoby B po3giniax
no 6,4 r cycneHsii y Ko. KI Hepo3gacoBaHoi "papmakoTepaneBTnyHa rpyna. Kog ATX"
donakoHi 10 ms; mo 1 npoaykuii, NnepBnHHe (peparyBaHHs TekcTy 6e3 3miHn kogy ATX),
hnakoHy B Ta BTOPUHHE "apmakonoriyHi BnactneocTi" (pefaryBaHHs TeKCTy
KapTOHHI nayui; no nakyBaHHs: Ta yTOYHeHHs iHdhopmauii), "MokasaHHs"
23 r cycneHsii y Lvnna Nimitesn, IHAais; (peparyBaHHs TekcTy), "Oco6/MBOCTi 3aCTOCYBaHHS",
donakoHi 25 mn; no 1 BMPOOBHUK, "MepeposysaHHsa", "Mo6iYHI peakuii™ Bi4NOBIAHO A0
hnakoHy B BiANOBiga/IbHUI 3a marepianis peecTpauiiiHoro fOCbeE.
KapTOHHIN nauui BUMYCK Cepii: MepioguyHicTb NOAAHHSA PeryssipHO OHOBJIOBAHOIO
MEJOA ®apma M'meX 3BiTy 3 6e3neku, BignoBiaHO A0 MopsakKy 34iiCHEHHS
eHp Ko. KT, hapmakoHarnagy, 3aTBep)KeHOro Hakasom
Himeuunna MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITiB 3
6e3neku.
2, EHKAQ- po3uunH ans iH'ekuin, | AT "BIOIK" | YkpaiHa AT "BIONIK" YkpaiHa nepepeecTpaLisi Ha He0OBMeXeHWn TepMiH 3a He UA/5196/01/01
BIOJIIK® 3,5%, no3MmnB MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO peyenmom | nidssieae
amnyni, no 10 amnyn 3BiTy 3 6e3neku, BignoBiaHO 0 MopsaKy 34iiCHEHHS
y nauui hapmakoHarnsigy, 3aTBepAKeHOro Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NEPiOANYHOCTI NOAAHHSA PEryNAPHUX 3BITIB 3
6e3neku.
3. KAPAIOCTAQ, | tabnetku no 6,25 CTALA HimeuyunHa BUMYyCK cepili: HimeuunHa/ nepepeecTpaLisi Ha He0OBMEXeHW TePMiH 3a He UA/3966/01/01
Mr, M0 7 TabneToK y ApuHaiimiTT CTALA Cepbis OHOB/IEHO iHChopMaLito B IHCTPYKLUIT 415 MeANYHOTO | peyernmom | nidssizae
6nicTepi; no 4 enb Al ApuHaiimitTens Arl, 3acTocyBaHHS NikapcbKoro 3acoby y po3ainax
6nictepu B HimeuuunHa; "Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakuii”
KapTOHHI KOPOOL BUPOBHULTBO BiAMOBIAHO 4O OHOBNEHOT iHGhopMaLi 3 6e3nekn
Hepo3chacoBaHoro Liro40i Ta AONOMDKHUX PEYOBUH.
NPOAYKTY, NePBUHHE MepiofnYHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
Ta BTOPUHHE 3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHHA
nakyBaHHS, KOHTPO b dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
cepiii: MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
"Xemodhapm" AL, rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
Cepbis MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 370POB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
6e3neku.
KAPAIOCTAQ, | tabnetku no 12,5 CTALA HimeyunHa BUWMYCK Cepiii: HimeuuunHa/ nepepeecTpaList Ha He0O6MeXeHWi TepMiH 3a He UA/3966/01/02
Mr, N0 7 TabneTok y ApuHaimitT CTALA Cepbis OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT ANS MeANYHOro | peyernmom | nidsisizae
6nictepi; no 4 enb Al ApuHaiimittens Al 3acTOoCyBaHHS NikapCcbKoro 3acoby y posginax
6nictepu B HimeuuunHa; "OcobnmBoCTi 3acTocyBaHHSA", "MobiuHI peakuii”
KapTOHHI Kopoo6Li BUPOBHULTBO BIAMNOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3nekn
Hepo3dacoBaHoOro Lito40i Ta AOMOMDKHUX PEHOBUH.
NPOAYKTY, NepBUHHE MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
Ta BTOPUHHE 3BiTy 3 6€3neKy, BignoBiaHO A0 MopsaKy 34iNCHEHHS
nakyBaHHS, KOHTPO b dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
cepiii: MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
"Xemodhapm" AL, rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
Cepbis MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 370p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3HAYEHMMMU
y NepioANYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3
6e3neku.
KAPAIOCTAQ, | tabnetku no 25 mr, CTALA HimeuunHa BUWMYCK Cepiii: HimeuunHa/ nepepeecTpalisi Ha He0OMeXeHWi TepMiH 3a He UA/3966/01/03
no 14 tTabnetok y ApuHaimiTt CTALA Cepbis OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT ANS MeAnYHOro | peyernmom | niosisizae
6nicTepi; no 2 enb Al ApuHaiimiTTenb Al, 3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ginax
6nictepu B HimeuyuunHa; "Oco6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakuii”
KapTOHHI Kopoo6Lli BUPOGHULTBO BiANOBIAHO N0 OHOBNEHOI iHGhopMaLii 3 6e3neku
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abo iHransuyiin no 1000000 MO a6o 2000000 MO.
MepioguyHiCTb NOAAHHSA PErysiipHO OHOBJIOBAHOTO
3BiTY 3 6e3neku, BiagnoBigHO A0 Mopsaky 3AiCHEeHHS

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
Hepo3dhacoBaHOro Lito40i Ta AOMNOMDKHUX PEYOBUH.
NPOAYKTY, NEPBUHHE MepiognyHiCTb NOAAHHA PErysiipHO OHOBJ/IOBAHOIO
Ta BTOPVHHE 3BiTy 3 6e3neku, BignoBigHO 0 Mopsaky 34iicHeHHS
nakyBaHHs!, KOHTPO b dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
cepii: MiHicTepcTBa 0XOPOHY 340POB’ YKpaiHu Big 27
"Xemodchapm" AL, rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
Cepbis MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 340pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4EeHUMU
y NEPiOANYHOCTI NOAAHHSA PEryNAPHUX 3BITIB 3
6e3neku.
6. KONICTUH NOPOLUOK A/1A 3eHTiBa, K.C. Yecbka MoBHWIA UMK [anisa/ nepepeecTpaLisi Ha He0OBMEXeHW TePMiH 3a He UA/15525/01/01
3EHTIBA PO3UMHY AN H'EKLN Pecny6nika BMpOGHMUTBA: YropLmHa OHOB/IEHO iHChopMaLito B IHCTPYKLUIT A1 MeANYHOTO | peyernmom | nidssizae
abo iHdysiii no 1 Kcennia 3acTocyBaHHs NikapcbKoro 3acoby y po3ainax
000 000 MO, 1 a6o dapmacsbtoTikanc AnC, "®apmakonoriuHi BnactnsocTi”, "B3aemMogis 3 iHWMMK
10 dhnakoHis 3 [NaHis; nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogii',
NOPOLLKOM B TecTyBaHHsA: "Ocob6nmBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHS
KapTOHHIN nayui Kcennia Ta nosun”, "MobiyHi peakui™ BignoBigHO A0 iHhopmaLi
dapmacstoTikanc 114, pedhepeHTHOro /likapcbKoro 3acoby KonomiumH
YropwmHa IH’ EKUiS, MOPOLLIOK AN1A PO3YMHY ANS iH'EKLiR, IHAY3ii
abo iHransuyiin no 1000000 MO a6o 2000000 MO.
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHeHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4EHUMU
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITiB 3
6e3neku.
7. KONICTUH NOpPOLLOK A/1A 3eHTiBa, K.C. Yecbka MoBHWIA UMK [anisa/ nepepeecTpaLisi Ha He06MEXeHW TePMIH 3a He UA/15525/01/02
3EHTIBA PO3UMHY A5 iH'EKL Pecny6nika BMpO6GHMUTBA: YropwmHa OHOB/IEHO iHChopMaLito B IHCTPYKLUIT 415 MEAMYHOTO | peyernmom | nmidssizae
abo iHdysiin 2 000 Kcennia 3acToCyBaHHs NikapcbKoro 3acoby y po3ainax
000 MO; 1 a6o 10 dapmacsbtoTikanc AnC, "dapmMakooriyHi BnactusocTi", "Blaemogis 3 iHWMK
h1akoHIB 3 [aHis; Nikapcbkumm 3acobamu Ta iHLWi BUAM B3aEMOSjn",
NOPOLLKOM B TecTyBaHHsA: "Ocob6nmBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHS
KapTOHHI nauj Kcennia Ta fosun", "MNo6iyHi peakui™ BiANOBIAHO A0 iHopMaLil
dapmacstoTikasic /114, pedhepeHTHOro /likapcbKoro 3acoby KonomiumH
YropwmHa IH’€EKULiSi, MOPOLLOK 718 PO3YMHY ANS iH'EKLR, IHAY3ii
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4eHUMU
y NEPiOANYHOCTI NOAAHHSA PEryNAPHUX 3BITIB 3
6e3neku.

NEBIHOPVH

PO34YNH OpasIbHUIA,
100 mr/mn; no 300
MY do1akoHi; no 1
dnakoHy Ta
opasibHOMYy LINpULy
Y KapTOHHIli KopoobLi

CaHpo3
dapmacbtoTi
Kans 4.4.

CnoBeHis

Bupo6bHnuTBO "in
bulk", nakyBaHHs:
Pewmegika ftg, Kinp;
BUWMYCK Cepiii:
Cantotac dapma
vM6X, HimeyunHa

Kinp/
HimeyunHa

nepepeecTpaLisi Ha He0OBMEXeHW TePMiH
OHOB/EHO iHGhOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y posginax:
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHI peakuii”
BiANOBIAHO A0 iH(hopMaLii Woho MegnyHoro
3acTocyBaHHS pethepeHTHOro Nikapcbkoro 3acoby
(KEMMPA®, po34nH opasibHui).
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/15634/01/01

NIPA®

TabneTkn, BKPUTI
nAiBKOBOO
060/10HKot0, No 500
Mmr no 10 TabneTok y
6nictepi, no 3
6nicTepu B nayu;j 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

Ykpaina

MepepeecTpaLisi Ha HEOOMEXEHW TepMiH. OHOB/IEHO
iHchopmawLito B iHCTPYKLUiT 4151 MeANYHOTO
3acToCyBaHHs NikapcbKoro 3acoby BifgnoBigHO A0
pedepeHTHOro Nikapcbkoro 3acoby (ComasnHa®,
Tabnetkn no 500 mr) y posginax
"®apmakoTepaneBTMyHa rpyna” (yToYHeHHs
hopmysoBaHHs), "3acToCcyBaHHA y Nepiof BariTHOCTI
ab6o rogyBaHHA rpyaat”, "TobidHi peakuii”.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTy 3 6€3neKy, BignoBiaHO A0 MopsaaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 30POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 370p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO 3i CTPOKaMM, 3a3HAYEHMMU
Yy NEpPioANYHOCTI NoAAHHA PerynspHuX 3BiTiB 3

3a
peyenmom

He
nidnsieae

UA/13370/03/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
6esneku.
10. | MEOAKCA MOPOLLIOK Mepak HimeuunHa BMPOGHWK, LLIO Himeuunna nepepeecTpaLisi Ha He0OBMeXeHWn TepMiH 3a He UA/4884/01/01
niodpinizoBaHWin Ans [esenbliag BiAnosigae 3a BUNyck OHOB/1EHO iHGhopmaLito B IHCTPYKUIT 418 MeAWYHOrO | peyernmom | nidsisizae
NpUroTyBaHHs T chiop cepii, BTOpVHHE 3aCTOCyBaHHS Nikapcbkoro 3acoby y posginax:
po3unHy Ans KniHiwe nakyBaHHs, MokasaHHs" (pegaryBaHHs TekcTy), "B3aemogis 3
iHdpysin (5 mr/mn) no | LWnewiansnp MapKyBaHHs, iHLWIMMKM nikapcbKMKU 3aco6amMu Ta iHLWi BUan
50 mr, 1 cknsiHol enapare KOHTPO/b/BUNPOGYBaH B3aemogiit", "OcobmBocTi 3acTocyBaHHs", “Mo6GiyHi
h1aKoH 3 MOPOLLKOM M6X HS cepiit: peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMmaL;i 3
Y KapTOHHIli KopoobLi Mepak Nesenbliadt 6e3neku Ajitoyoi pevoBUHN.
dorop KniHiwe MepiognyHiCTb NOAAHHA perynsipHO OHOB/IOBAHOTO
LLineujianbnpenapate 3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHHS:
M6X, HimeuunHa,; dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
BUPOBHUK, LLIO MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
BignoBigae 3a BMNycK rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
chopmum in bulk, MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
nepBrHHE NakKyBaHHS, Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
KOHTPO/b/BUNPOGYBaH OXOPOHU 30POB'st YKpaiHu Bif 26 BepecHsi 2016 poky
HS cepii: Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
OHkoTek ®apma y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
MpoaakwH M'méX, 6e3neku.
HimeuyunHa
11. | MEOAKCA NMOPOLLIOK Mepak HimeuyunHa BMPOGHUK, LLIO Himeuunna nepepeecTpavjis Ha He0bMeXeHW TepMiH 3a He UA/4884/01/02
niocpinizoBaHuii ans [esenbladg BignoBigae 3a BMNycK OHOB/IEHO iHChopMaLito B IHCTPYKLUIT 415 MEAMYHOTO | peyernmom | nmidssizae
NpUroTyBaHHs T chrop cepii, BTOpVHHE 3aCTOCyBaHHS Nikapcbkoro 3acoby y posginax:
po3UnHYy AN KniHiwe nakyBaHHs, MokasaHHA" (pegaryBaHHs TekcTy), "B3aemogis 3
iHdbysin (5 mr/mn) no | Lneuianbnp MapKyBaHHS, iHLIMMK NiKapCcbknMy 3acobamu Ta iHWiI BUAn
100 wr; 1 cknsHoi enaparte KOHTpO/b/BUNpOOYBaH B3aemogiit”, "OcobnmBocTi 3acTocyBaHHs", “IMo6GiYHI
h1aKOH 3 MOPOLLKOM MO6X HA cepiii: peakuii" BiANOBIAHO A0 OHOBMEHOI iHthopMmaL;i 3
Y KapTOHHI KOPOOLLi Megak MesenbliadT 6e3rnekun 4ityoi pevyoBUHN.
dorop KniHiwe MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
Lneujansnpenapare 3BiTy 3 6€3neKy, BignoBiaHO A0 MopsaKy 34iNCHEHHS
M6X, HimeuunHa,; dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
BMPOGHUK, LLIO MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
BignoBigae 3a BMNycK rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
copmum in bulk, MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007 poky 3a
nepBrHHE NakyBaHHS, Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
KOHTpO/b/BUNpobyBaH OXOPOHU 370p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
HS1 Cepii: Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3HAYEHMMMU
OHkoTek ®apma y NepioANYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3
MpogakwiH M'm6X, 6e3neku.
HimeyunHa
12. | MEOAKCA NOPOLLIOK Mepak HimeyunHa BUPOGHUK, LLIO HimeuuunHa nepepeecTpaLisi Ha He0O6MeXeHW TepMiH 3a He UA/4884/01/03
niogpinizoBaHnit Ans [esenbadg BignoBsigae 3a BMNycK OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT AN MeAMYHOro | peyernmom | nidsisizae
NpUroTyBaHHs T chrop cepii, BTOPVHHE 3aCTOCyBaHHSA Nikapcbkoro 3acoby y posginax:
PO34MHY ANns KNiHiwe nakyBaHHs, MokasaHHA" (pegaryBaHHsi TEKCTY), "B3aemogis 3
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
iHcpysin (5 mr/mn) no | Lneuiansnp MapKyBaHHS, IHLWMMK NiKapcbknMy 3acobamu Ta iHLWWi BUAn
150 wmr; 1 cknsiHow enapare KOHTPO/b/BUNPOGYBaH B3aemogiii", "OcobnmnBocTi 3acTocyBaHHA", "Mo6iYHi
p1aKoH 3 MOPOLUKOM M6X HS cepii: peakujii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL;i 3
Y KapTOHHiIli KOopoobLi Mepak esenbliadt 6e3nekun 4ityoi pevyoBUHN.
drop KniHiwe MepiognyHiCTb NOAAHHA PErysIipHO OHOB/IIOBAHOIO
LLineujansnpenapate 3BiTy 3 6e3neku, BignoBigHO 0 Mopsaky 34iicCHeHHS
M6X, HimeuunHa,; dhapmakoHarnsgy, 3aTBepiXeHoro Hakasom
BUPOBHMK, L0 MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
BiAMOBIgae 3a BMNycK rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
dhopmum in bulk, MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
nepBUHHE NnakyBaHHA, Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
KOHTpO/b/BUNpO6YBaH O0XOPOHU 340pOB'sA YKpaiHu Big, 26 BepecHs 2016 poky
Hs cepii: Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4eHUMU
OHkoTek ®apma y NEPiOAVNYHOCTI NOAAHHSA PEryNSAPHUX 3BITIB 3
MpopgakwH MbX, 6e3neku.
HimeuunHa
13. | MEAOKNAB TabneTkn, BKpUTI Megokemi Kinp Megokemi NTA (3aBog, Kinp MepepeecTpauis Ha HEOGMEXEHN TEPMIH 3a He UA/4428/01/01
nNiBKOBOKO nTa B) OHOBNEHO iHhopMaL,ilo y po3ainax peyenmom | nidssieae
060/10HKOH0, 1o 500 "bapmakoTepaneBTMyHa rpyna'(yToyHeHHs
mr/125 wmr, no 8 iHdhopmawuii), "®apmakonoriyHi BnactmeocTi”
TabneTok y 6nictepi; (yTouHeHHs iHchopmadii), "Moka3aHHS"(YTOYHEHHSA
no 2 6nictepun y iHchopmawii), "B3aemogist 3 iHLWUNMUY NliKapCbKUMU
KapTOHHI KOPOOL 3acobamu Ta iHWi Buau B3aemogiin”, "OcobamBocCTi
3acTocyBaHHSA", "3acToCyBaHHSA Yy nepiog, BarirTHOCTi
ab0 rogyBaHHsA rpyaa”(yTouHeHHs iHopmadii),
"Cnocib 3acTocyBaHHA Ta 4031"(YTOYHEHHS
iHchopmawii), "MepenosyBaHHa", "Mo6iyHI peakwii™
IHCTPYKLUT ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby BignoBiAHO A0 OHOB/EHOI iHhopMaLii LLoAo
pethepeHTHOro NikapCbKoro 3acoby AyrMeHTUH
Tabnetku.
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHeHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4YEHUMU
y NepioAVNYHOCTI NOAAHHA PerynsipHuX 3BiTiB 3 6e3neku
14. | MEOOKNAB TabneTku, BKPUTI Megokemi Kinp Megokemi 1T (3aBog Kinp MepepeecTpaLis Ha HEOBMEXEHWIA TEPMIH 3a He UA/4428/01/02
nNiBKOBOKO nTa B) OHoBNEHO iH(hopMaL,io y po3ainax peuenmom | nidssieae

0060/10HKOH0, Mo 875

Mr/125 mr, no 7

"bapmakoTepaneBTMYHa rpyna“(yTo4yHeHHs

iHcbopmalLii), "dapmakonorivyHi BnactmeocTi”
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
Tabnetok y énictepi; (yTouHeHHs iHchopmadii), "Moka3aHHS"(YTOYHEHHS
no 2 6nictepu y iHchbopmawii), "B3aemogis 3 iHWMMK flikapCbKumum
KapTOHHI KOpoo6Li 3acob6amu Ta iHWi Buav B3aemogiit, "OcobmBocTi
3acTocyBaHHSA", "3acToCyBaHHSA Yy nepiog BarirTHOCTI
abo rogyBaHHs rpyaaH0" (yTouHeHHs iHdhopmadi),
"Cnoci6 3acTocyBaHHs Ta f03m1"(YyTOUYHEHHS
iHbopmauii), "MepenosysaHHs", "MobiuHi peakwii”
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS /1iKapCbKOro
3acoby BignoBiAHO A0 OHOB/EHOI iHhopMaLii LLoAo
pediepeHTHOro NiKkapcbkoro 3acoby AyrMeHTUH
Tabnetkn.
MepioguyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsakKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAHHSA PerynsipHuX 3BiTiB 3 6e3nekn
15. | ME/TOKCUKA | nopoLuok TOB YkpaiHa IOHIMAPK PEME/I3 IHais nepepeecTpaLisi Ha He0OBMEXeHW TePMiH - He UA/15923/01/01
M (cybeTaHuin) y "®APMEKC nTAa. nidnsieae
noABIHNX reyn
nonieTnNeHoBux
naketax gns
chapmaLeBTUYHOro
3aCcTOCyBaHHSA
16. | MOHTEMAK 4 | TabneTku XyBaUlbHi Makneogc IHais Makneoac IHgis MepepeecTpauis Ha HEOOMEXEHWI TEPMIH. 3a He UA/15178/01/02
no 4 wmr; no 10 dapmacbioT dapmacbloTukanc OHOB/IEHO iH(hopmaLito BifnoBigHO A0 pehepeHTHOro | peyenmom | nidssi2ae
TabneTok y 6nictepi, nkanc Niviten nikapcbKoro 3acoby (CUHrynap®, Tabnetku XysBasibHi
no 3 6nictepn y Nimiteq no 4 mr abo 5 Mr) Ta 3rigHo 3 6e3MeKo AOMOMIKHNX

KapTOHHI ynakoBLi

PEYOBUH B IHCTPYKLi 4151 MEAUYHOTO 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby y po3ainax "MNokasaHHs"
(yTouHeHHs iHdopmauii), "OcobnmBocTi
3acTocyBaHHs" Ta "lMo6iuHi peakuii”.
MepiognyHiCTb NOAAHHA PerynsapHO OHOBIOBAHOIO
3BiTYy 3 6e3neku, BignoBigHO f0 Mopsaky 34iCHEeHHS
thapmakoHarnsay, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 370POB'st YKpaiHu Bif 26 BepecHsi 2016 poky
No 996), CTaHOBMTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMn
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
y NepioAnYHOCTI NoAAaHHA perynsipHuX 3BiTiB 3
6e3neku.
17. | MOHTEMAK 5 | Ta6neTku xyBasbHi Makneogc IHais Makneoac IHais MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/15178/01/03
no 5 mr; no 10 dapmacbioT dapmacbioTukanc OHOB/IEHO iH(hopMmaLLito BigNOBIAHO A0 pehepeHTHOro | peyenmom | nidssi2ae
TabneTok y 6nictepi, nkanc Niviten nikapcbKoro 3acoby (CuHrynsap®, Tabnetkv XyBasibHi
no 3 6nictepn y Nimiteq no 4 mr abo 5 mr) Ta 3rigHO 3 6e3neKol AOMOMKHUX
KapTOHHI ynakoBLi PEYOBWH B iIHCTPYKLT A1 MeANYHOro 3aCTOCYBaHHS
NiKkapcbKoro 3acoby y po3ginax “rNokasaHHs"
(yTouHeHHs1 iHchopmawii), "OcobnmBocTi
3acTocyBaHHA" Ta "Mo6iuHI peakuii”.
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHEHHS
thapmakoHarnsgy, 3aTBepPAKEHOI0 Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4YEHUMU
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITiB 3
6e3neku.
18. | OCETPOH® PO3UMH ANA H'EKLNA, [O-p Peppi'c IHAjisA [-p Pegpj'c IHAi nepepeecTpavjis Ha He0bMeXeHW TepMiH 3a He UA/4886/01/01
2 mr/mn; no 2 mn (4 NabopaTtopi NabopaTtopic Jliviteq, OHOB/IEHO iHGhopmauito B IHCTPYKLi A8 MeguyHoro | peyenmom | nidsisieae
Mr) a6o 4 mn (8 mr) c g 3acToCyBaHHs NikapcbKoro 3acoby y po3ainax

B amnyni; no 5
amnyn y 6nictepi; no
1 6nictepy B
KapTOHHiiA KOpo6Ll

"MpoTunoka3aHHa", "B3aeMogis 3 iHLIMMU NiKapCbKUMu
3acobamu Ta iHWi Buau B3aemogiin”, "OcobmBocTi
3acTocyBaHHSA", "3acTOCyBaHHSA Yy nepiog BarirtHOCTi
abo rogyBaHHsA rpyaaro” (yTouHeHHs iHchopmauii), "

3AaTHICTb BM/IMBATY Ha LWUBUAKICTb peakujii npu
KepyBaHHI aBTOTpaHCNOPTOM a6o iHWMMK
mMexaHismamu', "Mepefo3ysaHHsa", "Mob6iyHI peakui”,

"HecyMicHICTb" BignoBigHO 40 OHOB/IEHOI iHchopmalii 3

6e3nekn 3acTocyBaHHA Aito4ol Ta OMOMDKHUX
PEYOBUH.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiaHO A0 Mopsaky 34iicHEHHS
hapmakoHarnsgy, 3atsepikeHoro Hakasom
MiHiCTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMU, 3a3HAYEHNMM
y NepioAnYHOCTI NOAAaHHS perynsipHux 3BiTiB 3
6e3neku.
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Hassa

dopma surnycky

3asasHuk

Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
19. | NEHTACA cynosuTopii PeppiHr LLseiiuapis BMPOBOHULTBO: LLiseiiuapisi/ nepepeecTpaLisi Ha He0B6MEeXeHW TepMiH 3a He UA/4990/01/01
pekTasbHi no 1000 IHTepHeLwHN deppiHr IHTepHeLWHN HimeuunHa OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT 415 MeANYHOrO | peyenmom | nidssizae
Mmr; no 7 CeHTep CA CeHTtep CA, 3aCTOCyBaHHS NikapcbKoro 3acoby B po3dinax
Cyno3nTopiiB y LLIBeiiuapis; "@apmakoTepanesTuyHa rpyna. Kog ATX "
6nictepi; no 4 BiANOBiga/IbHUI 3a (peparyBaHHs TekcTy 6e3 3miHn kogy ATX),
6nictepu B BMNYCK cepil: "®apmakooriyHi B1lacTuBOCTI" (pegaryBaHHS TEKCTY
KOMMNNEKTI 3 ®eppiHr M'M6X, Ta YTOUYHEHHs iHhopmalii), "OcobnmnBocCTi
TiriEHiYHMMM HimeuunHa 3acTocyBaHHS", "3acTOCyBaHHs y nepiog BaritTHOCTi
HanasibHVKammn B abo rogyBaHHA rpyaat”(pearyBaHHsa TEKCTy Ta
KapTOHHI ynakoBL; YTOUYHEHHS iHchopMmadii), "Cnocib 3acTocyBaHHA Ta
no 7 cynosuTopiis y [o3n" (pegaryBaHHs TEKCTY Ta YTOYHEHHS
6nicTepi; no 4 iHcpopmawii), "MepenosyBaHHa", "Mo6iyHI peakwi™
6nictepu B BiANOBIAHO 0 MaTepiasniB peecTpaviliHoro fochbe.
KapTOHHIN ynakoBLi MepiognyHiCTL NOAAHHSA PerynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO 0 Mopsaky 34iicHeHHSs
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHUMU
y NEPiOANYHOCTI NOAAHHSA PEryNAPHUX 3BITIB 3
6e3neku.
20. | MEHTACA Tabnetku PeppiHr Lseiiuapis BMPOBHULTBO: LLseiiuapisi/ nepepeecTpaLisi Ha He0OB6MEeXeHW TePMiH 3a He UA/4990/02/01
NPOSIOHrOBaHOI il IHTepHeLwHN deppiHr IHTepHeLWHN HimeuunHa OHOB/IEHO iHChopMaLito B IHCTPYKLUIT 415 MeANYHOTO | peyernmom | nidssizae
no 500 wmr; no 10 CeHTep CA CeHTtep CA, 3aCTOCyBaHHS Nikapcbkoro 3acoby B po3dinax
Tabnetok y 6nictepi; LLiseiiuapis; "®apmakoTepaneBTuMyHa rpyna. Kog ATX"
no 5 a6o 10 BiANoBigaIbHUI 3a (peparyBaHHs TekcTy 6e3 3miHn kogy ATX),
6nictepiB y BUMYCK cepii: "apmakonoriyHi BnacTneocTi” (pefaryBaHHs TeKCTy
KapTOHHI KopooLi ®eppiHr M'M6X, Ta YTOUYHEHHs iHhopmalii), "OcobnmnBocTi
HimeuunHa 3acTocyBaHHS", "3acToCyBaHHs y nepiog BaritTHOCTi

abo rofyBaHHA rpyaato” (pefaryBaHHsa TEKCTy Ta
YTOUHEHHS iHchopmadi), "Cnocib 3acTocyBaHHA Ta
[o3n" (pegaryBaHHs TEKCTY Ta YTOYHEHHS
iHchopmawii), "MepenosyBaHHa", "Mo6iyHI peakwii™
BiANOBIAHO A0 MaTepianiB peecTpauiliHoro foche.
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340p0B'A YKpaiHu Big, 26 BepecHs 2016 poky
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Peknam

Homep

Hassa
JNliKapcbKO20

dopma surnycky
(nikapcbka gpopma,

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayjiliHo2o
NnocBi04YeHHs1

3acoby

ynakosKa)

Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4EeHUMU
y NepioAMYHOCTI NOAAHHSA PerynsipHuX 3BiTiB 3 6e3neku

3a

He

UA/14821/01/01

NEPUHAONP
mn
4/AMnoguni
H 10 KPKA

Tabnetku no 4 mr/10
mr; no 10 TabneTok
y 6nictepi; no 3 abo
no 9 6nictepiB y
KapTOHHI KopooLi

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO “in bulk",
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpO/b cepii Ta
BUMYCK cepii:
KPKA, a.4., Hoso
MecTo, CrioBeHis;
KOHTpONb cepil
(chi3nyHi Ta XimiyHi
MeToAW KOHTPOJIH0):
KPKA, a.4., Hoso
mecTo, CrnoBeHis

CnoBeHis

nepepeecTpavjis Ha HeObMeXeHN TepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT 4151 MEAUYHOTO
3acToCyBaHHS Nikapcbkoro 3acoby y po3ginax
"MpoTunokasaHHA", "B3aemMogis 3 iHLIMMWU NiKapCbKMU
3aco6amu Ta iHWi BUAW B3aemogiii*, "OcobnmBocTi
3acTocyBaHHS", "3acToCyBaHHs y nepiog, BaritTHOCTi
abo rogyBaHHSA rpyaar”, "Cnocibé 3actocyBaHHA Ta
no3un" (wopo 6e3neku), "MepenosysaHHs", "Mo6iYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMmaL;i 3
6e3neku Ajitoyoi pevoBUHN.
MepiognyHiCTb NOAAHHA PerysispHO OHOBIIOBAHOIO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHHA
hapmakoHarnagy, 3aTBepyKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 370POB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
6e3neku.

peyenmom

3a

nionsieae

He

UA/14822/01/01

22.

NEPUHAOMNP
mn
4/AMnoguni
H 5 KPKA

TabneTku no 4 mr/5
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHiiA KOpo6Ll

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOGHMLTBO "in bulk",
nepBuHHe Ta
BTOPVIHHE NaKyBaHHS,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., HoBo
mecTo, CnoBeHis;
KOHTpOnb cepii
(chiznuHi Ta XimiyHi
METOAW KOHTPOSI):
KPKA, a.4., HoBo
mecTo, CroBeHis

CnoBseHis

nepepeecTpavjisi Ha HeObMeXeHW TepMiH
OHOB/EHO iHGhOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3acTOoCyBaHHS NikapCcbKoro 3acoby y posginax
"MpoTunokasaHHA", "B3aemMogis 3 iHLWIMMKU NiKapCbKMu
3acobamu Ta iHWi BUAW B3aemogiii", "OcobnneocTi
3acTocyBaHHS", "3acToCyBaHHs y nepiog, BarirTHOCTi
abo rogyBaHHsA rpyaar”, "Cnocibé 3actocyBaHHs Ta
no3un" (wopo 6esneku), "MepenosysaHHs", "Mo6IYHI
peakuii” BignoBigHO A0 OHOBMEHOT iHChopmali 3
6e3neku Ajtoyoi peHOBUHN.
MepiognyHiCTb NOAAHHA PerynsgpHO OHOBIOBAHOIO
3BiTYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iCHEeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340pOB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 30POB'st YKpaiHu Bif 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHUMU
y NepioANYHOCTI NOAAHHA PErynApHUX 3BITIB 3
6esneku.

peyenmom

nionsieae

3a

He

UA/14822/01/02

Ta6neTkn no 8 mr/10

KPKA, a.4.,

CnoBseHis

BMpo6HUUTBO "in bulk",

CnoBeHis

nepepeecTpalis Ha HEOGMEXEeHWIi TepMiH

23.

NEPUHAOMNP
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Hassa
JNliKapcbKO20

dopma surnycky
(nikapcbka gpopma,

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

n 3acoby
mn
s/AMnoaun
H 10 KPKA

ynakosKa)

mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 9 6nictepiB y
KapTOHHI KOopoo6Li

HoBo mecTto

nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpO/b cepii Ta
BUMYCK cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTPONb cepil
(chi3nyHi Ta XimiyHi
METOAN KOHTPO/IH):
KPKA, a.4., Hoso
mecTo, CrnoseHis

OHOB/IEHO iHGhopMaLito B IHCTPYKUIT 4151 MEAUYHOTO
3aCTOCyBaHHS NikapcbKoro 3acoby y po3ainax
"MpoTrnokasaHHsa", "B3aeMogis 3 iHLWIMMY NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aemogiii*, "OcobnmBocCTi
3acTocyBaHHS", "3acTOCyBaHHs y nepiog BaritTHOCTI
abo rogyBaHHsA rpyaao”, "Cnocib 3actocyBaHHsA Ta
no3un" (wopo 6esneku), "MepenosysaHHs", "MoGIYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMmaL;i 3
6e3neku fjtoyoi peHOBUHN.
MepiofnyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHEHHA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioAnYHOCTI NoAAaHHA perynsipHuX 3BiTiB 3
6e3neku.

NEPUHAONP
un
sIAMMoAMN
H 5 KPKA

24.

TabneTku no 8 mr/5
mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 9 6nictepiB y
KapTOHHI KopooLi

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO “in bulk",
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpO/b cepii Ta
BUMYCK cepii:
KPKA, a.4., Hoso
MecTo, CrioBeHis;
KOHTpONb cepil
(chi3nyHi Ta XimiyHi
MeToAW KOHTPO/IH0):
KPKA, a.4., Hoso
mecTo, CrnoBeHis

CnoBeHis

HimeyunHa

nepepeecTpavjis Ha HeObMeXeHN TepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT 4151 MEAUYHOTO
3acToCyBaHHS Nikapcbkoro 3acoby y po3ginax
"MpoTunokasaHHA", "B3aemMogis 3 iHLIMMWU NiKapCbKMU
3aco6amu Ta iHWi BUAW B3aemogiii”, "OcobnmBocTi
3acTocyBaHHS", "3acToCyBaHHs y nepiog, BaritTHOCTi
abo rogyBaHHsA rpyaar”, "Cnocibé 3actocyBaHHsA Ta
no3un" (wopo 6e3neku), "MepenosysaHHs", "Mo6iYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHdhopMaL;i 3
6e3neku Ajitoyoi pevoBUHN.
MepiognyHiCTb NOAAHHA PerysispHO OHOBIIOBAHOIO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHHS:
hapmakoHarnagy, 3aTBep)KeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 370POB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
6e3neku.
nepepeecTpavjisi Ha HeObMeXeHN TepMiH

Ymosu Pexknam Homep

Bionycky | ysaHHsA | peecmpayiliHo20
nocsioYeHHs1
peuenmom | nidssieae
3a He UA/14823/01/01
peuenmom | nidssieae
3a He UA/14862/01/01
peuenmom | nidssieae

nypu-
HETON™

25.

Tabnetku no 50 mr,
no 25 tabneTtok y
cnakoHi; no 1

AcneH
Papma
TpeigiHr

JNimiTen

Ipnangis

Ekcenna 'm6X i Ko.
Kl

OHOB/EHO iHGhOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3acToCyBaHHS NikapCbKoro 3acoby B po3gisiax

"PapmakoTepaneBTuyHa rpyna. Kog ATX ™"

hnakoHy y




Ne Hassa

dopma surnycky

3asasHuk

Kpaina

21

3acoby

JNliKapcbKO20

(nikapcbka gpopma,
ynakosKa)
KapTOHHI KOpooLi

3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu

Bionycky

Peknam
yBaHHs

Homep

peecmpayjiliHo2o

26.

PAMISEC®
KOM

Tabnetku, 10

AT

YKpaiHa

(peparyBaHHs TekCTy 6e3 3MiHN kogy ATX),
"®apmMakooriyHi BNacTuBOCTI" (pegaryBaHHs TEKCTY),
"Moka3aHHs" (pegaryBaHHs TEKCTY Ta YTOUYHEHHS
iHchopmalii), "B3aemogist 3 iHLUMMY NTiKapCbKUMU
3acob6amu Ta iHWi BUAY B3aemogiii", "OcobamBocCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof BariTHOCTI
abo rofyBaHHA rpyaato”(pefaryBaHHsa TeKCTy Ta
YTOUYHEHHS iHthopmadi), "Cnocib 3acTocyBaHHA Ta
[o3n" (pegaryBaHHs TekcTy), “INo6iyHi peakuii”
BiZANOBIAHO [0 MaTepianiB peecTpauiliHoro foche.
MepiognyHiCTb NOAAHHA PEryspHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO 0 MopsakKy 34iicHeHHS:
thapmakoHarnsgy, 3aTBEPAXEHOI0 Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 370pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4EeHUMU
y NEPIOAVNYHOCTI NOAAHHSA PEryNAPHUX 3BITIB 3
6e3neku.

NnocBi04YeHHs1

27.

PAMISEC®

mr/12,5 wmr, no 10
TabneTok y 6nictepi;
no 3 6nictepun y
navu,i

Tabnetkun, 5 mr/12,5

"®apmak”

AT

YKpaiHa

AT "®apmak”

AT "dapmak”

YkpaiHa

nepepeecTpaLisi Ha He0OBMEXeHW TePMiH
OHOB/EHO iHGhopMaLito B IHCTPYKLIT 4719 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y posginax:
"®apmakonoriyHi BnactusocTi’, "lMpoTunokasaHHA",
"B3aemogis 3 iHWMMK flikapCbkuMm 3acob6amm Ta iHLwi
BMAM B3aemogiit", "OcobmMBOCTi 3acToCcyBaHHA",
"34aTHICTb BNAMBATMW Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHismamu", "Cnocib 3acTocyBaHHs Ta fo3un",
"Mo6iyHi peakui™ BignoBigHO A0 iHhopmMaLi Wwoao
MEeAMYHOro 3acToCyBaHHA pedhepeHTHOro MikapcbKoro
3acoby (Tputaue Mntoc, Tabnetkn 10 mr/12,5wmr).
MepiofnYHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHHS:
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 370POB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
6e3neku.

YkpaiHa

3a
peyenmom

He
nidnsieae

UA/15546/01/01

nepepeecTpaLlis Ha HE06MeXeHW TepMmiH

3a

He

UA/15545/01/02
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep

peecmpayjiliHo2o

NnocBi04YeHHs1

KOM

Mr no 10 TabneTok y
6nictepi, no 3
6nicTepu y nauui

"®papmak”

OHOB/IEHO iHGhopMaLito B IHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ainax:
"®apmakonoriyHi BractusocTi”, "MpoTunokasaHHs",
"B3aemopis 3 iHLWMMK NiKapCbknmy 3acobamm Ta iHLLi
BMAW B3aemogiin”, "OcobMBOCTi 3aCTOCYBaHHS",
"3paTtHICTb BN/IMBATU HA LIBMAKICTL peakuii npn
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMKU
mexaHismamn”, "Cnocib 3acTocyBaHHs Ta 4o3un",
"Mo6iuHi peakuyii" BigNoBigHO A0 iHhopMmaLii Wwoao
MeAMYHOro 3acToCyBaHHA pehepeHTHOro NikapcbKoro
3acoby (Tputaue MNntoc, Tabnetkn 10 mr/25 mr).
MepioguyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsakKy 34iiCHEHHS
dhapmakoHarnagy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHSA PErynspHKX 3BITiB 3
6esneku.

peyenmom

nionsieae

28.

PAMI3EC®
KOM

Tabnetku, 10 mr/25
Mr no 10 TabneTok y
6nictepi, no 3
6nicTepu y nauui

AT
"®Gapmak”

YkpaiHa

AT "dapmak”

Ykpaina

nepepeecTpavisi Ha HEOOMEXEHUI TePMiH
OHOB/1EHO iHGhopmaLito B IHCTPYKUIT 4151 MEAUYHOIO
3acTOoCyBaHHSA NikapcbKoro 3acoby y posginax:
"®apmMakonoriyHi BnactusocTi, "lMpoTnnokasaHHs",
"B3aemogis 3 iHWMMU flikapcbkuMn 3acobamm Ta iHLwi
BMAM B3aemogiit", "OcobMBOCTI 3acTOCyBaHHA",
"3paTHICTb BIIMBATK Ha LIBMAKICTL peakuii npn
KepyBaHHI aBTOTPaHCNOPTOM abo iHWMMK
MexaHiamamu”, "Cnocib 3acTocyBaHHs Ta 403un",
"Mo6iuHi peakuii" BiANOBIAHO A0 iHhopMmau,i WwoAo
MeAMYHOro 3acToCyBaHHA pethepeHTHOro NikapcbKoro
3acoby (Tputaue MNnioc, Tabnetkn 10 mr/25 mr).
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/15545/01/01
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r; No 2 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

"PapmMakos1orivyHi BNacTuBOCTI" (4ONOBHEHHS
iHbopMmawii), "MpoTunokasaHHs", "B3aemogis 3 iHWnMun
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6MBOCTI 3aCTOCyBaHHSA", "3acTocyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHA rpyaat0" (YTOUYHEHHS
iHdhopmawii), " 3gaTHICTb BNAMBATK Ha LUBUAKICTb
peakuii Npn kepyBaHHiI aBTOTPaHCMOPTOM a60 iHLWNMK
MexaHismamun", "lMepeno3yBaHHA" BigNOBIAHO A0
6e3mekn 3acTocyBaHHS Ajl040i Pe4oBUHU, Sika
3a3HaYaETbCA B MaTepiasiax peecTpaLiiHoro AOCkE.
MepiognyHiCTb NOAAHHA PEryNSPHO OHOB/IIOBAHOIO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHHS:
hapmakoHarnagy, 3aTBep)KeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B

MiHicTepcTBi roCcTULIi YKpaiHu 29 ciyHa 2007 poky 3a

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
29. | POKCUNIM NOpPOLLOK A/1A POTA®APM | TypeuunHa dapmaBixH CaH. Be TypeyuunHa nepepeecTpaLisi Ha He0B6MEeXeHW TepMiH 3a He UA/15288/01/01
PO3YUNHY ANS iH'EKLRA INAYNAPI Tigx. A.LL. OHOB/EHO iH(hOpMaLLito B IHCTPYKUIT 418 MEAWYHOTO | peyerimom | nidsiseae
no 1,0 r; 1 dpnakoH 3 ATA. WTI. 3acTOCyBaHHS NikapCbKoro 3acoby y po3ainax
NOPOLLUKOM B "apmakonoriyHi BnactnsocTi”, "MokasaHHA",
KomnnekTi 3 1 "MpoTrnoka3aHHs", "B3aeMogis 3 iHLWMMUK NiKapCbKUMu
amnysio 3acob6amu Ta iHWi Buav B3aemogiit, "OcobmBocTi
po3uMHHKKa (Boga 3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTi
08 iH'ekuin) no 10 abo rogyBaHHA rpyaar”, "3gaTtHicTb BNaMBaTu Ha
M1y KapTOHHIi LIBMAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM
KopoobLi abo iHWKMK MexaHisMamn”, "Cnoci6b 3acTocyBaHHA Ta
posn", "Aitn", "MepegosysaHHs", "Mob6iyHI peakuii”,
"HecymicHicTb" BignoBigHo Ao iHdopmauii
pedrepeHTHOro fikapcbkoro 3acoby Maxipime, powder
for solution for injection or infusion, Bpicton-Maviepc
CkBi66, CLUA (B YkpaiHi He 3apeecTpoBaHuii).
MepiofnyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioAnYHOCTI NoAAaHHA perynsipHuX 3BiTiB 3
6e3neku.
30. | CEKHIAOKC TabneTku, BKpUTI yopna Ipysia NABOPATOPIA ®paHuin MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/11744/01/01
NNiBKOBOKO MEANLUNH BEWVNI-KPEAT - OHOB/EHO iHghopmaLito B IHCTPYKLT Ana MeguyHoro | peyenmom | nidsisieae
o6onoHkoto, no 1,0 nTa BEPHYWE 3acTOCyBaHHSA Nikapcbkoro 3acoby y po3ginax
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM

y NepioAnYHOCTI NoAaHHA perynsipHuX 3BiTiB 3

6e3neku.

31.

TEPA®IO

NOPOLLOK ANs
Opa/IbHOTO PO3YUHY
3i CMakKoM NicoBMX
arig; 1 naket 3
nopotukom; 10
nakeTiB 3 MOPOLLKOM
Y KapTOHHIli KopoobLi

FCK
KoHcbromep
Xernckep
C.A.

LLBeiuapis

'CK KoHcbtomep
Xenc, IHK.

CLWA

nepepeecTpavjis Ha HeObMeXeHNi TepMiH
MepiognyHiCTb NOAAHHA PerysispHO OHOBIIOBAHOIO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHHS:
hapmakoHarnagy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
O0XOPOHU 370POB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/5436/01/01

32.

YKPNIB®

TabneTkn no 500 mr
no 10 TabneTtok y
6nictepi; no 3 abo
no 10 6nictepiB y
KapTOHHI ynakoBLi

TOB
"KYCYM
DAPM"

YKpaiHa

TOB "KYCYM ®APM"

YkpaiHa

nepepeecTpavjisi Ha HeObMeXeHN TepMiH
OHOB/EHO iHGhOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3acTOoCyBaHHS MikapCcbKoro 3acoby y posginax
"hapmakoTepaneBTMyHa rpyna’“, "dapmakonoriyHi
BnactusocTi", "MpoTunokasaHHs", "B3aemogis 3
iHLIMMK NiKapCbknMy 3acobamu Ta iHLWi BUAn
B3aemogiin”, "OcobmMBOCTi 3acToCcyBaHHs",
"3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnoci6 3actocyBaHHs Ta go3u”, “ditn",
"Mepepno3yBaHHs", "Mo6iyHI peakuii” BiANOBIAHO A0
iHhopmaLii pechepeHTHOro Nikapcbkoro 3acoby
YPCO®A/IbK (Tabnetku, BKPUTI NAIBKOBOO
060/10HKOI0, No 500 Mr).

MepiognyHiCTb NOAAHHA PerynsapHO OHOBIOBAHOIO
3BiTYy 3 6e3neku, BignoBigHO A0 Mopsaky 34iCHEeHHS
dhapmakoHarnsgy, 3aTBep)keHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakLuii Hakady MiHicTepcTea
OXOPOHU 370POB'st YKpaiHu Big 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHUMU
y NepioANYHOCTI NOAAHHA PerynspHuX 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/11750/01/02

33.

POCTUMOH

MOPOLLOK
niogpinizoBaHWin Ans
NpUroTyBaHHs

PO3YUHY ANS iH'EKLA
no 75 MO; 1 donakoH

IBCA

IHCTUTYT
Bioximik C.A.

LLBeiuapis

IBCA IHCTUTYT Bioximik
C.A.

LLiBefiuapis

nepepeecTpalisi Ha He0OMeXeHWi TepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT AN5 MEAUYHOTO
3acTocyBaHHS NikapCbKOoro 3acoby B po3gisiax
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(pefaryBaHHs TekcTy 6e3 3miHu kogy ATX),

3a
peyenmom

He
nionsieae

UA/3152/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
3 nopowukom Ta 1 "Moka3saHHsA" (YTOUYHEHHS iHdhopMmaLiT),
amnyna 3 1 mn "MpoTrnoka3aHHs", "B3aeMogis 3 iHLWMMUK NiKapCbKUMu
PO34mnHHKKA (HaTpito 3acobamu Ta iHWi BUAy B3aemogiii”, "OcobnmBocTi
xnopuay 9 mr, Boga 3acTocyBaHHSA", "3acToCyBaHHSA Yy nepiog BarirTHOCTI
Ans iH'ekuin) B abo rogyBaHHA rpyaar0” (YToUHeHHs iHdhopmadi),
nauuyj; no 10 nayok y "Mo6iuHi peakuyii" BigNoBigHO A0 MaTepianis
KapTOHHI KOpooLi peecTpaLiiHoro fochbeE.
MepiognyHiCTb NOAAHHA PEryIipHO OHOBJIOBAHOIO
3BiTy 3 6e3neku, BignoBigHO 0 Mopsaky 34iicCHeHHS
dhapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4YEeHUMU
y NEPIOAVNYHOCTI NOAAHHSA PEryNAPHUX 3BITIB 3
6e3neku.
34. | ®OCTUMOH NOPOLLIOK IBCA Lseliuapia | IBCA IHcTuTyT Bioximik | LUBeliLapis nepepeecTpaLisi Ha He0OBMEeXeHW TepMiH 3a He UA/3152/01/02
niocpinizoBaHuii ons IHCTUTYT C.A. OHOB/IEHO iHChopMaLito B IHCTPYKLUIT A1 MeANYHOTO | peyernmom | nidssizae
NpUroTyBaHHsA Bioximik C.A. 3aCcTOCyBaHHS Nikapcbkoro 3acoby B po3dinax
PO3YUHY AN1s1 iH'EKLLIA "GapmakoTepanesTnyHa rpyna. Kog ATX"
no 150 MO; 1 (peparyBaHHs TekcTy 6e3 3miHn kogy ATX),
h1aKkoH 3 MOPOLLKOM "MokasaHHA" (YTOYHEHHS iHdhopmauir),
Talamnyna3slmn "MpoTunokasaHHsA", "B3aeMogisa 3 iHLIMMKU NiKapCbKMu
PO3UMHHMKA (HaTPIO 3acobamu Ta iHWi B1uau B3aemogiin”, "OcobamBocCTi
xnopugy 9 mr, Boga 3acTocyBaHHA", "3acToCyBaHHS Yy nepiog, BarirTHOCTi
Ons iH'ekujin) B abo rogyBaHHs rpyaa” (YTOUHeHHs iHhopmadii),
nadui; no 10 navok y "Mo6iuHI peakui™ BigNoBIigHO A0 MaTepianis
KapTOHHIA KOpoo6Li peecTpauiiHoro JochbeE.
MepiofnYHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHHS:
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 370POB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
6e3neku.
35. | LMHAPIKC TabneTku, BKPUTI dapmaueyTi ABCTpis dapmaueyTiwe ABCTpis nepepeecTpaLisi Ha He0OMeXeHWi TepMiH 6e3 niosnsieae UA/4186/01/01
060/10HKOI0, MO 55 e abpik habpik MoHTasiT OHoBeHo iHdhopmaL,ito B IHCTpYKLi A1 MeguyHoro peyenma
Mmr, no 12 TabneTok MoHTaBIT m6X 3acTOoCyBaHHS NikapCcbkoro 3acoby y posginax
y 6nicTepi; no 2 abo m6eX "Oco611BOCTi 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsi | peecmpayiliHo2o
n 3acoby ynakosKa) NnocBi04YeHHs1
5 6nictepis B Ta fo3mn" (YTOYHeHHs iHdhopmadii) BignoBigHO A0
KapTOHHI KOpoo6Li OHOB/EHOI iH(hopMaLii 3 6e3nekn 3acToCyBaHHS
Aito4nx Ta AOMOMDKHUX PEYOBWH.
MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOrO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHEHHA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340p0B's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioAnYHOCTI NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
36. | OHIEH3UM® | TabneTku, BKpPUTI tOHikeMm IHais tOHikem Jlabopatopi3 IHais MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 6e3 niosnsieae UA/5663/01/01
3 Mnc o6onoHkoto, Ne 100: | Jlabopatopi3 NimiTen MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOTO peyenma
no 10 TabneTok y Nimiteq 3BiTY 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHeHH:
cTpuni; No 2 cTpunn dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
Y KapTOHHIli KOpoo6L; MiHicTepcTBa OXOPOHU 340pOB’A YKpaiHu Big, 27
no 5 Kopo6ok B rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
ynakosui; Ne2: no 2 MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
TabneTtkn y cTpuni; Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
no 1 crpunyy OXOPOHU 30POB'st YKpaiHu Bif 26 BepecHsi 2016 poky
KapOTOHHIli KOpoo6Li; Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
Ne 20: no 10 y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
TabneTok y cTpuni; 6e3neku.
no 2 ctpunn y
KapTOHHI Kopoo6Lli

B.o. NeHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOrO 3abe3nevyeHHsA

IBaH SAABOPHUX

AJopatok 3

[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpauilo (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
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MEPENIK

marepianiB»

Big, 15 nunHa 2021 poky Ne 1452

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJTIOTYHUX MPEMAPATIB), LLIOAO AKUX BY/TIN BHECEHI 3MIHU O
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

250 M1 pO3UmnHY Y
chnakoHax; no 1
hnakoHy B
KapTOHHIM nayui

LKA BUPOGHMLUTBA
(BMPOGHMLTBO
Hepo3dracoBaHOl
nNpoAyKuUii, NepBNHHA
ynakoBKa, BTOPUHHA
ynakoBka, KOHTPO/1b
AIKOCTI, BUMYCK
cepii)); PpeseHiyc
Kabi Itanis C.P.J1.,
ITanisa
(anbTepHaTMBHWMIA
BMPOBHUK
(BMPOGHMLTBO
Hepo3dhacoBaHO|
npoAyKuii, nepBnHHa
ynakoBka, BTOPUHHA
ynakoBKa, KOHTPO/1b

napameTpy -"3ona cynbgatHa" 3makc.0,1% go makc.0,10%; 3MmiHu |
TUMY - 3BYXXEHHA JONYCTUMUX MEX, BU3HaYeHnX Yy cneuundikauii AdI
0Nns napameTpy gomiwka E 3 makc.0,1% no makc. 0,14%; 3miHn |
TUMY - 3BYXXEHHS JOMYCTUMUX MeX, BU3HaueHux y cneuudikadii A®|
ONs napameTpy gomiwka B 3 makc.0,1% go makc. 0,14%; 3miHn |
TUMY - OMNOBHEHHS cnevuudikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiANOBIAHUM MEeTOA0M BMNPOGYBaHHS, a came gomiwka F (cnonyka
MeTW/y); 3MiHKN | TUNy - AONOBHEHHS cnevuundikauii HOBUM
NOKa3HWKOM SIKOCTi Ta BiZNOBIiAHUM METOAOM BUNPOGYBaHHS, a came
Identity (HPLC); 3MiHu | TUny - 3mMiHa y meTogax BunpobysaHHsA AdI,
a came npusefeHHa metoay IR ans igeHTndukadii go sumor EP;
3MiHK | TNy - 3MiHa y meTogax BunpobysaHHsA Adl, a came
npuBeAeHHs MeToAYy TECTYBaHHSA €HAO0TOKCUHIB A0 BUMOr EP; 3MiHn
| TMNYy - nogaHHA OHOB/IEHOrO cepTudiikaty signosigHocTi EP ans
A®I Big 3aTBEpAXEHOrO BUPOOHUKA, 3anponoHoBaHo: CEP R1-CEP
2008-066-Rev 02; 3miHu | Tvny - npuBeaeHHs cnevmdikayii AdI

Ne Hassa dopma sunycky 3asBHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsio4YeHHs1
1. L-ABTYYHA KpUCTaNIYHWIA AMIHO HimeuunHa AMIHO 'm6X HimeuunHa BHECEHHS 3MiH 10 peeCTpaLiiHnX MaTepianiB:BUNPaBEHHS - UA/15773/01/01
KNCNOTA NMOPOLLIOK meX TexHiYHOT noMunku B cneyudikauii fo MKA /13, 3a nokasHUKOM
(cybeTaHuin) y «CynyTHi JOMILLKM», ika NOB’A3aHa 3 HEKOPEKTHUM Nnepekiagom
noaBiNHNX Ha3Bu gowmilkn (Maleic acid). MponoHoBaHa pepakuis: ManenHosas
nonieTNeHoBUxX kucnota - He 6onee 0,05 % 3a3HayeHe BUNPaB/IEHHS BiAnoBifae
Milkax ons marepianam peecTpauiiHoro f1ocke
hapmaLeBTUYHOIO
3aCTOCyBaHHA
2. ABU®DNIOKC® | po3unH ans iHdysil, Abpun IHais LOEMO C.A. Mpeuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:3miHu | Tuny - 3a UA/14416/02/01
500 mr/100 mn no dopmyneiL dapmacbloTikan BBE/IEHHS a/lbTEPHATVBHOI KPULLIKM 3 ABOMA nopTamu “twin-port” ansa | peyenmom
100 mMA1 po3uuHy y H3 MBT. N1T4. IHpacTpi noninponineHoBnx h1akoHIB 3 BiANOBIAHUMY 3MiHAMY Y po3Aini
dhnakoHi; no 1 3.2.P.7. Cuctema KoHTeliHep/3akKynoproBasibHUWiA 3aci6; 3miHu | Tuny -
hnakoHy y npuseaeHHs cneuudikauii Ta METOAIB KOHTPOO NOMINPOMNiNeHy Ans
KapTOHHI ynakoBLii KOHTEHepiB Ta 3aKynoproBasibHUX 3ac06iB [0 BUMOT MOHOrpadii
EP, 30kpema B//1y4eHO NoKasHUK “PeyoBUHN, L0 PUSHNHAIOTLCA Y
rekcasi”
3. ABEJIOKC® PO34uH ANs iHdy3ilA, Baiiep Al | HimeuunHa Baiiep AT, HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3a UA/4071/02/01
400 mr/250 mn, no HimeuuunHa (Becb ITanis 3BY)EHHS ONYCTUMUX MEX, BU3HaYeHux y cneundpikauii A®l gns | peyernmom
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BUNYyCK cepii);
ToBapucTso 3
0bMexeHoto
BiANOBIAA/IbHICTIO

Bupo6bHuka VASUDHA PHARMA CHEM LIMITED, India, y Hacnigok
3aKiH4eHHs CTPOKy Aii nonepeAHboi Bepcii CEP; 4onoBHEHHS
iHchopmavieto LWoao nepiody NePeKoHTPoso 60 MicALiB; HagaHHSA

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
AKOCTI)); LUTeremaHH MOKCUhIOKCaUMHY rigpoxiopuay Ao MoHorpadii EP
JloHhbepnakyHr &
NoricTtiwep Cepsic
e.K., Himeyunna
(anbTepHaTMBHWIA
BVPOGHWK (BTOPMHHA
yNakoBKa))
4, ASAUNTUAN | niodbinizaT ans Mictpan AHrnis HaHr KyaHr TaiBaHb BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiB: 3MiHa 3asBHUKa 3a UA/18117/01/01
H-BICTA PO3YUHY ANS iH'EKLI Kenitan dPapmachbtoTikan Ko., (BNnacHvka peecTpauiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big peyenmom
no 100 mr; 1 donakoH | MeHemKmeH nra. 23.07.2015 Ne 460) BBeAeHHs 3MiH NpOTAroM 6-T1 micsAUiB nicns
(20 mn) 3 NOPOLLKOM T NimiTeq, 3aTBEpPAKEHHSA
Y KapTOHHI KOpOOLii
5. ANEPrognn | kpanni oyni 0,05 %; MEJA HimeuumnH MEJA ®dapma M'meX Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis:3MiHv | TMNy - 3MiHK 3a UA/4072/01/01
® no 6 ao 10 mny dapma a eHpg Ko. KT, ITanis oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
hnakoHi- M6X eHa HimeuyunHa 3MiHM [0 y3aras/ibHeHVX JaHux Npo cucteMy chapmakoHarisagy
KpanenbHuui; no 1 Ko. KI (BUPOGHUK, (BBEAEHHSA Y3arasibHEHUX JaHUX NPO cucTemy hapmakoHarnagy,
hnakoHy B BiANOBIAA/IbHWIA 32 3MiHa YNMOBHOBaXXEHOT 0CO6MU, BifgNOBIfa/IbHOI 3a 34iAiCHEHHS
KapTOHHI ynakoBLi BUNYyCK cepii); hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
TYBITIOKC ®APMA Ans 3giicHeHHA dhapmakoHarnsgy B YkpaiHi, AKLWo BOHA BigMiHHA
C.n.A, ITanis BiJ, yNOBHOBaXXEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iACHEHHS
(BUPOGHUK, thapmakoHarnagy (BK/Iovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
BiAnoBiganbHM 3a PO3MiLLEHHI MacTep-ghaiinia cuctemMun hapmakoHarnsgy) - amiHa
BUPOGHMLTBO YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
Hepo3dhacoBaHO( hapmakoHarnsg.
NpoAyKLUii, NnepBuHHe MponoHosaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
Ta BTOPUHHE KOHTaKTHUX AaHnX yNOBHOBaXeHOi 0cobu, BiANOBifa/IbHOT 3a
nakyBaHHS, chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0cobu
KOHTPO/b AKOCTI) yrNoBHOBaXeHOT 0cobwu, BignoBifanbHOT 3a hapmakoHarnsg s
YKpaiHi.
3MiHa MicLe3HaxoMkKeHHs1 MacTep-aiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHSI OCHOBHOI fisifIbHOCTI 3
dhapmakoHarnsgy
6. ANEPIFOMAK | TabneTku, BKpUTI ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasiiB:3MiHu | TUNY - NogaHHs 6e3 UA/10913/01/01
C NAiBKOBOO 3 06MexeHo OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI EBponeichkii hapmakonei | peyenma
0060/10HKOI, MO 5 Mr, | 06MexXeHoH BiANOBIAA/IbHICTIO Ne R1-CEP 2014-173-Rev 00 gns gjtoyoi pevoBunHu [lesnoparaguHy
no 10 TabneTok y Bignosiganb "®apmaueBTnyHa Bif, BXe 3aTBepxeHoro supobHuka CADILA PHARMACEUTICALS
6nictepi; no 1 HICTIO KOMnaHis LIMITED, India, y Hacnigok yTO4HEHH afpecu BfacHuKa Ta
6nictepy B kopobui 3 | "®apmauesT "3popoB's", YkpaiHa BVMPOGHWYOI AiNTbHULL; BUTYYEHHS MOKa3HVKa «Badkki MeTasin»; 3MiHu
KapToHY NyHa (Bci cTagji | TMNY - NOAaHHA OHOB/IEHOTO cepTudikaTa Bi4NOBIAHOCTI
KOMMaHis BMPOGHULITBA, €sponelicbkili hapmakonei Ne R1-CEP 2014-310-Rev 00 gns
"3p0pos'a” KOHTPO/b SKOCTI, Aito4oi pevoBrHN [lesnopartaviHy Bif BXe 3aTBepAKEHOro
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Hassa

dopma surnycky

3asasHuk

CMaKoM BWLLHI, M0 6
Tabnetok y énicrepi;

23.07.2015 Ne 460): 3MmiHn | Tuny - 3MiHN LWOA0
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsay. BeegeHHs abo 3miHu

Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
"PAPMEKC Py, 3BiTY 3 OLHKN PU3UKIB CTOCOBHO €1EMEHTHUX AOMILLOK
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI)
7. ANEPFOMAK | cupon, 0,5 mr/mn no ToBapucTeo Ykpaina ToBapucTso 3 YKpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiB:3MiHu | Tuny - nogaHHs 6e3 UA/10913/02/01
C 50 mMn y donakoHi, no 3 0bMexeHot OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei | peyenma
1 chnakoHy pasom 3 06MeXeHo BiANOBIAA/ILHICTIO Ne R1-CEP 2014-173-Rev 00 ans gjto4oi pevoBuHy [esnoparaguHy
[03Yy04nM Bignosigab "®apmMaueBTNYHa Bif BXe 3aTBepmxeHoro supobHuka CADILA PHARMACEUTICALS
LUNPULOM-NINETKO HICTIO KOMnaHis LIMITED, India, y Hacnigok yTO4YHeHHsA afpecu B/iacH/Ka Ta
B KOpPOO6L 3 kKapToHy | "®apmaueBT "3p0poB'sa", YkpaiHa BUPOGHMYOT AiNbHULL; BUNYYEHHS NOKa3HuKa «Baxki meTanuns»; 3miHu
abo no 100 mny nyHa (Bci cTagji | TUNYy - NoAaHHA OHOBNEHOTO cepTudikaTta BifgnoBigHOCTI
chnakoHi, no 1 KOMnaHis BMPOGHMLITBA, €sponelicbkin hapmakonei Ne R1-CEP 2014-310-Rev 00 ans
dhnakoHy pasom 3 "3popos'a” KOHTPO/b SKOCTI, Liroyoi pevoBuHY [lesnopataguHy Bif, BXe 3aTBepAKeHoro
[03y04nM BUNYCK cepil); BMpo6Huka VASUDHA PHARMA CHEM LIMITED, India, y Hacnifok
LUNPULOM-NINETKO ToBapucTso 3 3aKkiHYeHHs1 CTPOKyY Aii nonepeHboi Bepcii CEP; 4ONOBHEHHS
B KOpPOO6Li 3 KApPTOHY 06MeXeHo iHhopmaLieto Woao nepiogy nepekoHTposto 60 MicsALiB; HagaHHSA
BiANOBIAA/LHICTIO 3BITY 3 OLIHKM PU3MKIB CTOCOBHO €/1TEMEHTHMX AOMILLOK
"XapkiBcbke
hapmaueBTUyHE
niANPMEMCTBO
"340poB'A Hapoay",
YkpaiHa (ctagji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI)
8. ANIMATENb® | TabneTku Ans TOB «TeBa YkpaiHa MAIBA XpBatcka Xopsartis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3MiHa 3asBHMKA 6e3 UA/3991/01/01
M CMOKTaHHS 3i YkpaiHa» 4.0.0. (BnacHvKa peecTpauintHoro noceig4veHHs) (3rigHo Hakasy MO3 Big peuyenma
CMakoM M'ATu, no 6 23.07.2015 Ne 460): 3miHu | TUny - 3MiHW WoA0
TabneTok y 6nictepi; 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
no 4 a6o no 8 [0 y3araslbHeHNX AaHnx Npo cuctemy hapmakoHarnagy (BBefeHHs
6nicTepiB y kopobui y3araslbHeHUX faHux npo cuctemy dpapmakoHarnsay, amiHa
YNOBHOBaXXeHOi 0c0obK, BifANOBIfaILHOT 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANs 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkao4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHVKA, BifnoBigabHOI 3a
hapmakoHarnsg. fitoua pegakuis: Orit Stern-Maman. MNponoHoBaHa
pepakuis: buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXEHOT 0CO6U 3as1BHVKA, BifnoBigabHOI 3a
dhapmakoHaring,
9. ANMATENb® | Tabnetkn ons TOB «TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH [JO peecTpaLjiiiHux MmaTepianis: 3MiHa 3asiBHUKA 6e3 UA/3993/01/01
M CMOKTaHHS 3i YKpaiHa» [.0.0. (BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big peyenma
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
no 4 a6o no 8 [0 y3aranibHeHNX AaHnx Npo cucteMy hapmakoHarnagy (BBegeHHs
6nicTepis y kopoobL,i y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnisay, 3miHa
YMOBHOBaXEHOT 0c06U, BiANOBIAA/ILHOT 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
ONA 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLWO0 BOHA BigMIHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsgy) 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman. NponoHoBaHa
pegakuisi: buctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHWX
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
hapmakoHarniag,
10. | AIbAYPA3N KOHUeHTpaT ans [xeHsalim Higepnax MapkyBaHHA Ta Benvka BHECEHHS 3MiH A0 peecTpaviiiHux matepianis: 3MiHu | TUNy - 3MiHK 3 3a UA/8093/01/01
M® pPO34nHYy AN tOpon B.B. on BTOPVHHE BputaHis/ AKocTi. [0ToBWiA Nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo | peyernmom
iHchysii, 100 O4/mn; nakyBaHHs, Himeyunna/ BBEEHHS [0AATKOBOI AifIbHULI BUPOOHMLTBA A1 YacTUHM abo
Ne 1:no5mny KOHTPO/b SAKOCTI cuA/ BCbOr0 BUPOGHMYOrO NPOLECy roTOBOrO J1iKapCbKOro 3acoby
chnakoHi; no 1 N3 (3a Ipnangis (ZiNbHUUA ANA BTOPUHHOIO NakyBaHHA) BBEAEHHS [04ATKOBOI
dnakoHy y BUK/IIOYEHHSIM TECTY [iNbHULI BUPOGHMLTBA FOTOBOTO JTiKapCLKOro 3acoby - [)keH3aim

KapTOHHI KOpoo6Li

Ha CTEPW/IbHICTB),
BUNYCK cepil:
IPKEH3AM

NIMITEA, Benuka

BputaHis;
KiHueBe
HarnoBHEHHS
hnakoHiB (NepBuHHe
nakyBaHHs),
npoBefeHHs TecTy

Ha CTEePWU/bHICTD!

BeTTep ®apma-
®epTiryHr F'M6X eHp

Ko.KT", HimeuuuHa;

KiHueBe
HarnoBHEHHS
hnakoHiB (NepBuHHe
nakyBaHHs),
npoBefeHHs TecTy

Ha CTEePWU/bHICTD!

[xy6ineHt
XonnictepCriep
NINC, CWA,;
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI

IpnaHg Niviteq, IpnaHgis 4ns BTOPMHHOIO NakyBaHHsS. BBegeHHS
3MiH NPOTAroM 6-Tu MiCAUB NicNa 3aTBepKEHHs. 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
3miHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUNYCKY Cepii Ta KOHTPOSI0
SIKOCTi FOTOBOr0 NikapCcbKoro 3acoby (3amiHa abo foAaBaHHSA
BMpOOHUKa, LLLO BiANOBiAaE 3a BBE3EHHS Ta/abo Bunyck cepii) - He
BK/IOYA0UM KOHTPOb/BUNPOGYBaHHSA cepii - AoAaBaHHS BUPOOHMKA
- DxeH3aiim Ipnang Nimites, IpnaHais BiaNoBiAasIbHOIO 3a BUNYCK
cepii roTOBOr0 /iKapCbKOro 3acoby. 3MiHM BHECEHO B iIHCTPYKLiO 41
MeJMYHOro 3aCTOCYBaHHS W00 HaliMEHYBaHHA Ta
MiCLLe3HaXOKEHHSI BUPOOHMKA 3 BiANOBIAHNMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby. BeeaeHHs 3MiH
NpoOTArom 6-T1 MiCALIB NiCAa 3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToax BUNpo6yBaHHsS rOTOBOMO NikapCbKoro
3ac06y (He3HayHa 3MiHa y 3aTBEpPAKEHNX MeTOAax BUNPOOYBaHHS)
He3HayHa 3MiHa y 3aTBepXeHNX MeToAax BUNpobyBaHHSA 3a .
«JJocnigpkeHHs akTUBHOCTI 3a A0NOMOro metoga 4-My
donyopecueHLii»(NocnnaHHs Ha 3HauYeHHs «K» B1AasieHo 3 KpuTepiis
npuaaTHoCTi cuctemn). HesHauHi pegakuiiiHi npaBky 3a n. «4ucrota
(SDS-Page silver stain). BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepMkeHHs. 3miHu Il Tuny - 3miHn 3 AkocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IO AKOCTi FOTOBOTO liKapCbKOro
3acoby (3amiHa abo foAaBaHHA AifbHUL, Ha AKil 34INCHIOETLCA
KOHTPO/b SIKOCTI/BMNPOGYBaHHA cepii ans
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
N3 Ta BUNycK cepii: 6i0N10ri4YHOro/iMyHO/IOMYHOr 0 /liKapCbKOro 3acoby, Ta 6y/ib-AKoi
[bxensanm IpnaHg AiNbHWL|, Ha AKili 3aCTOCOBYETLCSA 6IOIOMNYHNIA/IMYHOMOTIYHNIA METOZ,
Niviten, lpnaHgis BMNPOOYyBaHHSA) BBEAEHHSA AOAATKOBOI [i/TbHUL BUPOGHMLUTBA -
[xeHzaiim Ipnang Nimiten, lpnaHgis Ans KOHTPOSO
cepii/TecTyBaHHs gns 6i0/10rYHOTO NikapcbKoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MiICALB Nic/a 3aTBEPAKEHHS.
11. | A/Ib®ATrAH Kpanni o4Hi, 1,5 AnnepraH, CWA AnnepraH Ceiinc CWA BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/11105/01/01
ne Mmr/mn; no 5 mn a6o IHK. nnc o0 6e3nekun/edhekTMBHOCTI Ta hapMakoHarnsay - OHOBJIEHHS peyenmom
10 mn, a6o 15 mny TEKCTYy MapKyBaHHSA yNakoBKM /liKapCbKOro 3acoby 3 BHECEHHAM
donakoHi- iHbopMmaLii WoA0 3a3HaYeHHS O4MHULbL BUMIPIOBAHHSA Y cucTemi Sl
KpanenbHuui; no 1
dhnakoHy-
KpanesibH1Li B
KapTOHHI ynakosLii
12. | AIb®dA M TabneTku, BKPUTI OPIrAHOCU OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH 10 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3a UA/13454/01/01
nAiBKOBOO H AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peyenmom
060/10HKO10, 3 NAN®CAEH 3as1BHMKa (B/1aCHMKa PEECTPaLiiHOro NOCBiAYEHHS) 3MiHa
MoAaucpikoBaHUM Ch3 (E® HalilMeHyBaHHS 3asiBHMKa.
BVBIIbHEHHAIM MO 3ETI)
0,4 mrno 10
TabneTok y 6nictepi;
no 3 a6o 6 6nictepis
Y KapPTOHHI KOpoObLii
13. | AHACTPO30 | Tabnetku, BKpUTI CaHpo3 CnoBeHis Canotac ®apma HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHix MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/13575/01/01
N CAHAO3® nAiBKOBOO PapmacbioTi 'M6X, HimeuunHa BHECEHO [0 IHCTPYKLIT 415 MeAMUYHOro 3acToCyBaHHS NiKapCbkoro | peyenmom
060/10HKOH0, M0 1 Mr; Kan3 g.4a. (BUpPOGHMLTBO "in 3acoby y po3ain "MobivHi peakuii" BigNoBiAHO [0 OHOBMEHOT
no 14 TabneTok y bulk", nakyBaHHs, iHbopmauii 3 6e3neku Aitoyoi pevyoBUHU. BBegeHHS 3MiH NPOTAroM
6nicTepi; no 2 BUMNYCK Cepil; 6-TW MicALiB NiCNsA 3aTBEPAKEHHS
6nictepu B BTOPUHHE
KapTOHHI Kopoo6Lli nakyBaHHs)
14. | AHTUMIFTPEH | Tabnetku, BKpUTI ToBapucTeo Ykpaina ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis:3miHn | Tuny - 3a UA/3947/01/01
-300POB'A NNiBKOBOKO 3 06MeXeHOo BWyYEHHS BUPO6HUYOI AinbHULi Porus Laboratories Pvt. Ltd., India | peyenmom
060/10HKO10, 1Mo 100 06MeXeHo BiANOBIAA/ILHICTIO Ons pjtoyvol pevosrHn CymatpunTtaHy. MNponoHoBaHa pefakuis: SMS
mr, no 1 tabnetujiy Bignosigasb "®apmMaueBTnYHa PHARMACEUTICALS LIMITED, India; Nosch Labs Pvt. Ltd., India;
6nicTepi; no 1 a6o 3 HiCTIO KOMMaHis 3MiHM | TUMY - NOAAHHA OHOBMEHOrO cepTudikaTa BifnoBigHOCTI
6nictepu B "papmaueBT "3p0poB'sa", YkpaiHa €sponelicbkiin hapmakonei Ne R1-CEP 2007-329-Rev 05 ans
KapTOHHI kopobuyj; NyHa (Bci cTagji Aito4oi peyosrHKM CymaTpunTaHy Bif BXe 3aTBepPKEHOro BUPOGHMKa
no 3 Tabnetkn y KOMMaHis BMPOGHMLITBA, SMS PHARMACEUTICALS LIMITED, India, y Hacnigok yTo4HeHHs
6nictepi; no 1 "3popos'a" KOHTPO/b SKOCTI, Ha3BW Ta agpecy BUPOOHMYOT AiNbHULL; 3MiHW Yy cneuudikauii Ta

6nictepy B
KapTOHHI KOpooLi

BMNYCK cepil);
ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®APMEKC Irpynm",
YkpaiHa (Bci cTagii

MeToAax KOHTPOJIt0 3a MoKasHMKaMm «laeHTrdikauis», «Jomiwkm A i
H», «CynpoBigHi AOMILLKM» Ta «3a/ILIKOBI KiIbKOCTi OpraHiyHmnx
pO3uMHHKKIB». [itova pegakuis: SMS Pharmaceuticals Limited Unit-
I, Plot No. 24 & 24B and 36 & 37, S.V.Co-Op. Industrial Estate,
Bachupally, Miyapur, Ranga Reddy District, India-500 090,
Hyderabad, Andhra Pradesh, India; NponoHoBaHa pefakuis: SMS
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
BUPOGHULTBA, PHARMACEUTICALS LIMITED Unit Il - Plot No. 24 & 24B, and 36 &
KOHTPO/b SKOCTI) 37 S.V. Co-Operative Industrial Estate Bachupally, Medchal-
Malkajgiri District, India-500 090 Hyderabad, Telangana
15. | AHTUMITPEH | Tabnetku, BKpUTI ToBapucTso YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:3miHu | Tuny - 3a UA/3947/01/02
-340POB'A NNiBKOBOKO 3 06MeXeHo BW/TyYEHHSI BUPOOHMYOT AinbHUL Porus Laboratories Pvt. Ltd., India | peyenrmom
060/10HKOI0, N0 50 06MexeHo BiAMNOBIAA/IbHICTIO Ons ajtoyvoi pevosrHn CymatpuntaHy. NponoHoBaHa pegakuis: SMS
mr, no 1 Tabnetujiy BignoBiganb "®apmMaueBTUYHA PHARMACEUTICALS LIMITED, India; Nosch Labs Pvt. Ltd., India;
6nicTepi; no 1 a6o 3 HICTIO KOMMaHis 3MiHM | TUNY - NOAAHHA OHOBMIEHOrO cepTudikarTa BignoBiAHOCTI
6nictepu B "papmaueBT "3p0poB'a”, YkpaiHa €Bponelicbkinn hapmakonei Ne R1-CEP 2007-329-Rev 05 ans
KapTOHHI kopobLyj; N4yHa (Bci cTagji Litoyoi pevoBuHM CymatpunTaHy Bif, BXe 3aTBepKeHOro BUPOGHMKa
no 3 Tabnetkn y KOMMaHis BMPOGHMLITBA, SMS PHARMACEUTICALS LIMITED, India, y Hacnigok yTo4uHeHHs
6nicTepi; no 1 "3p0pos'a" KOHTPO/b AIKOCTI, Ha3BW Ta agpecy BUPOGHMYOI AibHUL; 3MiHU y cneuudikauii Ta
6nictepy B BUNyCK cepii); MeToAax KOHTPOJII0 3a NoKasHuKaMu «laeHTudikauisy, «Jomikm A i
KapTOHHI KOpoo6Li ToBapucTBo 3 H», «CynpoBigHi AOMILLKN» Ta «3a/TMLLKOBI KifIbKOCTi OpraHivyHnx
06MEXeHOo po3uMHHKKIB». [litova pepakuis: SMS Pharmaceuticals Limited Unit-
BiANOBIAA/ILHICTIO I, Plot No. 24 & 24B and 36 & 37, S.V.Co-Op. Industrial Estate,
"®APMEKC TPy, Bachupally, Miyapur, Ranga Reddy District, India-500 090,
YkpaiHa (Bci cTagii Hyderabad, Andhra Pradesh, India; NponoHoBaHa pefakuis: SMS
BUpPOOHULTBA, PHARMACEUTICALS LIMITED Unit Il - Plot No. 24 & 24B, and 36 &
KOHTPO/b SKOCTI) 37 S.V. Co-Operative Industrial Estate Bachupally, Medchal-
Malkajgiri District, India-500 090 Hyderabad, Telangana
16. | AHTPA/Ib® NMOPOLLIOK AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX maTepianis:3mMiHu | TUny - 3 - UA/15112/01/01
(cybeTaHuin) y "dapmak” METOAMKM BUTYYEHO Mepernsag XxpomarorpadiyHoi nnactuHy B Y-
naketax noAaBinHuUX CBITNi, Bi3ya/lbHa OLjiHKa METOAUKN HE 3MIHWACh;
nonieTuneHoBmx 3MiHU | TUNY - NpUBELEHHS AONYCTUMMUX MEX 3a NMOKa3HUKOM
ons «CynpoBigHi AOMILLKV» Y BIAMOBIAHICTb 4O BUMOT, siKi HABeAEeHI y
thapmMaueBTUYHOIO Metoamui (MeTog TLWX) 3a 3a3Ha4eHMM NOKa3HUKOM;
3aCcTOCyBaHHA 3anpornoHoBaHo; CynpoBiAHI AOMILLKL: Ha XpomaTorpami
BMNPOGYBAHOro po3unHy gogaTtkosa nasma 3 Rf, 6inbwnm Hix 3 Rf
OCHOBHOI NNSIMU He Ma€e 6yTN IHTEHCUBHILLIOIO 3a NAAMY Ha
XpomaTorpami po3unHy nopisHsaHHA (b) (0,5%); 6yab-ska nnava,
KpPiM OCHOBHOI, i nasiMmn 3 Rf, 6inbwnm Hix Rf OCHOBHOT nnsimu, He
Mae 6yTV iIHTEHCMBHILLOIO 3@ NASMY Ha XpoMaTtorpami po3unHy
nopisHaHHA (c) (0,2%)
17. | APUTMIN Tabnetku no 200 wr; My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaliiiHux MmaTepiasiiB:3MiHu | TUMY - nogaHHs 3a UA/1438/02/01
no 10 TabneTok y akuioHepHe akuioHepHe oHoBneHoro Ceptudpikata R1-CEP 2007-187-Rev 03 gnsa Adl peyenmom
6nicTepi; no 2, 3abo | TOBAPUCTBO TOBapUCTBO AMiogapoHy rigpoxnopuay Bif, BXe 3aTBEpA)KEHOro BUPOOHMKa
5 6nicTepis y nayyj 3 "HaykoBo- "HaykoBo- Zhejiang Sanmen Hengkang Pharmaceutical Co., Ltd.", KuTaii, sik
KapToHY BMPOGHUUNIA BMPOGHUYUIA LEHTP Hacnigok BuydYeHHs 3i Cneuudikauii APl nokasHuka «3anLLKoBi
LeHTp "BopLyariBCbkuii KISIbKOCTi OpraHiuyHnX po34nMHHUKIB» BignosigHo no CEP gaHoro
"Bopuuariscb XimikO- BMpO6HUKa 3anponoHoBaHo: R1-CEP 2007-187-Rev 03; cynyTHSA
KWIA Ximiko- hapmavueBTUYHWI 3MiHa - 3MiHK 3 AKkocTi. A®L. KoHTposb AdL. 3miHa y napameTpax
hapmaueBT 3asog" cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
NYHUIA crneundikauiax Ha A®Il, abo BUXIgHWIA/MPOMIDKHMIA NPOAYKT/peareHT,




33

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
3asof” LLIO BUKOPUCTOBYIOTLCS Y Npoueci BUpobHULTBa APl (BUTYyYEHHS
HEe3HA4YHOro MoKasHMKa AKOCTI (Hanpyknag BUyYeHHS 3acTapisiioro
nokasHuka)); 3miHu | TMny - nogaHHs oHoBneHoro CepTudikara R1-
CEP 2007-187-Rev 04 ana A®| AmiogapoHy rigpoxsiopuay Bif, Bxe
3aTBepmxeHoro BupobHuka Zhejiang Sanmen Hengkang
Pharmaceutical Co., Ltd., Kutaii, wo 3miHMB Ha3By Ha Zhejiang
Hengkang Pharmaceutical Co., Ltd., Kutaii; 3miHu | Tuny -
BWYYEHHS i3 cneyudpikauii APl amiogapoHy rigpoxnopuay
nokasHuka «Baxki MeTanv» - NpMBeAEeHO Y BiANOBIAHICTb A0 BAMOT
MoHorpadii EP
18. | APYTUMO/JI® | kpansi O4Hi, po34uH, TOB "bayL YkpaiHa [Op. F'epxapg MaHH, HimeuunHa/ | BHECeHHS 3MiH 40 peecTpauiiiHux maTepiasiB:3MiHu | TUNy - nogaHHA 3a UA/4073/01/01
2,5 mMr/mn; no5Mny Xenc" Xewm-chapm. dabpuk PpaHuis HOBOro cepTudikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei RO- | peyerrmom
nnacTMKoOBOMY 'm6X, HimeyunHa CEP 2014-300-Rev 00 Big HoBoro Bupo6Huka PCAS, France pgitouoi
dnakoHi-kanenbHuL, (BUPOGHMLTBO pPEeYOBUHM TUMO/IONY MasieaT (3anponoHoBaHo: TEVA
Bottelpack, sknii 6asiky, nepBuHHe PHARMACEUTICAL INDUSTRIES LTD., Israel; PCAS, France)
3aKpUBaETLCA nakyBaHHS,
KPULLIKOHO, LU0 BTOPWHHE
HarByMHYyeTbCH, 3 nakyBaHHs,
npo6iliHnkom; no 1 aHaiTUYHI
hnakoHy- BMNPOGYBaHHS,
KpanesibHuLi B BUNYyCK cepii);
KapTOHHI kopobLyj; Nab6opaTtopis
no 5 mn y dnakoHi, 3 LLloBeH, ®paHuis
KpanenbHuLeto Ta (BMPOBHMLTBO
rBUHTOBOHO 6asKy, nepByHHe
KpuLLKOIo; no 1 naxkyBaHHs,
hnakoHy B aHasliTUYHI
KapTOHHI Kopoo6Lli BMNPOGYBaHHS)
19. | APYTUMO/JI® | kpanii O4Hi, pO34uH, TOB "bayw YkpaiHa [Op. F'epxapg MaHH, HimeuyunHa/ | BHECEHHS 3MiH 40 peecTpaliiHNX MaTepiasiB:3MiHM | TUNY - NogaHHSA 3a UA/4073/01/02
5wmr/mn; no5mny Xenc" Xewm-thapm. dabpuk PpaHuis HOBOro cepTudpikaTty BiANoOBIAHOCTI EBponeiickkili hapmakonei RO- | peyermom

nnacTnkoBomy

'm6X, HimeyunHa

CEP 2014-300-Rev 00 Big, HoBoro BupobHuka PCAS, France pgitoyoi

hnakoHi-kanenbHuL,j (BUPOGHMLTBO pPEYOBUHM TUMOIONY MasieaT (3anponoHoBaHo: TEVA
Bottelpack, skuii 6asky, nepBuHHe PHARMACEUTICAL INDUSTRIES LTD., Israel; PCAS, France)
3aKpUBaETLCA nakyBaHHS,

KPULLIKOHO, L0 BTOPWHHE

HarBMHYyeTbCS, 3 nakyBaHHs,

npo6iliHnkom; no 1 aHaiTUYHI

dnakoHy- BMNPOOYBaHHS,

KpanesibHuLji B BUNYyCK cepii);

KapTOHHiiA KopobLj; Na6opaTtopis

no 5 mn y chnakoHi, 3 LLloBeH, ®paHuis

KpanesnbHuLe Ta (BMpPOGHMLTBO

rBUHTOBOMO 6asKy, nepBuHHE

KpULLKOHO; Mo 1 nakyBaHHs,
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
dhnakoHy B aHaiTUYHI
KapTOHHI Kopoo6Lli BMNPOGYBaHHS)
20. | ALUEPBIH po34rH no 30 mn PapmaueyTi ABCTpIf PapmaueyTiwle ABCTpIA BHECEHHS 3MiH 10 peecTpavLiiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/10200/02/01
abo 80 mny we chabpik habpik MoHTaBIT oo 6esneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenma
donakoHi 3 MoHTasBiT M6X 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsagy
posnunoBayem; no M6X (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
1 chnakoHy B 3MiHa YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
ynakoBLj hapMakoHarnaay; KOHTaKTHOI 0cobu 3 chapmakoHarisay 3asiBHMKa
[AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, AKL0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6M 3as1BHMKA, BiANOBIAaIbHOT
3a hapmakoHarnag B Ykpaini. NponoHoBaHa pegakuis: MpuLLeHKo
Hataniss OpecTiBHa. 3MiHa KOHTaKTHWUX AAaHUX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBigaibHOI 3a
hapmakoHarnsg B YkpaiHi
21. | ALUEPBIH Masb no 30 r abo dapmaueyTi ABCTpis dapmaueyTiwle ABCTpis BHECEHHS 3MiH [10 peecTpaviiiHiX maTtepianiB:3miHu | Tuny - 3MiHK 6e3 UA/15260/01/01
100 r masi B Ty6i; no we chabpik pabpik MoHTaBIT oo 6e3sneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peyenma
1 Ty6i B KQPTOHHiIN MoHTaBIT meX 3MiHM [0 y3aras/lbHeHVX JaHnx Npo cuctemy dapmakoHarisagy
ynakoBLi M6X (BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 3@ 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[Ans 3AjicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 3AiiCHEHHS
hapmakoHarnsgy (Bkao4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0COOM 3asiBHUKA, BiANOBIAA/IbHOI
3a thapmakoHarnag B Ykpaini. MponoHoBaHa pegakuisi: MpuLLeHko
Hatanisst OpecTiBHa. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI 0cobK
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarniag B YkpaiHi
22. | BAJIb3AM PO34YUH OpasIbHUIA, TOB YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - no 200 M1 — UA/4074/01/01
"BIrOP" no 200 mn, a6o 250 "ABeTpa" AAMiHICTpaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHM BHECEHO A0 6e3
M, abo 500 mny IHCTPYKLi 415 MEAUYHOT0 3aCTOCYBaHHS Jlikapcbkoro 3acoby Ao peyenma.
nnsawKax po3giny "®apmakoTepanesTuyHa rpyna. Kog ATX" BignosigHo oo no 250 mn,
MDKHapOAHOro knacudikaropa apmrpyn Ta Kogis ATX: 500 mn1 — 3a
3aTBepxeHo: "ToHidytoui 3acobu. Kog ATX A13A"; 3anponoHOBaHoO: | peyenmom
"IHWi 3ac06M, L0 BNIMBAKOTL HA CUCTEMY TpPaBJ/IEHHS Ta
MeTabonivHi npouecn. Kog A16A".
23. | BAHEOUWVH Masb no 5ra6o 20 r CaHpo3 CnoBeHis BignosiganbHuii 3a ABcTpisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3MiHK 3 6e3 UA/3951/01/01
y Ty6i; no 1 1y6i B dapmacbioTi BWMYCK Cepii: CnoBeHis AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHA peyenma
KapPTOHHI KOpooU;i Kan3 a.4. CaHpo3 'm6X - iMnopTepa/3miHu, L0 CTOCYHOTLCS BUMYCKY Cepii Ta KOHTPO/IHO SIKOCTI
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
Bupo6bHunya roTOBOro NikapcbKoro 3acoby (3amiHa abo foaaBaHHS BUPOOHMKA,
AinbHUUS LLIO BignoBigae 3a BBe3eHHS Ta/abo Bunyck cepii) - He Bkovatoum
AHTUWiHEKU,AHI TN3 KOHTPO/Ib/BMNPOGYBaHHS cepii - BBEAEHHS A0AaTKOBOro BUPOGHMKa,
Ta XimiyHi Onepauii BignoBiAanbLHOro 3a Bunyck cepii 13 Jlek PapmaLeBTuyHa
Kynane (AIXO N3 KomnaHia 4.4., CnoseHis/Lek Pharmaceuticals d.d., Slovenia
KyHanb), ABCTpis; (BeposlukoBa 57, ltobnsHa 1526, CnoseHis/ Verovskova 57, 1526
Nex Ljubljana, Slovenia). 3MiHM BHeCeHi Y po3ainu "BupobHuK" Ta
dapmaueBTNYHa "Micue3HaxomkeHHs! BUpo6HVKa Ta ioro agpeca micus
KoMnaHis g.4., NPOBaXEHHS AiS/IbHOCTI" B iIHCTPYKLO A1 MEANYHOrO
CnoseHis; 3acTOCyBaHHA Ta K HacNifoK - BIANOBIAHI 3MiHN y TEKCTi
Brpo6HMuTBO in MapKyBaHHS yNakoBKM NiKapcbKoro 3acoby. BBeAeHHs 3MiH
bulk, nepeunHHe Ta NpoTArom 6-Tu MicALIB NicNs 3aTBEPMKEHHS
BTOPUHHE
nakyBaHHs:
M&r Xenc AscTpist
v6X & Ko. OT,
ABcTpist
24. | BEH®OIMAMA | TabneTku, BKpUTI Bbopsar HimeuuunH [pareHodhapm HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/11334/01/01
® 300 nAiBKOBOO Papma a AnTekapb MoLn wopao 6e3nekv/edpekTMBHOCTI Ta hapmakoHarfsay - BHECEHHS 3MiH | peyenmom
o60onoHkKoto, no 300 v6X i Ko. M6X 40 po3ainy «MapkyBaHHs» MKA 13
Mr Ne 30 (10x3), Ne KIr 3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEPIXEHOro TEKCTY
60 (10x6), Ne 100 MapKyBaHHs. OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBKU NiKapCbKoro
(10x10) y 6nicTepax 3ac06y 3 BHeCEHHAM iHhopMmaL,ii WoAo 3a3HavYeHHs OAUHULLb
BMMIpIOBaHHA y cuctemi S|
25. | BPIHEMPA pO34nH ANna iHdysid, BioMapuH Ipnangis roToBuii Nikapcbkuii Himeuunna/ BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis:3mMiHu | Tuny - 3a UA/16841/01/01
30 mr/mn; no 5 mn IHTEpHELWHN 3aci6: obpobka Ipnangis/ 30i/IbLUEHHST TEPMIHY C/TYX6U (MakcMyM ans 50 BUPOGHUYMX peuyenmom
pO34nHYy AN Nimiteq nikapcbkoro 3acoby | Benukobput LMKNIB) AN1A TPbOX XpomaTorpadiyHmx cmon Toyopearl GigaCap Q
iHdy3il y Ta nepBuHHe aHis/ 650M, DEAE Sepharose Fast Flow, Butyl Sepharose 4 Fast Flow,
npo3opomy nakyBaHHS CnonyyeHi LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI Ta OUULLIEHHI [ito4oT
CKISAHOMY (p/1aKOHi (HanoBHeHHsA Wratn peyoBUHU LepninoHasn anbga (thTPPL); 3miHW | TUNY - 3MiHK
(ckno | Tuny), rOTOBVM NiKapCbKUM Amepukm METOAMKM 3a NOKa3HUKOM «BapiaHTu po3mipis monekyn» (fofaHo
3aKynopeHomy 3acobom) Ta ONNC NPUTOTYBaHHA CTaHAaPTy AN NPUAATHOCTI CMCTeMu 3
npoobKoto BMNPOGYBaHHSA KoHueHTpauieto 0,1 mr/mn 1a 0,01 mr/mn, BBeAEHHS [A04ATKOBUX
(6yTunkayuyk) Ta KOHTPO/O AKOCTI KpUTepIiB NPUIAHATHOCTI A0 YMOB NPMAATHOCTI XpomaTorpachiuHoi
06TUCHYTOMY (kOHTPO/Ib B MpoLieci CUCTEMWM); 3MiHM | TUMY - 3MiHW METOAMKM 3a NOKA3HUKOM

a/TIOMIHIEBOIO
Kpuwkoto Tuny flip-
off seal 3
nnacTVKoBUM
KOBMAYKOM 3€/1eHOr0
Konbopy; no 2

BMPOGHMLTBA:
ineHTudikauis,
Bi3yasIbHUI
KOHTPONb,
GioHaBaHTaXEHHA Ta
KOHTPO/b Npu

(hN1aKoHu 3 BUMYCKY:
PO3YMHOM A/1sA CTEPUSIBHICTD,
iHDY3il y KOMNEeKTi bGaKTepiasibHI

«CnopifHeHi pe4yoBrHW» (3MiHA MapKepa MOJIEKYNSAPHOT Barun

(3aTBepaxeHo: Bio-Rad, kaTanoxHuii Ne 161-0304; 3anponoHOBaHO:

Thermo Scientific Pierce, katanoxHuii Ne 26610) Ta yTouHeHa
niAroToBKa BUXIQHOTO PO34MHY Mapkepa MOeKySApHOI Baru); 3MiHu
| TMny - 3aTBEpAKEHI METOAN KOHTPOMIIO AKoCTi 13 npeacTasneHo
YKPaiHCbKOK MOBOHO
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1

3 1 chnakoHoM 3 €H0TOKCUHN)

pPO34nHOM A/1A po3unH ansa

npomuBaHHa (No 5 NPOMVBaHHS:

MJ/1 PO34MHY AN 06pobKa

NPOMUBAHHA y
npo3opomy
CKIAHOMY (p/1aKOHi
(ckno | Tuny),
3aKynopeHomy
npo6koto
(6yTnnkayuyk) Ta
06TUCHYTOMY
atOMiHIEBOIO
Kpuwkoto Tuny flip-
off seal 3
nAacTUKoBUM
KOBMAYKOM >KOBTOr0
KONbOpy) B
KapTOHHI KOpooLi

nikapcbkoro 3acoby
Ta nepBuHHe
nakyBaHHs
(HanoBHEHHs
PO34YMHOM A5
NPOMUBaHHSA) Ta
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTI
(koHTpO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis,
Bi3yasibHUiA
KOHTPOSb,
6iOHaBaHTaXKeHHS,
KOHTPO/b Npu
BUMYCKY:
CTEpPUIbHICTD,
6akTepiasibHi
€HOO0TOKCUHW)
BeTTep ®apma-
®epTiryHr MTm6X i Ko.
KI', HimeuunHa
rOTOBWIA NiKapCbKWii
3aci6:
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI
(koHTpO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis,
Bi3yasibHUiA
KOHTPOSb,
GioHaBaHTaXeHHs Ta
KOHTPO/b Npu
BUMYCKY:
CTEpPUIbHICTb,
6akTepiasibHi
€HOO0TOKCUHW)
pO34nH A4ns
NPOMVBaHHS:
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1

(koHTpO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis,

Bi3yasibHUiA
KOHTPO/b,

GioHaBaHTaXeHHs Ta

KOHTPO/b Npu
BUMYCKY:
CTEpPUIbHICTb,
6akTepiasibHi
€HOO0TOKCUHW)
BeTTep ®apma-
®epTiryHr MTm6X i Ko.
KI', HimeuunHa
rOTOBWIA NiKapCbKWii
3aci6:
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI

(koHTpO/b B NpoLeci
BMPOGHMLTBA:

ineHTUdikauis) Ta
BMNPOBYBaHHA
cTabiNbHOCTI PO34mMH
AN NPOMUBAHHS:
06pobKa
nikapcbkoro 3acoby
(BMPOGHMLTBO

Hepo3dhacoBaHOro

MPOMiXXHOIO PO3YNHY

NS NPOMMBaHHA) Ta
BMNPOBYBaHHA

KOHTPOJIHO SKOCTI
(kOoHTpOsIb B NpoLieci
BUpOGHULTBA:
ineHTudbikauis Ta
BMMPOGYBaHHSA
cTabinbHOCTI)
BioMapwH
dapmMacbloTUKau
IHK., Cnony4eHi
Ltatn Amepuku
rOTOBWIA NiKapCbKWii
3aci6: 36epiraHHa Ta
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1

(koHTpO/b B NpoLeci
BMPOGHMLTBA:
Bi3yasibHUiA
KOHTPO/1b) PO34MH
NS NPOMUBaHHSA:
36epiraHHA Ta
BMNPOBYBaHHA
KOHTPOJTIO SKOCTI
(kOoHTpO/Ib B NpoLieci
BUpOGHULTBA:
BisyasibHUIA
KOHTpO/b) BeTTep
dapma-depTiryHr
v6X i Ko. K,
HimeyunHa rotosuii
nikapcbkuii 3aci6:
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI
(KOHTpO/b NpU
BWMYCKY: KPiM
CTepusbHOCTI) Ta
BMNPOBYBaHHA
cTabinbHOCTI Ta
BWMYCK Cepii po34unH
AN NPOMUBaHHS:
06pob6ka
nikapcbKoro 3acoby
(BUPOBHMLTBO
Hepo3cacosaHoro
MPOMIDXHOTO PO34NHY
[ONs NpOMMBaHHA) Ta
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI
(kOHTpO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis,
KOHTPO/b Npu
BWMYCKY: KPiM
CTepuIbHOCTI),
BMNPOBYBaHHA
cTabinbHOCTI Ta
BMNyCK cepil
BioMapuH
IHTEepHeLwHN
NimiTen, lpnaHgis
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
roTOBWiA Nikapcbkuii
3aci6: BTOpUHHe
nakyBaHHS
(MapkyBaHHSA Ta
npouec KiHLeBOoro
nakyBaHHs1) pO34uH
NS NPOMUBaHHS:
BTOPWHHE
nakyBaHHS
AHpepcoHbpekoH
(KOK) Nimites,
BenvkobputaHis
26. | BANEBIT TabneTku, BKpUTI dapmaueyTi ABCTpist dapmaueyTiwe ABCTpis BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/15241/01/01
o60noHkKoto, no 100 we dabpik thabpik MoHTaBIT Loao 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
Mr/90 mr no 10 MoHTasiT rv6X, 3MiHM [0 y3arasibHeHVX JaHuxX Npo cucteMy capmakoHarisagy
Tabnetok y 6nictepi; 6X (BBEAEHHSA y3ara/ibHEHNX AaHuX Npo cucTemy hapmakoHarniagy,
no 2 6nictepu B 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4IICHEHHS
KapTOHHI ynakoBLi chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3[iicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0co6Mu, BifMNoBIgasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0COOM 3asABHUKA, BiANOBIAA/IbHOI
3a thapmakoHarnag B Ykpaini. MponoHoBaHa pefakuis: MpuLLieHko
HaTanist OpecTiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi
27. | BANIbIMPOKO | Tabnetku, BKpUTI TOB YkpaiHa TOB "®apma Crapt” YKpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3MiHU | TUNY - 3MiHK 3 3a UA/2169/01/02
M 500 NNiBKOBOKO "ACIHO AKOCTI. [oTOBMIA Nikapcbkuit 3aci6. Cuctema peuyenmom
XPOHO 060/10HKOH, YKPAIHA" KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
NPOJIOHroBaHOI fji rOTOBOrO /iKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHULE (Hanpuknag,
no 500 wmr; no 10 TabneToK, amnys TOLW,0) B ynakoBLi:) - 3MiHa no3a fianazoHom
TabneTok y 6nicTepi; 3aTBEPKEHNX PO3MIPIB YNakoBku - BBeAEHHA [,04aTKOBOrO po3mipy
no1l, 3a6o 6 ynakoBkun Ne 60 (10 x 6) y 6nicTtepi, 6e3 3MiHU NEPBUHHOIO
6nictepiB B nakyBasIbHOTO MaTepiasny, 3 BignoBigHNMM 3MiHaMK B po3ii
KapTOHHIN nauui YnakoBka: BBeieHHs1 3MiHV NPOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.
28. | BANIbTPEKC | Tabnetku, BKpUTI nakcoCmit Benuka "nakco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpavliiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/7835/01/01
™ 060/10HKOH0, No 500 KnsinH BpuTaHis C.A., IcnaHis MonbLa oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHa abo | peyenmom
mr; no 10 TabneTok Ekcnopt (BMpPOGHYVK AnA 3MiHM A0 y3araslbHEHUX AaHuX NpPo cuctemy dpapmakoHarnsagy
y 6nicTtepi; mo 1 Nimiteq NepBUHHOTO Ta (BBEAEHHS Y3araslbHEHUX JaHUX MPO cuctTemy chapmakoHarnagy,
6nictepy B BTOPUHHOIO 3MiHa YNOBHOBaXEHOI 0cO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
KapTOHHiiA Kopo6Lj; nakyBaHHs, thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy 3asBHUKa

no 6 TabneTok y

KOHTPOJIK0 Ta

0151 30JNCHEHHSA hapmakoHarnsay B YKpaiHi, KW BoHa BiAMiHHA
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
6nictepi; no 7 BUMYCKY Cepiif); Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
6nictepis y "nakco Bennkom thapmakoHarnagy (BKIouyatum KOHTaKkTHi AaHi) Ta/abo 3MiHu y
KapTOHHI kopobuyj; C.A., IcnaHis pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
no 14 tabneTtok y (BUPOBHKK YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
6nicTepi; no 3 Hepo3cacosaHoro thapmakoHarnag:
6nictepu B NpoayKTY); MponoHoBaHa peaakyis — [p. MeHc-Ynbpix LWtermanH / Dr. Jens-
KapTOHHI KOpooLi nakcoCmiTKnsiiH Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI
dapmacbloTrKan3 ocobu, BignoBigasnbHOI 3a hapmakoHarnsg,. 3miHa Homepy Ta
C.A,, Nonblua MiCLie3HaxoMKeHHs1 MacTep-ghaiina
(BUPOBHVK oNs
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs,
KOHTPO/IO Ta
BUNYCKY Cepil)
29. | BEHTONIH™ aepo3ofb ons nakcoCmit Benvka "nakco Bennkom PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/2563/01/01
EBOXANEP™ | iHransuiun, KnsanH BpuTaHis MpoaakLuH, IcnaHis oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
f[030BaHwuin, 100 Ekcnopt dpaHuis; Mnakco 3MiHU [0 y3araslbHeHVX AaHnX NPo cuctemy hapMmakoHariagy
MKr/fo3y; no 200 Nimiten Bennkom C.A,, (BBEAEHHSA y3ara/ibHEHNX AaHuX Npo cucTemy hapmakoHarniagy,
[03y 6anoHi; no 1 Icnanis 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
6a1oHy B KapTOHHIi chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
KopoobLi [ANA 3[iicHeHHsT hapMakoHarasay B YkpaiHi, KLU0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0cobMu, BiAMNOBIgasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) - 3miHa
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pefakujs — [p. MeHc-Ynbpix LTermanH / Dr. Jens-
Ulrich Stegmann, MD. 3MiHa KOHTaKTHWUX AaHWNX YNOBHOBaXEHOI
ocob6u, BiANOBIAa/IbHOI 3a hapMakoHarisa. 3MiHa HoMepy Ta
MiCLie3Hax0MKEeHHs1 MacTep-gaiina
30. | BIATPA® TabneTku, Wwo AngxoH KOC CWA dapeBa Ambyas dpaHuis BHECEHHS 3MiH A0 peecTpaLiiHnx MmaTepiasiiB: 3MiHa 3asiBHMKA 3a UA/0313/02/0
oDT ONCnepryTbes B 1nc (BnacHvka peecTpadiiHoro noceigyeHHs)(3rigHo Hakaly MO3 Big peyenmom

POTOBIn NOPOXHWHI,
no 50 mr, no 2 a6o
no 4 Tabnetkn y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopoo6Li

23.07.2015 Ne 460): BeefeHHA 3MiH npoTArom 12 micauis nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK WoA[0 6e3nekn/eddekTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHs abo 3MiHM 0 y3arasibHEHUX AaHWX
npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHux npo
cucTemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hbapMakoHarnsay; KOHTaKkTHOI 0cobu
3 (hapmakoHarnagy 3asBHVKa Ans 34iMCHEHHSA dhapmakoHarnsgy B
YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, YNOBHOBa)XXEHOI 0Cco6U,
BiANOBIAA/ILHOI 3a 3filicHeHHS (hapMakoHarnaay (Bkaovakum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLEeHHI MacTep-dhaiina cuctemm
thapmakoHarnisgy) 3miHa ynoBHOBaXXEHOT 0CO6OM 3asBHUKA,
BiANOBiganbHOI 3a 3AjiiCHEHHs1 dhapMakoHarnsaay: [itoya peaakuis:
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
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n 3acoby ynakosKa) nocsio4YeHHs1
$paHcyasa flyma-Cinnax/ Francoise Dumas-Sillan. MNMponoHoBaHa
pegakuisi: bap6apa [le bepHapgai/ Barbara De Bernardi. 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXKEHOT 0CObY 3asBHWKa, BignoBiganbHOT
3a 34jlicHeHHs chapMakoHarnsay
31. | BIATPA® TabneTku, Lo AMNI>KOH CLWA ®dapesa Ambyas ®paHuis BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis:3miHu | Tuny - 3MiHK 3a UA/0313/02/01
oDT OMCnepryTbes B toC 1 /11C Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarisgy - 3MiHM BHECEHO | peyerimom
POTOBI NOPOXHWHI, B IHCTPYKLiIO 47191 MeMYHOr0 3aCTOCYBaHHS NiKapcbKoro 3acoby A0
no 50 wr, no 2 abo po3giny "OcobanBOCTI 3aCTOCYyBaHHA" 3rigHO 3 OHOB/IEHOD
no 4 tabnetkn y iHhopmaLjieto LLoA0 6e3nekn 3acTOCYBaHHS AOMOMIKHUX PEYOBHUH.
6nictepi; no 1 TepMiH BBEAEHHS 3MiH MPOTArOoM 6 MicALIB Nic/a 3aTBEPAXKEHHS
6nictepy B
KapPTOHHI KOpoOLj
32. | BIMI3M KOHUeHTpaT ans BioMapuH IpnaHgis AHpepcoHBpekoH Benuvka BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis:3mMiHu | Tuny - 3a UA/14547/01/01
pPO34nHYy ANns IHTEpHELWHN (FOK) Nimitep, BpwuTaHis/ [ofaBaHHA HOBOro BigaaneHoro cknagy Sentry BioPharma peuyenmom
iHdpysin, 1 mr/mn; no Nimiteq Benvka bputaHis Ipnangis/ Services, Inc., 4605 Decatur Blvd. Indianapolis, IN 46241, USA B
5 mn 'y dpnakoHi; no (MapkyBaHHs Ta HimeuunHa AKOCTI KBaithikoBaHOTO asIbTEPHATUBHOIO XONOAW/ILHOIO CKNagy

1 chnakoHy B
KapTOHHI Kopoo6Li

BTOPUHHE
nakyBaHHs);
BioMapwiH
IHTEepHeLHN
Nimiten, IpnaHgis
(MapkyBaHHs Ta
BTOPUHHE
nakyBaHHS,
BiANOBIAabHUIA 3a
BUNycK cepii);
BeTTtep ®apma-
®epTiryHr Fm6X i Ko.
Kr, HimewunHa
(BpPOGHMLTBO
Hepo3dgracoBaHOl
npoAayKuii, NepBNHHE
nakyBaHHs Ta
KOHTPO/b
CTepWIbHOCTI);
BeTTtep ®apma-
®epTiryHr Fm6X i Ko.
Kr, HimewunHa
(KOHTpO/b
CTepPUIbLHOCTI

0N 36epiraHHs 3aMOPOXEHHOTO NMPOMIKHOTO NPOAYKTY
Hepo3dhacoBaHoi gjto4voi pevosrHK (BDS) enocynbdasun aibda;
3MiHY | TUNY - He3HayHa 3MiHa B npoueci BupobHuuTBa rhGALNS
roToBOI Hepo3dacoBaHoi Aitoyoi peyosuHmn (FBDS). MoTouHa
noyaTtkosa onepauis ynbTpadinbTpauii/giadinstpauii (UF/DF) ans
Aitoyoi pevoBuHM enocynbdasn anbga 3MiHeHa, Wob [03BOAUTH
36i/TbLUEHHSI MaKCMasTbHOTO 06'eMy 06POGKYM 3i6paHoT
KynbTypasibHoi piguHn (HCCF) 3 12,000 n go 16,000 n; 3MiHK | Tuny
- nepernsg cneuudikaLii NpoTokoy cTabisibHOCTI FOTOBOrO
nikapcbKoro 3acoby. [laHa 3MiHa € NOC/1iA0BHOK 3MIHOK BBEAEHHS
HOBOro MeToay ob6epHeHo-ha3oBoi YEPX. Takox koMnaHis
BioMapuH xoTina 6u cKopucTaTucs Lier0 MOX/IUBICTIO, LL06
BK/IIOUNTY AesiKi pefakTopchki NpaBky, W06 OHOBUTU NOTOYHE [OCHE;
3MiHuM | TUNy - gogasaHHsA BioReliance Limited, Todd Campus, West
of Scotland Science Park, Glasgow G20 0XA, United Kingdom B
AKOCTi a/ibTEPHATUBHOI AiNbHUL, BigNOBIAa/IbHOT 38 KOHTPO/Ib AKOCTI
Aito40i peyvoBrHN enocynbgasn anbga A5 BUNpobyBaHHS Ha
MiKonasMy Ta in vitro aHanisy Ha Bipycu 3i6paHoi Ky/ibTypasibHOT
pignHn knitnH (HCCF); 3miHun | Tuny - onTuMmisauis metoay
o6epHeHo-thasHoi BEPX (RP-HPLC) ansi BUNpo6yBaHHsi NoKasHMKa
«Active site titration, Percent Formylglycine (FGly53)», a came
BMKOPUCTaHHS1 06epHeHOo-hasHoi BEPX noegHaHoi 3
h/lyOpecLEeHTHUM leTEKTOPOM Ta AeTeKTOpoM Y®D-nornvHaHHA (RP-
HPLC/UPLC), W0 BUKOPUCTOBYETLCA Y NpoLeci BUPOOHULTBA Aito4oil
PEYOBUHW; 3MiHM | TUNY - BHECEHHS MPABOK Yy NMPOTOKO/1 KBasidikaw,i
CTaHAapTHOro 3paska Aitlo4oi peyoBMHY enocynbasm anbga.
OHoBreHHs nigposiginy 3.2.S.2.2 ans BifobpaxeHHs fonycTMmMoro
JianasoHy TpaHCMeMOpaHHOro TUCKY NMpW NOYaTKOBIV QuinbTpawi
3ibpaHoro marepiasy Ta koHUeHTpaldii 3 < 20psig Ao < 20psig (NOR),
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
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n 3acoby ynakosKa) nocsio4YeHHs1

< 15psig (Setpoint); 3miHu | TNy - BHECEHHS peAakuUiiHnX 3MiH A0
nigpo3giny 3.2.S.2.2. Onuc BUPO6HMYOro npoLecy Ta inoro
KOHTPOJIO /191 YCYHEHHS cynepeynvBoi iHdhopmMalii Mk Tabnuuamm:
- CTaH4apTU30BaHO Aiana3oHu KpuTepiiB 36opy niky Ha cTagil
KaTioHo06MiHHOI XxpomaTorpadii (SE-HICAP) Ta Ha cTagii
rigpoco6Hoi xpomarorpadii Toyopearl Butyl 4o noToYHMX
3aTBEPMKEHNX AONYCTUMUX POBOUMX AianasoHiB, yxe
npeacTaBNeHNX B [OCbE; 3MiHW | TUMY - BHECEHHS KOPEKTOPCHKMNX
npaBoOK A0 HACTYMHWX PO34iNiB peecTpauiliHoro Aocke: Nigpo3ainy
3.2.S5.2.1, 3.2.5.2.2 Ta 3.2.S.4.2. 3MiH1 CTOCYIOTbCS BUMNpPaB/eHb
TUnorpadivyHNX NOMWUIOK; iHLWI 3MiHW CTOCYHOTbCS NEPETBOPEHHS
oavHuub (0,075 AU/mm Ha 0,75 AU/cm); npaBky BHECEHO A0
NOLUTOBOrO iHAEKCY; 3MiHu | TNy - 3MiHa MOBU BUKafeHHs MeTopais
KOHTPO/O AKOCTi J13 3 pOCICbKOT Ha YKpaiHCbKy; 3MiHW | Tuny -
HafaHHA AaHuX 418 NiATPUMKA 3HATTA NOTOYHOrO OOMEXEHHS
po6oTu 6iopeakTopa BUPOOGHMYOT AiNibHULI BioMapuH IHTepHeLHN
Nimiten, Wan6anni, PiHrackiggi, KayHTi Kopk P43 X336, IpnaHgis 3
92 pHiB po60TK GiopeakTopa A0 rpaHMYHOro KAiTMHHOro Biky (LCA)
140 pgHis; 3MmiHK |l TMNY - 3MiHa peLenTypy NOTOYHOro cepenoBuLLa
KyNbTYpY KTITUH 3 cepefoBuLLa, WO MICTUTb KOMMOHEHTH
TBapPUHHOrO noxomkeHHs (ACC), Ha peLenTypy Takoro x
cepefoBuLLa, BifbHY Bif, KOMMNOHEHTIB TBAPUHHOTO NOXOLKEHHS
(ACF); 3MmiHu |l Tuny - 3amiHa meTogy BMNpobyBaHHSA 06epHEHO-
ha3o0B0oi BUCOKOE(EKTMBHOI piavHHOI xpomaTtorpadii (OP-BEPX) Ha
MeTOoZ, BUNPOo6yBaHHSA - 06epHEHO-(ha30Bol yNbTpa-eqdEKTUBHOT
pignHHOT xpomaTtorpadii (OP-YEPX) Ana BU3HAUYEHHS YncToTh
roToBOI Hepo3dacoBaHOi Ailo4oi pevoBMHY enocynbasm anbta
(FBDS) Ta roToBOro npoAykTy, B NpoLeci BAPOGHULITBA, NpU BUMYCKY
Ta npv BUNpPo6yBaHHi CTabinbHOCTI. Bumorn Ta MeToan KOHTPOO
00 NOKa3HMKiB «YncToTa, Cnosykun, CXOXi 3a MOMIEKYISAPHUM
po3mipom (arperati)», «4NCTOoTa, IHTAKTHUIA Biflok», «3arasibHa
KOHLeHTpaLisi» 6ynn npvBeAeHi y BiANOBIAHICTb A0 MaTepianis
BMPOGHMKA. TakoX 3asBHUK XOTiB 611 CKOPUCTATUCH MOX/IUBICTIO,
W06 BKNIOUNTM fesKi pefakTopChbKi NpaBky LLOAO NoCUIaHb Ha
BignosigHi COlMn y MeTogax KOHTPOI0 SKOCTi FOTOBOT
Hepo3dhacoBaHoi fjtoyoi pevoBunHU enocynbdasu anbga (FBDS) Ta
roTOBOro NPOAYKTY, Ta Aeski peAakTopCbki MpaBku, 106 OHOBUTK
NOTOYHE [OCbE;
3MiHm Il Tuny - gogaBaHHa BioMapwH IHTepHewHn fliviTes,
LWaH6anni, PiHrackiaai, KayHTi Kopk P43 X336, IpnaHgia (BioMarin
International Limited, Shanbally, Ringaskiddy, County Cork P43
X336, Ireland) B sikoCTi 4OAATKOBOI BUPOOHUYOI AiNbHULI ANS
BMPOGHMLTBA rOTOBOI Hepo3dhacoBaHol gitoyoi pevoBuHN (thGALNS
FBDS) enocynbasmn ansga. FotToBa Hepo3dhacoBaHa gitoua
peyoBuHa (rhGALNS FBDS) Ha AaHuii Yac BUTOTOBASIETLCS HA
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ynakosKa)
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BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

BMPOGHWMUIli AinbHULI BioMarin Pharmaceutical Inc., Novato
Campus, 46 Galli Drive, Novato, CA 94949, USA; 3miHu Il Tuny -
pO3LWMpeEHs KpUTEpIiB NPUIAHATHOCTI 418 cneumdikayi
dopminraiumny (FGly) 3 70-92% 1o < 60% A1 rotoBoil
Hepo3dacoBaHol Aito4oi peyoBrHK. MocnigoBHO, Taka X 3miHa byna
BK/IlOYEHA B MeXi KOHTPO/to B npoveci BupobHuuTaa (IPC)
Hepo3acoBaHol Ajtoyoi pevoBuHy (BDS); 3MiHuM Il TUNY - BBEAEHHSA
[04aTKOBOro napameTpy Ao cneuudikauii nikapcbkoro 3acoby
«loeHTUdikauis. EH3MaTuyYHa aKkTMBHICTb> 3 BifMoBigHO
METOAMKOI BUMPODOOBYBaHHS, fKa TakoX BUKOPUCTOBYETHLCS A/1A
nokasHuka «CneuudiyHa akTMBHICTb»; 3MiHK || TUNY - BBEAEHHSA
[04aTKOBOTro napameTpy Ao cneuudikauii Ha flikapcbkuii 3acio
«OnirocaxapuaHuii npodpisib» 3 BiANOBIAHOK METOANKOH
BMNPO6GOBYBaHHS, 3rifHO MaTepianis peecTpaLiiHoro Jocke
BMPOGHMKA

33.

BITALUEPTUH

PO3YUH NSt iH KLl
no 2 Mn B amnyni;
noSawmnyny
6nictepi; no 1
6nicTepy a nauui

MpuBatHe
akujioHepHe
TOBapuUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasiis:3MiHu | TUNY - NogaHHs
OHOBMEHOTO cepTudikaTy BignosigHocTi €EP R1-CEP 1998-140-Rev
04, y 3B’A3Ky 3i 3MiHOK Ha3BW 3aTBEPAXKEHOIO BUPOGHMKa ADI
BiTamiH B12 kpucTaniyHuii (LiaHokob6anamiH) Ha Sanofi Chimie,
France. BHeceHHs 3miH fo po3giny MKA /13: «Cknag» MNMponoHoBaHa
pepakuisi: [itodi pevoBrHK: LiaHoKko6anamiH (y nepepaxyBaHHi Ha
100 % peyoBuHy) — 0,5 mr SANOFI CHIMIE, France 3MiHM BHECEHi Y
po3gin "Cknaa" B iIHCTPYKLiO /19 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ta siKk HacnifoK - BiANOBIAHI 3MiHU Y TeKCTi
MapKyBaHHS yrNakoBKM iKapCbKoro 3acoby; 3miHu | Tuny -
npuBefeHHs cneuudikauii MeTogis KoHTpono APl go Bumor
MoHorpadii €®, Ta K Hac/MifoK BigNOBIAHI 3MiHW 3a NOKa3HUKaMU:
«laeHTudikauis», «CynposigHi AOMILLKW». BBEEHHS 3MiH NPOTArom
3-x MicsLiB MicnsA 3aTBEPKEHHS; CYNYTHA 3MiHa - 3MiHW 3 AKOCTI.
CepTudbikat signosigHocTi/l'E-cepTudpikar BignosigHocCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. 3mMiHW, NoB's3aHi 3
HeobXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOi HauioHabHOI hapmakonei
nepxasun €C - NpyBeAeHHS METOAIB KOHTPOSI0 Ta Ha3su APl go
BMMOr MOHorpadii €®, Ta Ak HacnifoK BigNOBIAHI 3MiHW 3a
nokasHukamu: «lgeHTudikauiss, «CynpoBigHi 4oMilku», «BTpaTta B
Maci Npu BUCYLLYBaHHI», «KiflbKiCHe BU3HAUYEHHS». BefeHHs 3MiH
nNpoTArom 3-x MicsLiB MiC/A 3aTBEPLKEHHS

3a
peyenmom

UA/16965/01/01

34.

FTAHOOPT®

Kpanni ouHi no 3,0
MY h1aKoHi-
KpanesibH1Lj 3
nonietTunenHy, no 1
a60 3 dp1akoHu-

AnnepraH
PapmacboTi
Kau3
Ipnangis

IpnaHgis

AnnepraH

dapmacbloTikans

Ipnangis

Ipnangis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianiB:3miHu | Tuny - 3MiHK
o0 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay - OHOBJ/IEHHS
TEKCTY MapKyBaHHSA yNakoBKM /TiKapCbKOro 3acoby 3 BHECEHHAM

3a
peyenmom

UA/11121/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
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n 3acoby ynakosKa) nocsio4YeHHs1
KpanesibH1Li B iHbopMmaLii Woa0 3a3HaYeHHs O4MHULb BUMIPIOBAHHS Y cucTeMi Sl
KapTOHHIN nayui
35. | FTENAPUA3VH PO34UH ANS iH eKLii TOB YkpaiHa TOB "beliygiH KeBiH Kutai BHECEHHS 3MiH [0 peecTpaviiiHux matepianis: 3miHu Il Tuny - 3miHn 3a UA/15589/01/01
® no 20 mn B amnyi; "BANTAPTIH TexHonoaxi LLeiip- 3 aKkocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPO6HUKaA peyenmom
no 10 amnyny DPAPMA" XonpiHr Ko." BUXiAHOro/NPOMIXXHOr0 NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
KapTOHHI nayui BMPOGHMYOMY npoueci A®l, abo 3MiHa BUPO6HUMKa (BK/TOYaoum, ae
HeobxiAHO, MicLe NpoBeAeHHSs KOHTPOIo sakocTi) AdI (3a
BiICYyTHOCTi cepTudpikaTta BignoBigHOCTI €Bponeiickkili hapmakonei y
3aTBEpPAKEHOMY [OCbE)(BBEAEHHS HOBOrO BUpOo6HMKa AdI 3
HafaHHAM macTep-ghaiina Ha A®l) - BBeAEHHA AOAATKOBOIO
BUpo6HMKa APl MOHOaMOHIO rniLmpuanHaT Jiangsu Tiansheng
Pharmaceutical Co., Ltd. China (3aTBepmxeHo Xinjiang Tianshan
Pharmaceutical Ind. Co., Ltd. China), 3 nogaHHaM macTep-caiiny Bia
HOBOro BMPOGHMKa.
36. | FTEPBIOH® cupon, 7 mr/mn, no KPKA, 4.4., CnoBeHisi BUPOGHUK, CnoBeHisi BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu Il Tuny: 3miHn 3 6e3 UA/12176/01/01
cupon 150 mn cupony y HoBo mecTo BiANoBiganbHNIA 3a sKocTi. A®l. Bupo6HMUTBO (iHLWi 3MiHW) — nogaHo oHoBneHwin ASMF | peyenma
ANOLWA hnakoHi; no 1 BMPOGHMLITBO "in (open part: versions December 2020; closed part: versions

nakoHy pasom 3
N1acTUKOBOO

MipHOIO JTOXKOIO B
KapTOHHI KOPOOLi

bulk", nepBrHHe
nakyBaHHs Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA, a.4., Hoso
mMecTo, CrioBeHis;
BMPOGHUK,
BiANOBIAabHUIA 3a
KOHTPO/b Ta BUMYCK
cepi:

KPKA, a.4., Hoso
mMecTo, CrioBeHis;
BMPOGHUK,
BiANOBIAabHUIA 3a
KOHTPO/b Cepii:
HN30X
(HauioHanbHi
nabopaTtopis 3a
34paB’e, OKONE iH
XpaHo), CnoseHis

December 2020) Ha Aito4y peyoBUHY CYXOro eKCTpaKTy JIMCTS
noLwa Bif 3aTBepAXeHoro BupobHuka Bionorica SE, HimeuunHa.
BBefieHHs1 3MiH NPOTArom 6-T MIiCALIB MiCNA 3aTBEPKEHHSA. 3MiHK |
TMny: 3MiHK 3 sikocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOrO MaTepiany/npomiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEeCi BUPOOHULTBA
A®| (He3HAYHI 3MiHW Y 3aTBEPAKEHNX METOA4aX BUNPOOYBaHHS) —
3MiHVM METOAMKM 3a MOKa3HMKOM «laeHTudikauis» metogom TLUX
(npo6ongrotoska 6e3 3MiHW KOHLEHTpaLlil Ta 3a3Ha4eHo 30HM
3abapBieHHs, SKi GisibLue BignoBigalTb hakTUUHIl cuTyauii). 3miHn
| TMny: 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo CTOCYIOTLCA BUMYCKY cepii
Ta KOHTPO/II0 SIKOCTi FOTOBOTO JliKapCbkoro 3acoby (3amiHa abo
[oaaBaHHs AiNbHULI, Ha 5K 3iCHI0ETLCA
KOHTPONb/BUNPO6YBaHHSA cepii) — BBEAEHO [OAATKOBY AiNIbHULIIO
NLZOH (Nacionalni laboratorij za zdravje, okolje in hrano), Slovenia/
HN30X (HauioHanbHi nabopatopisi 3a 34paB’e , OKOJIE iH XpPaHo),
CnoseHis, LWo Bignosigae 3a KOHTponb cepii MN3. 3milm | Tny:
3MiHM 3 iKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHMLTBI.
3MiHW y npoveci BUpOGHULITBA FOTOBOIO /1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXKHWIA NPOAYKT, LLLO 3aCTOCOBYETHLCS NPU
BMPOBHMLTBI TOTOBOrO MiKApCbKOro 3acoby (He3HayHa 3MmiHa y
npoLeci BUPOGHULITBA) — YTOYHEHO 6/10K-CXEMY BUPOBHNYOro
npotecy M3 6e3 XoAHNX 3MiH BUPO6HMYOro npouecy. 3MiHu | Tuny:
3MiHuM 3 SIKOCTi. [OTOBMIA Nikapcbknii 3aci6. KOHTPOIb AOMOMIKHUX
pevoBuH. 3MiHa NapameTpiB cnevuyudikaili Ta/abo f4onyCTUMUX MeX
AN 0ONOMDKHOI peyoBUHY (BUNYYEHHS 3i cneuudikaLii He3HayHoro
nokKasHuka (Hanpvknag 3acTapisioro NoKasHUKa)) - BUSTyYEHHsI
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
BMNPOB6YBaHHA Ha cnevumdiyvHi mikpoopraHiamu (E.coli, Pseu.
aeruginosa, Staph. aureus) 3 nokasHuka «MikpoGiosioriyHa AKICTb»
cneumdikauii Ha fOMOMKHY PeYoBMHY apoMaTtunsaTop menicu 02
627. 3miHu | Tny: 3MiHK 3 iKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b AONOMDKHMX peyoBKH. 3MiHa Y MeToAax BUNpo6yBaHHA
[OMOMDKHOT peYOBMHY (HE3HAYHI 3MIHW Y 3aTBEPKEHNX METOAAX
BMNPO6YBaHb) — 3MiHN METOAVKN 3a Noka3HUKoM «MikpobionoriyHa
AKICTb» METOAiB KOHTPOJIH0 AONOMDKHOI peYOBMHM apoMaTn3aTop
menicu 02 627 (HagaHo AeTasbHUIA OMUC XUBUTLHOTO CEepeaoBULLa
Ta 3aCTOCyBaHHsA po3BefeHHs 1:100)
37. | IKAMTUH™ niogpinizat gns HoBaprTic LLisefuapi nakcoCmiTKnsiiH ITanis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/9121/01/01
PO34nHY AN1A dapma Al a MaHyhakTypuHr Benvika BHECEHI 0 IHCTPYKLIT 415 MEeAUYHOro 3aCTOCyBaHHSA Nikapcbkoro | peyenmom
iHcpysiii no 4 mr, 1 C.N.A, Itania BpuTaHis 3acoby Ao po3ainy "OcobnmBoCTi 3acToCyBaHHA" LWOA0 6e3neku
hnakoH 3 (BMpPOGHMLTBO 3a [OMOMDKHMX PeYyoBUH (CNONYK HATpIl0) BIAMNOBIAHO A0 pekomeHAalii
niocpinizatom y NOBHUM LMK/IOM); European Commission guideline on ‘Excipients in the labelling and
KapTOHHI KopooLi KataneHT HOK package leaflet of medicinal products for human use’ (SANTE-2017-
MekemxuHr Mimitea, 11668). BBegeHHs 3MiH MPOTAroM 6-Tu MicALiB NiCNsA 3aTBEPAYKEHHS
Benvka bputaHis
(BTOpPUHHE
nakyBaHHs)
38. | AEKPU3 TabneTku, BKPUTI NMPO®APM ManbTa Apamveq ®apma C.A. MonbLa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Trny - 3MiHun 3a UA/13553/01/01
nNiBKOBOKO A oo 6e3nekun/echekTMBHOCTI Ta chapmakoHarniagy. 3MiHU y KOPOTKiid | peyenmom
060/10HKO0, 10 25 IHTepHeLHN XapakTepucTuL,i NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
Mr no 10 TabneTok y TpeguHr IHCTPYKLT A1 Me4NYHOro 3aCTOCYBaHHSA
6nicTepi; no 3 Nimiten reHepuyHUX/ribpuaHMX/6ionoaibHNX NikapCcbknx 3acobis nicns
6nictepn y BHECEHHS Ti€l caMoi 3MiHM Ha peddepeHTHUIA npenapar (3miHa He
KapTOHHI naulj noTpebye HafaHHS XOAHUX HOBUX AOAATKOBMX AaHUX) 3MiHN
BHECEHO [0 IHCTPYKLIT 415 MeAMUYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ginu: "®apmakonoriyHi BnactueocTi”, "MokasaHHs"
(yTouHeHHs iHdhopMaLiT),"MpoTunokasaHHsa", "BaaeMogisa 3 iHWmMK
nNikapcbkMK 3acobamu Ta iHLWi BuAW B3aemogiii”, "OcobmBocCTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHs Ta Ao3un”, "4itn" (yTOUYHEHHS
iHchbopmawii), "Mo6iyHI peakuii” 3rigHo 3 iH(hopMaLieto Lwoa0
MeAMYHOro 3acToCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(IHCMPA®, TabneTkn, BKPUTI NNiBKOBOKO 060/10HKOD). BBEAEHHS
3MiH MPOTAroM 6-TM MicsLiB NiCNsA 3aTBEPMKEHHS.
39. | AEKPU3 TabneTkn, BKPUTI NMPO®APM ManbTa Apamvep ®apma C.A. MonbLia BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3MiHn | TUNY - 3MiHK 3a UA/13553/01/02
NAiBKOBOO A woao 6e3nekn/edpekTrBHOCTI Ta dhapmakoHarnsagy. 3MiHN y KOPOTKiil | peyenmom
060n10HKot0, Mo 50 IHTepHeLUHN XapakTepucTuL, Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
Mr no 10 Tabnetok y TpenanHr IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
6nictepi; no 3 Nimiteq reHepuyHUX/ribpuaHMXx/6ionoaibHKX NnikapcbkUx 3acobiB nicns

6nictepn y
KapTOHHI nauj

BHECEHHS Ti€l caMoi 3MiHM Ha pedbepeHTHMIA Nnpenapar (3MiHa He
noTpebye HafaHHS XOLHNX HOBUX A0AATKOBUX AaHNX) 3MiHK
BHECEHO [0 iHCTPYKLIiT 419 MeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby y posginu: "®apmakonoriynHi snactmsocTi”, "MokasaHHs"
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
(yTouHeHHs iHdhopMaLiT),"MpoTunokasaHHsa", "B3aeMogis 3 iHWmMK
nikapcbkMun 3acobamu Ta iHWi BUAW B3aemogiii”, "OcobmMBoCTi
3acTocyBaHHs", "Cnocib 3acTtocyBaHHs Ta go3n", "Oitn" (yToUHeHHs
iHdhopmawii), "Mo6iyHi peakuii” 3rifHO 3 iHhopmaLlieto Wwoa0
MEeAMYHOro 3acToCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(IHCMPA®, TabneTkun, BKpWTI M/1IIBKOBOKO 060/I0HKOW). BBEAEHHS
3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPKEHHS.
40. | AEKCINAHT® | kancynu 3 Takepa CWA [Jencapm Hosapa ITanis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | Tuny - 3MiHK 3a UA/13660/01/01
MoAaudpikoBaHUM PapmachbHoTi C.p.n., Itanisa HimeyunHa/ BHECEeHO A0 IHCTPYKLii AN1A MeAMYHOro 3aCTOCYBaHHS NiKapcbKoro | peyenmom
BUBI/IbHEHHSAM Kanc CLUA, (nepBuHHe Ta Ipnangis 3acoby Ao po3ainis "Oco6MBOCTI 3acTocyBaHHs", "AiTn", "Mo6iuvHi
TBepai no 30 mr; no IHK. BTOPVHHE peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMaLii 3 6e3nekun Aitoyol
14 kancyny nakyBaHHs, 403BiN pevoBUHW. BBeEHHSA 3MiH NPOTATOM 6-TW MicALIB nicns
6nictepi; no 1 a6o Ha BuUnyckK cepii); 3aTBEPAKEHHS
no 2 6nictepu B Takega 'm6X, micue
KapTOHHIA KOpooLi BMPOGHMLTBA
OpaHieHbypr,
HimeuunHa
(BMpOGHMLTBO 3a
NMOBHUM LMK/IOM);
Takepa lpnaHgais
Ntp, Ipnangis
(BUPOBHMLTBO
Hepo3dgiacoBaHol
npoaykuin
41. | AEKCINAHT® | kancynu 3 Takepa CWA [Hencapm Hosapa ITanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis:3MiHv | TUny - 3MiHK 3a UA/13660/01/02
MoguchikoBaHUM dapmachboTi C.p.n., Itanis Himeuunna/ BHECEHO A0 IHCTPYKL,ii A/19 MeAMYHOro 3aCTOCYBaHHSI NiKapCbKoro | peyenmom
BUBI/IbHEHHSAM Kasic CLUA, (nepBuHHe Ta Ipnangis 3acoby Ao posainis "OcobmBocTi 3acTocyBaHHs", "AiTn", "Mo6ivHi
TBEpAi no 60 mr; no IHK. BTOPVHHE peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaLii 3 6e3nekun Aitoyol
14 kancyny nakyBaHHs1, 403BIN pPeYOBUHN. BBEAEHHS 3MiH MPOTATOM 6-TW MiCALIB Nic/s
6nicTepi; no 1 abo Ha BUMyckK cepii); 3aTBEepPKEHHS
no 2 6nictepu B Takepa M'M6X, Mmicue
KapTOHHI KOPOOLi BUPOGHMLTBA
OpaHieHbypr,
HimeuunHa
(BMPOGHMLTBO 3a
NOBHUM LMK/IOM);
Takepa IpnaHgais
Ntp, Ipnangis
(BMpPOGHMLTBO
Hepo3dracoBaHOl
npoAayKuin)
42. | BEPMAAPIH Masb, 20 Mr/rno 20 r | dapmaueyrTi ABCTpist dapmaueyTiwe ABCTpist BHECEHHS 3MiH [10 peecTpaviiiHix maTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/8996/01/01
abo no 50 r, abo no we dabpik habpik MoHTaBIT Loao 6esnekn/edeKkTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
100 ry Ty6i; mo 1 MoHTasBIT M6X 3MiHM A0 y3arasibHEHUX AaHuX NMPo cuctemy dpapmakoHarnsagy
Ty6i B KAPTOHHIN v6eX (BBEAlEHHSA y3ara/ibHeHVX aHNX Npo cucTeMy hapmakoHarniagy,
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
ynakoBLi 3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[ONs 3AjicHeHHs hapMakoHarisay B YKpaiHi, SKLW0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO61 YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAaIbHOT
3a hapmakoHarnag B Ykpaini. NponoHoBaHa pegakuis: MpuLLeHKo
Hatanis OpecTiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg B YkpaiHi
43. | AEPMOBEWT | kpem 0,05 %; no 25 nakcoCmit Benvka nakcoCmiTKnsiiH MonbLia BHECEHHS 3MiH 10 peecTpavliiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/1600/02/01
™ ry T1y6i, no 1 Ty6i B KnsiiH BpuTaHis dapmacbloTukans oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peyenmom
KapTOHHI ynakosLii Excnopt C.A. 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsgy
Nimiteq (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKA
[AnAa 3AjicHeHHs hapMakoHarisay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroun KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnsa: MNponoHosaHa peaakwis — [ip. VieHc-Ynbpix
LWrermanH / Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXEHOT 0co6Mu, BiANOBIAaNbLHOI 3a hapMakoHariag,.
3mMiHa HoMepy Ta MicLe3HaxoMKeHHss macTep-hainna
44. | OUKNO®EHA | kpucTaniyHwmi ToBapucTBo YkpaiHa XeHaHb [yHTai Kutaiicbka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUNY - 3MiHK 3 - UA/16226/01/01
K HATPIIO NMOPOLLIOK 3 ®apm Ko., fta. HapogHa akocTi. A®l. BupobHMLTBO. 3MiHa BUPOGHUKA BUXiZHOro/MpoMiKHOrO
(cybeTaHuin) y 06MEXEHO Pecny6nika NpoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMYOMY NPOLIECI
noAagiliHMx BiAnoBigab A®I, abo 3miHa BUpOGHYKa (BKOUaoun, ae HeobxiaHo, Micle
nonieTuNeHoBMX HICTIO npoBeAeHHA KOHTposto skocTi) APl (3a BigCyTHOCTI cepTudikaTa
naketax gns "hapmaueBT Bi4NOBIAHOCTI €BpONeNiChbKili chapmakonei y 3aTBepaKeHOMY [0ChE)
thapmMaueBTUYHOIO NyHa (3anponoHoBaHWit BUPOGHKK HaNexuTb A0 Tiel camoi BUPO6HUYOI
3aCTOCyBaHHsA KOMnaHis rpynu NignpUeEMCTB, LU /i 3aTBepAXeHUIA)
"3popoB's” 3MmiHa agpecy BUpo6HUYOT AinbHuui ans A®I AmknodeHak HaTpilo
Henan Dongtai Pharm Co., Ltd., The People’s Republic of China, y
3B'A3KY 3 NepeHeceHHsM BUPOOHUYOI AinbHUL. Cneumndikadii,
Cnoci6 BMPOGHULTBA Ta AeTaslbHWIA ONUC METoAY CuUHTe3y Adl €
iEHTMYHUMW 3aTBEPKEHNM
45. | ANKNO®EHA | po3uvH ans iH'ekuiii, | ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianiB:3MiHv | TUMNy - 3MiHK 3 3a UA/1539/02/01
K-340OPOB'AA | 25 mr/mnno 3 mn B 3 0bMexeHot akocTi. A®l. BupobHMLUTBO. 3MiHa BUPO6HUKA BUXiZHOTO/NMPOMDKHOIO | peyernmom
amnyni; no 5 amnyn 06MeXeHo BiANOBiAA/IbHICTIO npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY NPOLLeCi
Y KapTOHHiIlA KopoobUi BignoBigasib "®apmMaueBTUYHA A®l, ab0 3miHa BUpob6HMKa (BKIOYaKOUK, Ae HEOOXiAHO, Micue
3 neperopoakamu; HICTHO KoMnaHis "3gopos'a” npoBeAeHHs KOHTPOsIo AkocTi) A®PI (3a BigCYTHOCTI cepTudiikaTa
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
no 3 mn B amnyni, "papmaueBT BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepAKeHOMY [0ChE)
no 5 amnyny NyHa (3anponoHoBaHW BUPOGHVK HaN1eXWTb A0 TiEl camoi BUPOOHUYOI
6nicTepi; no 1 KOMMaHis rpynu NignprveMCTB, LU0 i1 3aTBEPAXEHWIA) - 3MiHa agpecu
6nictepy B "3popos'a" 3aTBepxeHoro BupobHrka A®| auknodeHak HaTpito Henan Dongtai
KapTOHHI KOPOOL Pharm Co., Ltd., The People's Republic of China, y 3B’A3ky 3
nepeHeceHHsIM BUPO6HUYOI AinbHMLI. 3MiH Y npoueci BUpobHULTBa
Ta cxeMi cuHTesy Ad| He Bigbynocs. [itova pegakuin: AuknodeHak
HaTpilo ...... Henan Dongtai Pharm Co., Ltd., The People's Republic
of China Agpeca: East Changhong road, Tangyin, Anyang, The
People's Republic of China MNponoHoBaHa peakuis: AuknodeHak
HaTpilo ...... Henan Dongtai Pharm Co., Ltd., The People's Republic
of China Agpeca: No. 2, East Kangtai Road, Tangyin, Anyang City,
The People's Republic of China
46. | AUKNO®EHA | cnpeii HalKipHWiA, ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:3MiHu | Tuny - 3miHa 6e3 UA/1539/03/01
K-300POB'A po3uuH, 40 mr/mn no 3 06MexeHot afpecy 3aTBepA)KeHoro Bupo6Hrka A®| avknodeHak HaTpito Henan | peyenma
YNbTPA 30 mn abo no 50 mn 06MeXeHo BiANOBIAA/ILHICTIO Dongtai Pharm Co., Ltd., The People's Republic of China, y 38’a3ky 3
y dhnakoHi 3i ckna 3 Bignosigab "®dapmavueBTuyHa nepeHeceHHsIM BUPO6HNYOI AinbHMLI. 3MiH Y npoueci BUpobHuULTBA
KnanaHoM-HacocoM, HICTIO KoMnaHisa "3gopos'a” Ta cxeMi cuHTesy A®I He Bigbynocs.
HacafKoto- "PapmavnesT MponoHoBaHa pegakuis: AnknogeHak HaTPIto ...... Henan Dongtai
posnuiosayem Ta nyHa Pharm Co., Ltd., The People's Republic of China Agpeca: No. 2,
3aXUCHUM KOMnaHis East Kangtai Road, Tangyin, Anyang City, The People's Republic of
KOBMaykom; no 1 "3popos'sa" China
hnakoHy y KopobLii 3
KapTOoHY
47. | AMMETUN®Y | kancynu 3 Mictpan AHrnis Bupo6HMLTBO Yuni/ BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHa 3asBHMKa 3a UA/18285/01/01
MAPAT- MoguchikoBaHUM Kenitan roTOBOT NiKapCbKoi Icnanis/ (BnacHvKa peecTpauiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big, peuyenmom
BICTA BUBI/IbHEHHAM MO MeHexmeH dhopmMK, nNepBUHHA Yecbka 23.07.2015 Ne 460). BBefieHHsA 3MiH NpOTArom 6-Tv MicsLiB nicns
120 wmr; no 10 T Nlimiteq, Ta BTOPUHHa Pecny6nika/ 3aTBepKeHHs.
Kancyny énicrtepi; ynakoBKa, KOHTPOJ1b HimeuunHa

no 2 6nictepu B
KapTOHHI nauj

cepii, BUNyCK cepit:
CiHTOH Yuni Ntpa.,
Yunni;
MNepBuHHa Ta
BTOPWHHA YNakoBKa,
KOHTPO/b Cepii:
CiHTOH XicnaHis,
C.N1., IcnaHis;
KoHTposb cepii:
KBiHTa-AHaniTika
C.p.o., Yecbka
Pecnyb6nika;
KoHTporb cepii:
ITECT nntoc, c.p.o.,
Yecbka Pecny6rika;
KoHTponb cepii:
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
Na6op N+C Ar’,
HimeuunHa
48. | AMMETUN®Y | kancynu 3 MicTpan AHrniA Brpo6HMUTBO Ynni/ BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasiB: 3MiHa 3asBHUKa 3a UA/18285/01/02
MAPAT- MoaucpikoBaHUM Kenitan roTOBOI NiKapcbKoi Icnanis/ (BNnacHvkKa peecTpadiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big peuyenmom
BICTA BVBIIbBHEHHSIM MO MeHexmeH chopmu, nepBrMHHA Yecbka 23.07.2015 Ne 460). BBefeHHs 3MiH NpOTArom 6-T1 MicAUiB micns
240 wmr; no 10 T NimiTeq, Ta BTOPUHHa Pecny6nika/ 3aTBEepPKEHHS.
Kancyny énictepi; yrnakoBKa, KOHTPO/1b HimeyunHa
no 6 6nicTtepis B cepii, BUNyCK cepil:
KapTOHHIN nauui CiHTOH Yuni N1aa.,
Yuni;
MepBuHHaA Ta
BTOPWHHA ynakoBkKa,
KOHTPO/b cepii:
CiHTOH XicnaHis,
C.J1., IcnaHis;
KoHTpornb cepii:
KBiHTa-AHaniTika
C.p.o., Yecbka
Pecnyb6nika;
KoHTponb cepii:
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika;
KoHTponb cepii:
Na6op N1+C AT,
HimeuunHa
49. | AUMICTA crpeii Ha3albHWUA, MEJA HimeuumnH MEZA ®apma MmbeX Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB:3MiHu | TUMy - 3MiHK 3a UA/14920/01/01
cycneHsisa 137 dPapma a eHp Ko. KT, IHais Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy. BeeaeHHa abo | peyerrmom
MKI/50 MKr Ha [03Y; M6X eHp HimeuunHa 3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
no 6,4 r cycnensii y Ko. KI (BMPOGHWK, (BBEAEHHSA Yy3arasibHEHMX AaHUX NPo cucTemy thapmakoHarnsgy,

chnakoHi 10 mn; no 1
hnaKkoHy B
KapTOHHIN mayuyi; no
23 r cycneHsii y
dnakoHi 25 mn; no 1
nakoHy B
KapTOHHIN nauui

BiAnoBiganbHNIA 3a
BUNYCK cepil);
Livnna Nimiteg,
IHAiA (BUPOBHUK,
BiANOBIAaNbHUIA 3a
BUPOGHMLTBO
Hepo3dacoBaHO(
NpoAyKLUii, NnepBuHHe
Ta BTOPUHHE
nakyBaHHs)

3MiHa YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapMakoHarnaay; KOHTakTHOI 0cobu 3 thapmakoHarnsay 3asBHUKa
0N 30iCHEHHA hapmakoHarnsagy B YkpaiHi, Ko BoHa BiAMIHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaoyaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-haiiia cuctemmn hapmakoHarisgy) - 3mMiHa
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigaIbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXKEHOI 0cobw, BiANOBiAaNbHOI 3a
chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0co6u
YNOBHOB&XEHOT 0CO6U, BiANOBifaIbHOI 3a (hapmakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMkeHHA MacTep-taiina cucremm
thapmakoHarssgy. 3miHa Micus 34iCHEHHs1 OCHOBHOT AisS/TbHOCTI 3
hapmakoHarnsay




50

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
50. | AUMICTA cnpeii HazasbHUiA, MEJA HimeuuunH MEZOA ®apma MvbeX HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasis:3MiHu |l TUny - 3MiHK 3a UA/14920/01/01
cycnensia 137 Papma a eHp Ko. KT, IHAjs BHECEHO A0 IHCTPYKLiT 4518 MeANYHOro 3acTOCyBaHHSA NikapCbkoro | peyenmom
MKr/50 MKr Ha f03Y; M6X eHg HimeuunHa 3acoby [0 po3giny "dapmMakonoriyHi BNacTUBOCTI". BBeAeHHS 3MiH
no 6,4 r cycneHsii y Ko. KI (BUPOBHUIK, NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAKEHHS.
dnakoHi 10 mn; no 1 BiAnoBigabHNI 3a
hnakoHy B BUNYCK cepii);
KapTOHHI naJi; no Livnna Nimiten,
23 r cycnensii y IHAiA (BUPOOHWUK,
donakoHi 25 m; mo 1 BiANOBiAA/IbHWIA 32
hnakoHy B BUPOGHMLTBO
KapTOHHIN navuj Hepo3dghacoBaHOl
npoayKuii, NnepBuHHe
Ta BTOPUHHE
nakyBaHHs)
51. | AIOKCKU30n po3uuH no 50 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianiB:3miHu | Tuny - 3a UA/8021/01/01
b®- no100ry "PapmavnesT "®apmaueBTnyHa BW/TyYEHHS1 BUPOOHMKA Aito4oi peqoBurHK Jligokainy rigpoxnopua peyenmom
AAPHULUA hnakoHax abo nyHa chipma thipma "AapHuug" Delta Synthetic Co., Ltd., Taiwan; 3miHu | Tny: 3MiHn 3 skocTi. Ad®I.
6aHkax, no 1 "fapHuus” KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs APl abo BMXigHOrO
hnakoHy abo 6aHLi mMaTepiany/npomiKHOro NPoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
y nauui npoueci BupobHuuTea AP (iHWwi 3MiHM y MeTodax BUNPo6yBaHHsA
(BkntoYatoum 3aMiHy abo fonoBHeHHs) Ad| abo
BMXIZAHOrO/NPOMIXHOrO NPOAYKTY); CyNyTHS 3MiHa: 3MiHW 3 SKOCTI.
A®I. KoHTposnb A®I. 3miHa y napameTpax cneuudpikauin Ta/abo
JOMyCTUMUX MeX, BU3HaUYeHUX y crneuudikauisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
npoueci BupobHuutea A®I (iHwi 3miHn)(B.1.6.1. (x),1B), 3miHa y
cneuudikayii Ta metogax BunpobyBaHHA A®I, a came pepakuiiHi
npasKn A0 NoKasHuKiB: «laeHTudikauis A», «lgeHTudikauis B»,
«lgeHTudikanis C», «Mpo30piCTb PO3UNHY», «pH PO3UMHY»,
«CynpoBigHi Aomilkn», «Boaa», «MikpobiosoriyHa uncrora»,
«KifibKiCHe BU3HAYEHHS», «3aINLLIKOBI KiJIbKOCTI OpraHiuHmx
PO34UMHHKKIB». B MKHA ansa BXiAHOTO KOHTPOH0 BpaxoBaHO
YTOYHEHHS Ha3BM Aito4oi peyoBrHY (6e3 3MiHW AioU0T PeYOBUHN)
BiANOBIAHO A0 €Bponelicbkoi ®apmakonei; 3MiHW | TUNy - BUYyYEHHS
He3HayHOro nokasHuka sKocTi 3i cneumdikauii APl a came T. «Baxki
MeTanu»; 3MiHW | TUMy - BUyYEeHHA HE3HAYHOrO NoKasHWKa AKOCTI 3i
cneumnadikauii A®l, a came T. kAHOMa/lbHa TOKCUYHICTb»
52. | EBEPOMIMY Tabnetku no 2,5 mr, MicTpan AHrnis nepBuHHE, BTOPVHHE Icnanis/ BHECEHHS 3MiH A0 peecTpaLiiHnx MmaTtepiasiiB: 3MiHa 3asiBHMKA 3a UA/17149/01/01
C-BICTA no 5 tabneTtok y Kenitan nakyBaHHs, Yuni (BnacHvka peecTpadiiHoro noceigyeHHs)(3rigHo Hakaly MO3 Big peyenmom
6nicTepi; no 6 MeHemxmeH KOHTPOb AKOCTI, 23.07.2015 Ne 460): fAitova pegakuis: TOB «dapmalesTuyHa
6nictepiB y T NimiTeq, BUNYCK cepil: KoMnaHisi Bicta», YkpaiHa MNponoHoBaHa pegakuisi: Mictpan Kenitan
KapTOHHI Kopoo6Li CiHTOH XicnaHis, C. MeHemkmeHT JlimiTeq, AHrnis. BBeeHHA 3MiH NPOTArom 6-Tu
N., Icnanis; MicALiB NiCNsA 3aTBEPAYKEHHS.
BMPOBHMLTBO,

nepsnHHe, BTOPUHHE
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
nakyBaHHS:
CiHTOH Yuni N1aa.,
Yuni
53. | EBEPONIMY TabneTkn no 5 wr, Mictpan AHrnis nepBuHHE, BTOPVHHE Icnania/ BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKA 3a UA/17149/01/02
C-BICTA no 5 Tabnetok y Kenitan nakyBaHHs, Yuni (BnacHvka peecTpauiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big, peyenmom
6nicTepi; no 6 MeHexmeH KOHTPO/b AKOCTI, 23.07.2015 Ne 460): Oitova pegakuis: TOB «®apmaueBTnyHa
6nictepiB y T NimiTeq, BUNYCK cepil: KoMnaHis Bicta», YkpaiHa MNponoHoBaHa pefakuisa: Mictpan Kenitan
KapTOHHI KOpoo6Li CiHTOH Xicnanis, C. MeHempxmeHT flimiTea, AHrnis. BBeAeHHs 3MiH NpoTArom 6-Tu
J1., IcnaHis; MiCALB NiC/A 3aTBEPOXKEHHS.
BUPOBHULTBO,
nepBuHHE, BTOPUHHE
nakyBaHHS:
CiHTOH Yuni N1aa.,
Ynni
54. | EBEPONIMY Tabnetku no 10 mr, Mictpan AHrniA nepBuHHE, BTOPVHHE Icnanis/ BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKA 3a UA/17149/01/03
C-BICTA no 5 Tabnetok y Kenitan nakyBaHHs, Yuni (BNacHuKa peecTpaLuiiHoro noceigyeHHs)(3rigHo Hakasy MO3 Big peyenmom
6nictepi; no 6 MeHemKMeH KOHTPO/b SKOCTI, 23.07.2015 Ne 460): fitoua pegakuis: TOB «dapmaueBTnyHa
6nicTepiB y T NimiTeq, BUNYCK cepil: KoMnaHis Bicta», YkpaiHa MNponoHoBaHa pefakuisa: Mictpan Kenitan
KapTOHHiiA KOpo6Ll CiHTOH Xicnanis, C. MeHemkMeHT JlimiTes, AHrnis. BBeAeHHs 3MiH NpoTArom 6-Tu
N., IcnaHis; MiCAILiB MiC/1A 3aTBEPAKEHHS.
BMPOGHMLITBO,
nepBuHHE, BTOPUHHE
nakyBaHHS:
CiHTOH Yuni N1aa.,
Yuni
55. | E3OJ/IOHI® NOPOLLIOK A5 OPrAHOCHK OAE BMPOGHMLITBO 3a MopTtyranis/ BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | Tumny - 3a UA/17087/01/01
PO34UHY NSt iH'EKLii H NOBHUM LMK/TOM: TypeyunHa AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
a6o iHdysili no 40 NAV®OCAEH Codpapimekc — 3asBHUKA (B/1ACHMKA PEECTPALHOrO NOCBIAYEHHS) - 3MiHA
mr, 1 a6o 10 CU3 (Ed IHpycTpia Kivika e HalilMeHyBaHHS 3asiBHMKa.
hnakoHiB 3 3ETI) dapmachbloTika,
NOPOLLKOM Y nauLii C.A., Moptyranis;
BVPOGHMLTBO
Hepo3ghacoBaHOro
NpoAyKTY, NepBUHHE
nakyBaHHS:
LEBA XongiHr Ei.
Ec., TypeyunHa
56. | EYTUPOKC TabneTkn no 25 Mkr; Mepk HimeuunH | Mepk Xenckea KraA HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianiB:3miHu | Tuny - 3a UA/8388/01/01
no 25 tabneTtok y Xernckea a BHECEHHS He3Ha4YHUX 3MiH B npoLec BMpobHUuTBa /13, 30Kkpema: Ha | peyernmom
6nicTepi; no 2 abo KraA cTagii "Drying", BBE4EHHSA AOAATKOBOrO KBasidhikoBaHOro

no 4 6nictepv B
KapTOHHI KOpooLi

rpaHynsTopa 3 nceBgopospigxeHum wapom WSG200Pro 3
BiZANOBIAHUMY KpUTEPIiB NPUIIHATHOCTI A4/15 NapaMeTpiB NpoLecy;
3MiHK | TUMY - BHECEHHSA HE3HAYHMX 3MiH B MPOLLeC BUPOGHMLTBA

N3, 30kpema: Ha cTagii "Drying", BBEAEHHS 40AaTKOBOro

KBaNigpikoBaHOro rpaHynsaTopa 3 NceBAopO3pipKEHUM LLAPOM




Hassa
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Kpaina

3acoby

ynakosKa)

BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

57.

EYTUPOKC

TabneTkn no 50 mkr;
no 25 TabneTok y

Mepk
Xenckea

HimeyunH
a

Mepk Xenckea KlraA

HimeuunHa

HDG400 3 BiANOBIAHUMY KPUTEPIIB NPUAHATHOCTI 4719 NapaMeTpis
npouecy; 3MiHu | TUMY - BHECEHHS HE3HAYHMX 3MiH B NpoLec
BMpo6HMLTBA /13, 30Kkpema: Ha cTagji "Granulation” BBegeHHS
[0aTKOBOro KBauichikoBaHOro rpaHynsTopa 3 ncesaopo3pispkeHnm
wapom WSG200Pro 3 BignoBigHMMN KpUTEPIAMU NPUAHATHOCTI ANs
napameTpiB NpoLiecy; 3MiHW | TNy - BHECEHHSA HE3HAYHWX 3MiH B
npouec BMpobHuLTBa 13, 30kpema: Ha cTagii "Granulation"”
BBEAEHHS [OAATKOBOroO KBaulihikoBaHOro rpaHynstopa 3
ncesopo3pigpxeHnmM wapom HDG400 3 BignoBigHUMY KpUTEPISMU
NPUIAHATHOCTI ANA NapameTpiB npoLecy

58.

EYTUPOKC

6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHIA KOpooLi

TabneTkn no 75 MKr;
no 25 TabneTok y

KraA

Mepk
Xenckea

HimeuumnH
a

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis:3miHu | Tuny -
BHECEHHS He3HAYHVX 3MiH B npoLec BUpo6HuuTea 13, 30kpema: Ha
ctaaii "Drying", BBe/eHHA AOAATKOBOrO KBanidpikoBaHOro
rpaHynsTopa 3 NceBAopo3pimpkeHnM wapom WSG200Pro 3
BiANOBIAHUMY KpUTEPIiB NPUIAHATHOCTI AN18 NapaMeTpiB NpoLecy;
3MiHU | TUNY - BHECEHHS HE3HAYHWUX 3MiH B NPOL,EC BUPOGHMLITBA
'N3, 30kpema: Ha cTagii "Drying", BBEAEHHSA 404aTKOBOro
KBanigpikoBaHOro rpaHynsTopa 3 NceBaopo3pigKEHUM LLapoM
HDG400 3 BiANOBIAHUMY KpUTEPIIB NPUHATHOCTI 4719 NapaMeTpis
npotecy; 3MiHW | TUMY - BHECEHHS HE3HAYHMX 3MiH B NpoLiec
BMpOG6HMLTBA /13, 30kpema: Ha cTagii "Granulation” BBegeHHS
[,04aTKOBOro KBanichikoBaHOro rpaHynsTopa 3 ncesAopo3piskKeHnM
wapom WSG200Pro 3 BignoBigH/MMN KpUTEPIAMU NPUAHATHOCTI ANs
napameTpiB NpoLiecy; 3MiHW | TNy - BHECEHHSA HE3HAYHWX 3MiH B
npouec BMpo6HuLTBa /13, 30kpema: Ha ctagil "Granulation"”
BBEAEHHS [OAATKOBOro KBaulichikoBaHOro rpaHynstopa 3
ncesgopo3spimkeHnm wapom HDG400 3 BiANOBIAHUMN KPUTEPIAMU
NPUIAHATHOCTI AN1A NapameTpiB npoLiecy

3a
peyerimom

UA/8388/01/02

6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopoo6Li

KraA

BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianiB:3miHu | Tuny -
BHECEHHS He3HaYHVX 3MiH B npouec BUpo6HuuTea 13, 30kpema: Ha
cTagii "Drying", BBEJ€HHA AOAATKOBOrO KBanighikoBaHoro
rpaHynsTopa 3 nceBAopo3pigpkeHnM wapom WSG200Pro 3
BiANOBIAHMMY KPUTEPIiB NPUIAHATHOCTI AN15 NapaMeTpiB npoLecy;
3MiHU | TUMY - BHECEHHS HE3HAYHMX 3MiH B MpoLEec BUPOBOHULTBA
N3, 3okpema: Ha cTagii "Drying”, BBeAEHHS 404AaTKOBOro
KBanigpikoBaHOro rpaHynsaTopa 3 nceBAopo3piMKEHUM LLapoM
HDG400 3 BignoBiAHNMY KPUTEPITB NPUAHATHOCTI 4151 NapameTpiB
npouecy; 3miHun | TUMY - BHECEHHA HE3HAYHUX 3MiH B NpoLec
BMpOGHMLTBA /13, 30kpema: Ha cTagii "Granulation” BBefeHHS
[04aTKOBOTrO KBauighikoBaHOro rpaHyaTopa 3 NcesAopo3pigKeHnM
wapom WSG200Pro 3 BignoBigHMMN KpUTERISIMU NPUIAHATHOCTI 415

napameTpiB NpoLecy; 3MiHu | TUMY - BHECEHHS HE3HAYHMX 3MiH B
npouec BMpo6HuLTBa /13, 30kpema: Ha cTagil "Granulation"

3a
peyenmom

UA/8388/01/03
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59.

EYTUPOKC

Tabnetkn no 100

Mepk

HimeyunH

Mepk Xenckea KlraA

HimeyunHa

BBe/leHHs1 JOAATKOBOrO KBaslidikoBaHOro rpaHynsatopa 3
ncesopospigpkeHnm wapom HDG400 3 BignoBigHMY KpUTEPISMM
NPUAHATHOCTI 4719 NapaMeTpiB npoLecy

60.

EYTUPOKC

MKTr; no 25 TabneTtok
y 6nicTepi; no 2 abo
no 4 6nictepu B

KapTOHHI KOpoo6Li

Tabnetkn no 125

Xerckea
KraA

Mepk

a

HimeuunH

Mepk Xenckea KlraA

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:3miHu | Tuny -

ctagji "Drying", BBeleHHA 40AaTKOBOrO KBanidoikoBaHOro
rpaHynsTopa 3 ncesAopo3pimxkeHum wapom WSG200Pro 3
BiANOBIAHUMY KpUTEPIiB NPUMIAHATHOCTI AN19 NapaMeTpiB NpoLecy;
3MiHU | TUNY - BHECEHHS HE3HAYHWUX 3MiH B NpoLec BUPOGHMLITBA
N3, 3okpema: Ha cTagii "Drying", BBeAEHHS 404AaTKOBOro
KBaNichikoBaHOro rpaHynsTopa 3 NCeBAOPO3PIAKEHUM LLAPOM
HDG400 3 BiANOBIAHUMY KpUTEPITIB NPUIAHATHOCTI 4719 NapaMeTpiB
npotiecy; 3MiHW | TUMY - BHECEHHSA HE3HAYHWX 3MiH B NpoLiec
BMpo6HMUTBa /13, 30Kpema: Ha cTagii "Granulation” BBefeHHS
[04aTKOBOro KBauihikoBaHOro rpaHynstopa 3 nceBaopo3pigKeHnm
wapom WSG200Pro 3 BignoBiAH/MUN KPUTEPISMU NPUAHATHOCTI A1st
napameTpiB npoLecy; 3MiHu | TMNy - BHECEHHSA HE3HAYHUX 3MiH B
npouec BupobHuuTtea /13, 3okpema: Ha ctagii "Granulation”
BBE/IeHHS 0aTKOBOro KBaUlichikoBaHOro rpaHynsaTopa 3
ncesopospigkeHnm wapom HDG400 3 BignoBigHYMU KpUTEpISMM
NPUIAHATHOCTI A7 NapameTpiB npoLiecy

BHECEHHS He3HaYHUX 3MiH B npouec BupobHuuTBa /13, 30kpema: Ha

3a
peyenmom

UA/8388/01/04

61.

EYTUPOKC

MKr; Mo 25 TabneTok
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KOPOOLi

Tabnetkn no 150

Xenckea
KraA

Mepk

a

HimeuunH

Mepk Xenckea KlraA

HimeyunHa

HimeyunHa

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis:3mMiHu | Tuny -
BHECEHHS He3HaYHVX 3MiH B npoLec BUpobHuuTea 13, 30kpema: Ha
cragii "Drying", BBeleHHA 40AAaTKOBOrO KBanidpikoBaHoro
rpaHynsTopa 3 ncesAopo3spimxkeHum wapom WSG200Pro 3
Bi4MNOBIAHVMMMN KPUTEPITB NPUIAHATHOCTI 418 NapamMeTpiB NpoLecy;
3MiHU | TUNY - BHECEHHS HE3HAYHWUX 3MiH B NpoL,ec BUPOGHMLITBA
'N3, 30kpema: Ha cTagii "Drying", BBEAEHHS [,04aTKOBOro
KBaNichikoBaHOro rpaHynsitopa 3 NCeBA0PO3PIAKEHUM LLIAPOM
HDG400 3 BiANOBIAHUMY KpUTEPIIB NPUIAHATHOCTI 4719 NapaMeTpis
npotiecy; 3MiHu | TUMY - BHECEHHSA HE3HAYHWX 3MiH B NpoLiec
BMpo6HULUTBA /13, 30Kpema: Ha cTagii "Granulation" BBeAEHHSI
[0aTKOBOro KBauihikoBaHOro rpaHynsTopa 3 ncesaopo3pigkeHnm
wapom WSG200Pro 3 BifNoBigHUMMN KpUTEPIAMU NPUAHATHOCTI AN
napameTpiB NpoLiecy; 3MiHW | TUMNY - BHECEHHSA HE3HAYHWX 3MiH B
npotec BupobHuuTea 13, 3o0kpema: Ha cragii "Granulation”
BBEAEHHS [OAATKOBOro KBaslihikoBaHOro rpaHynsaTopa 3
nceegopo3pimkeHnm wapom HDG400 3 BiANOBIAHMMU KPUTEPISMU
NPUIAHATHOCTI AN1A NapameTpiB npoLecy

3a
peyenmom

UA/8388/01/05

MKT; Mo 25 TabneTok

Xenckea

a

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianiB:3mMiHu | Tuny -

3a

BHECEHHs1 He3HaYHMX 3MiH B NpoLiec BUpo6HMLTBA /13, 30kpema: Ha

UA/8388/01/06

peyenmom
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
y 6nicTepi; no 2 abo KraA ctagji "Drying", BBeleHHA AOAATKOBOrO KBanidpikoBaHoro
no 4 6nictepu B rpaHynsTopa 3 ncesAopo3pigpkeHnm wapom WSG200Pro 3
KapTOHHI KOpoo6Li BiANOBIAHMMY KpUTEPIiB NPUIIHATHOCTI 4719 NapaMeTpiB NpoLecy;
3MiHU | TUNY - BHECEHHSA HE3HAYHWUX 3MiH B NpOL,EeC BUPOGHMLITBA
N3, 30kpema: Ha cTagii "Drying", BBEAEHHSA 404aTKOBOro
KBaUsTihikoBaHOro rpaHynsTopa 3 NCeBA0PO3PIAKEHUM LapoM
HDG400 3 BiANOBIAHUMY KPUTEPIIB NPUAHATHOCTI 4719 NapaMeTpis
npouecy; 3MiHW | TUMY - BHECEHHS HE3HAYHMX 3MiH B NpoLec
BMpo6HMLTBA /13, 30Kkpema: Ha cTagii "Granulation” BBegeHHS
[0aTKOBOro KBauichikoBaHOro rpaHynsTopa 3 ncesaopo3pispKeHnm
wapom WSG200Pro 3 BignoBigHMMN KpUTEPIAMU NPUAHATHOCTI ANs
napameTpiB NpoLiecy; 3MiHW | TNy - BHECEHHSA HE3HAYHWX 3MiH B
npouec BMpo6HuuTBa 13, 30kpema: Ha ctagii "Granulation"”
BBEAEHHS [OAATKOBOro KBaulihikoBaHOro rpaHynstopa 3
ncesopo3pigpxeHnm wapom HDG400 3 BignoBigHUMY KpUTEPISMU
NPUIAHATHOCTI A8 NapameTpiB npoLecy
62. | 30KCI TabneTkn, BKpUTI OPIrAHOCU OAE EBepTogkeH Naiid IHAjs BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17229/01/01
nNiBKOBOKO H CaeHcus JlimiTeq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOH0, Mo 250 NAN®CAEH 3asBHMKA (BNacHMKa peecTpaLliiHoOro NocBigYeHHs) - 3MiHa
Mr, No 3 TabneTkn y CU3 (Ed HallMeHyBaHHS 3asiBHMKa.
6nicTepi; no 1 abo 3ET 1)
no 2 6nictepun y
nauj 3 KapToHy
63. | 30KCI TabneTku, BKPUTI OPIrAHOCU OAE EBepTomKeH Naiic IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/17229/01/02
NNiBKOBOKO H CaeHcus Jlimites AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peyenmom
060/10HKOH0, Mo 500 NAN®CAEH 3as1BHMKA (B/1AaCHMKA PEECTPALAHOrO NOCBIAYEHHS) - 3MiHa
Mr, No 3 TabneTkn y Ch3 (E® HalilMeHyBaHHS 3asiBHMKa.
6nicTepi; no 1 abo 3ETI)
no 2 6nictepn y
nayi 3 KapToHy
64. | IBIKAPOA® A Tabnetku no 40 mr/5 | OPFAHOCHK OAE EBepToaKeH flaiid IHais BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/16928/01/01
Mr; no 7 TabneTtok B H CaeHcus Jlimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
a/loOMiHIEBOMY NAN®CAEH 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
6nictepi, no 2 a6o 4 Cn3 (E® HallMeHyBaHHS 3asIBHMKA.
6nictepn y 3ET 1)
KapTOHHI Kopoo6Lli
65. | IBIKAPA® A Tabnetku no 40 OPIrAHOCHK OAE EBepTopxeH Nanid IHais BHECEHHS 3MiH 40 peECTpaLiiHNX MaTepiasiB: 3MiHK | Tuny - 3a UA/16928/01/02
Mr/10 mr; no 7 H CaeHcus Jlimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
Tabnetok B NAN®CAEH 3asBHMKa (BNacHyKa peecTpaLliiHoro NocBigYeHHs) - 3MiHa
a/TIOMiHIEBOMY Ch3 (E® HaliMeHyBaHHS 3asiBHMKa.
6nicTepi, no 2 abo 4 3ET 1)
6nictepn y
KapTOHHI Kopoo6Lli
66. | IBIKAPO® A Tabnetkn no 80 mr/5 | OPFTAHOCHK OAE EBepTomxeH Jland IHAjA BHECEHHS1 3MiH A0 peecTpaujiiHX MaTepiasiB: 3MiHuM | Tuny - 3a UA/16928/01/03




55

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
Mr; Mo 7 TabNeToK B H CaeHcus Jlimites AnMiHIiCTpaTMBHI 3MiHX. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
antoMiHieBoMy NAV®OCAEH 3asBHMKa (BNacHvKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
6nicTepi, no 2 abo 4 CU3 (Ed HalilMeHyBaHHS 3asiBHMKa.
6nictepn y 3ETI)
KapTOHHI Kopoo6Lli
67. | IBIKAPO® A Tabnetku no 80 OPIrAHOCU OAE EBepTomkeH Naiid IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/16928/01/04
mr/10 mr; no 7 H CaeHcus Jlimites AZMiHICTpaTMBHI 3MiHX. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
TabneTok B NANOCAEH 3asBHMKa (BNacHvKa peecTpaLiiHoro NocBig4YeHHs) - 3miHa
a/TIloOMiHIEBOMY Ch3 (E® HalilMeHyBaHHS 3asiBHMKa.
6nictepi, no 2 a6o 4 3ETI)
6nictepu y
KapPTOHHI KOpoOLj
68. | ISIKAPOA® H TabneTku no 40 OPIrAHOCU OAE EBepTompkeH Maind IHAisa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/16929/01/01
Mmr/12,5 mrno 7 H CaeHcus Jlimiteq AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peuyenmom
TabneTok B NAN®CAEH 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
a/loOMiHiEBOMY Ch3 (E® HallMeHyBaHHS 3asiBHMKA.
6nictepi, no 2 3ET )
6nictepu y
KapTOHHiiA Kopo6Lj;
no 7 TabneTok B
a/TIOMIHIEBOMY
6nictepi, no 4
6nictepn y
KapPTOHHI Kopo6Lj
69. | IBIKAPA® H Tabnetku no 80 OPIrAHOCHK OAE EBepToaKeH flaiid IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/16929/01/02
mr/12,5 mr no 7 H CaeHcus Jlimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Tabnetok B NAN®CAEH 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
a/TloOMiHIEBOMY Cn3 (E® HallMeHyBaHHS 3asIBHMKA.
6nicTepi, no 2 3ET 1)
6nictepn y
KapTOHHiiA KopobLj;
no 7 TabneTok B
a/loOMiHIEBOMY
6nictepi, no 4
6nictepn y
KapTOHHI Kopoo6Lli
70. | IBIKAPA® H Tabnetku no 80 OPIrAHOCHK OAE EBepTopxeH Nanid IHais BHECEHHS 3MiH 40 peECTpaLiiHNX MaTepiasiB: 3MiHK | Tuny - 3a UA/16929/01/03
Mr/25 mrno 7 H CaeHcus Jlimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
Tabnetok B NAN®CAEH 3asBHMKa (BNacHyKa peecTpaLliiHoro NocBig4YeHHs) - 3MiHa
a/TIOMiHIEBOMY Ch3 (E® HaliMeHyBaHHS 3asiBHMKa.
6nicTepi, no 2 3ET 1)

6nictepn y
KapTOHHI kopobuyj;
no 7 TabneTok B
a/1IOMIHIEBOMY
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
6nictepi, no 4
6nictepu y
KapPTOHHI KOpo6U;i
71. | IKEPBUC® Kpansi OuHi, CaHTeH AT PiHNAHAIA Bupo6bHuuTBo, dpaHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu | TUnYy - 3MiHK 3 3a UA/17100/01/01
emynbeis, 1 Mr/mn; KOHTPO/b AKOCTI, ®iHnAHAIA sikocTi. CepTudikaTt BignosigHocTI/lE-cepTudikart BiANOBIAHOCTI peyenmom
Ne 30 (5x6): no 0,3 nepBuHHE Ta €Bponelicbkii hapmakonei/moHorpadii. MogaHHA HoBoro abo
M/1 B THOOUK- BTOPVHHE OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUIYYEHHS
KpanenbHuui Ans nakyBaHHs, BUMYCK cepTtudikaTa BiANoBiAHOCTI EBponelichbkin hapmakonei: ana Adl;
O/lHOKpaTHOro cepi: 0151 BUXIAHOTO MaTepiasty/peareHTy/NMpoMiKHOro NpoAayKTy, Lo
3aCTOCYyBaHHs; No 5 EKCE/IbBIPKEH, BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI API; Ana AONOMDKHOT peyYOBUHU
THO6VK-KpanenbHMLb ®paHLis; (cepTuchikaT BignoBigHOCTI €Bponeiickki hapmakoner) -
y namiHoBaHoMy Bunyck cepii: OHoB/eHWIA cepTUdiKaT Bif y)Xe 3aTBepAXEeHOro BUPOOHUKaA -
aloMiHiEBOMY CaHTeH AT, NoAaHHA OHOBMIEHOro cepTudikaTy BifnoBiAHOCTI EBponeiichkiit
nakerti; no 6 nakeTis PiHNAHAIS; dapmakonei Ne R1-CEP 1999-034-Rev 05 (3atBepgxeHo: R1-CEP
Y KapTOHHIli KopoobLi BTopuHHe 1999-034-Rev 04) gns A®I LMKIOCNOPUHY Bif BXe 3aTBEPKEHOr0
nakyBaHHS: BMpoGHUKa EUTICALS S.p.A., ltaly, siknii 3MiHuB Ha3By Ha AMRI ltaly
CEPBINAK, S.r.l, ltaly; 3miHK | TURY - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbkuii 3aci6.
PpaHuis 3MiHU Yy BUPOGHMUTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
BMNYCKY Cepii Ta KOHTPOJIO SIKOCTi FOTOBOrO MiKapCbKoro 3acoby
(3amiHa abo fofaBaHHA BUPOGHYKA, LLO BifNoBiga€e 3a BBE3EHHS
Ta/abo BMNycK cepii) - He BkIt0OYaun KOHTPO/b/BUNPOBYBaHHSA cepil
- 3MiHa MicLle3HaxoMKeHHs BUpobHuKa CaHTeH AT, QPiHAAHAIS, Wo
BiAnoBigae 3a BMMNyck cepii. 3MiHN BHECEHO B IHCTPYKL,il0 ANA
MeAMYHOro 3aCTOCYBaHHSA LWOA0 MiCLie3HaXOMKeHHA BUPOOHMKA 3
BIANOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBKW NikapCbKoro
3aco6y. BBefeHHs 3MiH NpOTAroM 6-Tu MicsiliB nicns 3aTBepAKeHHS
72. | IKEPBUC® Kpansi Ou4Hi, CaHTeH AT PiHNAHAIA EkcenbBixeH, PpaHuia/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:3miHu |l Tuny - 3a UA/17100/01/01
emynbcis, 1 Mr/mn; PpaHLin ®iHnAHAIA PO3LUMPEHHSA BUMOT Y cneuudikaLlii Ha TepMiH NpuaaTHoCTi 3a peyenmom
Ne 30 (5x6): no 0,3 (BMPOGHMLTBO, NoKasHNKOM «KiflbkicHe BU3HAUYeHHS. LiknocnopuHy»
M B THOOMK- KOHTPO/b SIKOCTI, Kpim Lporo, BUpo6H1KoM 6yno oHoBneHo po3gin 3.2.P.8.3 wopo
KpanenbHuui Ans nepsuHHe BK/TIOUYEHHS AaHUX JOCNIMKEHHA ans 18 Ta 24 micAuiB ans cepili
OfHOKpaTHoro rnakyBaHHsA Ta 9E45 T1a 9E46. [JogaTkoBO BHOCATLCA BUNpaBsieHHs B MKA /13 ao
3aCToCyBaHHS; No 5 BTOPUHHE cneuudikaLii Ha BUNYCK 3a NOKa3HNKOM «OHOPIAHICTb 4030BaHUX
TIOOMK-KpanenbHULb nakyBaHHs, BUMYCK OAMHULb>» 3 NPUBEAEHHAM [0 OPUTiHANIbHOT AOKYMeHTaL, i
y namiHoBaHOMy cepiin); CaHTeH AT, BMPOGHMKaA, a came: 3anponoHoBaHo: Bignosigae Bumoram Eur. Ph.
a/TIOMIHIEBOMY PiHNAHAIA (BUNYCK 2.9.40
naketi; no 6 nakeTis cepiit); Cepainak,
Y KapTOHHI KOPOOLLi dpaHuia (BTOPMHHE
nakyBaHHs)
73. | INAPIC NMOPOLLOK A/1A Hosaprtic Lseliuapi BMPOGHULITBO, LBeliuapis/ BHECEHHS 3MiH [0 peecTpavyiiiHnx maTtepianis: 3MiHu Il TUNY - 3MiHN 3a UA/14525/01/01
PO34unHy Ans dapma Al A KOHTPO/b SKOCTI, ®paHuis oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy. 3MiHn y peyenmom

iH eKuii no 150 mr; 1

nepByHHE Ta

TepaneBTUYHNX NoKa3aHHAX (,D,O,Cl,aBaHHFl HOBOro TepaneBTU4YHOro

h1aKOH 3 MOPOLLKOM BTOPVHHE nokasaHHs abo 3miHa y 3aTBep)KEHOMY NnokKasaHHi) - 3MiHW BHECEHO
y kopobuj; 1 donakoH nakyBaHHs, BUMYyCK [0 IHCTPYKUiT 4715 MeAMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby Ao
3 NOPOLLKOM Y cepil: po3ainy "MokasaHHA" Ta AK HACcNifOK OHOBEHHS iHpopmaLii B
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
Kopobui; no 4 HosapTic ®apma po3ainax "®apmakonoriyHi BnactusocTi”, "Oco6/MBOCTi
KOPOG6KM B nauLli LTeiH AT, 3acTocyBaHHs", "Cnoci6 3acTtocyBaHHsa Ta Ao3n", "MobiuHi peakwyji”.
LlBeiiuapis; BBeaeHHs 3MiH NpoTArom 6 micsALiB nicns 3aTBepaKeHHs. 3MiHu I
KOHTPO/b SKOCTI: TMny - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta hapmakoHarniagy.
[Jendcapm XioHiHr 3MiHM y TepaneBTUYHMX NOKa3aHHsX (404aBaHHA HOBOroO
CAC, ®paHuis; TepaneBTUYHOrO MoKa3aHHs abo 3MiHa y 3aTBepKEHOMY MoKa3aHHi)
6ioaHanis: - 3MiHM BHeCeHo A0 po3ainy "lMNokasaHHsA", a came [0NOBHEHO HOBE
Hoaptic ®apma Al’, nokasaHHs «llepiognyHunii CUHAPOM, MOB’A3aHWUIA 3 peLEenTopoM
LLiBeiiuapis thakTopa Hekpo3y nyxnvH (TRAP-cuHgpom). CuHapom
rinepimyHorno6yniHemii D (HID-cuHapom) / gediunty
meBasioHaTkiHasn (MKD).CimeliHa cepe3eMHOMOPChKa IMXOMaHKa
(FMF). Cnig, 3acTocoByBaTyh y NOEAHAHHI 3 KOMXILMHOM Yy pasi
noTpe6u.» Ta K HacNiLOK OHOBNEHHS iHhopMaLii B po3ginax
"®apmakonoriyHi BnactmsocTi", "Oco6NnBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHA Ta go3un”, "Aitn", "MobiuHi peakuii”. BBegeHHs
3MiH NPOTAroM 6 MicALiB nicna 3aTBepmkeHHs. 3MiHn Il Tuny - 3MiHn
wono 6e3nekun/ehekTnBHOCTI Ta hapmakoHarnagy. 3MiHN Y KOPOTKii
XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT ANS MeAMYHOro 3acTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
OaHVMU 3 SKOCTi, AOK/IHIYHUMU, KAIHIYHUMY A@HUMKU Ta JaHUMK 3
hapmakoHarnsgy - 3mMiHM BHECEHO A0 iHCTPYKLiT ANns MeanyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ziniB "®apmMakonoriyHi
BNacTMBOCTI" (YTOUHEHHS iHChopMaLi Ta pefaryBaHHs TEKCTY),
"Moka3aHHS" (YTOUYHEHHS iHhopMaLlii Ta pefaryBaHHs TeKCTy),
"Cnoci6 3acTocyBaHHsA Ta f031" (YTOYHEHHS iHdopmaLii Ta
pefaryBaHHs TekcTy), "lNob6iuHi peakuji”. BBeAeHHA 3MiH NpoTsArom 6
MicsILiB Mic/1a 3aTBEPAKEHHS.
74. | IMYHOBIP- cupon, 50 mr/mn, no ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepianis:BUNpaB/ieHHs 3a UA/18141/01/01
3400POB'A 100 mn a6o 200 mn 3 06MeXeHOo TEXHIYHUX MOMUIIOK, 3rigHo N.2.4.4 po3giny VI Hakasy MO3 Ykpaiuu | peyernmom
y thnakoHi 3i ckia 06MexeHo BiANOBIAA/IbHICTIO Bif, 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big,
abo y hnakoHi BignoBiganb "®apmMaueBTUYHA 23.07.2015 p Ne 460): gonyLieHa npu NpoBeAEeHHI NpoLeaypu
nonimepHomy; no 1 HICTIO KoMnaHisa "3gopos'a” peecTpavii, Ska 3aTBepAxeHa Hakazom MO3 Ykpainu Big 01.06.2020
hnakoHy 3i "papmaueBT Ne 1285, a came: B MKA B po3gini «Cknagy» gonylieHa nomuska
CTakaHOM MipHUIA y nyHa
Kopoo6ui KOMNaHis
"3p0pos'a”
75. | IHNITA TabneTkn, BKPUTI MNOANIEP CWA Mdcpaiizep HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis:3MiHv | TMNy - 3MiHK 3a UA/14080/01/01
NNiBKOBOKO EVY.CL.ML. MeHtodekIypUHT BHECEHO [0 IHCTPYKLii 4519 MeANYHOro 3aCTOCYBaHHS JliKapCbKOro peyenmom
060/10HKOI0, N0 1 Mr; | KOPMOPEW Loiuneng Mm6X 3aco6y Ao po3ainy “MNo6iyHi peakuii” BiANOBIAHO 4O OHOBMEHOT
no 14 tTabneTok y LH 6e3nekn 3acTocyBaHHs NikapCcbKoro 3acoby. BeefeHHs 3MiH

6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHiiA KOpo6Ll

NpOTArom 3-x MicsLUiB Nic/1a 3aTBEPAKEHHS
3MiHu |l TUNYy - 3MiHW BHECEHO A0 IHCTPYKLUT A/19 MeU4HOro
3acTocyBaHHA Nikapcbkoro 3acoby Ao posainis "OcobamBoCTi
3acTocyBaHHs", "B3aemMogis 3 iHLWMMK fikapcbknMmn 3acobamm abo

iHWi BUAM B3aemogiii" Ta "MNo6iyvHi peakuii" BiANoBiAHO A0 MaTepianis
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
peecTpaLiiiHoro Aocke. BBefeHHs1 3MiH NPOTArom 3-x MicsLiB nicns
3aTBEPLKEHHS; 3MiHM Il TUMY - 3MiHW BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /likapCbKoro 3acoby Ao po3giny
"3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs rpyaa”
BiANOBIAHO [0 MaTepianiB peecTpauiliHoro fJocbe. BBegeHHs 3MiH
npoTsArom 3-x MicsLiB Nic/is 3aTBepAKEHHS
76. | IHNITA TabneTku, BKpUTI MNOAN3EP CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/14080/01/02
nNiBKOBOKO EVY.CL.ML. MeHtodekUypuHr BHECEHO [0 IHCTPYKLii 4519 MeANYHOr0 3aCTOCYBaHHS /liKapCbkoro | peyenmom
060/10HKOI0, M0 5 Mr; | KOPMOPEN [oiiuneng rmeX 3acoby Ao po3gainy “MNo6iyHi peakuii” BiANOBIAHO 4O OHOBMEHOT
no 14 tabneTtok y LH 6e3nekun 3acTocyBaHHA Nikapcbkoro 3acoby. BeeaeHHs 3MiH
6nicTepi; no 2 abo NpoTArom 3-x MicsLIB MiC/A 3aTBEPAKEHHS
no 4 6nictepu B 3MiHu |l TUNY - 3MiHW BHECEHO A0 IHCTPYKLUi A1 MeU4HOro
KapTOHHI KopooLi 3acTocyBaHHA Nikapcbkoro 3acoby Ao posainis "OcobnmBoCTi
3acTocyBaHHs", "B3aemogis 3 iHWMMK flikapcbkumum 3acobamu abo
iHWI BMAW B3aemogiin” Ta "MobivHi peakuii” BiANoBiAHO A0 MaTepiasis
peecTpaLiiiHoro fAocke. BBefeHHsi 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPLKEHHS; 3MiHM Il TUMY - 3MiHW BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby Ao po3giny
"3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs rpyaa”
BiANOBIAHO A0 MaTepianiB peecTpauiliHoro gocbe. BBeaeHHs 3MiH
NpOTArom 3-x MicauiB Nic/s 3aTBepPAKEHHS
77. | IHOAHPUKC cycnensis (DTPa- nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB:3MiHu | Tuny - 3miHa 3a UA/15832/01/01
™ INB XIB | IPV) ons iv’ekujin no KnsaiH BpuTaHis Bionogxikans C.A. 3aTBEPAKEHOT KOMOiHALIT peareHT - 6I0TUHW/IbOBAHI aHTU-MULWAYi | peyernmom
INFANRIX™ 0,5 mn (1 posa) Ta Ekcnopt hparmeHTn F (ab ')- 2 Ta peareHT koH'toroBaHoro 3 HRP komnnekcy
IPV HIB niogpinizaTt (Hib); Nimiten CTpenTaBigyHy Ha NniodhinizoBaHnit peareHT- KOH'lorat aHTu-
KOMBIHOBA | cycnensisi (DTPa- MuLaunii IgG kpons 3 nepokcungasoro xpoHy (HRP) onst BU3HauYeHHs
HA IPV) ans iH'ekuiin no in vitro (MeTog ELISA) cneuudivHOT akTUBHOCTI ALENIONAPHOr0
BAKUUHA 0,5 mn (1 gosa) y KaLuntokosoro aHTureHy (Acellular pertussis antigens (Pa)).
ana nonepeaHL0 BHeCeHHs TEXHIYHUX 3MiH B METO[, BK/10Yaoun yMOBMN NOKPUTTS,
MPODINAKT HanoBHeHOMY HaCWYEHHs Ta BUSIB/IEHHSA CNeLnivHOI aKTUBHOCTI KaLLHOKOBOIO
KN 0/lHOpa30BOMY aHTureHy (coating, saturation and detection conditions) 6e3 3MiHu
ANDTEPII, wnpuyi Nely 3aTBEPKEHNX KPUTEPIIB MPUAHATHOCTI. TepMiH BBEAEHHS 3MiH -
nPABLUA, KOMMNNEKTI 3 ABOMA nuneHs 2022
KALUTHOKY ronkamu Ta
(ALENKONAP | niodpinizar (Hib) y
HNA thbnakoni Nel, o
KOMMNOHEHT | 3miwwytoTbcs nepeq,
)s BUKOPWCTaHHAM: No
noniomieni 1 nonepegHLO
TYTA HanoBHeHOMY
3AXBOPHOB 0ZIHOpa3oBOMY
AHb, LINPULY Y KOMNAEKTI
3BYAHUKOM | 3 gBOMAa rosikamm 1a
AKUX € 1 cbnakoHom 3
HAEMOPHIL niogoinizarom (Hib) y
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
us BaKyyMHiii
INFLUENZAE | cTepunbHiii
TNy B ynakosui; no 1
BaKyyMHiii
CTepusbHIl ynakoBsLi
Y KapTOHHI KOpOOLii
78. | ITOMEL® TabneTku, BKpUTI MPO.MEA.LL Yecbka BMPOBHULTBO 3a Yecbka BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHU | TUNY - 3MiHK 3 3a UA/11446/01/01
nAiBKOBOO C Mparaa.c. | Pecny6nik NOBHUM LMK/TOM: Pecny6nika/ AKoCTi. [OTOBWI Nikapcbkuit 3aci6. Cuctema peyenmom
060/10HKOI0, Mo 50 a MPO.MEA.LIC CnoBaubka KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
Mmr; no 20 TabneTok Mpara a.c., Yecbka Pecny6nika rOTOBOIO JIiKapCbKOro 3acoby (3MiHa KiNbKOCTi OAuHULE (Hanpukiag,
y 6nictepi, no 2 abo Pecny6nika; TabneTok, amnys TOLL0) B ynakoBsLi:) - 3MiHa no3a fjianasoHom
5 6nicTepiB y BMPOGHMLITBO, 3aTBEPKEHNX PO3MIPIB YNakoBKM - BBefEeHHA [,04aTKOBOrO po3mipy
KapTOHHI KopooLi nepBuHHE i ynakoBku - Ne 15 (15 tabnetok y 6nictepi, no 1 6nictepy y
abo no 15 Tabnetok BTOPVHHE KapTOHHI kopo6Li.). BHeceHHs 3miH fo po3ainy MKA: Ynakoska.
y 6nictepi, no 1 nakyBaHHs: 3MiHV BHECEHIi B iIHCTPYKLitO A5 MeAMYHOro 3acTocyBaHHs /13y p.
6nictepy y XBM ®apma c.p.o., "YnakoBka" sik HacNiAoK NosiBa AOAATKOBOrO NakyBaHHS. BBEAEHHS
KapTOHHI KOpoo6Li Cnosaubka 3MiH NPOTArom 6-TU MIiCALB NiCNA 3aTBEPAXEHHS
Pecny6nika;
nepBuHHE i
BTOPWHHE
nakyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecny6nika
79. | KAPBAMA3E | Ta6netku no 200 mr MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/8040/01/01
niH Ne 20 (10x2), Ne 50 "TexHonor" wopao 6e3snekun/edpekTMBHOCTI Ta hapMakoHarnsay - OHOB/IEHHS BXe | peyernmom
(10x5) y 6nictepax, 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHS; BHECEHHS 3MiH 40 po34iny
Ne 50 y “MapkyBaHHS” MKA J13: 3anponoHoBaHo: Po3ain «MapkyBaHHs».
KOHTelHepax, no 1 3rifHO 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOB/IEHHSI TEKCTY
KOHTeliHepy y nauui MapKyBaHHS1 YNakoBKM JTiKapCbKOro 3acoby 3 BHECEHHSIM iHhopMmalLlii
3 KapTOHY 00 3a3HaYeHHS OAMHMLbB BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBE/IEHHS 3MiH: MPOTAroM 6 MiCALIB 3 faTh 3aTBepAKEHHSA
80. | KAPBAMA3E | Ttabnetku no 200 mr MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK - UA/12760/01/01
MniH in bulk Ne 6000: no "TexHonor" oo 6e3sneku/edpekTMBHOCTI Ta hapMakoHarnsay - OHOB/IEHHS BXe
6000 TabneTtok y 3aTBEPKEHOr0 TEKCTY MapKyBaHHsS A5 ynakosku in bulk: Ne 6000:
KOHTelHepax no 6000 Tabs1eToK y KOHTelHepax (BHECEHHS NMO3HaYeHb OAMHNLb
BMMIPIOBaHHS, 3 BUKOPUCTAHHSAM J1iTep NaTUHCLKOro andasity);
BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
Po3gin «MapkyBaHHS». 3rigHO 3aTBEPAKEHOI0 TEKCTY MapKyBaHHS.
[ns nikapcbkoro 3aco6y y chopmi in bulk: 3rigHo 3aTBepakeHoro
TEKCTY MapKyBaHHs, WO AofaeTbcsi. OHOBMEHHA TEKCTY MapKyBaHHsA
yMakKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHGhopMaLi Woa0
3a3HaYeHHs O4MHULL BUMIpOBaHHA y cucTemi Sl. TepMiH BBeAeHHs
3MiH: NpoTArom 6 MicsLiB 3 AaTu 3aTBEPAKEHHS
81. | KAPAYKTAN TabneTkun, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX martepianiB:3miHu | Tuny - 3miHn 3a UA/4030/01/01




60

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
060/10HKO10, Mo 20 "TexHonor" oo 6esneku/edpekTMBHOCTI Ta hapMakoHarnsay - OHOB/IEHHS BXe | peyernmom
mr, no 10 TabneTok 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSI BHECEHHS 3MiH 40 po34iny
y 6nictepi; no 3 abo “MapkyBaHHa" MK /13: 3anponoHoBaHo: Po3zin «MapKyBaHHS».
6 6nicTepiB y nayui 3 3rigHO 3aTBEpAKEHOr0 TEKCTY MapkyBaHHS. OHOBJ/IEHHA TEKCTY
KapToHYy MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHdhopmaLi
LLOA0 3a3HaYeHHS OAVHMLbL BUMIPIOBAHHSA Y cuctemi Sl. TepmiH
BBE[EHHS 3MiH - NPOTAroM 6 MicALiB Nic/a 3aTBepAKEHHS
82. | KAPOAYKTAN TabneTkn, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | Tuny - 3MiHK - UA/11248/01/01
060/10HKOI0, MO 20 "TexHonor" Loao 6e3nekn/edpeKkTNBHOCTI Ta chapMakoHarisgy - OHOBSIEHHS BXe
mr, in bulk: no 8000 3aTBEPKEHOro TeKCTy MapkyBaHHs s in bulk: no 8000 Tabnetok y
TabneTok y KOHTeliHepax nnacTMacoBux (BHECEHHS MO3HAaYeHb OANHULIb
KOHTeliHepax BMMIpPIOBaHHS, 3 BUKOPUCTAHHAM J1iTep NaTUHCbKOro andasity );
nnacTMacoBsumx BHECEHHS 3MiH 0 po3ainy “MapkyBaHHa” MKHA J/13: 3anponoHoBaHo:
Po3ain «MapkyBaHHs». 3rigHO 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
3riAHO 3aTBEpPKEHOr0 TEKCTY MapKyBaHHS, L0 AOAAETLCS.
OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby 3
BHECEHHSAM iHthopMalLii LWoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl. TepmiH BBeEHHA 3MiH - MPOTAroM 6 micAuiB nicns
3aTBEPAKEHHS
83. | KACAPK ® Tabnetku, 32 mr/25 OPIrAHOCHU OAE EBepTogxeH Nand IHais BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3MiHM | Tuny - 3a UA/12282/01/01
HD mr, no 10 TabneTok H CaeHcus Jlimites AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
y 6nictepi, no 1, no NAVI®CAEH 3asBHUKA (B/1ACHMKA PEECTPALiHOro NOCBIAYEHHS) - 3MiHA
3, no 10 6nicTepiB B Ch3 (E® HaliMeHyBaHHS 3asiBHMKA.
Kopo6Li 3ET )
84. | KACAPK® Tabnetku, 32 mr/25 OPIrAHOCU OAE EBepTompKeH Maind IHAiA BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - - UA/12283/01/01
HD Mr in bulk: no 2500 H CaeHcus Jlimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Tabnetok B NAN®CAEH 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
noAgiliHoMy nakeTi; Cn3 (E® HallMeHyBaHHS 3asIBHMKA.
no 1 nakeTy B 3ET 1)
KapTOHHI Kopoo6Lli
85. | KACAPK® H Tabnetku, 16 OPIrAHOCU OAE EBepTogxeH Naiid IHAjs BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12313/01/01
mr/12,5 wr, no 10 H CaeHcus Jlimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Tabnetok y 6nictepi; | TANDCAEH 3asBHMKa (BNacHyKa peecTpaLliiHoro NocBigYeHHs) - 3MiHa
no 1 a6o no 3, abo CU3 (Ed HalilMeHyBaHHS 3asiBHUKa
no 10 6nictepiB y 3ET 1)
KapTOHHI Kopoo6Lli
86. | KACAPK® H Tabnetku, 16 OPIrAHOCU OAE EBepTogkeH Naiid IHAjs BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/12314/01/01
Mr/12,5 wmr in bulk: H CaeHcus Jlimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
no 2500 TabneTok B NAN®CAEH 3asBHMKa (BNacHMKa peecTpaLiiHoro NocBigYeHHs) - 3MiHa
noABiiHOMY nakeTi; Cn3 (E® HaliMeHyBaHHS 3asiBHUKa
no 1 nakety B 3ETI)
Kopobui
87. | KBATTPEKC kancynm no 250 mr TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianiB:3miHn | Tuny — 6e3 UA/12875/01/01
no 10 kancyny "ACIHO BBEJEHHS [,04aTKOBOro po3mipy cepii A®I - 600 kr. 3anponoHoBaHo: | peyenma
6nicTepi; no 2 YKPAIHA" 200, 600 Kr; 3MiHV | TUMY — BHECEHHS 3MiH B MpoLec BUPO6HULTBA




61

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
6nictepn y A®I: poaasaHHsAM CTtagii 5. 3milyBaHHS (3a He06XigHOCTI)
KapTOHHIN nayui 06yMOB/IEHO 36iNbLUEHHAM pPo3Mipy cepii ADI; 3miHu | Tuny -
BHECEHHS 3MiH [0 p. 3.2.S.6 Cuctema KoHTeliHep/3aKyrnopoBabHuWi
3aci6, 30Kkpema: BBeIeHHS HOBOrO pO3Mipy ynakoBku ans Ad|
®eHibyT - no 25 kr y miwkax. MakysanbHWi MaTepias He 3MIHMBCS;
3MiHK | TUNY — 3aTBEpAKeHHA MeTOZAiB KOHTPOJIIO SKOCTi Ha
nikapcbkuii 3aci6 KBATTPEKC, kancynu no 250 Mr, yKpaiHCbKOH
MOBOH
88. | KBETUKCON TabneTku, BKpUTI 3AT JnToBCbka AkTasic /1T4. ManbTa BHECEHHS 3MiH O peecTpaLjiiiHuX MaTepianis:BUNpaB/ieHHs 3a UA/13882/01/02
NNiBKOBOKO "papmnira” Pecny6nik TEeXHIYHOI NoMWIKN y po3aini "Cneuudpikauis" MeToaiB KOHTPOIO peuyenmom
o60onoHkKoto, no 100 a akocTi /13 3a nokasHNKoM «CynyTHI JOMILLKM», ONYCTUMUX MEX
mr, no 10 TabneTok «Cneuudpikauisi npyn Bunycky» Ta «Cneuudikalis npoTaroM TepMiHy
y 6nicTepi, no 3 NpMAAaTHOCTI», a came 3a3HauveHHs: «byab-saka |aeHTudikoBaHa
6nictepu y Aomiwwka < 0,2 %». 3azHaueHe BUNpaB/eHHS BiAnNoBigae
KapTOHHIN navui marepianam peecTpauiiHoro Jocbe
89. | KNNAPUTPOMI | TabneTku, BKpUTI AHaHTa Benvka ApTypa IHAisa BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis:3MiHv | TUny - 3MiHK 3a UA/12435/01/01
LH N/iBKOBOO Megikeap BpuTaHis dapmacbioTikan3 BHECEHO [0 IHCTPYKLT 419 MeIM4HOro 3aCTOCyBaHHS Nikapcbkoro | peyernmom
AHAHTA 060/10HKOI0, N0 250 nra. MBT. N14., IHAiN; 3acoby y po3ginu: "NpoTunokasaHHs", "B3aeMogisi 3 iHLLIMMK
mr, no 10 TabneTok KonpaH Nimiteg, NikapcbkMK 3acobamu Ta iHLWi BuAW B3aemogiii", "OcobImBocCTi
y 6nicTepi; no 1 IHais 3acTocyBaHHS", "3acToCyBaHHS Y Nepiog, BariTHOCTi abo rogyBaHHs
6nictepy B rpyAAt0” BignoBiAHO A0 OHOB/EHOT iHhopMaLil 3 6e3neku aitouvol
KapTOHHiiA KOpo6Ll peyoBuHU. BBeAEeHHA 3MiH NpoTAromM 3-x MicAliB nicns
3aTBEPAKEHHSA
90. | KNAPUATPOMI | Tabnetku, BKpUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaviiiHix MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/12435/01/02
LIVH NNiBKOBOKO Megikeap BpuTaHis dapmacbioTikan3 BHECEHO [0 IHCTPYKLii 4519 MeANYHOro 3aCTOCYBaHHS /iKapCbKoro | peyenmom
AHAHTA 060/10HKOH0, Mo 500 Nta. MeT. N14., IHAiS; 3acoby y po3ginu: "MNpoTunokasaHHs", "B3aeMogis 3 iHLLIUMK
mr, no 10 TabneTok KonpaH Nimitepn, nikapcbkMun 3acobamu Ta iHWi B1uAmn B3aemogiii”, "Oco61mMBOCTi
y 6nicTepi; no 1 IHais 3acTocyBaHHSA", "3acToCcyBaHHS Y nepiog, BariTHOCTi abo roayBaHHs
6nictepy B rPyAAH0" BigNoBiAHO A0 OHOB/EHOT iHdhopMauil 3 6e3nekn gitoyol
KapTOHHI KOpooLi peyoBuMHW. BBeAEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPAKEHHS
91. | KNIBAC 10 TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/12971/01/01
nniBKOBOKO "ACIHO oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay - 3MiHM BHECEHO | peyernmom
060/10HKO0, N0 10 YKPAIHA" B TEKCT MapKyBaHHsi ynakosku Ne 10 (10x1) y 6/icTepi oo
mr; no 10 TabneTok HaHeCeHHs NI0roTuMy «coujiasibHa nporpama». TepMiH BBeAeHHs
y 6nicTepi; no 1 abo 3MiH NPOTAroM 6 MiCALIB NicNa 3aTBepAKEHHS
3 abo 9 6nicTepis B
KapPTOHHIN navuj
92. | KNIBAC 20 TabneTku, BKpUTI TOB YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/12971/01/02
NNiBKOBOK "ACIHO 00 6e3nekn/edekTMBHOCTI Ta ddapMakoHarnsay - 3MiHM BHECEHO | peyenmom
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
060/10HKO10, Mo 20 YKPAIHA" B TEKCT MapKyBaHHs ynakoBku Ne 10 (10x1) y 6nicTepi woao
mr; no 10 TabneTok HaHeCEHHS N10roTMny «coujasibHa nporpama». TepMiH BBEAEHHS
y 6nictepi; no 1 abo 3MiH NPOTAroM 6 MICALIB MiC/A 3aTBEPKEHHS
3 abo 9 6nicTepis B
KapTOHHIM nayui
93. | KNIMEH® TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka OENBb®APM NINNb PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHa 3asiBHUKA 3a UA/4856/01/01
060/10HKOI0, 6inoro Pecny6nik CAC (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big, | peyenmom
KO/IbOpYy MO 2 Mr + a 23.07.2015 Ne 460): BeefeHHs 3MiH NpOTArom 6-T1 MicAUiB micns
TabneTku, BKpUTI 3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTUBHOCTI
060/10HKOI0, Ta hapmakoHarnsgy. BeegeHHs abo 3MiHU [0 y3arasibHEHNX AaHnX
POXeBOro Kosnbopy, npo cuctemy chapmakoHarnsgy (BBeAEHHS y3arasibHeHUX AaHuX npo
2 mr/1 mr; KOMbi- cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
ynakoBka Ne 21: 11 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI 0co6u
Tabnetok 6inoro 3 thapmakoHarnsgy 3asBHVKa AN 34iicHeHHs hapmakoHarnsgy B
Konbopy + 10 YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobwm,
TabneTok poXeBoro BiANOBiAA/ILHOI 3a 3filicHeHHS (hapmakoHarnaay (Bkayaum
Konbopy y 6nictepi 3 KOHTaKTHI AaHi) Ta/abo 3MiH1 y po3MmilLeHHi MacTep-dhaiina cuctemm
Kas1IeHA4apHOK hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0COOU 3asBHNIKA,
wkanoto; no 1 BignoBiAabHOI 3a hapmakoHarnsag. Aiova pefakuis: CopiHa JliaHa
6nictepy y Mato / Sorina Liana Paiu, MD. MponoHoBaHa pegakuis: Jllogmunia
KapTOHHIN nauui ®ininosa, MD / Ludmila Filipova, MD. 3MiHa KOHTaKTHUX SaHUX
YNOBHOBaXEHOT 0CO6MU, BigNOBifaNbHOI 3a hapMakoHarnag,. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6Y YNOBHOBaXEHOI 0Co6U
3asBHVKa, BigNoBigasIbHOT 3a papmakoHarnsag B YkpaiHi. 3miHa
MiCLLe3HaXOMKEHHSI MacTep-paiina Ta noro Homepa. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiSNIbHOCTI 3 hapMakoHarsay.
94. | KO-BANOAIN | tabnetku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasiB:3MiHu | Tuny - 3MiHM 3 3a UA/17875/01/01
nAiBKOBOO HoBo mecTo mecTo, CroBeHis AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHN Y peyenmom

060/10HKOI0, N0 5
Mr/160 mr/12,5 wr;
no 10 TabneTtok y
6nictepi, no 3 abo
no 9 6nictepiB y
Kopoo6Li

(BMPOGHMLTBO in
bulk, nepeuHHe Ta
BTOPWUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHisa (KOHTPO/Ib
cepii (TiNbKKN i3nYHI
Ta XiMiuHi meToam
KOHTPO/0);
KemilicbKi iIHCTUTYT,
LieHTp 3a
Banigauiicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoseHis (KOHTPO/b

npoueci BUPOGHULITBA FOTOBOTO /liKapCbKOro 3acoby, BK/oYaum
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOOHULITBI FOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci BUpO6HULTBA) -
BHECEeHHS 3MiH o p. 3.2.P.3.3. Onuc BMpo6HNYOro npouecy ta
KOHTPO/IO NpoLiecy, a came: BBOAATLCA AesiKi KOpekLii y AoCbe
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

cepil (TiNbkK hi3nyHi
Ta XimiyHi meToau
KOHTponi); NlabeHa
4.0.0., CnoBeHis
(koHTpOnb cepii
(Tinbkn iznyHi Ta
XiMiYHi MeTOAN
KOHTpOt0); HN30X
(HaujoHanbHi
nabopaTtopisa 3a
34paB'e, OKONE iH
xpaHo), CnoBeHis
(koHTpOb cepil
(Tinbkn isnuHi Ta
XiMiYHi MeTOAN
KOHTPO/0)

95.

KO-BANoAiIn

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 10
Mr/160 mr/12,5 wmr;
no 10 TabneTok y
6nictepi, no 3 a6o
no 9 6nictepis y
KopooLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., HoBo
mecTo, C/ioBeHis
(BUPOGHMLTBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTpO/b
cepii (TiIbKK Pi3nyHi
Ta XiMiuHi meToam
KOHTPOH0);
KeMilicbki IHCTUTYT,
LleHTp 3a
Banigauiicke
TEXHO/OTIE iH
aHanitiko (LIBTA),
CnoBeHis (KOHTpO/b
cepii (TiIbKK Pi3nyHi
Ta XiMiuHi meToam
KOHTPONI0); JlabeHa
A.0.0., CnoseHis
(koHTpO/Ib cepil
(Tinbkn isnuHi Ta
XiMiYHi meToaM
KOHTpont0); HN30X
(HauioHanbHi
nabopaTtopis 3a

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiautiB:3MiHun | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoueci BUPOBHULITBA FOTOBOTO fiKapCbKOro 3acoby, BKIYaoumn

NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPY BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci BUPO6GHMLTBA) -

BHECEHHS 3MiH A0 p. 3.2.P.3.3. Onuc BMpo6bHNYOro npouecy ta
KOHTPOJII0 NPOLECy, a came: BBELEHHA eTany, Lo nepeaye
MOKPUTTIO MNIBKOBOKO 060/I0HKOIO (BUKOHYETLCA NonepesHe

NMOKPUTTS HAMWIEHHAM CyCNeH3ii NNiBKOBOrO NOKPUTTS Ha NOBEPXHIO

HepXaBitoyoi CTasli aBTOMATUYHOT MaLLVHW 4715 HAHECEHHS NAIBKK,
AKa KOHTaKTye 3 sgpaMmn TabneTky nig yac npoLecy naiBKoBOro

NOKPUTTSA)

3a
peyerimom

UA/17875/01/02
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

3/paB'e, OKONE iH
XpaHo), CnoseHis
(koHTpOnb cepii
(TiNbKM i3nyHi Ta
XiMiuHi MmeTogm
KOHTPO/H0)

96.

KO-BANoain

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0, Mo 10
Mr/160 mr/25 wr; no
10 TabneTok y
6nicTepi, no 3 abo
no 9 6nictepis y
Kopoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHisi

KPKA, a.4., HoBo
mecTo, CrioBeHis
(BMpPOGHMLTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPO/Ib
cepil (TiNbkK i3nyHI
Ta XiMiyHi meTogun
KOHTPO/I0);
KeMilicbki IHCTUTYT,
LleHTp 3a
Banipauiicke
TEXHOOTIE iH
aHaniTiko (LIBTA),
CnoBeHis (KOHTPO/Ib
cepil (TiNbkK i3nyHI
Ta XiMiyHi meTogun
KOHTpONI0); JlabeHa
4.0.0., CnoBeHisi
(koHTpO/Ib cepii
(TiNbKM isnyHi Ta
XiMiuHi MmeToam
KOHTpost0); HN30X
(HauioHanbHi
nabopaTtopis 3a
34paB'e, OKONE iH
XpaHo), CnoBeHis
(koHTpOnb cepii
(TiNbkM isnyHi Ta
XiMiYHi MeTOAN
KOHTPO/H0)

CnoseHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis:3MiHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHN Y
npoLeci BUPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby, BK/IoHaoum

NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPY BUPOGHULTBI FOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci BUPOOHMLTBA) -

BHECEHHS 3MiH o p. 3.2.P.3.3. Onuc BMpobHUYoro npotiecy Ta
KOHTPO/II0 NPOLIECY, a came: BBEiEHHA eTany, Lo nepeaye
NMOKPUTTIO NNIBKOBOK 06G0/I0HKOK (BUKOHYETLCSI NonepesHe
NMOKPUTTS HaMNMUIEHHAM CyCneHsii NNiBKOBOTO NMOKPUTTA Ha MOBEPXHIO
HepXaBiloyoi cTasli aBTOMaTUYHOI MaLUVHN NSt HAHECEHHS NNIBKK,
sIKa KOHTaKTye 3 agpamu TabneTkn nig Yac npouecy naiBKOBOro
NoKpUTTA)

3a
peyenmom

UA/17875/01/03

97.

KOAOEIHY
®OCDAT
FEMIMAPAT

KpucTanivyHmi
MOPOLLIOK
(cybeTaHuisn) y
NnoaBIAHNX

CaHeka
PapmacbioTi
Kan3 a.c.

Cnosaubk
a
Pecny6nik
a

CaHeka
dapmacbloTikans
a.c.

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasiB:3MiHu | TUMNY - NojaHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI EBponeiickkiii hapmakonel
Ne R1-CEP 2007-023-Rev 05 Ak Hacnigok 3miHM y cneyudikauii Ta
METO/i KOHTPO/IK 3a NOKA3HUKOM «laeHTudiKaLlis»; 3MiHN y MeToi

UA/15945/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
nonieTuNeHoBmX KOHTPOJIO 32 NOKa3HWKOM «CynpoBiJHi AOMILLKW»; 3MIHW Y MeToAi
MiLLKax gns KOHTPO/O 3@ NMOKA3HUKOM «3a/TMLLKOBI PO3YMHHUKM»; NPUBEAEHHS
dhapmaLeBTUYHOIO po3ainy «YnakoBka» y BignoBigHicTb o CEP
3aCTOCyBaHHSA
98. | KO/INTOMAK® | po34vH HallKipHWiA ANNEKC®HAP | CnonyueH $apmanabop- MopTyranis BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/17397/01/01
M 167,0 mr/r, no 10 mn M rMBX e MpoayTtoc oo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
y thnakoHi, no 1 nTa Koponisct $apmacbHoTiKoc, 3MiHM [0 y3arasibHeHVX JaHuxX Npo cucteMy dhapmakoHariagy
chNakoHy y BO C.A. (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
KapTOHHI KOpoo6Li 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3[iicCHEeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobWu, BifMNoBigasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Io4yakum KOHTakTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHnX yNOBHOBaXXEHOT 0CO6YM 3asBHMKa, BifnoBigaibHOI
3a (hapmakoHarnag,. 3miHa MicLs 34ilACHEHHSI OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLe3HaxomKeHHs1 MacTep-haiina
cuctemu chapmakoHarnsgy
99. | KOPBAIO/I® | kpanni opabHi, No AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianiB:3miHu | Tuny - 3amiHa |25 ma1 — 6e3 UA/2554/01/01
25 a6o no 50 mny "dapmak” Ha3BM i lOPUANYHOI agpecy BUpo6Huka A®| ETnnosuii edip - peyenma;
hnakoHi 3 NPo6Koto- 6pomi3oBasiepiaHOBOI KMC/IOTK; 3anpPONOHOBaHO: 50 mn1 —3a
KpanesibHuLeto; no 1 AT «Papmak», YkpaiHa YkpaiHa, 04080, m. Kuis, By/1. Kupuniscbka, | peyenmom
hnakoHy B navi 3 74; 3miHK | TUNY - BBEAEHHA A0AATKOBOrO po3mipy cepiid M3,
KapTOHY 30kpema: - 2750 i1 (110 Tuc. donakoHiB no 25 mn, 55 Tuc. hakoHis
no 50 mn); - gns in bulk no 300 n, 350 n, 500 n: 2750 n; 3miHK | TUNY
- 3MiHa nepioguyHocTi 13 3a nokasHukom "MikpobionoriuHa
yncToTa"; MiKpo6IoNOriYHMIA KOHTPO/Ib MPOBOANTM BMOIPKOBO: NepLLy
Ta KOXHY TPUALATY HACTYMNHY Cepito B pik, ane He pigLle 04HOoro
pasy B piK; 3MiHU | TUMY - BHECEHHSA 3MiH 4,0 PO3Mipy NEPBUHHOI
yMaKkoBKK, a came: 3MIHIOETbCS TOBLUMHA AHA KPULLIKK
3aKynoproBasibHO-HarsnHyyBsanbHoi 3 1,35 £ 0,15 MmmHa 1,5 + 0,1
MM. BunyyeHHs 3i cneupndikauii Ha KpyLKy HOpMyBaHHS 3a
nokasHukamu "Po3Mipun” Ta "Maca" Ta 3a3HaunTh NOCU/IaHHA Ha
BiNOBIAHICTb KPEC/NEHHIO BUPOGHMKA
100., KOPBANNON® | kpanni opanbHi, in AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHUX MaTepianiB:3MiHu | Tuny - 3MiHa - UA/7843/01/01
bulk: no 300 n, a6o "dapmak” Ha3BW i lopMANYHOI agpecy BupobHuka A®| ETnnosuii edoip -

350 n, abo 500 ny
KOHTeliHepax

6pomizoBasiepiaHOBOT KUC/IOTY; 3anpPONOHOBaHO:

AT «Papmak», YkpaiHa YkpaiHa, 04080, m. Kuis, Byn. Kupuniscbka,
74; 3miHu | TUNY - BBEAEHHS [,0AaTKOBOro po3mipy cepiii N3,
30kpema: - 2750 n (110 Tuc. conakoHiB no 25 mn, 55 Tuc. prakoHis
no 50 mn); - gns in bulk no 300 n, 350 n, 500 n: 2750 n; 3miHK | TMRNY
- 3MiHa nepioguyHocTi 13 3a nokasHukoM "MikpobionoriyHa
yncToTa": MiKpOGIONOrYHMI KOHTPO/Tb NPOBOAUTY BUGIPKOBO: NepLly
Ta KOXHY TPUALUATY HACTYMHY Cepito B piK, ajfie He piaLle 04HOro

pasy B piK; 3MiHM | TUNY - BHECEHHS 3MiH 0 PO3MipYy NEPBUHHOI
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
ynakoBKK, & came: 3MIHIOETbCA TOBLUMHA [iHa KPULLIKM
3aKkynoproBasibHO-HarBmMH4yBasibHoi 3 1,35 + 0,15 Mm Ha 1,5 £ 0,1
MM. BunyyeHHs 3i cneuumdikauii Ha KpyLKy HOPMyBaHHS 3a
nokasHukamu "Po3mipun” Ta "Maca" Ta 3a3HaunTy NoCuIaHHs Ha
BiANOBIAHICTb KPEC/IEHHIO BUPOGHMKA
101. KoconT Kpansi O4Hi, pO34uH; CaHTeH AT PiHNAHAIA Na6opaTtopii Mepk PpaHuia/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | TUNY - 3MiHK 3 3a UA/12581/01/01
nos5mny LWapn i Joym AnoHis/ AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHA peuyenmom
nnacTMKoOBOMY LLn6pe, ®paHuis; Higepnangy | iMnopTepa/aMiHu, L0 CTOCYIOTbCSA BUNYCKY Cepil Ta KOHTPO/IH0 SKOCTI
hnakoHi Tuny anbTepHaTUBHWI / roTOBOrO JlikapcbKoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, Ha
OxkymeTp Mnoc® BUPOBHUK, PiHNAHAIA SKil 3AICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHS cepii) BBEAEHHS
abo 6inomy BiANOBIAA/IbHWI 32 [04aTKoBOro BUpo6HvKka CaHTeH ®apmacotoTikan Ko, Jitg, Cira
Hanisnpo3opomy BMPOGHULITBO in MnaHT, BiANOBIAA/ILHOIO 3a KOHTPO/Ib AKOCTi. BBEAEHHSA 3MiH
nnacTMKoOBOMY bulk, nepsuHHe Ta NPOTArom 6-Tv MiCALIB Nicns 3aTBepMKEHHS. 3MiHU | Tuny -
donakoHi Tuny 6 3 BTOPVHHE AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHNYOT AinbHUL
6iN1010 KPYLLIKOIO; NO nakyBaHHs, (Bkntoyatoun ginbHNLi Ana A®l, NpoMikHOro NpoAykTy abo rotoBoro
1 chnakoHy B KOHTPO/b SKOCTi: niKapcbKoro 3acoby, AiNbHULL 4151 NPOBEAEHHS NaKyBaHHS,
KapTOHili kopobLi CaHTeH BMPOGHMKA, BiAMOBIAaUILHOrO 3a BUMYCK Cepil, MicLie MPOBeAEeHHS
dapmacbTukanc Ko., KOHTpO/II0 cepii) abo nocTayasibH1Ka BUXILHOTO Matepiasny,
Ntp HoTto MnaHT, peareHTy ab0 [,ONOMiXHOI PeYOBUHY (SKLLO 3a3HAYEHO Y 1OCbE)
AnoHis; BUYYEHHS BUPOOGHUYOI OYHKLT BTOPMHHOrO NakyBaHHSA Ta
anbTepHaTUBHUIA KOHTPO/I0 SKOCTi Y BXe 3aTBepAKeHOro BupobHuka CaHTeH AT,
BUPOBHUK, ®iHnsaHAia / Santen Oy, Finland. BBegeHHS 3MiH NpOTAroM 6-Tn
BignoBigabHNIA 3a MicsLiB nicns 3aTBepayKeHHs. 3MiHn | Tuny - 3MiHK 3 aKocTi. FoToBwMiA
KOHTPO/1b AKOCTI: nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CaHTeH CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOO AKOCTi FOTOBOTO JliKapCbKOro
dapmacstoTikan Ko, 3aco6y (3amiHa abo AoaaBaHHA AifIbHULI, Ha KA 34JNCHIETLCA
Ntp, Cira MnaHrT, KOHTPO/b/BUNPOGYBaHHS cepii) BBEAEHHS 4,04aTKOBOI BUPOOHUYOT
AnoHis; GPYHKLUIT «KOHTPO/b AKOCTi» A7 BXE 3aTBePA)KEHOro BUpo6HMKa
aNlbTePHATUBHUNA CaHTeH ®apmacbktoTukanc Ko., /Ita Hoto MnaHT, Anoxisa / Santen
BMPOGHUK, Pharmaceutical Co., Ltd Noto Plant, Japan. BeBegeHHs 3MiH
BiAnoBiganbHNA 3a NPOTArom 6-Tv MiCALIB Micna 3aTBepAKeHHS. 3MiHK | Tuny - 3MiHK 3
BTOPVHHE AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHA
nakyBaHHs: iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY Cepii Ta KOHTPOJIH0 AKOCTI
MaHyakTypiHr roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHS BUPOOHMKA,
MaxariHr ®apmaka LLlO BiAMOBIAA€E 3a BBE3EHHSA Ta/abo BMNycK cepii) - He BkIouaoum
(MMo) b.B., KOHTPO/Ib/BMNPOBYBaHHSA cepii - 3MiHa MiCLLe3HaX0KEHHS
HigepnaHaw; NpOBaPKEHHSA Ais/IbHOCTI BUpOOHUKa CaHTeH AT, diHnaHais /
anbTepHaTUBHWI Santen Oy, Finland. BBegeHHs 3MiH NPOTAroM 6-Tu MicsLiB nicns
BUPOGHMK, 3aTBEPAKEHHS.
BiAnoBiganbHNA 3a
BWMYCK Cepii:
CaHteH AT,
PiHnaHais
102.] KODEIH- PO3UMH AN H'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianiB:3miHu | Tuny - 3a UA/7534/01/01
BEH30AT 100 mr/mn, no 1 mn "dapmauesT "PapmaueBTnyHa BHECEHHS 3MiH A0 cneundikauii A®l, a came: - po3giam peyenmom
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
HATPIIO- B amnyni; no 5 n4yHa dipma hipma "JapHuus” «lpeHTudikalis», «KMCNoTHICTb», «CynpoBifHi JOMILLKN,
AAPHULUA amnys y KOHTYpPHii "fapHnus” «3a/TMLLKOBI KiSIbKOCTi OpraHiyHnX po3vmHHUKIB», «KinbkicHe
BM3HAYEHHS» BHECEHI peakLiliHi npaBku, Ski 0hOpM/IeHi BiAMnoBigHO

YapyHKOBIli ynakoBLji
(kaceTi); no 2
KOHTYPHi YapyHKOBI
yMakoBKM (KkaceTu) B
nauui

[0 pekomeHAaLjit Ta ctunictukm AdY. - po3ginu «Onuc» Ta
«PO3unHHICTb» NpUBEAEHO Y BiANOBIAHOCTI A0 BUMOT po3giny AdY
1.4 «MoHorpadii» nigpo3ain «BnactmBocTi»; - HOPMYBaHHS TeCcTy
«MikpobionoriyHa YncToTa» NpMBELEHO Y BiANOBIAHICTL 4O BUMOT
€, 5.1.4. BBeieHHS 3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHW y MeToaax BUnpobyBaHHa AdI,
a came: -«lgeHTudikauis», «Mpo3opicTb PO3UnHY», «KUCNOTHICTb»,
«Cynbatn», «BTpaTta B Maci npu BUCyLLyBaHHi», «KinbkicHe
BM3HA4YeHHS» 0OpMIIeHi 3 BiAMOBIAHICTIO Ta cTunicTuko AdY, -
BHECEHO pefakLiliHi npaBky «OnNUc» Ta «PO3YMHHICTb» NPUBEAEHO Y
BiANOBIAHOCTI A0 BUMOr po3giny AdY 1.4 «MoHorpadii» nigpo3gin
«BnacTmBocTi»; - po3ain «CynpoBigHi AOMILLKW» BHECEHI pefaKLiliHi
npaBku, siki ohopMIEeHi BIANOBIAHO A0 PEKOMeHAaLi Ta CTUNICTUKK
A®Y. MpupatHicTb xpomaTorpadiyHoi cMcTemu 4OMOBHEHA BUMOTOH
00 BiIHOCHOrO CTaHAAPTHOrO BiAXUEHHS NOLLi nika kodeiHy, a
TakoX BMMOra [10 CTyNeHs po3AifieHHa ans nikis gomiwok CiD i3
XpomaTorpam po3uyvHy nopisHsAHHA (b) npvBegeHa fo BuMor
MoHorpadii «Caffeine» €poneiicbkoi Papmakonei (10.0). Takox y
BiANOBIAHICTb A0 pe3ynbTaTiB Banigauii MeToavka AoNnoBHEeHa
TepMiHaMn NPUAATHOCTI PO3UYUNHIB | TOProBUMK Ha3BaMu
XpomaTtorpadiyHux KO/TOHOK; - PO3in «3a/IMLLIKOBI OpraHivyHmX
PO34YMHHWMKIB» BHECEHI pefakUiliHi npaBku, siki 0DOpPMIEHi
BiANOBIAHO [0 pekoMeHaauiin Ta ctuiictukn Y. MeToamka
[IONOBHEHA TEePMIHOM NPUAATHOCTI PO34MHY MOPIBHAHHSA | TOPrOBUMM
Ha3BaMu xpomMaTorpadiyHmx KOJIOHOK 3a pe3ynbTataMu Banigauii; -
«MikpobionoriyHa uncToTa» NPUBELEHO Y BiANOBIAHICTb 40O BUMOT
€D, 2.6.12, 5.1.4. BBefeHHs 3MiH NpOTAroM 6-T1 MicAUIB Micasa
3aTBEPKEHHS; 3MiHU | Tuny - 3MiHK 3 AkocTi. APl CTabiNbHICTb.
3miHa nepioly NOBTOPHMX BMNpobyBaHb/nepiody 36epiraHHs abo
yMOB 36epiraHHsa A®I (3a BigCYTHOCTI y 3aTBEpPAKEHOMY [0CHE
cepTudpikaTa BignoBiAHOCTI EBpoNeiiCchKiin hapmakonel, Lo BK/IYae
nepiog, NOBTOPHOro BMNPoGyBaHHS) (Nepiog, NOBTOPHOTO
BMNpoGyBaHHsA/nepio 36epiraHHs) - 36iNbLIEHHA ab0 BBEAEHHS
nepiogy NOBTOPHOro BUNpobyBaHHs/nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCiIAKEHb Y peaslbHOMY Yaci 415 BUPO6HMKa
Shandong Xinhua Pharmaceutical Co., Ltd., China noka3sHuk
«TepMiH NpuAaTHOCTI» NPUBEAEHO Y BIAMOBIAHICTL A0 MaTepianis
BMPOGHMKA | NPeACTaB/IEHO Y HACTYMHIN pefakuii: «4pokn- TepMiH
nepeKkoHTPOs0». BBEAEHHS 3MiH NpOTAroM 6-Tv MicAUiB nicns
3aTBEPKEHHS; 3MiHM | TUMY - BUNYYEHHA NOKa3HMKa 3 cneuudikauii

A®P| «Baxki meTanv». BBeeHHA 3MiH NpOTAromM 6-Tu micslis nicns
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
3aTBEPAKEHHS
103.| NEBOCTAA® | Tabnetku, BKpUTI CTALA HimeuumnH BWMYCK Cepiii: HimeuunHa/ | BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasliB:yTOYHEHHS BUPOOHMKa 3a UA/11890/01/01
NNiBKOBOKO ApuHaimitT a CTALA IcnaHis B MPOLECi BUNPaBNEHHS TEXHIYHOT NOMUNKM (NPUBEAEHHS Y peyenmom
060/10HKOH0, Mo 250 enb Al ApuHaiimitTens Arl, BiANOBIAHICTb A0 Ait04Oro peecTpaviiiHoro NocBifAYeHHs);
Mr, no 5 TabneTok y HimeuunHa; 3anponoHoBaHo: JlabopaTtopiz MegikameHTOC IHTepHaTioHec, C.A.,
6nictepi; no 1 BMPOOHNLTBO IcnaHin (BMPOGHULTBO Hepo3dhacoBaHOro NPOAYKTY, MEPBUHHE Ta
6nictepy B Hepo3dhacoBaHOro BTOPUHHE NakyBaHHs, KOHTPOJIb cepiid); Jlabopatopioc JlikoHca C.A.,
KapTOHHI KOPOOL NpOAyKTY, NepBUHHe IcnaHist (BMPOGHMLTBO HEPO3(PACOBAHOTO NPOAYKTY, NEPBUHHE Ta
Ta BTOPUHHE BTOPUHHE NaKyBaHHS, KOHTposb cepiid); CTALA ApuHaimittens Al
nakyBaHHs, HimeuunHa (Bunyck cepiid). TexHiYHY NOMUJIKY BUNPaB/IEHO B TEKCTI
KOHTPO/b cepili: MapKyBaHHS! ynakoBok J13. 3anponoHoBaHO Ha BTOPUHHI yNakoBLi:
Na6opartopi3 11. HAMMEHYBAHHSA | MICLLE3HAXOXKEHHA BUPOBHUKA
MegikameHTOC TA/ABO 3AABHUKA CTALA ApuHaiimittens Al, CTagawtpacce 2-
IHTepHartioHec, C.A., 18, 61118 bag ®inb6enb, HimeuunHa Ha NepBuHHIM ynakoBu,. 5.
IcnaHis; HAVMEHYBAHHA BVPOBHUKA 1, 3A HEOBXIAHOCTI —
BUPOGHMLTBO 3AABHUKA CTALA ApuHaiimiTTens Al, HimeuyunHa
Hepo3cacoBaHoro
NPOAYKTY, NEPBUHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ccepili:
Na6opaTopioc
NikoHca, C.A.,
Icnanis
104., NEBOCTAA® | Tabnetku, BKpUTI CTALA HimeuumnH BUMYCK Cepili: HimeuunHa/ | BHECEHHs 3MiH A0 peecTpauiliHuX MaTepianiB:yTOYHEHHS BUPOGHUKA 3a UA/11890/01/02
NNiBKOBOKO ApuHaiimMITT a CTALA IcnaHis B MPOLECi BUMPaBNEHHSI TEXHIYHOI NOMUKM (MPUBEAEHHS Y peuyenmom
060/10HKOt0, No 500 enb Al ApuHaiimitTens Arl, BiANOBIAHICTb 40 Ai0YOro peecTpaviiiHoro NocBiAYeHHS);
Mmr, no 5 TabneTok y HimeuuuHa; 3anponoHoBaHo: JlabopaTopiz MegikameHToC IHTepHatioHec, C.A.,
6nictepi; no 1 BUPOBHMLTBO IcnaHist (BMPOGHMLTBO HEPO3(PACOBAHOTO NPOAYKTY, NEPBUNHHE Ta
6nictepy B Hepo3chacoBaHoOro BTOPUHHE NaKyBaHHs, KOHTPOJIb cepiid); Jlabopatopioc JlikoHca C.A.,

KapTOHHiiA KOpo6Ll

NpOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPONb Cepili:
NabopaTopis
MegikameHTOC
IHTepHartioHec, C.A.,
Icnanis;
BMPOGHMLTBO
Hepo3ghacoBaHoro
NpoaykKTy, NepBrHHE
Ta BTOpVHHE
nakyBaHHS,
KOHTPO/b Cepiii:

Icnanisa (BUPOBGHNLTBO HEPO3GhacoBaHOro NPOAYKTY, NEPBUHHE Ta
BTOPVHHE NaKyBaHHs, KOHTPOb cepiin); CTALA ApuHalimittens Arl,
HimeuunHa (Bunyck cepiid). TexHiYHy NOMUIIKY BUNPaB/IEHO B TEKCTI
MapKyBaHHs ynakoBoK J13. 3anponoHOBaHO Ha BTOPWHHIl ynakoBL:

11. HANMEHYBAHHS | MICLEE3HAXOI)KEHHSA BUPOBHUKA
TA/ABO 3AABHUNKA CTALA ApuHaiimvittens Al, CTagawtpacce 2-

18, 61118 bap ®inbbenb, HimeuunHa Ha NEPBUHHIN ynakoBLi. 5.

HAWMEHYBAHHS BUPOBHVIKA 1, 3A HEOBXIAHOCTI —
3AABHUKA CTALA ApuHaiimitTens Al, HimeuyunHa
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
Nab6opaTtopioc
NikoHca, C.A.,
Icnaxis
105.] NIEBO®P/IOKC | po3unH Ans iHdysiii, | ToBapucTso YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/16632/01/01
AUNH- 5 mr/mn, no 100 mn 3 06MeXeHo 040 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay - 3MiHM BHECEHO | peyenmom
HOBO®APM y nAawui; no 1 06MexeHo BiAMNOBIAA/IbHICTIO B M. 17 TeKcTy MapKyBaHHS YNakoBKM Jlikapcbkoro 3acoby Lioao
nAsAWLi y nayui BignoBiganb thipma "HoBochapm- HasBHOCTI rpachiuHmx 306paxeHb (BKkIOYaroum norotun). BeegeHHs
HicTIo chipma BiocuHTes" 3MiH NPOTArom 6-TU MIiCALB NiCNA 3aTBEPAXEHHS
"HoBothapm-
BiocuHTes"
106., IEBO®DJIOKC | TabneTku, BKPUTI TOB "TeBa YkpaiHa AxTasic /T[], ManbTa BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianiB:3miHu | Tuny - 3a UA/11952/01/01
AUVH-TEBA NnNiBKOBOKO Ykpaiva" He3HayHa 3MiHa y npoleci BupobHuuTtea /13, a came BBeAEHHS peyenmom
060/10HKO0, No 250 TepMiHy 36epiraHHa Hepo3dacoBaHoi NPoayKLii — 12 micauis Bif
Mr, Mo 5 TabneTok y BMpo6HMKa AkTaBic 1T, ManbTa
6nicTepi; no 2
6nictepu B
KapPTOHHI KOpoOU;i
107.| NEBO®JIOKC | Tabnetku, BKpUTI TOB "TeBa YkpaiHa AkTaBic 1T, ManbTta BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3a UA/11952/01/02
AUVH-TEBA NNiBKOBOKO YkpaiHa" He3HayHa 3MmiHa y npoueci BupobHuuTea /13, a came BBeAEHHS peyenmom
o060s10HKot0, Nno 500 TepMiHy 36epiraHHs Hepo3dacoBaHoi NpoaykKuii — 12 micauis Big
Mr, no 5 TabneTok y BMpo6HuKa Aktasic 1T, ManbTa
6nicTepi; no 2
6nictepu B
KapTOHHI Kopoo6Lli
108.| NErANOH®1 Kancysnun no 140 wr; MEJA HimeuumnH MALAYC 'm6X Himeuunna BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis:3miHu | Tuny - 3MiHN 6e3 UA/7185/01/01
40 no 10 kancyny dapma a Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
6nictepi; no 2 a6o 3, M6X eHp 3MiHM [0 y3arasibHeHVX JaHuxX Npo cucTeMy chapmakoHariagy
abo 6 6nicTepis y Ko. KI (BBEAEHHSA Y3araslbHEHUX JaHUX MPO cuctemy hapmakoHarnsgy,

KapTOHHI KOpooLi

3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
ONA 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLO0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkaoyarouy KOHTakTHI fAaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis — Dr Eiko Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHuX YMOBHOBaXKEHOI 0cobw, BiANOBiAabHOI 3a
hapmakoHarnag. 3mMiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
yNOBHOBaXeHOT 0cobw, BignoBifanbHOI 3a hapmakoHarnsg s
YkpaiHi.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa Micusi 34iCHEHHS OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnagy
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
109., NEFANOH®7 Kancynu no 70 mr; MEJA HimeuuunH MAZLAYC 'm6X HimeyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/7185/01/02
0 no 10 kancyny dapma a oo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
6nicTepi; no 2 a6o 3, M6X eHg 3MiHM A0 y3araslbHEHUX AaHuX NMpo cuctemy dpapmakoHarnsgy
abo 6 6nictepiB y Ko. KI (BBEAEHHSA y3ara/ibHEHVX AaHuX Npo cucTemy hapmakoHarniagy,
KapTOHHI KOpoo6Li 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AiicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Mu, BiAMNOBigasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTakTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHuX yNOBHOBaXKeHOI 0cobw, BiAnoBiAaNbHOI 3a
chapmakoHarnsag. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
YMNOBHOBaXEHOT 0c06M, BignoBigansHOI 3a hapMakoHarnsag B
YkpaiHi.
3MiHa MicLe3HaxoMmkeHHs1 MacTep-daiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHS1 OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy
110. NEABUP TabneTku, BKpUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/18119/01/01
NNiBKOBOKO Na6opatopi3 Nab6opaTopi3 oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peyenmom
o60noHkot, 90 Nimiteq Nimiteq 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsagy
Mr/400 mr no 28 (BBEAEHHSA y3ara/ibHeHVX AaHuX NPo cucTemy hapmakoHarniagy,
Tabnetok y hnakoHi, 3MiHa YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 34iiCHEHHS
no 1 chnakoHy B hapMakoHarnagy; KOHTaKTHOI 0cobu 3 chapmakoHarisay 3asiBHMKa
KapTOHHI ynakoBLi [AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, AKL0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroun KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3mina
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6U, BiANOBigaNbHOI 3a
hapMakoHarnsag. 3mMiHa KOHTaKTHUX SaHUX KOHTaKTHOI 0cobu
YNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a (hapMakoHarnsg B
YkpaiHi.
3MiHa MicLe3HaxoMmkeHHss MacTep-aiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHSI OCHOBHOI AisifIbHOCTI 3
chapmakoHarnsgy
111.| NIOPATEK® crpeii HasalbHWUA, TOB YkpaiHa TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu | Tuny - 3MiHn 3 6e3 UA/17398/01/01
no3oBaHuii 0,05 %, "BANIAPTIH AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHMUTBI. 3MiHN Y peyenma
no 10 r y dpnakoHi 3 DPAPMA"

po3nusrBayem, no

npoLeci BUpOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby, BK/IH0Haoum
NPOMIXXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULTBI TOTOBOIO
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

1 chnakoHy y nauuj

NiKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci BUpOOGHULTBA) -
BHECEHHS 3MiH o po3giny 3.2.P.3. MNMpouec BUpo6bHULTBA
nikapcbKoro 3acoby, 3okpema: - Ha Ctagji 2 MpurotyBaHHS i
iNIbTpaLisi PO3UMHIB - 3MEHLLEHO KiNIbKICTb 3arpy3ok 3 4-x go 1-i
3arpy3kv 06yMOB/IEHO 3aMiHOI peakTopa MEHLLOro 06'eMy Ha
peakTop 6inbworo 06'eMy (po3mip cepil 3a/IMLLNBCSA HE3MIHHWI); - Ha
Crapii 1 NigrotyBaHHsA CUPOBUHM - 3a3HaYeHa NiaroToBka BOAW
ouneHol Ans onepauii 2.2. MNpuroTyBaHHs OCHOBY; - Ha onepawi
2.1. MpWroTyBaHHs BOAHOTO PO34MHY KOMMOHEHTIB - 3MiHEHA
Temnepartypa po3umHeHHs (3 30-35° C Ha 30-40° C).
3anponoHoBaHuii TeMnepaTypHUil peXxum He NpM3BoAUTb [0
HeraTMBHOrO BN/IMBY Ha AKICTb NPOAYKTY, Tak ik BOAHWIA PO34nH
KOMMOHEHTIB 3aBaHTaXXyETbCA B OCHOBY, sika Harpita o
Temnepartypu 55 — 60° C. 3MiHeHWT NOPSAAO0K 3arpy3kvM KOMMOHEHTIB
- CnovaTKy 3arpyatoTb BOLY OuUMLLEeHy; - Ha onepauii 2.3.
3MilLyBaHHSA OCHOBM 3 BOAHWM PO34MHOM KOMMOHEHTIB - 3a3HauYeHuii
yac nepemilllyBaHHS KOMMOHEHTIB Nepes, OXONOMKEHHAM [0
Temneparypu 20-25° C; - onepauis 2.4. dopmyBaHHs cepii -
BuasieHa y 3B'3Ky 3 yCTaHOBKOI peakTopy 6inbLuoro 06'emy; Ha
BCiX TEXHO/IOTYHMX OnepaLisix BApOO6HMYOro Npouecy 3asHayeHo

112,

MAAJIOKC®

CycneHsisi opasibHa
Ne 30: no 15 mny
nakeri; no 30
nakeTiB y KapTOHHIl
KopoobLi

TOB
"CaHodi-
ABeHTIiC
Ykpaiva"

YkpaiHa

Papwmartic

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny -
BWU/TYYEHHS NOKa3HUKa «laeHTudikauisa metunnapabeHy» 3
cneundikauii Ha Bunyck M13; 3miHW | TMNy - BUyYEHHS NokKasHuka
«laeHTudikalis nponinnapabeHy» 3 cneundikadii Ha Bunyck [N3;
3MiHW | TUNY - BUNYYEHHS NOKa3HUKa «KinbKicH1I BMICT.
MeTunnapaben» 3 cneuudikauii M13; 3miHun | TMny - BUNYyYeHHs
nokasHuka «KinbkicHuii BMicT. MNponinnapabex» 3 cneuundikadii MN13;
3MiHK | TUNy - BUNYyYeHHs 3 nokasHuka «Onuc» cneumdikadii Ha N3
BM3HAYEHHS CMaky; 3anpornoHosBaHo OnucaHne KpemonogobHas
XUAKOCTb, HANOMMHAIOLLLAA MOJIOKO C 3anaxom MATbl. 3MiHu
BHECEHO B iHCTPYKLit0 4151 MELMYHOIO 3aCTOCYBaHHS Nikapcbkoro
3acoby y p. "OCHOBHI (Qi31KO-XiMiYHi B1ACTUBOCTI"; 3MiHM Il Tvny -
3MiHa KpUTEPIiB NPUAHATHOCTI 3@ NOKa3HNKOM «KncnoTHo-
HellTpanisyoya 3aaTHicTb» crneyudikauii [/13; 3anponoHoBaHO
KncnotHo-HelTpanmayoLwas cnocobHocTb (MOKB/T) = 1,75

6e3
peyenma

UA/9219/01/01

113.

MABIPET

TabneTku, BKPUTI
nAiBKOBOO
o60s10HKo0 100
Mr/40 mr; Ne84: no 3
Tabnetku y énicrepi,
no 7 6nictepis y
KapTOHHI kopobuyj;
4 KapTOHHI KOPOOKYM
y TPynoBili ynakoBLii

E66Bi
Biothapmack
HoTikan3
meX

LLiBefiuapi
A

E668i [oiiuneHs

v6X i Ko. KT,
HimeyunHa

(B1pOGHMLTBO,

nakyBaHHs Ta
TecTyBaHHSA
NPOMDXHOro
ekcTpygary;
TeCTyBaHHSA

Himeuunna/
Ipnangis

BHECEHHS 3MiH [JO peecTpaLiiiHuX MaTepiasiB:BUNPaBIEHO TEXHIUHY
NOMW/IKY Y TEKCTI MapKyBaHHS BCiX BUAIB YNakOBOK NiKapCbKOro
3acoby: 3anponoHoBaHo: 1. HA3BA JIIKAPCbKOIO 3ACOBY
MasipeT rnekanpesip/ni6peHTacsip 100 mr/40 mr 100 mg/40 mg.
3a3HayeHe BUNpaB/IEHHS BiANOBIAaE MaTepiasiaM peecTpauiiHoro
[0CbE

3a
peyenmom

UA/18645/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii); PypHbE
Na6opaTopi3
Alipneng Nimitepn,
Ipnangis
(BMPOGHMLTBO
nikapcbKoro 3acoby,
TecTyBaHHs)
114 MAAIHET® TabneTku, BKpUTI mi6e Mm6X HimeyuunH mi6e Mv6X HimeyunHa BHECEHHS 3MiH 10 peecTpavliiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/15840/01/01
NiBKOBOKO ApuHanmiTT a ApuHaiimiTTenb BHECEHO [0 iHCTPYKLT 415 MeAMYHOro 3aCTOCyBaHHS Nikapcbkoro | peyenmom
o6onoHkKot, no 0,03 enb 3acoby y po3ginu: "MNpoTunokasaHHs", "B3aeMogis 3 iHLLIUMK
Mmr/2 mr, no 21 nikapcbkMu 3acobamu Ta iHWi B1uAmn Baemogiii”, "Ocob1mBocCTi
Tabnetuiy énictepi; 3acTocyBaHHs", "3acTocyBaHHSA y nepiog, BariTHOCTi abo rogyBaHHs
no 1 a6o no 3, abo rpPyAAH0" BignoBigAHO A0 OHOB/EHOT iHdhopMaLii 3 6e3nekn gitouol
no 6 6nicTtepis B pevoBUHU. BBeEHHSA 3MiH NPOTATOM 6-TW MicALIB nicns
KapTOHHI Kopoo6Li 3aTBEPAKEHHS; 3MiHU | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIiT Ans
Me[MYHOro 3aCTOCYBaHHS NlikapcbKoro 3acoby y po3ainu:
"B3aemogis 3 iHWVMU NikapcbkuMm 3acob6amu Ta iHLi BUan
B3aemogijit”, "Ocob6MBOCTi 3acTOoCyBaHHsA", 3acTOCyBaHHs y nepiog,
BariTHOCTI abo rogyBaHHA rpyaato”, "Cnocib 3actocyBaHHA Ta gosmn”,
"Mo6iuHi peakuji”, a came pefaryBaHHs TEKCTY IHCTPYKLUIT 3rigHO
KOPOTKOI XapaKTepucTWKM NikapCbKoro 3acoby. BeeaeHHs 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepPAKEHHS
115 MAVMAEK/A TabneTku, BKPUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH [10 peecTpaviiiHiX maTtepianiB:3miHu | Tuny - 3MiHK 3a UA/17912/01/01
nNiBKOBOKO Nab6opatopi3 Nab6opaTopi3 oo 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
060/10HKO10, Mo 60 Nimiteq NimiTeq 3MiHM [0 y3aras/lbHeHVX JaHnx Npo cuctemy dapmakoHarisagy

Mr no 28 TabneTok y
Henpo3opomy
nonieTneHoBoMy
dhNakoHi 6/1akUTHOro
KONbopy 3
61aKUTHOIO
Henpo3opoto
noninponineHoBo
KPWLLIKOIO B
KapTOHHI Kopoo6Li

(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMNOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANs 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkao4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHVKA, BifnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHuX ynoBHOBaXKeHOI 0cobw, BifnosifanbHOI 3a
chapmakoHarnsag. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT 0cobu
yNoBHOBaXeHOT 0cobw, BignoBifanbHOT 3a hapmakoHarnsg B
YKpaiHi.
3MiHa MicLle3Haxo4KeHHs1 MacTep-haiina cuctemm
hapmakoHarnsay. 3miHa Micusi 3AilCHeHHs OCHOBHOI AisS/IbHOCTI 3
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
chapmakoHarnsgy
116., MEAOAKCA MOPOLLIOK Megpak HimeuumnH BVPOGHWK, LLIO HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis:3miHu | Tuny - 3MiHK 3a UA/4884/01/01
niodpinizoBaHWin Ans [esenbliag a Bignosigae 3a BHECEHO [0 IHCTPYKLIiT 4519 MeAWYHOro 3aCTOCYBaHHS /iKapCbKoro | peyernmom
NpUroTyBaHHs T chrop BUNYCK cepil, 3acoby y po3gin "Mob6iuHi peakwii" BiANOBIAHO 4O OHOBNEHOI
po3unHy Ans KniHiwe BTOPVHHE iHchopmawii 3 6e3nekmn fjtoyoi peyoBnHN
iHdpysin (5 mr/mn) no | LWnewiansnp nakyBaHHs,
50 mr, 1 cknsiHuiA enapare MapKyBaHHS,
h1aKoH 3 MOPOLLKOM M6X KOHTPO/b/BMNPOGYB
Y KapTOHHIli KopoobLi aHHs cepiii: Mepak
lesenbwadt drop
KAiHiwe
Lneuiansnpenapat
e M6X, HimeuunHa;
BVPOGHWK, LLIO
Bignosigae 3a
BUNYCK hopMM in
bulk, nepBunHHe
nakyBaHHs,
KOHTPONb/BUNPOGYB
aHHs cepili: OHKOTeK
dapma MpogakLH
M6X, HimeuynHa
117.| MEOAKCA NMOPOLLOK Megak HimeuumnH BUPOGHMK, L0 HimeuunHa; BHECEHHS 3MiH 0 peecTpauiiHux maTtepiaiB:3MiHu | TUMy - 3MiHK 3a UA/4884/01/02
niogpinizoBaHWin Ans [esenbliag a Bignosigae 3a BHECEHO [0 IHCTPYKLUIii A58 MeNYHOro 3aCTOCYBaHHS /iKapCbkoro | peyernmom
NpUroTyBaHHs T throp BUMNYCK Cepil, 3acoby y po3gin "Mo6ivHi peakuii" BifnNoBiAHO [0 OHOBEHOT
pPO34nHYy ANns KNiHiwe BTOPVIHHE iHhopmauii 3 6e3neku AitoHoi pevoBUHN
iHdpysin (5 mr/mn) no | Lnewiansnp nakyBaHHs,
100 mr, 1 ckNsiHWiA enapare MapKyBaHHS,
h1aKoH 3 MOPOLLKOM M6X KOHTPO/b/BNNPOGYB
Y KapTOHHiIli KopoobLi aHHs cepiii: Mepak
lesenbwadT dhrop
KniHiwe
Lneuianbnpenapat
e M6X, HimeuunHa;
BUPOGHMK, L0
Bignosigae 3a
BUMNYyCK dhopmu in
bulk, nepBuHHe
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHHsA cepiii: OHKOTeK
dPapma MpogakLuH
v6X, HimeuynHa
118, MEOAKCA NMOPOLLIOK Mepak HimeuumnH BVPOGHWK, LLIO HimeuumnHa; BHECEHHS 3MiH 10 peecTpavliiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/4884/01/03
niogpinizoBaHWin ans Iesenbliag a Bignosigae 3a BHECEHO [0 IHCTPYKLIi 518 MeMYHOro 3aCTOCYBaHHS JliKapCbKoro | peyenmom
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
NpUroTyBaHHs T chrop BUNYyCK cepil, 3acoby y po3gin "Mo6iuHi peakwii" BiANOBIAHO 4O OHOBNEHOI
po34nHYy AN KniHiwe BTOPVHHE iHchopmawii 3 6e3nekun fjtoyoi pevyoBnHN
iHdpysin (5 mr/mn) no | LWnewiansnp nakyBaHHS,
150 wr, 1 cknsaHuii enapare MapKyBaHHs,
h1aKoH 3 MOPOLLKOM M6X KOHTPO/b/BMNPOGYB
Y KapTOHHIli Kopobui aHHs cepiii: Mepak
lesenbwadt drop
KniHiwe
Lneuiansnpenapat
e M6X, HimeuunHa;
BVPOGHWK, LLIO
BignoBigae 3a
BUNYCK oopMu in
bulk, nepsunHHe
nakyBaHHs,
KOHTPONb/BUNPOGYB
aHHA cepili: OHKOTEK
®apma MpogakLH
M6X, HimeuynHa
119., ME/NNIBEK® Tabnetku, no 7,5 mr, HOBEN TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | Tuny - 3miHn 3 3a UA/3933/01/01
no 10 TabneTok y INIAY CAHAIT a CAHAI BE AKocTi. F0TOBWiA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCcbkoro | peyernmom
6nictepi; no 1 a6o 3 BE TIOXKAPET A.LL. 3aco6y. 3miHa napameTpis cneyudikaLiili Ta/abo fonycTMMUX Mex
6nictepu y TIOIKAPET rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHKM) - BuiyyeHHs 3i
KapTOHHI ynakoBLi A.LL. cneuudikalii Ta MeToAiB BUNpobyBaHHSA NokasHuk "BTpaTa B maci
npu BUCYLLIYBaHHI"
120.| MENNBEK® Tabnetku, no 15 mr, HOBEN TypeuuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | Tuny - 3miHn 3 3a UA/3933/01/02
no 10 TabneTok y INIAY CAHAI a CAHAI BE AKocTi. [0TOBWiA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCcbKoro | peyernmom
6nicTepi; no 1 a6o 3 BE TIOXKAPET A.LL. 3acoby. 3miHa napameTpiB cneuyudikaLlii Ta/abo AonyCTUMMX MeX
6nictepn y TIOKAPET rOTOBOrO JIiKAPCbKOro 3acoby (iHLWi 3MiHN) - Buny4yeHHs 3i
KapTOHHI ynakoBL; A.LL. cneuudikalii Ta MeTogiB BUNpobyBaHHSA NokasHuk "BTpaTa B Maci
no 4 Tabnetkn y npu BUCYLLYBaHHI"
6nictepi; no 1
6nictepy B
KapPTOHHI ynakoBLi
121 METOTPEKC | po3uvH ans iH'exuin, TOB «TeBa YkpaiHa dapmaxewmi b.B. HigepnaHvgn BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasliB: 3MiHa 3asBHUKA 3a UA/9609/01/01
AT-TEBA 25 mMr/mn, no 2 Mny YkpaiHa» (BnacHvika peecTpadiiHoro noceigyeHHs) (3rigHo Hakady MO3 Big, | peyenmom

hnakoHi; no 1
hn1akoHy B KOpo6Li

23.07.2015 Ne 460): 3MiHn | TURY - 3MiHN LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cucteMy hapmakoHarnagy (BBegeHHs

y3arasibHeHUX faHux nNpo cucTemy chapmakoHarnsgy, 3mMiHa
YMOBHOBaXEHOT 0c06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asiBHUKa
Ans 3giicCHEHHA dhapmakoHarnsgy B YkpaiHi, KL BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBigasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIYarymn KOHTaKTHI AaHi) Ta/abo 3miHu y
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
pO3MilLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag. fitova pegakuyisa: Orit Stern-Maman. MponoHoBaHa
pefakuisi: buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
chapmakoHarng,
122 METPOHIAOA3 | po3unH ans iHdysiii, | ToBapucTso YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/5519/01/01
on- 5 mr/mn; no 100 mn 3 06MexeHo LoAo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarisgy - 3MiHM BHECEHO | peyernmom
HOBO®APM a6o no 200 mny 06MexeHo BiAMNOBIAA/IbHICTIO B M. 17 TeKCcTy MapKyBaHHS YNakoBKM Jlikapcbkoro 3acoby Lioao
NAALWLI CKNSHINA, NO BignoBiganb thipma "HoBothapm- HasBHOCTI rpachiuHmx 306paxeHsb (BKkIOYaroum norotun). BeegeHHs
1 nAAwWwLi y nayui; no | HicTio dipma BiocnHTes" 3MiH MPOTArOM 6-TK MICALIB NiCN1A 3aTBEPAKEHHS
100 mn Ta no 200 "HoBohapm-
My NAsWKax BiocnHTes"
CKNSIHWX
123.] MET®OPMIH- | Tabnetku, BKpUTI BIOTOH Monbua AypobiHgo ®apma IHais/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/16768/01/01
BIOTOH NNiBKOBOKO C.A. NimiTeq, - FOHIT 11, MonbLa oo 6e3snekun/edpekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
060/10HKOH0, Mo 500 IHAis (BUPOGHMLTBO, 3MiHM [0 y3arasibHeHVX JaHnxX Npo cuctemy dapmakoHarisgy
Mr Ne 30(10x3), nepBuHHe Ta (BBEAEHHSA y3ara/ibHEHVX JaHuX NPo cucTemy hapmakoHarniagy,
Ne60 (10x6) y BTOPVHHE 3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMNOBIAALHOI 32 3AiACHEHHS
6nictepax nakyBaHHs, chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
KOHTPO/Ib SIKOCTI); [ANs 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
BIOTOH C.A,, Bif, yNOBHOBaXeHOI 0co6u, BiANOBifaNbHOI 3a 34iiCHEHHS
Monbwa hapmakoHarnsgy (Bkao4atoum KOHTaKTHI AaHi) Ta/abo 3MiHM y
(BignoBiganbHWiA 3a pO3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
BUMYCK cepil) YNOBHOBaXeHOT 0CO6M 3as1BHUKA, BiAMNOBIifa/IbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepfakuis — Dagmara Sierakowska. 3MiHa KOHTaKTHUX
[AaHvX YNoBHOBaXeHOI 0Co6M, BiAMNOBIAA/IbHOI 3a hapmakoHarnag.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOM 3asiBHYMKA,
BignoBiga/ibHOT 3a hapmakoHarnsag B YkpaiHi. NponoHoBaHa
pefakuis — Pumap Makcym BikTopoBUY. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOT 0CO6M YNMOBHOBaXXEHOT 0COOM, BigNOBIiga/IbHOI 3a
thapmakoHarnag B YkpaiHi
124, MET®OPMIH- | Tabnetku, BKpuUTI BIOTOH MonbLa AypobiHao ®apma IHpis/ BHECEHHS 3MiH 10 peECTpaLiiiHnx MaTepianiB:3MiHv | TUNy - 3MiHK 3a UA/16768/01/02
BIOTOH NNiBKOBOKO C.A. NimiTeq - FOHIT 1lI, Monblia Loao 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyernmom

060/10HKOI0, N0 850
mr Ne 30(10x3),
Ne60 (10x6) y
6nictepax

IHAis (BUPOGHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI);
BIOTOH C.A.,
Monblua
(BignoBiganbHuin 3a
BMNyCK cepii)

3MiHM A0 y3ara/ibHEHUX AaHuX NpPo cucTemy papmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnagy 3asiBHUKa
Ans 3giicCHEHHA dhapmakoHarnsgy B YkpaiHi, KL BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBifasIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-halina cuctemn hapmakoHarnagy) - 3mMiHa
YMOBHOBAXXEHOT 0COOM 3asiIBHMKA, BifgnoBigasbHOI 3a
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
hapmakoHarnsg.
MponoHoBaHa pegakuis — Dagmara Sierakowska. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0co6WU, BiAMOBIAA/IbHOI 3a hapMakoHarnisg.
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3as1BHYMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. [ponoHoBaHa
pepakuis — Prumap Makcum BikTopoBuY. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6M YNOBHOBaXEHOT 0CO6MU, BiANOBIAaIbHOI 3a
hapmakoHarnag B Ykpaini
125, MET®OPMIH- | Tabnetku, BKpuUTI BIOTOH Monbuwa AypobiHao ®apma IHais/ BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/16768/01/03
BIOTOH NNiBKOBOKO C.A. Nimiteq, - FOHIT 11, MonbLia oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peyenmom
060/10HKO0, No 1000 IHAis (BMPOOHULTBO, 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsgy
Mr Ne 30(10x3), nepBuHHE Ta (BBEAEHHA y3ara/ibHeHVX AaHuX NPo cucTemy hapmakoHarniagy,
Ne60 (10x6) y BTOPVHHE 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
6nictepax nakyBaHHs, hapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
KOHTPO/1b SAKOCTI); [AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
BIOTOH C.A,, Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
Monbwa thapmakoHarnagy (BK/IoYakum KOHTaKkTHi AaHi) Ta/abo 3MiHu y
(BignoBiganbHWiA 3a pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
BMNYyCK cepil) YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepfakuis — Dagmara Sierakowska. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a (hapmakoHarnag,
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOM 3asiBHYKA,
BiNoBiga/IbHOT 3a papmakoHarnsag B YkpaiHi. NponoHoBaHa
pefakuis — Pumap Makcyum BikTopoBUY. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0CO6MU, BigNOBiga/IbHOI 3a
thapmakoHarnag B YkpaiHi
126., MIO3M NOPOLLOK A/1A [oxeHsalim Higepnax [oxeHsaiim Ipnang IpnaHgis/ BHECEHHSA 3MiH [0 peeCTpaLiiiHUX MaTepianiB:3MiHu | TUNy - 3MiHK Y 3a UA/11618/01/01
NPUroTyBaHHs KOpon B.B. on Nimitea, IpnaHgis Benbris MeTogax KOHTposto /13 - 3aMiHa XeMisTlOMIHECLLEHTHOTO MeToay peuyenmom
KOHLeHTpaTty Ans (HanoBHeHHsA BU3HAYEHHS Ha MeTOoZ KonopumeTpuyHuii B npoueaypi Dot Blot
po3UnHYy AN h1aKkoHiB Ta (immunodetection) 6e3 3miHM y crnieumndikavii. OHOBNEHHA po3ainy
iHdpysivi no 50 wmr; 1 BUPOBHMLTBO 3.2.P.5.2, 3.2.P.5.3; 3miHu |l TMNy - BUTy4EHHSI NapameTpy -

chnakoH 3 NOPOLLKOM
Y KapTOHHii nayuj

KIHLLeBOro NpoAaykKTy,
MapKyBaHHSA Ta
nakyBaHHs,
KOHTPO/b AKOCTI
N3, sBunyck cepii);

laeHTudiKaLia Anrnoko3ngasun anba MeTofoM iMyHoaeTekuil
(skicHa peakuis) 3i cneumdikauii Ad®l, HassHKI TecT UPLC Peptide
mapping (KifbKicHWI aHani3). Pegakuiivi npaBkun 4o po3giny
3.2.5.4.1, 3.2.5.4.2,3.2.5.4.3, 3.2.5.4.5; 3minu Il TMny - BUAaIEHHA
TecTy laeHTudikalia 3amwkoBoro 1-nponaHony (NponoHaa BXOAUTb

[xeHsalim [0 cknagy 6ythepHOro po3umnHy, L0 BUKOPUCTOBYETLCS NP
dnaHaepc 686a, XpomaTorpadiyHilii ouncTui) 3i cneyudikadii Ha BUNyck cybeTaHuii
Benbris A®| Ha OCHOBI CTATUCTUCTUYHUX AAHWUX aHaNi3y NPOMKHOI NPOAYKLT
(BMpOGHMLTBO AC, A®| Ta rotoBoi npoaykuii A®l; 3miHu |l TuNy - BUAAIEHHA TecTy
NpUroTyBaHHsA iaeHTHiKaLi 3a/11LLKOBOI Mifi (BUKOPUCTOBYETLCS Ha cTagil
posuyuHy /13 ans OUYMCTKM N5 pereHepalii XxpomaTtorpagiyHoi KO/TIOHKM) 3i
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
niodpinizawii) crneundikauii Ha BUNyck cyoctaHuii APl Ha OCHOBI CTATUCTUCTUYHUX
[JaHnx aHasisy NPOMiXHOI Ta roToBoi npoaykuii AdI
127.| MOHOMPOCT | kpanni o4Hi, po3unH, | JIABOPATY ®paHuin EKCE/BI3IOH PpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHuX MmaTepiasliB:BUNPaBIeHO TEXHIYHY 3a UA/16308/01/01
® 50 mkr/mn, no 0,2 AP TEA NOMUJIKY Y TEKCTi MapKyBaHHS1 NEPBUHHOI YNakoBKW (ETUKETKMN peyenmom
M/1 B O4HOL030BOMY KOHTeliHepa) nikapcbkoro 3acoby, a came BU/Ty4eHO CMI0BO
KOHTeliHepi; no 5 "naraHonpocT": 3anponoHosaHo: 1. HA3BA J1IKAPCbKOIo
0[IHOA,030BUX 3ACOBY MoHonpocT® 3a3HayeHe BUMNpaB/IeHHs BignoBigae
KOHTEeliHepiB, mMartepiasiaM peecTpauiiiHoro Aocbe
3’eQHaHNX MiX
C060I0 Y CTPIYKy
(cTpun), y cawe; no
6 calle y KapTOHHii
Kopobui
128. MOHTENYKA | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TOB TeBa Monba BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiasliB:3MiHu | TUNy - NoAaHHs 3a UA/12439/02/01
CT-TEBA NnNiBKOBOKO YkpaiHa" OnepeiiwH3 MNonaxg, OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei | peyernmom
060/10HKO0, No 10 Ne RO-CEP 2017-131-Rev 01 gns fitoyoi peqyoBnHU MoHTenykacTty
Mr, M0 7 TabneToK y Bif, BXXe 3aTBepAKeHoro BupobHuka Teva API India Private Limited,
6nictepi; no 4 IHAis, y HacnigoK BUNy4YeHHs 3i cneumdikaLii nokasHnka «Baxki
6nictepu B MeTasIn»; HafaHHS 3BITY 3 OLLiHKN PU3NKIB CTOCOBHO €/1eMEHTHUX
KapTOHHI KOPOOLi OOMILLOK; AofaTkoBwii ID onst namiHOBaHO! asTlOMIHIEBOT YNaKOBKY;
3MiHK | TUNY - NOAAHHA HOBOro cepTudikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2014-115-Rev 02 ans
Ailo4oi peyoBuHN MOHTeNyKacTy Bif, HOBOro BUPOBGHMKaA
(nonosHeHHs1) ZHEJIANG TIANYU PHARMACEUTICAL CO., LTD.,
China. 3anponoHosaHo: Teva API India Private Limited (IHgis);
ZHEJIANG TIANYU PHARMACEUTICAL CO., LTD. (China).
BefieHHA 3MiH NPOTArom 6-Tu MiCAILiB MicNs 3aTBePKEHHS
129. MyUUTYC kancynun no 150 mr, Makneogc IHAis Makneoac IHAiA BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis:3MiHu Il TUNY - 3MiHK 3 3a UA/5589/01/01
no 6 kancyny dapmacbioT dapmacboTrKanc akocTi. A®l. Bupo6HMUTBO. 3MiHa BUPO6HUKA BUXiZHOTO/MPOMDKHOIO | peyenmom
cTpuvni; no 2 abo no nKasic NimiTen npoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY NPOLLECi
5 cTpunis y Nimiteq A®I, abo 3miHa BUpOBHYKa (BKNOYaoun, fe HeobxigHo, Micue
KapTOHHI ynakoBLii npoBefeHHs KOHTposIo sakocTi) APl (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepAKeHOMY [0ChE)
(BBEAEHHS HOBOTO BMPOGHMKa AD| 3 HafaHHAM MacTep-haiina Ha
A®I) - 3amiHa 3aTBepAKeHOro Bupo6Huka APl epgocteiHy Glenmark
Generics Limited, India Ha HoBoro Hwail Pharmaceutical Co., Ltd.,
Republic of Korea
130.| MyUuuTyC kancynm no 300 mr, Makneogc IHais Makneoac IHais BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis:3MiHu |l Tuny - 3miHK 3 3a UA/5589/01/02
no 6 kancyny dapmacbioT dapmacbloTukanc AKOCTi. A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKA BUXIAHOrO/MPOMKHOIO | peyenmom
cTpuni; no 2 a6o no vKanc Nimiteq nNpoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMYOMY NPOLLEC
5 cTpuniB y NimiTeq Adl, a60 3miHa BUpo6HMKa (BKIKOYAKYM, Ae HEOOXiAHO, MicLe
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
KapTOHHI ynakoBLi npoBefeHHA KOHTPoso sikocTi) APl (3a BigCYTHOCTI cepTudikaTa
Bi4NOBIAHOCTI €BpoNeNichkili chapmakonel y 3aTBepAKeHOMY [0ChE)
(BBEAeHHS HOBOroO BMpOGHMKa A®| 3 HagaHHAM MacTep-chaiina Ha
A®I) - 3amiHa 3aTBEepAKeHOro BupobHuka A®| epgocteidy Glenmark
Generics Limited, India Ha Hosoro Hwail Pharmaceutical Co., Ltd.,
Republic of Korea
131.| HANNBY®IH PO3UMH ANA H'EKLN, TOB "tOpis- YkpaiHa TOB "lOpia-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnX MmaTepianiB:BUNPaBIEHO TEXHIUHY 3a UA/14429/01/01
10 mr/mn; no 1 mn dapm” nomunky y n. 2 KIJIbKICTb AIK0YOI PEYOBVIHU TekcTy peyenmom
abono 2 mn B MapKyBaHHS BTOPVMHHOI YNakoBKW A1 BCIX BUZIB | 06'€EMIB yNakoBOK
amnyni; no 5 amnyn nikapcbKoro 3acoby, sika nonarana y Ay61t0BaHHI cnosa "MiCTUTL".
B KOHTYPHIl 3as3HayeHe BMMNpaB/IeHHA BiANOBiaE MaTepiasiaM peecTpaLiiHoro
YapyHKOBIi [0CbE
ynakosLi; no 1 a6o 2
KOHTYPHi YapyHKOBI
ynakoBKW B navv; no
1mna6bono2wmny
nonepegHL0
HanoBHEHOMY
wnpuyy; no 1 aéo 5
LINPULIB 3 rosikamu
Y KOHTYpHIiA
YapyHKOBIl
ynakosLj; no 1
KOHTYpHIli
YapyHKOBIli ynakoBLji
y naui.
132. HATPIO NMOPOLLIOK AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - - UA/15040/01/01
OKCUBYTUP (cybeTaHuis) y "dapmak” BHECEHHS 3MiH [0 BUMOT SIKOCTi BOAW, LLO BUKOPUCTOBYETLCSA Y
AT nakeTax nanepoBmx BMPOBGHMYOMY MPOLLECi, 30KpeMa: 3amiHa BUMOT [151 BOAU NUTHOT Ha
ans BUMOTW 4111 BOAMN OYULLIEHOI; 3MiHW | TUMY - BHECEHHS 3MiH B npoLuec
hapmaLeBTUYHOro BMpO6HULTBA AD| Hatpito okeubyTtunpar, 3okpemMa: onTumMisauis
3aCTOCyBaHHSA BMPOBHNYOro NPOLeCy LLUISAXOM BMNPOBAAKEHHA HE3HAYHUX 3MIH,

3aBASKM MOXMBOCTSAM 06naaHaHHsA: 1. CTagis 2. OgepxaHHs
HaTpilo oKkenbyTmpaTy, Onepauisa 2.1. OfepxaHHHA HaTpito
OKCUBYTMpATY: - BUKOPUCTAHHS B KOCTi PO34nHHMKa ETaHony 96%
(3i cknany), y BUNaaKy NpUAHSATTA PiLLEeHHS NPO BUTyYeHHS 3
BMPOGHNYOro npouecy nepepobkyM MaTOYHUX PO3UMHIB 3
OTPVMAaHHSIM CMUPTY eTUI0BOrO PEreHepPOBaHOrO; - 3aBaAHTEKEHHS B
peakTop 6yTMpPONaKTOHY B MOBHOMY 06'EMI, L0 NOTPIGHMIA Ha cepito
(3aBaHTaXEHHA HA YAaCTUHU He [iNINTLCA); - BUTYYEHHS
O0XO/IOKEHHS peakLiiHoi Macu nig Yac Big6opy Ta KOHTPO/I Npoo;
- BBE[IEHHS1 KOperyBaHHs peakLiiiHoi Macu 3a nokasHukom “pH" 3a
[0NOMOroK0 /IbOAAHOT OLTOBOT KMC/I0TM ab0 HaTPIlo rigpoKCUaoM A0
HOMiIH&/TbHOTO 3HAYEHHS; - 3amiHa iNbTPY Nif JTaMiHApPOM Ha
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
iNbTP 3aKPUTOro TUNy, BiANOBIAHO BiKMMaHHS Macu 3MIHIOETbLCSA
Ha oinbTpauito; BigcinbToBaHa Maca nicns KpucTtanisawii
NPOMMBAETLCA eTaHo/I0M 96%); - BBEAEHHA KOHTPOSIIO peakLiiHOT
Macu 3a NokasHUKoM "pH" 3 MOX/IMBICTIO KOperyBaHHs, y pasi
HeBIANOBIAHOCTI; - i3 MATOYHUKIB Bif (iNbTpaLii Ta NPOMUBKM HATpIlO
OKCMbyTupaTy Ta KyboBUX 3aUTMLLKIB BigraHsioTb CNMPT eTUI0BWI
pereHepoBaHwuii 3a HeObXiAHOCTI (faHa onepawis MoXe He
NPOBOAMTUCH Y 3B'A3KY 3 BifCYTHICTIO EKOHOMIYHOI AOLINBHOCTI). 2.
Cragisa 2. OgepxaHHs HaTpito okcnbyTtunpary, Onepauis 2.2. Cylika
nacTu HaTpito OKCUBYTUPAaTY: - BUSTYYEHHS NOAPIGHEHHS Ta
pPO3TMPaHHA NPOAYKTY KOXHY rOfMHY Mif, Yac CYLLKW y 3B'A3KY 3i
cneuudikalielo 3anponoHoBaHOro 061aaHaHHS; BUTyYEHHS
3a3HaYeHHs TPUBAIOCTI CYLLKW Y 3B'A3KY 3 TUM, LLIO NPK 3MiHi
06n1agHaHHA TPUBATICTb CYLLUKM MOXE 3MiHIOBATMUCh; - 3aMiHa
pY4HOro cuTa Ha aHasioriyHe aBTomatnsosaHe; 3. Ctagisa 3.
MepBuyHHA pereHepauia MaToYHUKa: - NEPBUHHA pereHepais
MaTo4YHMKa NPOBOAMTLCSA NPU HEOBXIAHOCTI (4aHa onepauis Moxe He
NpPOBOAMTUCH Y 3B'A3KY 3 BifCYTHICTIO EKOHOMIYHOT AOLINbHOCTI). 4.
Cragis 4. BropvHHa pereHepauis MaTo4HvKa: - BTOPUHHA
pereHepauis MaToYHMKa NPOBOANTLCA NPU HEOBXIAHOCTI (gaHa
onepawisi MoXe He NPOBOAWNTUCH Y 3B'A3KY 3 BifACYTHICTIO
E€KOHOMIYHOI A0Li/IbHOCTI)
133.| HO-NAT TabneTkn, BKpUTI TOB HB® YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis:3miHu | Tuny - 3MiHK 3a UA/17026/01/01
060s10HKo, 20 Mr; "MIKPOXIM" 0bMexeHot BHECEHO [0 IHCTPYKLiT 4519 MeANYHOro 3aCTOCYBaHHS /iKapCbkoro | peyernmom
no 10 Tabnetok y BiANOBIAA/ILHICTIO 3acoby y posginu: "®apmakonorivni snactusocti”, "Litn"
6nicTepi, no 9 HaykoBo-BMpo6HUYa (iHdhopmauisi 3 6e3nekn), "MNob6iyHI peakuii” 3rigHoO 3 iHChopmaLlieto
6nicTepiB y nauuj 3 ipma "MIKPOXIM", 040 MEAMNYHOr0 3aCTOCyBaHHA peddepeHTHOro NiKapCcbKoro 3acoby
KapTOHY YkpaiHa (lopuamyHa (PEBALNO, TabneTku, BKPUTI NNIBKOBOIO 060/10HKOI0). BBEAEHHSA
ajpeca Ta 3MiH NPOTArom 6-TU MIiCALB NiCNA 3aTBEPAXEHHS
naboparopis
hi3nKo-XiMiYHOrO
aHanisy Ta
KOHTPO/0
BUPOGHMLTBA;BUPO6
HMYa ginbHWUS (BC
cTagii BUpobHM4oro
npouecy);
naboparopis
6ionoriyHoro
aHanisy)
134 HOPBACK® Tabnetkn no 5 mr; AMNIKOH CWA Mdpaiizep Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepiaiB:3MiHu | TUMy - 3MiHK 3a UA/5681/01/01
no 10 TabneTok y toC 1 11C MeHtodek4ypuHr CLWA BHECEHO [0 IHCTPYKLUii A/ MeNYHOro 3aCTOCYBaHHS /iKapCbKoro | peyernmom
6nicTepi; no 3 abo [Joliunens MvoX, 3aco6y A0 posainis "OcobmBocTi 3acTocyBaHHA" Ta "Mob6iyHi
no 6 6nictepis y HimeuunHa peakuii” BignoBigHO A0 OHOBMEHOT iHChopMaLlii 3 6e3nekn
KAPTOHHIN ynakoBLi (BUPOGHUK, 3aCTOCyBaHHS Aito40il Ta AONOMIDKHUX PEYOBUH JTiKaPCbKOro 3acoby.
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

BiAnoBiganbHNIA 3a
nakyBaHHS,
KOHTPO/1b IKOCTi Ta
BUNycK cepii);
Mdpaiizep
dapmactoTikans
JNC, CWA
(BMPOGHMK,
BiANOBiAA/IbHWIA 32
BUPOGHMLTBO
npenapary in bulk,
KOHTpPOsb SKOCTi); P-
dapm [xepmaHi
'm6X, HimeyunHa
(BUPOGHUK,
BiAnoBiganbHNIA 3a
BVMPOGHMLTBO
npenapary in bulk,
nakyBaHHs,
KOHTPO/b AKOCTi Ta
BMNYyCK cepii)

BBefeHHs 3MiH NPOTAroM 6-Tu MiICALIB NiC/1A 3aTBEPAXKEHHS

135.

HOPBACK®

Tabnetku no 10 mr;
no 10 TabneTtok y
6nicTepi; no 3 abo
no 6 6nictepis y
KapTOHHI ynakosLii

AMNIKOH
toc 1 11C

CWA

Mdpaiizep
MeHtochekuypuHr
Loitunena rvo6X,

HimeuunHa
(BUPOGHUK,
BiANOBiAa/IbHWIA 3a
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BUNYyCK cepii);

Mdpaiizep
dapmactoTikans

NINC, CWA
(BUPOGHUK,
BiAnoBigabHNIA 3a
BVPOGHMLTBO
npenapary in bulk,
KOHTPONb AKOCTi); P-
dPapm [xkepmaHi
M6X, HimeuunHa
(BUPOGHUK,
BiANOBiAa/IbHWIA 3a
BUPOGHMLTBO
npenapary in bulk,
nakyBaHHs,

Himeuunna/
CLWA

BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK
BHECEHO [0 iHCTPYKLii 415 MeAMUYHOro 3acToCyBaHHS NikapCbKoro
3acoby Ao po3ainis "OcobmBoCTi 3acTocyBaHHA" Ta "TMo6ivHi
peaxuii” BignoBigHO A0 OHOBNEHOT iHChopMaLii 3 6e3neku

3acToCyBaHHs Ailo4oi Ta JOMOMDKHUX PEYOBMH MiKapcbKoro 3acoby.

BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBePIXKEHHS

3a
peyenmom

UA/5681/01/02
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

KOHTPO/b SIKOCTi Ta
BUMYCK cepil)

136.

OrPAHIA®

Kancynu no 75 wr,
no 7 kancyny
6nicTepi; no 2
6nicTepu y nauui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | Tuny —
BW/IYYeEHHS 3i cneyudikauii Ta metoais koHTponto A®I MperabaHiny
nokasHuka «Badkki MmeTanu»; 3mMiHu | Tuny - 3MiHN 40 METOLNKM
BMNpobyBaHHA A®I MperabaHiny 3a nokasHMkoMm «MikpobionoriyHa
4MCTOTa», a came BUYHYEHHSI BUKNAAEHHS METOANKM, NnLLe
3a/IMLLEHO BiAMNOBIAHE NOCUNaHHS Ha 3arasibHy cTtatTio Y,
KpuUTepii NPUAHATHOCTI HE 3MIHWANCS; 3MiHW | TUMY - 3MiHK A0
cneuundikanii A®I MperabaHiny 3a nokasHUKOM «OnNuUC», Lo
06yMmMOB/IEHO NpMBEAEHHAM A0 BUMoOr EP Ta gokymeHTaui
BMPOGHUKa, a caMe 3 «KpucTasliyHMiA NOPOLLOK Bif 6inoro Ao mMaixe
6in0ro kobopy» Ha «opoLLOoK 6inoro abo maiike GiNOro KobLopy»;
3MiHM | TURY - nogaHHa oHoeneHoro CEP RO-CEP 2016-189-Rev 03
ana A®l MperabaHiny Big 3aTBepmAxeHoro BupobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd. KuTaii, ik Hacnigok, cneyudikadio
Ta aHaniTUYHI METOAMKMN 3a NokasHMKamu «CynpoBigHi AOMILLKM» Ta
«3KOP» npvBeAeHi y BigNOBIAHICTb A0 BUMOT BUPOOHNKA; 3MiHN |
TMNYy - NpuBeAeHHsA cneundikaii A®I MNperabaHiny y BiANOBIAHICTb
A0 BuMmor MmoHorpadpii EP 3a nokasHukamu: «lgeHtudikadisy» -
NPOMNOHYETHLCA NPOBOAUTU NOPIBHAHHSA 3 dhapMaKkoneliHum
CTaHZapToM nperabaHiny, 3aMicTb po604oro ctaHgapTy BUPOOHUKA -
«BTpata B maci npu BMCYLLYBaHHi» BignoBigHO A0 MOHorpadii
3aMiHeHO Ha po3fin «Boga» - «KinbkicHe BU3HAUEHHSI», Ta
«EHaHTIOMepHa uncToTa» aHaniTMYHIi METOAMKM BifNOBIAHO L0
MoHorpadii - po3gin «R-i3oMep» 3amiHeHO Ha «EHaHTioMepHa
yncrota»

3a
peyenmom

UA/15217/01/01

137.

OrPAHIA®

Kancynun no 150 mr,
no 10 kancyny
6nicTepi; no 3
6nictepu y nauui

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:3MiHu | Tuny —
BW/TYYEHHS 3i cneyudpikauii Ta meTogie koHTposto A®I MNperabaHiny
nokasHuka «Badkki meTanu»; 3mMiHu | Tuny - 3MiHU [0 METOANKU
BunpobyeaHHA A®I MperabaHiny 3a nokasHukom «MikpobionoriuHa
yncToTax, a came BUNYHYEeHHS BUKNAAEHHS METOANKM, NnLe
3a/IMLLIEHO BiANOBiAHE NOCUIAHHA Ha 3arasibHy cTatTio AdY,
KpuTepii NPUAHATHOCTI He 3MIHUICS; 3MiHW | TUNY - 3MiHK A0
crneungikauii A®I MperabaHiny 3a nokasHMKoM «Onuc», Wo
06yMOB/IEHO NPMBEAEHHAM A0 BuMor EP Ta gokymeHTauji
BMPOGHUKA, a caMe 3 «KpucTasliyHmMii NOPOLLOK Bif 6inoro fo mMaixe
6inoro konbopy» Ha «lMopowok 6inoro abo maiixe 6iN1oro KoNbLoOPy»;
3MiHu | TUNYy - nogaHHA oHoBneHoro CEP RO-CEP 2016-189-Rev 03
ons A®l MNperabaHiny Big 3aTBEpAXEHOro BUPO6HMKa Zhejiang
Huahai Pharmaceutical Co., Ltd. KuTaii, sik Hacnigok, cneundikadito
Ta aHaniTU4YHI MeToaMKN 3a nokasHukamu «CynpoBifHi OMILLKA» Ta
«3KOP» npuBeAeHi y BigNoBigHICTb A0 BUMOT BUPOOHNKA; 3MiHN |
TMNy - NpuBeAeHHs cneundikalii A®I MNperabaHiny y BiANOBIAHICTb

3a
peyenmom

UA/15217/01/02
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

[0 BUMOr MoHorpadii EP 3a nokasHukamu: «lgeHtudikauis» -
NPOMOHYETHLCS NPOBOANTY NOPIBHAHHSA 3 dapMakonenHum
CTaHAapToM nperabaHisny, 3amicTb pobo4yoro crtaHgapTy BUPOOHMKA -
«BTpaTa B maci npy BUCYLLYBaHHi» BifnoBigHO A0 MOHOrpadii
3aMiHEHO Ha po3ain «Boga» - «KinbkicHe BU3HAYEHHS», Ta
«EHaHTiOMepHa YMCcToTa» aHasTiTUYHI MEeTOAVKY BiANOBIAHO A0
MoHorpadii - po3gin «R-i3oMep» 3amiHEHO Ha «EHaHTiOMepHa
yncrora»

138.

OrPAHIA®

Kancynu no 300 mr;
no 10 kancyny
6nictepi; no 3
6nicTepy y nauui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | Tuny —
BWIYYeEHHS 3i cneyudikauii Ta metoais koHTponto A®I MperabaHiny
nokasHuka «Badkki MmeTanu»; 3mMiHu | TMny - 3MiHM 40 METOLNKM
BMNpobyBaHHA A®I MperabaHiny 3a nokasHMkoMm «MikpobionoriyHa
4MCTOTa», a came BUYHYEeHHSI BUKNAAEHHS MeTOAMKM, NnLLe
3a/IMLLEHO BiAMNOBIAHE NOCUNaHHS Ha 3arasibHy cTtatTio Y,
KpuUTepii NPUAHATHOCTI HE 3MIHWANCS; 3MiHW | TUMY - 3MiHK A0
cneundikanii A®I MperabaHiny 3a nokasHUKOM «OnNuUc», Lo
06yMmMOB/IEHO NpMBEAEHHAM A0 BUMoOr EP Ta gokymeHTaui
BMPOGHUKa, a caMe 3 «KpucTasliyHMiA NOPOLLOK Bif 6inoro Ao mMaiixe
6in0ro kobopy» Ha «opoLLOoK 6inoro abo maiike GiNOro Kobopy»;
3MiHM | TURY - nogaHHa oHoeneHoro CEP RO-CEP 2016-189-Rev 03
ana A®l MperabaHiny Big 3aTBepmxeHoro BupobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd. KuTaii, ik Hacnigok, cneyudikadiio
Ta aHaniTUYHI METOAMKMN 3a NokasHMKamu «CynpoBigHi AOMILLKN» Ta
«3KOP» npvBeAeHi y BigNOBIAHICTb A0 BUMOT BUPOOHNKA; 3MiHN |
My - NpuBeAeHHsA cneundikaii A®I MNperabaHiny y BiANOBIAHICTb
A0 BuMmor moHorpadpii EP 3a nokasHukamu: «lgeHtudikavis» -
NPOMNOHYETHLCA NPOBOAUTU NOPIBHAHHSA 3 dhapMakoneriHum
CTaHZapToM nperabaHiny, 3aMicTb po604Ooro ctaHaapTy BUPOOHUKA -
«BTpata B mMaci npu BMCYLLYBaHHi» BignoBigHO A0 MOHOrpadii
3aMiHeHO Ha po3fin «Boga» - «KinbkicHe BU3HAUEHHSI», Ta
«EHaHTIOMepHa uncToTa» aHaniTMYHIi MEeTOAMKM BifNOBIAHO A0
MoHorpadii - po3gin «R-i3oMep» 3amiHeHO Ha «EHaHTioMepHa
yncrota»

3a
peyenmom

UA/15217/01/03

139.

O3YPJEKC®

iMnnaHTar gns
iHTpaBiTpeasibHOro
BBefleHHs, 700 MKr,
no 1 annikatopy, Lo
MICTUTb iMNIaHTaT,
pasom 3 nakeToMm-
nornnHa4yem Bosoru,
y NakeT i3 onbru;
no 1 nakety i3
ho/1br1 B KAPTOHHIi

AnnepraH
dapmachboTi
Kan3
Ipnangis

Ipnangis

AnnepraH
dapmacbioTikans
Ipnangis

Ipnangis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis:3MiHu Il TMny - 3a
pesynbTaramu ekcnepTv3n HafaHux martepianis BCTAHOB/IEHO, LLO:
3aABHUKOM HaJaHO AeTaslbHUiA ONWUC CUCTEMM yNpaBAiHHA pu3vKammn
y BUrNsAji oHoBNEHOro MnaHy ynpasniHHA pusnkamu sepcis 10.0 gns
nikapcbkoro 3acoby O3ypaekc®, iMnnaHTart 45 iHTpaBiTpeaslbHOro
BBefeHHs, 700 Mkr; no 1 annikaropy, WO MICTUTb iMNaaHTar, pasom
3 MaKkeToM-MNoriMHa4Yem BOsOory, y nakeT i3 chonbru; no 1 nakety i3
(00NIbIM B KAPTOHHI KOPOOL,i. 3MiHM BHECEHO A0 YacTuH: Il
"Cneundpikauis 3 6esnekun”, lll "MnaH 3 papmakoHarnagy”, V
"3axoau 3 MiHiMisauii pu3ukis", VI "Pe3toMe nnaHy ynpasniHHs

3a
peyenmom

UA/12292/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
KopoobLi pr3nkammn" BiANOBIAHO 10 OHOB/EHOI iHhopmaLii 3 6e3neku AitoUoil
peyoBunHM, Ta 3rigHo 3 Guideline on good pharmacovigilance
practices (GVP) Module V — Risk management systems (Rev 2)
140., OKCOI/IH- Masb, 2,5 mr/r; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB:BUNPaBIEHO TEXHIUHY 6e3 UA/6926/01/01
AAPHULUA ry Ty6i; no 1 Ty6i B "papmaueBT "®apmMaueBTNYHa NOMWJ/IKY Y TEKCTi MapKyBaHHS BTOPMHHOI YNakoBKU NiKapcbKoro peyenma
nauuj nyHa dipma hipma "OapHuus” 3acoby: 3aTBepaxeHo: 3. MEPE/IK JOMNOMBDKHUX PEYHOBUH
"NapHuus" [LonomixHi peyoBMHU: kucnoTa 6eH3oiiHa (E 210), nonokcamep,
Makporony uetocteapunnosuii edpip, CNMpT LLETOCTeapuIoBuii, onis
MiHepa/ibHa, napadiH, NPoNiNeHrNiKob. 3anponoHoBaHo: 3.
MEPENIK JOMOMDKHNX PEHOBWH [lonoMixHi pe4oBuHU:
Kncnota 6eHsoiiHa (E 210), nosiokcamep, makporony
LeTocTeapuioBuii ecip, CNMPT LeTocTeapunoBuii, napadiH pigkui,
napadpiH TBepAniA, NPONINEHriKob. 3a3HauyeHe BUNPaBIEHHS
BignoBigae marepiasiam peecTpauiiHoro 4oCbe
141. ONNA30/1b® aepo3o/ib, Mo 60 ry AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu Il Tuny - 3miHun 6e3 UA/0790/01/01
6as10Hi 3 KnanaHom 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHa BUPOOHUKa peuyenma
6e3nepepBHoOI 4il; no BWXiAHOTrO/NPOMIXXHOr0 NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
1 6anoHy 3 BMpOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUMKa (BK/TOYatouu, ae
HacafKow Ta Heob6XiAHO, MicLe NPOBEeAEHHSI KOHTPOIO AKOCTI) AdI (3a
3aXUCHUM BiACYTHOCTI cepTudikaTa BignoBiAHOCTI E€Bponelicbkili hapmakonei y
KOBMa4YkoM B nauui 3 3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOrO BUPOGHUKa AdI 3
KapToHY HafiaHHAM mMacTep-thalina Ha A®I) - BBeJeHHA aflbTepHaTUBHOIO
BMpo6HUuKa ans Al Kncnotu 6opHoi «Sujata Chemicals», IHgis
3arBepakeHo: 3AT «'XK Bop», Pocis 3anponoHoBaHo: 3AT «I'XK
bop», Pocis; «Sujata Chemicals», [Hais
142 ONA30/b® aepo30sb, N0 60 ry AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/0790/01/01
6asoHi 3 K1anaHoMm AaMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micust | peyernma
6e3nepepBHOI 4ii; No NPoBaPKEHHSA AiS/IbHOCTI BUPO6HMKA (BK/THOYAt0UM, 3a HEOOXIAHOCTI,
1 6anoHy 3 MiCLie NpoBeAEeHHS KOHTPOJTIO SIKOCTi), ab0 BacHvKa macTtep-ghaina
Hacafikow Ta Ha A®I, abo noctavasibHuKa Ad®l/BuxigHoro
3aXUCHUM martepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
KOBMaykoM B nauvj 3 BMPOGHMLTBI AP (KO 3a3HAYEHO Y JOChE Ha Nikapcbkuii 3acib) 3a
KapToHY BiICYTHOCTi cepTudpikaTa BiANoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CbE, 260 BUPOGHMKA HOBOT AONOMDKHOT PEYOBUHM
(AKLLLO 3a3HAYEHO Y A0CbE) - 3MiHA HAaliMeHyBaHHS1 BUPO6HMKa Aito4oT
peyoBuHU XnopamdpeHikony. 3aTBepmkeHo: «Northeast General
Pharmaceutical Factory», Kutaii; 3anponoHoBaHo: «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii.
143.| ONTAP® 4MI" | Tabnetky no 4 mr no BEPIH- HimeuuunH A. MeHapiHi ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:3miHu | Tuny - 3a UA/6108/01/04
30 Tabnetok y XEMI Al a MaHyhakTypiHr BMPOBa/KEHHA a/lbTEPHATUBHOT METOAUKN BUNPOOYBaHHA 3a peyenmom

6nicTepi; no 1
6nictepy B
KapTOHHI Kopoo6Lli

J1oricTike eHp,
Cepsicec C.p.J1,,
ITanis (Bupo6HMLTBO

NMOKa3HUKOM «PO3YMHEHHS» MeTogoM BEPX. BBeeHHS 3MiH
NPOTArom 6-TW MIiCALIB 3 AaTW 3aTBEPIKEHHS; 3MiHW | TNy -
BMPOBAa/KEHHSI a/ibTEPHATUMBHOI METOAMKMN BUNPOBYBaHHS 3a
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
"in bulk", nakyBaHHs, NOKa3HWKOM «CYMYTHI AOMIiLLKM» MeToaoM BEPX. BBeieHHs 3MiH
BUMYCK cepii); A. NpoTArom 6-Tn MICALIB 3 faTW 3aTBEPMKEHHS; 3MiHN | TUny —
MeHapiHi BNPOBa/PKEHHA a/lbTEPHATUBHOI METOAVKM BUNPOGYBaHHA 3a
MaHyakTypiHr NoKa3HNKaMy «KifibKiCHe BU3HAYEHHS» Ta «OAHOPIAHICTb OANHULL
NoricTikc enp, [03yBaHHA» MeTogoM BEPX. BBeAeHHS 3MiH NpOTArom 6-Tu micsuis
Cepsicec C.p.J1., 3 laTn 3aTBEPMKEHHS; 3MiHW | TUNY — BAOCKOHA/IEHHS METOANKM
ITanis (KOHTpO/ib BUNPOBYBaHHSA ifeHTMiKaLii, a caMe 3aMiHa METOAMKN BU3HAYEHHS
cepii); fomne ineHTudikauii 3 TLX Ha BEPX/Y® 3 giogHO-MaTpyyHUM OeTeKTOpOM
dapmaueyTiui (AM). BBeAeHHS 3MiH NpoTArom 6-Tu MicsuiB 3 gatn
C.n.A, Itania 3aTBEPKEHHS; 3MiHU | TUNYy — nogaHHA oHoBrieHoro CEP Ne R1-
(koHTpOnb cepii) CEP 2006-243-Rev 03 gna A®I rnimenvpuny Bif 3aTBEPAKEHOIO
BMpo6Huka SV PRIVATE LIMITED IN (3atBepgxeHo: R1-CEP 2006-
243-Rev 02); 3MiHu | TUNY — BUYYEeHHS 3i cneuudikauii Ha TepMiH
npugaTtHocTi 13 nokasHuka — Aomilika kapbamaTt. BBegeHHS 3MiH
NpOTArom 6-Tn MicALiB 3 faTN 3aTBEPKEHHS
144. ONTAP® 6MI’ | TabneTtky no 6 mr no BEPIH- HimeuuunH A. MeHapiHi ITanis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:3miHu | Tuny - 3a UA/6108/01/05
30 Tabnetok y XEMI Al a MaHythakTypiHr BMPOBaKEHHS a/lbTEPHATUBHOT METOAUKN BUNPOOYBaHHA 3a peyenmom
6nicTepi; no 1 JloricTikec eHp, NOKa3HNKOM «PO34YMHEHHSA» MeTodoM BEPX. BBefeHHA 3MiH
6nictepy B Cepsicec C.p.J1,, NPOTArom 6-Tu MiCALIB 3 AaTW 3aTBEPKEHHS; 3MiHW | TRy -
KapTOHHI KOpoo6Li ITanis (BMpo6HMLTBO BMPOBaKEHHS a/lbTEPHATUBHOT METOAUKN BUNPOOYBaHHA 3a
"in bulk”, nakyBaHHs, NOKa3HNKOM «CYMYTHi AOMIiLLKM» MeTogoM BEPX. BBeeHHsA 3MiH
BMNycK cepii); A. NpOTArom 6-Tv MIiCAILIB 3 AaTy 3aTBEPKEHHS; 3MiHN | Tuny —
MeHapiHi BMPOBaKEHHS a/lbTePHATUBHOT METOAUKN BUNPOOYBaHHSA 3a
MaHyakTypiHr NOKa3HNKaMy «KiNibKiCHe BU3HAYEHHS» Ta «OAHOPIAHICTb OAVHULb
JoricTikc eHpg, [03yBaHHs» MeToom BEPX. BBeieHHsi 3MiH NpoTAromM 6-t1 micslis
Cepsicec C.p.J1,, 3 ATV 3aTBEPLKEHHS; 3MiHU | TUNY — BAOCKOHaIEHHS METOAMNKN
ITanis (KOHTpoOsib BMNpoOYBaHHSA iaeHTudikaLii, a came 3amMiHa METOAUKN BU3HAYEHHS
cepii); Jomne ineHTudikayii 3 TLWX Ha BEPX/Y® 3 fiogHO-MaTpuyHUM AETEKTOPOM
dapmaueyTiui (AMJ). BBeaeHHs 3MiH NpoTArom 6-Tu micsuis 3 gatn
C.n.A, Itania 3aTBepKeHHS; 3MiHu | Tuny — nogaHHA oHosnieHoro CEP Ne R1-
(koHTpONb cepii) CEP 2006-243-Rev 03 ana A®| rnimenvpuny Big, 3aTBEpKEHOT0
BMpo6Huka SV PRIVATE LIMITED IN (3atBepgxeHo: R1-CEP 2006-
243-Rev 02); 3MiHu | TUNY — BUTYYEHHS 3i cneuudikauii Ha TepMiH
npuaatHocTi 13 nokasHuka — fAoMilka kapbamat. BBegeHHs 3MiH
NpoTArom 6-T1 MicALIB 3 AaTU 3aTBEPAKEHHS
145., oM30n NOpPOLLOK A/1A OPIrAHOCU OAE BMPOGHULITBO 3a Moptyranis/ BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/17079/01/01
po3UnHYy AN H NOBHUM LIMK/TOM: TypeuunHa AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
iHdpysin, 40 mrno 1 NAN®CAEH Coghapimekc — 3as1BHMKA (B/1AaCHMKA PEECTPALIAHOrO NOCBIAYEHHS) - 3MiHa
a6o no 10 chnakoHis Ch3 (E® IHaycTpia Kimika e HallMeHyBaHHS 3asiBHMKa.
3 NOPOLLKOM Y 3ETI) dapmacbloTika,
Kopoo6ui C.A., MopTyranis;
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS:
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
LEBA XongiHr Ei.
Ec., TypeyunHa
146., ONATAHOJN® | kpanni ouHi, 1 Hosapric LLiBeiuapi AnkoH Kysi, C.A., Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiB:3MiHu | TUMY - 3MiHK A0 3a UA/4986/01/01
Mmr/mn; no 5 mny ®apma Al ] IcnaHis; AnKoH- MeToZiB KoHTponto 13, a came fo metony «BEMET-00484» ansa | peyenmom
dhNakoHi- KyBpbop KifIbKICHOTO BM3HauYeHHs ononataavHy (y BUrasgi rigpoxnopugy) ta
KpanesnbHuyi “Apon- CyNyTHiX pe4yoBUH 3a gornomorot BEPX, a Takox pefakLiiiHi npaBku
TeiitHep®"; 1 abo 3 0o po3sgainy 3.2.P.5.2. AHanitnuHi metoauku Ta 3.2.P.5.3. Banigauis
dhnakoHu- aHaniTMYHNX MeToarK (BUAaneHo y3arasibHeHU ON1C METOAVK ANs
KpanesibH1Li B YHUKHEHHS fy61t0BaHHS iHdhopmalLii)
KOpobLi 3 KapTOHY
147.| OPBIKC TabneTku, BKpUTI OPIrAHOCU OAE AnoTekc IHK. KaHapga BHECEHHS 3MiH 40 peecTpaviiHnx matepianis: 3MiHu | Tuny - 3a UA/14168/01/01
NnNiBKOBOKO H AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
060710HKot0, No 500 NAVIOCAEH 3asBHUKa (BNaCHKKa peecTpauiiHoro NocBig4eHHs) 3miHa
Mr: M0 8 Tab/neToK y Cn3 (E® HaliMeHyBaHHS 3asiBHMKA.
6nicTepi; no 1 3ET 1)
6nictepy B
KapPTOHHI KOpoOU;i
148. OPBIKC TabneTkun, BKpUTI OPIrAHOCU OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/14168/01/02
nAiBKOBOO H AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060M10HKOI0, N0 1000 | JIAPCAEH 3asBHUKa (BNacHVKa peecTpaLiiHoro NocBig4YeHHs) 3MiHa
Mr: no 3 TabneTkm B Ch3 (E® HallMeHyBaHHS 3asiBHMKa.
6nicTepi; no 7 3ET 1)
6nictepiB y
KapTOHHI Kopoo6Lli
149.) OPHIOA30/N- | po3uvH ans iHdysin, | ToeBapucTeo YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/16647/01/01
HOBO®APM 5 mr/mn no 100 mny 3 0bMexeHot Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy - 3MiHM BHECEHO | peyerimom
nasawui; no 1 06MeXeHo BiANOBIAA/ILHICTIO B N. 17 TEeKCTy MapKyBaHHS ynakoBKW NikapCbKoro 3acoby Loao
nAAWU y nayyi Bignosigasb thipma "Hosochapm- HasBHOCTI rpadiuHmx 306pakeHb (BKIKOYatoumn norotvn). BeegeHHs
HicTio chipma BiocuHTes" 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepKeHHS
"HoBothapm-
biocuHTes"
150., OTUHYM Kpanni ByLwHi, 0,2 r/r MEJA HimeuuunH Ai-Ci-EH MNonbda MonbLia BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/1364/01/01
no 10 r y dp1akoHi; dPapma a XKewys AT oo 6e3sneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenma
no 1 donakoHy B M6X eHa 3MiHV A0 y3araslbHEHUX AaHuX NMpPo cucTemy dpapmakoHarnsgy
KapTOHHii KOpo6Lli Ko. KI (BBEAEHHSA Yy3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroun KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
INponoHoBaHa peaakuis — Dr Eiko Soehlke, MD MPH. 3miHa
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

KOHTaKTHUX AaHuX YNoBHOBaXEHOT 0CO6U, BiANOBigaNbHOI 3a
hapMakoHarnag. 3mMiHa KOHTaKTHUX SAaHUX KOHTaKTHOI 0cobu
YNOBHOB&XEHOI 0c06W, BiANOBIAANLHOI 3a hapMakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMmKeHHss MacTep-aiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
chapmakoHarnsgy

151.

OTPUBIH
EKCTPA

cnpeli HasaNbHWUIA,
n[o30BaHuii no 10 mn
y thnakoHi 3
[03y0UnMm
NPUCTPOEM; no 1
hnakoHy B
KapTOHHI nayui

rCK
KoHcblomep
Xenckep
C.A.

LLisefuapi
a

'CK KoHcblomep
Xenckep C.A.

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | Tuny - 3MiHK
Loao 6e3nekn/edpeKTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iiCHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobu 3 hapmakoHarnsgy 3asiBHUKa
OnA 3jicHeHHs hapMakoHarnsay B YkpaiHi, AKL0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0c06M 3aABHUKA, BiAMnoBigabHOI 3a
thapmakoHarnag:

MponoHoBaHa pefakyis — [p. MeHc-Ynbpix LTermanH / Dr. Jens-
Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu, BignoBiganbHOI 3a hapMakoHarnsg. 3miHa Homepy Ta
MiCLie3HaxoMKeHHs1 macTep-haiina

6e3
peyenma

UA/13560/01/01

152,

O®JTIOKAIH-
DAPHNLA®

Masb no 15 r a6o no
30 ry Ty6i; no 1 Ty6i
y nauyi; no 500 r
a6o no 1000 ry
6aHkax

MpAT
"papmavresT
n4yHa dipma

"fapHuus”

YkpaiHa

MpAT
"®apmMavleBTnYHa
ipma "fapHuus”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny -
BUYYEHHSA BUPOOHMKA Aito40i peyoBuHM JligokaiHy rigpoxnopug,
Delta Synthetic Co., Ltd., Taiwan; 3miHu | Tuny - 3miHa y
cneuudikayii Ta metogax BunpobyBaHHA A®I, a came pepakuiiHi
npaskn A0 NOKa3HUKIB : «laeHTudikauia A», «laeHTudikauis B»,
«lgeHTudpikauis C», «Mpo30opicTb PO3UnHY», «pH pO3UMHY>»,
«CynpoBigHi AoMmilkn», «Boaa», «MikpobionoriyHa uncrora»,
«KinbkicHe BU3HAYEHHS», «3a/TULLKOBI KifIbKOCTi OpraHiyHnx
PO34UMHHKKIB». B MKHA ans BXiAHOTO KOHTPO/IH0 BpaxoBaHO
YTOYHEHHS Ha3BM Aito40i peyoBrHY (6e3 3MiHW AiloU0T PeYOBUHN)
BiNOBIAHO A0 E€Bponelicbkoi Papmakonei; cynyTHS 3MiHa - 3MiHN 3
AKOCTi. A®I. KoHTposb A®I. 3MiHa y napameTpax cneumdikaui
Ta/abo [oNyCTUMUX MeX, BU3HAUYEHNX Y cneumndikauiax Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pPeareHT, Lo BUKOPUCTOBYOTLCS Y
npoueci BupobHuuTea A®l; 3miHK | TUMY - BUNYYEHHS HE3HAYHOTO
nokKasHuka siKocTi 3i cneumdikauii A®l, a came T. «Baxkki MeTasin»;
3MiHU | TUMY - BUYYEHHA HE3HAYHOrO MOKa3HMKa SKOCTi 3i
cneumngikauii A®l, a came T. kAHOMa/IbHa TOKCUYHICTb»

3a
peyenmom

UA/7088/01/01

153.

NAKCuUa™

TabneTkun, BKpUTI
060/10HKO0, 10 20

nakcoCmit
KnsiiH

Benwvka
BpuTtaHis

nakcoCmiTKnsiiH
PapmacbioTrKan3

MonbLua

BHECEHHS 3MiH [10 peecTpaviiiHix MmaTepianiB:3miHu | Tuny - 3MiHK
woao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo

3a
peyenmom

UA/8573/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
mr; no 14 TabneTok Ekcnopt C.A. 3MiHU [0 y3ara/lbHEHVX AaHMX NPo cuctemy hapmakoHarisay
y 6nictepi; no 2 Nimiteq (BBEAEHHSA Y3arasibHEHUX JaHUX MPO cuctemy hapmakoHarnagy,
6nictepn y 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KapTOHHI KOopoo6Li hapMakoHarnagy; KOHTakTHoOI 0cobu 3 thapmakoHarnsgy 3asBHuKa
ONA 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLWO0 BOHA BigMIHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pefakuis — [p. MeHc-Ynbpix LTermanH / Dr. Jens-
Ulrich Stegmann, MD. 3MiHa KOHTaKTHMUX AAHUX YNIOBHOBA&XEHOI
ocobwu, BignosiganbHOI 3a hapMakoHarnsag. 3miHa Homepy Ta
MiCLie3HaxXoMKeHHs macTep-hainna
154. NAHTEHON Tabnetkn no 100 mr, | TOB «MIBE YkpaiHa mi6e Mv6X HimeyunHa BHECEHHS 3MiH 40 peecTpaviiiHux MaTepiasiB: 3MiHa 3asBHUKa 6e3 UA/11523/01/01
no 20 a6o 50, abo YKPATHA» ApuHaiimitTTens (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big peyenma
100 TabneTok y 23.07.2015 Ne 460). 3MiHn | TURy - 3MiHN LWOAO
CK/IAHOMY (DJ1aKOHi; 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
no 1 conakoHy B [0 y3aranibHeHNX AaHnx Npo cucteMy hapmakoHarnagy (BBefeHHs
KapTOHHIN navuj y3araJlbHeHUX gaHux npo cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 chapmakoHarnsgy 3asBHUKa
Ons 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLWO0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
po3milLeHHi macTep-ghaiina cuctemmn hapmakoHarnsagy). 3miHa
YMOBHOBaXeHOT 0c06M 3aABHUKA, BiAMnoBigabHOI 3a
thapmakoHarnsag. Aitoya pegakuis: Petra Gerecke. NMponoHoBaHa
pegakuis: Heuaii Mapisi MNaBniBHa. 3MiHa KOHTAKTHUX JaHWX
YMOBHOBaXeHOT 0c06M 3aBHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnag. 3miHa MicLsa 3AiiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxomkeHHs1 MacTep-haiina Ta iioro
Homepa.
155.) MAPOKCETW | TtabneTku no 20 mr, Megpokemi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianiB:3MiHv | TUMNy - 3MiHK 3 3a UA/1498/01/01
H no 10 TabneTtok y nTa (3aBog AZ) SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. KOHTPO/Ib TOTOBOrO NiKapCbKoro | peyenmom
6nicTepi; no 3 3aco6y. 3miHa napameTpis cneyudikaLiini Ta/abo fonyCTUMUX MEX
6nictepu y rOTOBOrO /1iKapCbKOro 3acoby - NpuBeAeHHS NepioanYHOCTI
KapTOHHI KOPOOLi KOHTPO/T0 3a NoKasHMkom “"MikpobiofioriyHa uictora” Ao
peecTpauiiiHux maTepiasiB BUpobHMKa: MikpobiosioriyHMii KOHTPOsb
He € PyTUHHUM TECTOM: TeCT NMPOBOAMUTLCA Ha KOXHIl 10-1i cepii abo
KOXHi 6 MicsiLiB, B 3a/1€)KHOCTI Big, TOro, W0 HacTaHe paHile
156., MAPOKCETW | ta6netku no 20 wmr, Megokemi Kinp Mepokemi NTA Kinp BHECEHHS 3MiH [10 peecTpaviiiHix MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/1498/01/01
H no 10 TabneTtok y nTa (3aBog AZ) BHECEHO B IHCTPYKLit0 4151 MEANYHOIO 3aCTOCYBaHHSA MiKapCbKOro | peyenmom

6nicTepi; no 3

3aco6y Ao po3ainy "MobiyHi peakuii” BignoBigHO A0 OHOBIEHO
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
6nictepn y iHhopmaLii 3 6e3nekn 3acTocyBaHHA Ajt040l PeYOBUHY iKapCbKOro
KapTOHHI KOpoo6Li 3ac06y ( WwoA0 pO3BUTKY MIKPOCKONIYHOIO KOMITY). BBEAEHHS 3MiH
npoTArM 3-xX MiCALIB 3 AaTh 3aTBEPKEHHS; 3MiHU | TNy - 3MiHN
BHECEHO B IHCTPYKLUi0 AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby A0 po3ginis "OcobmBOCTi 3aCTOCYBaHHS", "3acTOCyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpygato”, "Mob6iyHi peakuii*
BIAMNOBIAHO 4O OHOBNEHOT iHGhopMaLi 3 6e3nekn 3aCTOCyBaHHs
L0401 PEYOBMHN NiKapCbKOro 3acoby (oo 36iNbLUEHHS PU3NKY
PO3BUTKY NICMSANOMOroBOi KPoBOTEYi). BBEAEHHS 3MiH NpOTArom 3-x
MicAILiB 3 AaTu 3aTBepKEHHS
157., NAPOKCUH TabneTku, BKpUTI TOB YkpaiHa TOB "®apma CrapTt" YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHn | Tuny — 3a UA/3184/01/01
nNiBKOBOKO "ACIHO BBEJEHHS NepiognuyYHoOCTi KOHTpOoo /13 3a nokasHUKOM peyenmom
060/10HKO0, N0 20 YKPAIHA"

mr; no 10 TabneTtok
y 6nictepi; no 3 abo
6 6nictepiB y
KapTOHHI nayui

«Mikpob6iosioriyHa YncToTa», a came KOHTPO/Ib 3AIACHIOETLCA Ha
nepLuii cepii y poui Ta He pifLue, HiX Ha KOXHIW 5 cepil; 3miHun | Tuny
- 3MiHX 40 METOAVKN BUNPO6YBaHHA /13 3a NOKa3HMKOM
«CynpoBiZHi AOMILLKW», WO 06yMOBNEHI OHOBMEHHSIM MOHOTrpadii
EP Paroxetine Hydrochloride Hemihydrate. B moHorpacii, BugaHHs
10.5, Bigbynucsa 3MiHN y po3aini «CynpoBifHi AOMILLIK/», a came
3MiHEHO NPUrOTYBaHHSA PO34MHY NOPIBHAHHSA (D) i3 BUKOpUCTaHHAM
iHLLIOT HaBaXXKM CTaHA4ApPTHOro 3pasky Paroxetine for system
suitability; 3miHu | Tvny - 3MiHa y 3aTBEpPAXEHI MeToAWLj
BUNPO6YBaHHSA /13 3a NOKa3HUKOM «KisibkiCHe BU3HAYEHHS», a came
3amiHa aHaniTmyHoi KonoHkn Shherisorb C6 Ha Zorbax TMS,
npviBeEeHHA KOHLeHTpaL,il NapoKCeTUHY y BUNPOOYBaHOMY PO34MHI
[0 BifnoBigHOT KOHLEHTpaLiT y pO34MHi NOPIBHAHHSA, & TakoX 3MiHN
naneposux PibTPIB CUHA CTPiYKa Ha MembpaHi inbTpy 3
ndiameTtpom nop 0,45 MKM; 3MmiHu | Tuny - 3 po3giny 3.2.P.5.1.
Cneuumdpikanis Bu1yyYeHo cneuudikalito An18 KOHTPO/Io TabneTok
Hepo3dhacoBaHux Ta /13 NpoTAroM BUBYEHHS CTaGi/IbHOCTI,
3a/mLeHo cneuudpikauii nuwe gna 13 Ha BUNycK Ta NpoTAromM
TePMiH NPUAATHOCTI; 3MiHW | TUNY - BUNYYEHHS NOKa3HMUKa
«TPaHyNOMETPUYHUI CKNag» 3 PO3LiNiB PEECTPaLiHOIO AOChE
3.2.P.3.4. KOHTpO/b KPUTUYHKX CTaAji | NpOMiXHOT NpoAayKuii Ta
3.2.P.3.5. Banigauis npouecy Ta/abo oro oLiHka, Lo NoB’si3aHo 3
TUM, L0 AaHWi NOKa3HWK 6yB BHECEHW MOMUNIKOBO. [Mpouec
BMPOGHMLTBA J13 BiAGYBAETLCA 3 BUKOPUCTAHHAM METOZAY NPSMOro
npecyBaHHs, TakuM YNHOM KOHTPO/IIOBAHHA MOKa3HMKa
«rPaHyNOMETPUYHWNIA CKNag» He € TEXHOMOTYHUM NOKa3HUKOM A/1s
Macu s TabneTtyBaHHs; 3MiHW | TUMY - YTOYHEHHS iHdbopMaLii
CTOCOBHO HaHECeHHs1 HOMepy cepii Ta TepMiHy NpMAATHOCTI Ha
cTagiax «PacyBaHHA» Ta «lakyBaHHS», L0 06YMOBIEHO
TEXHOJI0TYHOI MOX/IUBICTIO HARHECEHHSI HOMEPY cepil Ta TepMiHYy
NpUAATHOCTI — METOAOM APYKY B JONOBHEHHS 10 METOAY HaHECEHHS

BIAATUCKY, WO cTOCYeTbCA po3ginis 3.2.P.3.3. Onuc BUpo6HMYOro
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
npoLiecy Ta KOHTpOsIo npotecy., 3.2.P.3.4. KOHTPO/Ib KPUTUYHUX
cTagii i npoMixHoi npogykuii, 3.2.P.3.5. Banigauis npouecy ta/abo
oro ouiHka; 3MiHn | TUny - 3aTBepxeHHs MKSA /13 ykpaiHCcbKoto
MOBOIO
158.| MEPIFOBEPIC | nopoluok Ta Apec LLisefuapi Mepk CepoHo C.A,, LLiBeiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3MiHu | TUny - 3MiHn 3 3a UA/10624/01/01
® PO3YMHHWK AN TpengiHr A BiAAINEHHA Y M. AKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHA peyenmom
pO34nHYy AN C.A. O60OHH iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOJIH0 SIKOCTI
iH'ekuin; 1 abo 3 roTOBOrO MikKapCbKoro 3acoby (3amiHa abo fogaBaHHA AiNbHUL, Ha
hnakoHu 3 AKil 34IAICHIOETLCSA KOHTPO/L/BUNPOBYBaHHSA cepii) - 3miHa
MOPOLLKOM Y NpoOBOANTLCA A5 36iNbLUEHHS BUPOGHUUMX MOTYXXHOCTEeW Ta

KomnekTi 3 1 a6o 3
chnakoHamu 3 1 mn
po3uMHHYKKa (Boga
A8 iH'ekuin) y
KOHTYpHIli
YapyHKOBIl
ynakosLj; no 1
KOHTYpHIli
YapyHKOBIli ynakoBLji
B KOpoo6uj; 5
hnakoHiB 3
MOPOLLKOM Y
KOMMekTi 3 5
hnakoHamu 3 1 mn
po3unHHYKKa (Boga
ANs iH'eKuin) y
KOHTYpHIli
YapyHKOBIl
ynakoBsLi; no 2
KOHTYPHIi YapyHKOBI
ynakoBKM B KOpOOLLi

NiABULLEHHS THYYKOCTI BUPOGHMLTBA. HOBUIA BUPOGHUK
BMKOPUCTOBYE Ti X cami crieundikaLii Ta MeToAn KOHTPOJIHO SAKOCTI
PO34MHHYKa, LLIO BiANOBifa0Tb BUMOram €sp.dapm., Lo i
3apeecTpoBaHuii BUpobHuKk Mepk CepoHo C.A., BiAAINEHHSA Y M.
OG60HH, LUBeliuapis. 3miHu | TNy - 3MiHW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHM Y NPOLLECi
BMPOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby, BKAUAUM NPOMDKHUM
NPOAYKT, L0 3aCTOCOBYETHCSA NMPU BYUPOOHULTBI FOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci BUpOO6HULTBA) -
3MiHM y NpoLeci BUPOOGHNLTBA, a CaMe YTOYHEHHSI YMOB
BMPOGHMLITBA HA 060X BUPOBHNUMNX AiNIbHALAX PO3UNHHMKAE,
(3aTBEpPAXKEHO: TEMMepaTypa AeniporeHisauii dpnakoHis 335 °C,
3anponoHOBaHO: Temneparypa geniporeHisauii gonakoHis 300 °C), a
TakKoX pegakuiiHa npaska: y 6/10k-CxeMi BUPOOHMLTBA Ta ONKCI
BMPOGHMLTBA LLOA0 eTaniB nonepeHbOT cTepunisadii npo6ok
chnakoHiB ramma-B1NPoMiHIOBaHHAM (He MeHLwe 2,3 klpeit) Ta
MapKyBaHHS, L0 NPOBOAATLCA Ha AinbHuLI Mepk CepoHo C.A.,
BiaAineHHs y M. O60HH, LUBeiiuapis. 3miHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM y BUPOOHULTBI. 3amiHa abo
BBe/leHHs 0AATKOBOT AibHULL BUPOBHMLTBA /151 YaCTUHN abo
BCbOr0 BMPOBOHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(@inbHUUSA, Ha AKiN NpoBOAATLCA ByAb-AKi BUPOOHUUI cTagjl, 3a
BUHATKOM BUMYCKY Cepii, KOHTPO/IIO AKOCTI Ta BTOPMHHOIO NakyBaHHS
ONs1 CTepUNbHUX NiKapCcbkux 3acobiB (BKIOYAKYM BUPOOG/IEHI
acenTUYyHYM METOAO0M), KpiM Nikapcbknx 3acobiB
6i0/10r4YHOr0/iIMyHO/TOFYHOTO MOXOKEHHS) -
[lofaBaHHs anbTepPHATVBHOIO BUPOOHMKA PO3UMHHKKA, AKUI
BiANOBIAAa€e 3a BUPOGHMLTBO, BK/IKOYAOUM NMEPBMHHE NakKyBaHHS -
komnaHisa Anbgpacirma C.n.A., ITanis, 3aTBepaXeHo: BUPOGHMK(M)
pO34MHHKKa (BMPOGHMLTBO in bulk, nepBuHHE nakyBaHHA Ta
KOHTpOnb AKocTi) Mepk CepoHo C.A., BiggineHHs y M. O60HH, 30H
IHpycTpiens ae I'YpbeTtas, CH-1170 O60HH,
LLiseiiuapisi/ Merck Serono S.A., Succursale d* Aubonne Zone Indust
rielle de I'Ouriettaz, CH-1170 Aubonne, Switzerland);
3anponoHOBaHO: BUPOOGHMK(M) pO34MHHUKA (BUPO6GHMLTBO in bulk ,
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
nepBrHHE NakyBaHHA Ta KOHTPOsb AkocTi) Mepk CepoHo C.A.,
BiAAineHHs y M. O60HH, 30H IHgycTpiens ge /1'YpbeTas, CH-1170
OG6OHH,
LLiseiiuapisi/ Merck Serono S.A., Succursale d* Aubonne Zone Indust
rielle de I'Ouriettaz, CH-1170 Aubonne, Switzerland) a6o
Anbacirma C.n.A., Bia EHpiko ®epwmil, 65020 AnaHHo (Meckapa),
ITania /Alfasigma S.p.A. Via Enrico Fermi, 1, 65020 Alanno,
(Pescara), Italy). 3miHu | Tuny - 3MiHW 3 AKOCTI. FOTOBUIA NiKapPCbKMiA
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii (BkoYakun
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro 3acoby (36i/bLUeHHs
40 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) - 3MiHA
MoB’A3aHa i3 peecTpaLjielo a/ibTEPHATVIBHOTO BUPOGHMKA PO3UMHHMKA
KomMnaHii Anbchacirma C.n.A., Itanisi. BBejeHHS a/ibTepHaTUBHOIO
po3mipy cepii 600 000 r (500 000 donakoHiB) Ans BUPOGHMKA
Anbgacirma C.n.A., ITania fo 3aTBepmkeHoro BupobHuka Mepk
CepoHo C.A. 79200 r (66 000 donakoHiB) (40 3aTBEPLKEHOIO
PO3Mipy BHECEHO YTOYHEHHS, OCKI/IbKW Y Ai04OMY AOChE 3a3HaYaBCA
"representative"po3mip cepii 12000 r (10000 dh1akoHiB)
159. NIKOCEH® Kancynu, no 10 TOB "AKM YkpaiHa TOB "AKnN YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/18541/01/01
Kancyny énictepi, "hapmaueBT "®apMaueBTUYHA oo 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsgy - BHeceHa peuyenma
no 1 a6o 3 6nictepn NyHa habpmka" [ofaTkoBa iHhopmaLisi B TEKCT MapKyBaHHA BTOPMHHOT YNakoBKMK,
y nauui habpuka" SKa BignoBigae TeKCTy IHCTPYKLiT AN19 MeAUMYHOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby. BeeAeHHs1 3MiH NpoTAromM 6-T1 micsLiB nicns
3aTBEPAKEHHS
160. MNIKOCEH® renb pekTanbHui TOB "[OKT1 YkpaiHa TOB "[AKI YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis:3MiHv | TUny - 3MiHK 6e3 UA/18619/01/01
MIKPA 0,12r/10rno 10ry "hapmaueBT "®apMaueBTUYHA Lofo 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy - BHeceHa peuyenma
Ty6i-kaHtoi no 6 nyHa habpuka" [ofaTtkoBa iHhopmaLisi B TEKCT MapKyBaHHA BTOPMHHOT YNakoBKM,
Ty6-KaHob y navuj habpuka" SKa BignoBigae TeKCTy IHCTPYKLiT 418 MeAMYHOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby. BeeAeHHs1 3MiH MPOTAroM 6-T1 MicsLiB nicns
3aTBEPAKEHHS
161., NMIPOKCUKA Tabnetkn no 0,01, MAT Ykpaina MAT YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 3MiHK 3a UA/2058/01/01
M no 10 TabneTok y "Ximcpapmsa "Ximcpapmsasos Loao 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peyenmom
6nictepax; no 10 BOf, "UepBoHa 3ipka" 3MiHM [0 y3aras/ibHeHVX JaHuxX Npo cucTeMy chapmakoHarisgy
TabneTok y 6nictepi; "YepBoHa (BBEAEHHSA Y3araslbHEHUX JaHUX NPo cuctemy chapmakoHarnagy,
no 1 a6o 2 6nictepn 3ipka" 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS

B MauLli 3 KAPTOHY

chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asiBHUKa
[Ans 3giiCHEHHA dhapmakoHarnsgy B YkpaiHi, KL BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBigasIbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKiovaroun KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLeHHI MacTep-halina cuctemm hapMakoHarnagy) - 3mMiHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0co6U, BignoBigabHOI 3a
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
3[jiCHEeHHs1 hapMakoHarnsay
162. NONIMIK® TabneTkn, BKpUTI KYCYM IHAis KYCYM XENTXKEP IHAjs BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/7657/01/01
060/10HKo10, no 10 XENTXKEP MNBT NTA BHECEeHO A0 IHCTPYKLii AN1A MeAMYHOro 3aCTOCYBaHHSA NiKapCcbKoro | peyenmom
Tabnetok y énictepi; MBT NTA 3acoby Ao po3ainis: "Ocob6nnBOCTI 3acTocyBaHHSA", "TM06GIYHI peakuii™
no 1 6nictepy B BiANOBIAHO A0 pekomeHgauin PRAC. BBegeHHsA 3MiH MpoTsarom 3-x
KapTOHHI ynakoBLi MiCAILiB NicNs 3aTBEPIKEHHS.
CynyTHS 3MiHa - 3MiHN Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) [0 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiiHoro NocBig4eHHs, BkYaum MNnaH ynpasiiHHA
pu3nkamMu (3aCTOCyBaHHSA TEKCTY, KW NOTOAXKEHNI 3 KOMNETEHTHUM
opraHoMm) - 3MiHM BHECEHO A0 YacTuH | "3arasibHa iHdopmauis.
AgnMiHicTpaTuBHi AaHi, Il «Cneuudikauis 3 6e3neku», Il «MnaH 3
hapmakoHarnsagy», V «3axoam 3 MiHimisauii pusukie», VI «Pestome
naaxy ynpasniHHA pusnkamu», VII «ogaTkm» y 3B’A3Ky 3
OHOBJIEHOHO iH(hOpMaLjiEto 3 6e3Mnekn Ailo4oT peYoBUHN 3a
pekomeHgauieto PRAC. BBeeHHS 3MiH NpoTAroM 3-x Micsilis nicns
3aTBEPKEHHS
163.| NPErAQON kancynu no 300 mr, My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasiB:3MiHu | Tuny - 3MiHu 3 3a UA/16387/01/03
no 10 kancyny akujioHepHe akujioHepHe akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax BunpobysaHHa API peyenmom
6nictepi; no 3 TOBapucTBO TOBapucTBO ab0 BUXIgHOro martepiasly/npoMiXKHOro NPOAYKTYy/peareHTy, Lo
6nicTepy B navw,i "HaykoBo- "HaykoBo- BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMuTBa ADI; cynyTHA 3MiHa -
BUPOGHNUNIA BUPOGHNUNI LLEHTP 3MiHK 3 akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
LEeHTP "BopLuariBcbkuii crneundikayii Ta/abo AONyCTUMMX MEX, BUSHAYEHMNX Y
"BopLuariscb XiMiKo- cneuudikayisx Ha Adl, abo BMXigHWA/NPOMDKHUIA NpoAyKT/peareHT,
KWiA Ximiko- dhapmaLeBTUYHWIA LLIO BUKOPUCTOBYIOTLCA Y NPOLLECi BUPOGHMLTBA ADI - 3MiHU Y
thapmaueBT 3aBog" crneuugikauii Ta meTogax BunpobyBaHHs A®Il 3a TecTom
WNYHWI MikpobiosioriyHa uncToTa", a came 3MiHM y Npo6oniAroToBLi
3asog" BUNPOGYBaHOro 3paska; 3MiHu | Tuny - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbKnii 3aci6. KOHTpoib roTOBOro MikapCcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro 3acoby. 3miHn y
MeTofax BMnpobysaHHs /13 3a TecToM "MikpobionoriyHa umctora”,
a came 3MiHM y Mpo6oniAroToBLji BUNPOGYBaHOro 3paska
164. NPEAHI3ON Ma3b 0,5% no 10 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/2440/01/01
OH abo 15ry Ty6i "Ximdhapmsa "Ximchapm3sasog woao 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
anioMiHieBiii; mo 1 BOf, "YepBoHa 3ipka" 3MiHM A0 y3arasibHEHUX AaHuX NMpPo cuctemy dpapmakoHarnsgy
Ty6i y navuyi 3 "UepBoHa (BBEAEHHSA y3ara/ibHEHVX AaHuUX Npo cucTemy hapmakoHarniagy,
KapToHYy 3ipka” 3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS

chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ANA 3AjicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOI 0co6M, BiANOBifaIbHOI 3a 3AiiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTaKkTHi AaHi) Ta/abo 3MiHu y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX faHWX YNMOBHOBaXKEHOI 0cobw, BifnoBifaNbHOI 3a
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
3[jiCHEeHHs1 hapMakoHarnsay
165.] MPECTUNON | Ttabnetkun, BKpUTI ne ®paHuis BMPOGHMLITBO, PpaHuis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/15827/01/02
® 10 Mr/10 NNiBKOBOKO NABOPATY aHaui3, NepBuHHE Ta Ipnangis wopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay - OHOB/IEHHS peyenmom
Mmr 060/10HKO10, No 10 AP CEPB'E BTOPUHHE TEKCTY MapKyBaHHS1 yNakoBKV NikapCbKoro 3acoby (BUAasieHHs
mr/10 mr, no 30 a6o nakyBaHHs, BUMYCK TEKCTY MapKyBaHHs ynakoBkun /13 6e3 3a3Ha4eHHs OANHULIb
100 TabneTok y cepil: labopartopii BMMIpIOBaHHA y cuctemi Sl)
KOHTeliHepi gns Ceps'e IHpacTpi,
Tabnetok; no 1 ®paHLin; nepBuHHe
KOHTelHepy ans Ta BTOPVHHE
Tabnetok y kopooLi nakyBaHHs, BUMYCK
3 KapTOHY cepii: CepB'e
nakyBasibHOro (IpnaHgis) IHpacTpic
Ntpa, lpnangis
166.| MPECTUMO/ | TabneTtku, BKPUTI ne dpaHuis BMPOBHMLTBO, dpaHuia/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepiaiB:3MiHu | TUMy - 3MiHK 3a UA/15828/01/01
® 10 Mr/5 MI" | nniBKoBOO NABOPATY aHanis, NepsBnHHe Ta Ipnangis oo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay - OHOB/IEHHS peyenmom
060/10HKO0, No 10 AP CEPB'E€ BTOPVHHE TEKCTY MapKyBaHHS yNakoBKW NikapcbKoro 3acoby (BMAaEHHS
mr/5 mr, no 30 a6o nakyBaHHs1, BUNYCK TEKCTY MapKyBaHHA ynakoskun /13 6e3 3a3HaueHHs OANHULb
100 TabneTok y cepil: labopartopii BMMIpIOBaHHA y cuctemi Sl)
KOHTelHepi Ans Ceps'e IHaacTpi,
Tabnetok; no 1 dpaHuis; nepBrHHE
KOHTelHepy ans Ta BTOPWHHE
TabneTok y KopoobLi nakyBaHHs, BUMYCK
3 KapToHY cepii: CepB'e
nakyBasibHOro (IpnaHgis) IHpacTpic
N1a, lpnadgis
167.| NPECTUNON | Tabnetku, BKpUTI ne ®paHuis BMPOGHMLTBO, PpaHuis/ BHECEHHS 3MiH 10 peecTpavLiiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/15827/01/01
®5MrIr/5Mr NiBKOBOO NABOPATY aHanis, nepsnHHe Ta Ipnangis wofo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay - OHOBJIEHHS peyenmom
060/10HKOI0, N0 5 AP CEPB'E€ BTOPVHHE TEKCTY MapKyBaHHS ynakoBKW NikapcbKoro 3acoby (BMAaNEHHN
mr /5 wmr, no 10, 30 nakyBaHHS, BUNYCK TEKCTY MapKyBaHHA ynakosku /13 6e3 3a3HaueHHs OANHULb
a6o 100 Tabnetok y cepii: labopaTtopii BMMIpIOBaHHA y cuctemi Sl)
KOHTelHepi ans Ceps'e IHAacTpi,
Tabnetok; no 1 ®paHLis; nepBUHHE
KOHTelHepy ans Ta BTOPVHHE
TabneTok y KopoobLi nakyBaHHs, BUMYCK
3 KapTOHY cepii: CepB'e
nakyBasibHOro (IpnaHgis) IHpacTpic
N1a, lpnaHgis
168.] MPECTWUNON | Tabnetku, BKpUTI ne ®paHuis BMPOGHMLTBO, dpaHuis/ BHECEHHS 3MiH 10 peecTpavliiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/15829/01/01
® 5 MI/10 Ml | nniskoBOtO NABOPATY aHasis, NnepsunHHe Ta Ipnangis oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay - OHOBJIEHHS peuyenmom
060/10HKOI0, N0 5 AP CEPB'E, BTOPVHHE TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby (BMAaNeHHs
mr/10 wr, no 30 a6o dpaHuis nakyBaHHs, BUNYCK TEKCTY MapKyBaHHA ynakoskun /13 6e3 3a3HaueHHs OANHULb

100 TabneTok y
KOHTeliHepi gns
Tabnetok; no 1

cepii: labopaTtopii
Ceps'e IHgacTpi,
dpaHuis; nepemMHHe

BMMIpIOBaHHA y cuctemi Sl)
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

KOHTeliHepy Ans
TabneTok y KopoobLi
3 KapTOHY
nakyBaslbHOr0

Ta BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: CepB'e
(IpnaHgis) IHpacTpic
Nt lpnangis

169.

NPIOPUKC™
| PRIORIX™
KOMBIHOBA
HA
BAKLIVHA
ans
NPODIIAKT
VKM KOPY,
ENIAEMIYHO
ro
NAPOTUTY
TA
KPACHYXU

niocpinizat ans
pO34nHy Ans
iH'exuin, 1
MOHO/030BWIA
nakoH (1 posa) 3
niodgpinizatom y
KOMM/IEKTi 3
pO34MHHKKOM (BOAA
A8 iH'ekuin) y
nonepeaHLo
HanoBHEHOMY
Lwnpuui Ta ABoMa
rofikaMun B KapTOHHIi
Kopo6ui; 100
MOHOA030BMX (1
[03a) DN1aKoHIB 3
niocpinizaTtom y
KOMMIEKTi 3
PO34MHHKKOM (BOAA
ONs iH'eKUil) B
amnynax Ne 100 B
oKpeMmili ynakosuj; 1
MyNbTUL030BUIA
dnakoH (2 posn) 3
niocpinizaTom y
KOMMEKTi 3
PO34YMHHKKOM (BOAA
ONs iH'eKUii) B
amnyni; no 100 wTyk
hnakoHiB Ta amnyn
B OKPEMUX KOpOBKax

nakcoCmit
KnsiiH
Ekcnopt
Nimiteq

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikan3 C.A.

Benbris

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianiB:3miHu | Tuny -
peecTpaLisi BAKOPUCTaHHA BUXiAHOT pe4yoBuHY L-ni3vH
MoHorigpoxnopugy (L-Lys HCI/ L-Lysine monohydrochloride+ HCI
37%) Big komnaHii Ajinomoto sk anbTepHaTMBa 3apeecTpoBaHoMy L-
nisvH gurigpoxnopuay (L-Lys 2HCI/ L-Lysine dihydrochloride), o
BVIKOPVCTOBYETLCS 1K KOMMOHEHT MOXMBHOIO CepeaoBuLLa npu
BMPOLLYBaHHi BIpYCHUX KY/bTYp

3a
peyenmom

UA/13694/01/01

170.

NYPULMAIH
(AMMILUAIH
y

TPUrIAPAT)

MOPOLLIOK i rpaHysn
(cybeTaHuin) y
nonieTnNeHoBux
naketax gns
thapmaLeBTUYHOIO
3aCTOCyBaHHS

CeHTpieHT
dapmachbHoTi
Kan3
HesepnaHac
B.B.

Higepnax
aun

CeHTpieHT
dapmacbioTikans
IHAia MpaiiBiT
Nimiteq

IHais

BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis:3MiHu | Tuny -
OHOBJIEHHS cepTudikaTy BiANOBIAHOCTI €BpoNeNichbKili hapmakonei
Ne R1-CEP 2011-297-Rev 02 ans gjto4oi peqyoBrHN aMniuniiHy
Tpurigpary Bif BXe 3aTBepipkeHoro BupobHuka (Centrient
Pharmaceuticals India Private Limited, India) Ta 3miHa MoBu/
BuKnageHHs MKS 3 pociliicbKoi Ha yKpaiHCbKy

UA/14940/01/01

171,

PA®AXO/IH
L

TabneTku, BKpUTI
060/10HKO10, Mo 30

Bpounascbk
e

Monbwa

Bpounascbke
nignpueMcTBo

MonbLa

BHECEHHS 3MiH 10 peeCTpaLiiiHnx MaTepianiB:3MiHv | TUMNy - 3MiHK
Loao 6e3nekn/edpekTMBHOCTI Ta chapMakoHarnsay - 3aMiHa posginy

6e3
peyenma

UA/6770/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
Tabnetok y 6nictepi; | nignpuemcTs nNikapcbKux Tpas «["pachiyHe ohopmNeHHs ynakoBKv» Ha po3fin «MapkyBaHHsA» MKHA
no 1 6nictepy B 0 NiKapCbKuX "TEPBAMNOJb" AT N3: 3anponoHoBaHo: MapkyBaHHS 3rifHO 3aTBEPAKEHOTO TEKCTY
KapTOHHI ynakoBLi TpaB MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHS yNaKkoBKu
"TEPBAMON NiKapcbKoro 3acoby LWoA0 3a3HaYeHHS MiXXHAPOAHMX NO3HAYEeHb
b" AT OAVHVLb BUMIpOBaHHS. BBEAEHHS 3MiH NPOTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS
172.| PA®AXONIH TabneTku, BKpUTI Bpounascbk Monbua Bpounascbke MonbLa BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/6770/01/01
L, o060710HKot0, No 30 e niANPMEMCTBO LoAo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
TabneTok y 6nicTepi; | nmignpuemcTs niKapcbkyx Tpas 3MiHU [0 y3araslbHEHVX AaHNX NPo cuctemy hapMmakoHariagy
no 1 6nictepy B 0 NiKapcbknx "TEPBAMOJBb" AT (BBEAEHHSA y3ara/ibHEHNX AaHNX NPo cucTemy hapmakoHarnagy,
KapTOHHI ynakosLii Tpas 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4IICHEHHS
"TEPBANO/ hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
b" AT [ANA 3[iicCHEeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobWu, BiAMNOBigasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Io4yakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aiBHUKA, BiANOBIAA/IbHOI
3a (papmakoHarnag B Ykpaini. NponoHoBaHa peaakuis: Muxainok
MapuHa CTaHicnaBiBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT 0co6u
YMOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi
173.| PECIMNUKC® PO34YMH OpasIbHUIA, OPIrAHOCU OAE Ali Ti Ci ®apma ITanis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 6e3 UA/12305/01/01
CMNPEN 10 mr/0,2 mn no 13 H C.p.n., Itanis; AZMiHICTpaTMBHI 3MiHX. 3MiHA HaliMeHyBaHHA Ta/abo agpecun peuyenma
MJ/1 PO3YMHY Y NAN®CAEH PpaHuia 3asBHUKa (BNacHMKa peecTpaLliiHoro nocBig4YeHHs1) 3mMiHa
dnakoHi 3 Ch3 (E® dapmachbioTivi HallMeHyBaHHS 3asiBHMKA.
L,03YyH0UMM 3ET ) IHaycTpia ®apmako
npucTpoem; no 1 Bionopxika C.p.n.,
hnakoHy B ITania
KapPTOHHI KOpoOU;i
174.| PUCMEPOH® | Tabnetku, BKpUTI 3AT JNnToBCbka BANTKAHO®APMA- Bonrapis BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3a UA/13764/01/01
NNiBKOBOKO "papmnira” Pecny6nik AynHnuA AL OHOBJIEHHS BXe 3aTBEPKEHNX METOZAIB KOHTPOO AkocTi MN3, a peyenmom
060/10HKOIO, M0 4 Mr a came BVKTafeHHs TEKCTY [epXXaBHO MOBOIO 3rifHO Cy4acHWX
no 10 TabneTok y BUMOr
6nictepi, no 3 abo
no 6 6nicTtepis B
KapTOHHIN nayui
175./ PUCNEPOH® | Tabnetku, BKpUTI 3AT JlnToBCbKa BANTKAH®APMA- Bonrapis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis:3miHu | Tuny - 3a UA/13764/01/02
NNiBKOBOKO "®apmnira” Pecny6nik AYNHMUA AL OHOBJIEHHS BXE 3aTBEPKEHNX METOAIB KOHTPOs skocTi N3, a peyenmom
060/10HKOI0, MO 2 MF a came BUKIafeHHSA TEKCTY JepXaBHO MOBOHO 3rifHO Cy4acHWX

no 10 TabneTtok y
6nicTepi, no 3 abo
no 6 6nictepis B
KapTOHHIM nayui

BUMOr
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
176. PIHA3AN® cnpeii HazasbHUiA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHu | TUNY - 3MiHK 3 6e3 UA/17751/01/01
EKCTPA [o3osaHwii, 0,5 "papmauesT "®apmMaueBTnYHa AkocTi. [oToBWiA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepmiHax | peyenma
mr/ma no 10 mny n4yHa chipma thipma "AapHuusg" npugaTHocTi abo ymoBax 36epiraHHs roTOBOrO JlikapCbKoro 3acoby
hnakoHi 3 "OapHuus” (36inbLUEHHS TEepMiHY NPUAATHOCTI FOTOBOrO Nikapcbkoro 3acoby) -
[03yBaJ/IbHUM [ins Toprosoi ynakosku (NiATBEPAXKYETLCA AaHUMW PEUTbHOTO Yacy)
Hacocom; ro 1 36iNbLUEHHS TepMiHy NpugaTHocTi [N13: 3aTBepxeHo: TepMiH
dhnakoHy y nauii npuaatHocTi — 1,5 poky. 3anponoHoBaHo: TepMiH NpuaaTHOCTI — 2
POKM. 3MiHM BHECEHI B IHCTPYKLiIO A1 MeAMYHOro 3actocyBaHHs /13
y p. "TepmiH npugatHocTi". BBeAEeHHS 3MiH NpOTArom 6-Tu Micauis
nicns 3aTBepKeHHs.
177.| PIONAH CyCneHsis opasibHa, Takepa HimeuumnH Takepga M'm6X HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux matepianis: 3miHu Il Tuny - 3miHn 6e3 UA/11741/02/01
800 mr/10 mn no 10 M6X a woao 6e3nekn/edhekTBHOCTI Ta chapmakoHarnsgy. 3MiHU y KOpoTkiii | peyenma
mA B cawe; no 10, XapakTepucTuL, Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
abo no 20, abo no IHCTPYKLii 415 MeAUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
50 cawe B LAaHVMW 3 AKOCTI, AOKAIHIYHUMM, KNIHIYHUMY AaHUMK Ta AaHuMK 3
KapTOHHI KopooLi hapmakoHarnagy - 3MiHW BHECEHO [0 IHCTPYKLii A8 Mefu4HOoro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis "®apmakosioriyHi
BrnactmBocTi”, "lMoka3aHHSA" (pefakLiiiHi 3MiHM y thopMy/TtoBaHHS
paHiwe 3aTBepaxeHoT iHchopmaLi, "Cnocib 3acTocyBaHHA Ta 4o3u"
(pepaxuiitHi 3mMiHM y hopMy oBaHHA paHille 3aTBepaKeHOT
iHchopmawii), "3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Aitn", "3gatHicTb BNAMBATU Ha LWBMAKICTL peakwii npu
KepyBaHHi aBTOTPaHCMOPTOM ab0 iHWMMK MexaHismamn” BignoBigHO
[0 MaTepianiB peecTpauiiiHoro focke. BBeAeHHsA 3MiH MPOTAroM 6-
TV MicALIB Nicna 3aTBepMXeHHS. 3MiHn || Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y KOpoTKii
XapakTepucTuL,i Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVMU 3 SKOCTi, AOK/IHIYHUMU, KAIHIYHUMY AaHUMKU Ta JaHUMK 3
thapmakoHarnagy - 3MiHM BHECEHO [0 IHCTPYKLUiT 4519 Me4NYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "MpotunokasaHHs",
"Oco611BOCTI 3acTocyBaHHS", "B3aemMogis 3 iHWMMU MiKapCbKMK
3aco6amu Ta iHWi BUAY B3aemogiin”, "MNepeno3yBaHHsA", "M06iYHI
peakujii” BigNoBigHO A0 MaTepianiB peecTpauiiiHoro f0cChe.
BBefeHHs1 3MiH NpOoTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
178. PIOMNAH CyChneHsisi opaUibHa, Takena HimeuuunH Takepa 'm6X HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu Il Tuny - 3miHn 6e3 UA/11741/02/02
1600 mr/10 mn no 10 v6X a Lono 6e3nekn/edpeKkTMBHOCTI Ta chapMakoHarnsgy. 3MiHu y KOpoTkili | peyenma

M B cawe; no 10,
abo no 20, a6o no
50 cawe B

KapTOHHI KOPOOLi

XapaKTepuCTULLi NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLii 4NS MeAUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
[aHVMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY JaHUMKU Ta JaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO [0 IHCTPYKLiT A/ MegnMyHoro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis "®apmakosioriyHi
BnacTmsocTi", "MokasaHHA" (pefakwiiiHi 3MiHW y hOpMY/TIOBaHHS
paHiwe 3aTBepAXeHoT iHchopmadi, "Cnoci6 3acTocyBaHHs Ta Ao3n”
(pepakujitHi 3mMiHM y hopMyntoBaHHS paHille 3aTBepiKeHol
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
iHbopmawii), "3acTocyBaHHA y nepio BaritTHOCTi abo rofyBaHHs
rpyaar”, "Aitn", "3gatHicTb BNMBATU Ha WBMAKICTL peakwii npu
KepyBaHHi aBTOTPaHCNOPTOM abo0 iHWMMK MexaHismMamu' BignoBigHO
[0 MaTepianiB peecTpauiiiHoro focske. BBeAEHHSA 3MiH NPOTSAroM 6-
TN MicALiB NicNs 3aTBepMKEHHS. 3MiHu Il Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3MiHu y KOpoTKii
XapaKkTepucTULli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLii 415 MeAUUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
OAaHUMM 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW aHMMKX Ta JaHMK 3
hapmakoHarnagy - 3MiHW BHECEHO [0 IHCTPYKLiT 4518 Me4U4HOro
3aCTOCyBaHHA NMikapcbKoro 3acoby [0 po3ginis "MpoTunokasaHHs",
"Oco6MBOCTI 3acTocyBaHHS", "B3aemMogis 3 iHWIMMU MiKapCbKMU
3aco6amu Ta iHWi BUAY B3aemogiit”, "Mepeno3yBaHHA", "M0GIYHI
peakuii" BiANoBIigHO A0 MaTepianis peecTpauiiHoro fOCbe.
BBeAeHHs1 3MiH NPOTAroM 6-Tu MicALB Nic/a 3aTBepAKEHHS
179., POSACTUH® | Tabnetku, BKpUTI MIKPO IHAis MIKPO NTABC IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/18322/01/01
nNiBKOBOKO NABC NIMITEL, o0 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay - OHOB/IEHHS peyenmom
060/10HKOI0, N0 5 Mr, NIMITEL TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKOro 3acoby 3 BHECEHHSIM
no 10 TabneTtok y iH(hopMaLii LWLoA0 3a3HAYEHHS OAMHNLb BUMIPIOBAHHS Y cucTemi Sl.
6nicTepi; no 3 BBefeHHs 3MiH NPoTArom 6-T1 MiCALIB MIiC/A 3aTBEPLKEHHS
6nicTepy B KOpoOLi
3 KapTOHY
180., POSACTUH® | Tabnetku, BKpPUTI MIKPO IHais MIKPO NIABC IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepiaiB:3MiHu | TUMy - 3MiHK 3a UA/18322/01/02
NnNiBKOBOKO NABC NIMITEL oo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay - OHOB/IEHHS peyernmom
060/10HKO0, No 10 NIMITEL TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
mr, no 10 TabneTok iH(hopMaLii WoA0 3a3HAYEHHS O4MHMLb BUMIPIOBAHHS Y cucTemi Sl.
y 6nictepi; no 3 BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBEePAKEHHS
6nicTepu B KOpoO6L
3 KapTOHY
181.| POSACTUH® | Tabnetku, BKpUTI MIKPO IHais MIKPO NTABC IHais BHECEHHS 3MiH [10 peecTpaviiiHix MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/18322/01/03
NNiBKOBOKO NABC NIMITEL oo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay - OHOBJIEHHS peyenmom
060/10HKOI0, N0 20 NIMITEL TEKCTY MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHSM
mr, no 10 TabneTok iH(hopMaUiT LWoA0 3a3HAYEHHS OAMHNMLb BUMIPIOBAHHS Y cucTeMi Sl.
y 6nictepi; no 3 BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALIB MICNA 3aTBEPL)KEHHS
6nicTepu B KOpoo6Li
3 KapTOHY
182, PO3BACTUH® | Tabnetku, BKpUTI MIKPO IHAis MIKPO JIABC IHAjs BHECEHHS 3MiH [0 peecTpavyiiiHiX maTepianis:3miHu | Tuny - 3MiHN 3a UA/18322/01/04
NAiBKOBOO NABC NIMITEL oo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay - OHOB/IEHHS peyenmom
060/10HKO10, 1Mo 40 NIMITEL TEeKCTY MapKyBaHHS yNakoBKW MiKapCbKOro 3acoby 3 BHECEHHSM
mr, no 10 TabneTok iHhopmauii LWoA0 3a3HAYEHHS OAMHML BUMIPIOBAHHS Y cuctemi Sl.
y 6nictepi; no 3 BBefeHHs 3MiH NPOTArom 6-T1 MiCALIB MIiC/1A 3aTBEPKEHHS
6nictepu B KOPOOLL
3 KapTOHY
183.| PO3YBACIH TabneTku, BKpUTI OPIrAHOCU OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH IO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/13316/01/01
NNiBKOBOKO H AfMiHiCTpaTMBHI 3MiHX. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
060/10HKOI0, M0 5 Mr: | JITAMGCAEH 3asiBHUKA (BNacCHMKa peecTpaLliiHoOro nocBig4YeHHs1) 3MiHa
no 10 TabneTtok y Ch3 (E® HaliMeHyBaHHS 3asiBHMKa.
6nicTepi; no 3 abo 3ET 1)
no 6 6nictepis y
KapTOHHI Kopoo6Lli
184.| PO3YBACIH TabneTku, BKpUTI OPIrAHOCU OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/13316/01/02
NNiBKOBOKO H AZMiHICTpaTMBHI 3MiHX. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
o60s10HKot0, Nno 10 NANOCAEH 3asBHUKa (BNacHVKa peecTpaLiiHoro nNocBig4yeHHs) 3miHa
Mr: no 10 TabneTok Ch3 (E® HalilMeHyBaHHS 3asiBHMKa.
y 6nicTepi; no 3 abo 3ETI)
no 6 6nictepis y
KapPTOHHI KOpoOLj
185., PO3YBACIH TabneTku, BKpUTI OPIrAHOCHK OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3a UA/13316/01/03
NNiBKOBOKO H AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peuyenmom
060/10HKOI0, NO 20 NAN®CAEH 3asBHUKa (BNacHMKa peecTpaLliiHoro nocBig4YeHHs1) 3mMiHa
mr; no 10 TabneTok CU3 (Ed HaliMeHyBaHHs 3asiBHYKa.
y 6nicTepi; no 3 3ET )
6nictepu y
KapTOHHiii Kopo6Lli
186., PO3YBACIH TabneTkn, BKpUTI OPrAHOCHK OAE AnoTekc IHk. KaHaga BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/13316/01/04
nniBKOBOKO H AnMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKOI0, N0 40 NAVOCAEH 3asBHUKa (B1aCHMKa peecTpauiiHoro Noceig4eHHs) 3miHa
mr; no 10 TabneTok CU3 (Ed HalilMeHyBaHHS 3asiBHMKa.
y 6nicTepi; no 3 3ET )
6nictepu y
KapPTOHHI KOpooU;i
187.| PO3YKAPA® | Tabnetku, BKPUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasiiB:3MiHu | TUNY - NogaHHs 3a UA/11742/01/01
10 o60s10HKo0 no 10 "CaHodi- Pecny6nika HOBOrO cepTudikaTa BignoBiAHOCTI EBponelickbkin thapmakonei Ne | peyenmom
mr, Ne 30 (10x3), Ne ABeHTIC RO-CEP 2015-090-Rev 04 gns gjtouoi pevyoBuHm Rosuvastatin
90 (10x9): no 10 YkpaiHa" calcium Big HoBoro Bupo6Huka CENTRIENT PHARMACEUTICALS
TabneTok y 6nictepi; NETHERLANDS B.V.( Site of production: CENTRIENT
no 3 aéono 9 PHARMACEUTICALS INDIA PRIVATE LIMITED) B 4ONOBHEHHS A0
6nictepiB y BXe 3aTBepmkeHux Bupo6Hukis APl MSN Laboratories Private Ltd,
KapTOHHI KOPOOL IHais; Biocon Limited, IHgis
188.] PO3YKAPA® | Tabnetku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasiiB:3MiHu | TUMNY - NogaHHs 3a UA/11742/01/02
20 060/10HKOH 1Mo 20 "CaHodi- Pecny6nika HOBOTO cepTudikaTa BignoBiAHOCTI EBponelickkiin hapmakonei Ne | peyenmom
mr, Ne 30 (10x3), Ne ABeHTIiC RO-CEP 2015-090-Rev 04 gns gjtouoi peyoBuHn Rosuvastatin
90 (10x9): no 10 YkpaiHa" calcium Big HoBoro Bupo6Hka CENTRIENT PHARMACEUTICALS
Tabnetok y 6nictepi; NETHERLANDS B.V.( Site of production: CENTRIENT
no 3 abo no 9 PHARMACEUTICALS INDIA PRIVATE LIMITED) B f,ONOBHEHHS A0
6nictepiB y BXe 3aTBepxeHux BupobHukie A®lI MSN Laboratories Private Ltd,
KapTOHHI KopooLi IHais; Biocon Limited, IHais
189. PO3YKAPA® | TabneTtku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH A0 peecTpaLiiHux maTepiasiB:3MiHu | Tuny - nogaHHs 3a UA/11742/01/03
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
40 060/10HKO0 10 40 "CaHodi- Pecny6nika HOBOro cepTudpikaTa BignoBiAHOCTI EBponeiickkiin hapmakonei Ne | peyenmom
mr, Ne 30 (10x3), Ne ABeHTIC RO-CEP 2015-090-Rev 04 gns gjtouoi peuyosuHm Rosuvastatin
90 (10x9): no 10 YkpaiHa" calcium Big HoBoro Bupo6Hka CENTRIENT PHARMACEUTICALS
Tabnetok y 6nictepi; NETHERLANDS B.V.( Site of production: CENTRIENT
no 3 abo no 9 PHARMACEUTICALS INDIA PRIVATE LIMITED) B 4ONOBHEHHS A0
6nictepiB y BXe 3aTBepxeHunx BupobHukiB A®lI MSN Laboratories Private Ltd,
KapTOHHI KOpooLi IHais; Biocon Limited, IHais
190., PO3YKAPA® | Tabnetku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauliinHmx maTepiauis:3MiHu | Tuny - nogaHo 3a UA/11742/01/01
10 060s10HKo0 No 10 "CaHoi- Pecny6nika HoBui1 cepTudpikat No. RO-CEP 2015-040-Rev 01 Ha gjtouy peyenmom
mr, Ne 30 (10x3), Ne ABeHTIC peyoBUHY po3yBacTaTUHy KasbLiito Ha 3aMiHy ASMF v.05 11/2013
90 (10x9): no 10 YkpaiHa" Bif 3aTBEepXeHoro BUpobHwuka Biocon Limited, IHAIS; 3MiHW | Tuny -

TabneTok y 6nictepi;
no 3 a6ono 9
6nictepiB y
KapTOHHIA KOpooLi

nogaHo oHoBrieHuii cepTudpikat No. RO-CEP 2015-040-Rev 02 Ha
3amiHy 3aTBepmkeHoro ceptudikaty (No. RO-CEP 2015-040-Rev
01) Ha gitouy peqyoBUHY po3yBacTaTUHY KasibLiito Ha Bif
3aTBepAXeHoro Bupo6bHuka Biocon Limited, IHAiS, i3 3a3Ha4YeHHAM
[BOX 0OAATKOBMX BUPOOHUKIB NPOMDKHUX NpoaykTiB (Jiangxi
Dongbang Pharmaceutical Co., LTD, Kutaii; Zhejiang Hongyuan
Pharmaceutical XCo., LTD, KuTait) Ta 3miHamMu agpecu micus
BMpo6HULTBa API. A TakoX NpeLCcTaBeHO f04aTOK CTOCOBHO
yNpaBniHHA pU3nkamu 475 efieMeHTapH1X AOMILLOK Ta
BUKOPVCTaHHA abcopbepy KMCHIO BCTAHOB/IEHOTO Y MiX ABOMa
LIapamu nosieTUIeHOBOro NakeTy Y BU3HAYEHNX YMOBaX, L0
npusHadeHi Ansa 36epiraHHsa 4ito4oi pevoBUHY; 3MiHK | Tvny -
npuBefeHHA crneundikalii Ta MeToAiB KOHTPOJII0 Ha AOMOMDKHY
peyoBuHy rinpomenosn 2910/5 y BigNoBigHICTL 40 BUMOT MOHOTpadii
«Hypromellose» EP; 3miHu | Tuny - gogaHo anbTepHaTUBHUI METOS,
(in-house MX) ons BUNpo6yBaHHS 3a NOKa3HNKOM «KiflbkicHe
BM3HAYEHHS» Y MeTofax KOHTPOJII0 Ha AONOMiIXHY PeYOBUHY
rinpomenosa 2910/5 fo 3aTBEpAXKEHOro hapmakoneiHoro MeToay;
3MiHU | TUNY - 3MiHW 40 ONUCY aHaTITUYHUX MPoLeAyp Ha atoMiHIEBY
ponbry; 3MiHU | TUNY - AONOBHEHHA cnevundikayii nepBUHHOT
yMakoBKku (Ha astoMiHieBY DO/bry) HOBUM MOKa3HUKOM «text» 3
BiZJNOBIAHUM METOAOM BUNPOOYBaHHS; 3MiHW | TUMY - JONOBHEHHS
crneundikavii nepBMHHOT yNakoBku (Ha asTloMiHIEBY (hO/bry) HOBUM
nokasHUkoM «colour» 3 BignoBiAHUM METOAO0M BUMPOGYBaHHS; 3MiHM
| TMNy - BUYYEeHHA HE3HAYHOrO NOKa3HWKa CTOCOBHO LUMPUHN
honbru 3 cneyndikauii nepBUHHOI yNnakoBky (415 antoMiHIEBOT
p0oIbrn); 3MiHK | TUMY - BUAYYEHHS HE3HAYHOrO NOKa3HVKa CTOCOBHO
LIMPUHKU hoNbrv 3 cnewumdikadii nepBUHHOT ynakoBku (415
OPA/AIU/PVC); 3MiHuM | TUNY - 3MiHU METOAMUKM Y 3B'A3KY 3
npuBeLEeHHs Y BiANOBIAHICTb A0 BUMOr MOHorpadili «Rosuvastatin
calcium» Ta «Rosuvastatin tablets» EP; 3miHu |l TUny - OHOBNEHHA
ASMF Ha gitody peqyoBuHYy po3yBacTaTuHy KanbLieBoi coni Big,
3aTBepAKeHoro BMpo6Hnka MSN Laboratories Private Ltd, IHais;
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
3anponoHoBaHo: version RV/AP-Ph.Eur./02/03-20); 3MiHu Il Tuny -
3MiHM NMPOiN0 AOMILLIOK Ta KpUTEPIiB NPUAHATHOCTI 38 NOKa3HUKOM
«CynyTHi SOMILLKN»
191.| PO3YKAPA® | Tabnetku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | TUny - nogaHo 3a UA/11742/01/02
20 060/10HKO0 No 20 "CaHodi- Pecny6nika HoBuin cepTudcpikat No. RO-CEP 2015-040-Rev 01 Ha gjtouy peyenmom
mr, Ne 30 (10x3), Ne ABeHTIC peyoBUHY po3yBacTaTUHy KasibLito Ha 3aMiHy ASMF v.05 11/2013
90 (10x9): no 10 YkpaiHa" Bif, 3aTBEpAKEHOro BMpobHUka Biocon Limited, IHAis; 3miHm | Tuny -

Tabnetok y 6nicrepi;
no 3 aéo no 9
6nictepiB y
KapTOHHI KOpoo6Li

nogaHo oHosrieHuii ceptudpikat No. RO-CEP 2015-040-Rev 02 Ha
3amiHy 3aTBepmkeHoro ceptudikary (No. RO-CEP 2015-040-Rev
01) Ha fitody pevoBUHY po3yBacTaTUHY KasbLilo Ha Bif
3aTBEpAXEeHOro BMpo6HuKa Biocon Limited, IHAjs, i3 3a3HaYEHHAM
[BOX J0AaTKOBKX BMPOGHMWKIB MPOMiXXHUX NpoAyKTiB (Jiangxi
Dongbang Pharmaceutical Co., LTD, Kutaii; Zhejiang Hongyuan
Pharmaceutical XCo., LTD, Kutait) Ta 3miHamu agpecu micus
BMpo6HMLTBA API. A TakoX NpeAcTaBEHO J0AATOK CTOCOBHO
yNpaBiHHA pU3nKaMu 4719 eNleMeHTapHuX AOMILLIOK Ta
BMKOpPUCTaHHSA abcopbepy K1CHI0 BCTAHOBEHOIO Y MiX ABOMa
Luapamu nonieTusIEHOBOro NakeTy y BUSHAYEHNX YMOBax, LU0
npu3HaveHi ans 36epiraHHA 4it40i pevyoBUHY; 3MiHK | Tvny -
npuBefeHHs cneundikauii Ta MeTOAIB KOHTPOSIIO Ha AONOMIKHY
peyoBUHy rinpomenosn 2910/5 y BigNoBigHICTL A0 BUMOT MOHOTpadil
«Hypromellose» EP; 3MiHK | TUny - oAaHo anbTepHaTUBHUIA MeToq,
(in-house MX) ans BUNpo6yBaHHS 3a NOKasHNKOM «KiflbkicHe
BM3HAYEHHS» Y MeTofax KOHTPO/IO Ha AOMOMiXHY PEHOBUHY
rinpomenosa 2910/5 o 3aTBEpPAKEHOrO hapMakoneiiHoro MeToay;
3MiHM | TURY - 3MiHW A0 ONWUCY aHauTITUYHMX NpoLEeayp Ha a/toMiHiEBY
00/1bry; 3MiHM | TUMY - AONOBHEHHA cnevundikauii nepBUHHOT
yNaKkoBKU (Ha atoMiHiEBY (hO/Ibry) HOBUM MOKA3HUKOM «text» 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS; 3MiHM | TUNY - AONOBHEHHS
creundikalii NnepBMHHOT YNakoBku (Ha asTloMiHIEBY hO/bry) HOBUM
NOKa3HNKOM «colour» 3 BiANOBIAHNM METOAOM BUNPOGYBaHHS; 3MiHU
| TNy - BUNYYEHHS HE3HAYHOrO MOKAa3HVKa CTOCOBHO LUMPUHU
hos1brn 3 cneyndikauii NnepBUHHOI YNakoBky (4151 altoMiHIEBOT
honbru); 3miHum | TMny - BUNYYEHHA HE3HAYHOro NoKa3HUKa CTOCOBHO
LUMPUHKW PObMM 3 cneumdikalii NepBUHHOT ynakoBku (415
OPA/AIU/PVC); 3MiHuW | TUNY - 3MiHW METOAMUKM Y 3B’A3KY 3
NpUBELEHHS Y BiANOBIAHICTL A0 BUMOT MOHorpadili «Rosuvastatin
calcium» Ta «Rosuvastatin tablets» EP; 3miHun Il Tuny - OHOBNEeHHSA
ASMF Ha gitody peqyoBuHY po3yBacTaTuHy KasbLjieBoi Coi Bif,
3aTBepaxeHoro Bupo6Huka MSN Laboratories Private Ltd, IHais;
3anponoHoBaHo: version RV/AP-Ph.Eur./02/03-20); 3miHu Il Tuny -
3MiHM MPOCOifo AOMILLIOK Ta KpUTEpIiB NPUIAHATHOCTI 38 NOKa3HWUKOM
«CynyTHi JOMILLKM»
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

192,

PO3YKAPL®
40

Tabnetku, BKpUTI
060/10HKO0 M0 40
Mr, Ne 30 (10x3), Ne
90 (10x9): no 10
Tabnetok y énicrepi;
no 3 abo no 9
6nictepiB y
KapTOHHI KOpoo6Li

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLiiiHMXx maTepianis:3miHu | Tuny - nogaHo
HoBuin cepTucpikat No. RO-CEP 2015-040-Rev 01 Ha gjtouy
peyvoBUHY po3yBacTaTuHy kasbLjto Ha 3amMiHy ASMF v.05 11/2013
Bif, 3aTBEpAKEHOro BUpo6bHUka Biocon Limited, IHAia; 3miHun | Tuny -
nogaHo oHosrieHuii ceptudpikat No. RO-CEP 2015-040-Rev 02 Ha
3amiHy 3aTBepgkeHoro ceptudikaty (No. RO-CEP 2015-040-Rev
01) Ha fitody pevyoBUHY po3yBacTaTUHY KasbLilo Ha Bif
3aTBEpAKEHOro BMpo6HuKa Biocon Limited, IHgjs, i3 3a3HaYEHHAM
[BOX J04aTKOBKX BMPOGHWKIB MPOMiXHMUX NpoAyKTiB (Jiangxi
Dongbang Pharmaceutical Co., LTD, Kutaii; Zhejiang Hongyuan
Pharmaceutical XCo., LTD, Kutait) Ta 3miHamn agpecu micus
BMpO6HMLTBA API. A TakoX NpeAcTaBieHO J0AATOK CTOCOBHO
ynpaBAiHHA pu3nkamu AN eNeMeHTapHUX AOMILLOK Ta
BMKOPUCTaHHA abcopbepy K1CHI0 BCTAHOBIEHOIO Y MiX ABOMa
LIapamu noslieTUIEHOBOro NakeTy Y BU3HAYEHNX YMOBaX, L0
npu3HaveHi ansa 36epiraHHA 4ir40i pevyoBUHY; 3MiHK | Tvny -
npuBefeHHs cneundikauii Ta MeTOAIB KOHTPOJIIO Ha AONOMIKHY
peyoBuHy rinpomenosu 2910/5 y BigNoBigHICTb A0 BUMOT MOHorpadil
«Hypromellose» EP; 3MiHuK | TUny - oAaHO anbTepHaTUBHUIA MeToA,
(in-house MX) ans BuNpo6yBaHHs 3a NOKasHNKOM «KiflbkicHe
BW3HAYEHHS» Y MeTofax KOHTPO/IO Ha AOMOMiXHY PeHOBUHY
rinpomenosa 2910/5 o 3aTBEpPAKEHOrO hapmMakoneiiHoro MeToay;
3MiHM | TURY - 3MiHW A0 ONWUCY aHaUTITUYHMX NPoLEeAyp Ha a/ltoMiHIEBY
dhonbry; 3miHM | TNy - AONOBHEHHA crneumdikalii nepBUHHOT
yNaKkoBKU (Ha astoMiHiEBY (pO/Ibry) HOBUM MOKA3HUKOM «text» 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS; 3MiHM | TUNY - AONOBHEHHS
cneuudikaLii nepBMHHOI yNakoBky (Ha aitoMiHIiEBY (DO/bIy) HOBUM
NOKa3HNKOM «colour» 3 BiANOBIAHNM METOAOM BUNPOGYBaHHS; 3MiHU
| TNy - BUNYYEHHA HE3HAYHOTO MOKA3HVKa CTOCOBHO LUMPUHN
dhonbry 3 cneyudikavii NEPBMHHOI YNakoBKW (4719 afitoMiHiEBOT
dhonbrn); 3MiHM | TUNY - BUTYYEHHA HE3HAYHOTO NOKa3HWKa CTOCOBHO
LUMPpUHKW POobM 3 cneumdikalii NepB1HHOT ynakoBku (415
OPA/AIU/PVC); 3miHu | TUNY - 3MiHN METOAMKM Y 3B’A3KY 3
NpUBELEHHS Y BiANOBIAHICTL A0 BUMOT MOHorpadili «Rosuvastatin
calcium» Ta «Rosuvastatin tablets» EP; 3miHun Il Tuny - OHOBNEeHHSA
ASMF Ha fjtouy peyoBrHY po3yBacTaTuHy KasbLieBoi coni Big,
3aTBepKeHoro Bupo6Hnka MSN Laboratories Private Ltd, IHais;
3anponoHoBaHo: version RV/AP-Ph.Eur./02/03-20); 3miHu Il Tuny -
3MiHM MPOdifo AOMILLIOK Ta KpUTEPIiB NPUIAHATHOCTI 38 MOKa3HWKOM
«CynyTHi JOMILLKM»

3a
peyenmom

UA/11742/01/03

193.

PO34YMH
MEHTONY B
MEHTW/TOBO
MY E®IPI

MacnsiHucTa pigmHa
(cybeTaHuis) B
HepXaBCTasIeBUX
dnsirax abo B

ToBapucTeo
3
06MeXeHo
Bignosigasib

YkpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/ILHICTIO
"®APMXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiautiB:3MiHu | Tuny - 3MiHu 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHM B npoueci BupobHuutea AdI
(He3HayHa 3MiHa y npoLeci BUpobHuLTBa Adl);

CYNyTHSA 3MiHa - 3MiHKM 3 sikocTi. API. KoHTponb AdI. 3miHa y

UA/14866/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
KNCNOTU KaHicTpax HICTIO napameTpax cneuyudikauii Ta/abo AONYyCTUMUX MEX, BU3HAUEHUX Y
ISBOBAJIEPIA nonieTMIeHoBmX "PAPMXIM" cneuudikauifx Ha AdPl, abo BMXigHWIA/NPOMDKHUIA NpoAyKT/pearexT,
HOBOI ans LLIO BUKOPUCTOBYIOTLCS Y NpoLieci BUpo6HuLTBa AdI - onTumizauis
chapmaLeBTUYHOIo napameTpiB TEXHO/OTIYHOro NpoLiecy, a caMe - 3MiHa NopsaKy
3aCTOCyBaHHA NPOMMBAaHHSA TEXHIYHOTO PO34YMHY MEHTO/Y B MEHTWUIOBOMY edipi
KUCMOTU i30BasiepiaHoBOi, BUyYEHHS CTagil CyLUiHHA Ta A04aBaHHS
MOX/IMBOCTi MOBTOPHOrO PO3roHy Ha dhpakuii. JonoBHeHHA
[0AAaTKOBUMY MOKa3HUKaMK1 A1 KOHTPOSI0 Y cneumdikayii Ha
Hepo3dhacoBaHmWil NpoayKT
194 CAKCEHAA® | po3unH ans iH'exuii, A/T Hoso [aHia A/T Hoso Hopgick, [aHis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepianis:BUNpaB/ieHHs 3a UA/18651/01/01
6 mr/mn; no 3 mny Hopgaick [JaHis TEXHIYHOI NOMUIIKM Y cneuudikauii. Y cneundikauii 3aTBepakeHnx | peyernmom
KapTpuaxax, (Bupo6HuyTBO MeTOoAiB KOHTpost0 (MKH) NOMUNIKOBO He 3a3HaYeHo igeHTudikauis
BKafiEHUX Y NpOAYKTY, cheHony, fika NPOBOAWTLCA NapanesnbHO 3 BUSHAYEHHSIM BMICTY
nonepegHL0 HarnoBHEHHS eHony
3anoBHeHy KapTpuaKy Ta
6araTo030BY KOHTPO/b AKOCTI
OZHOPa30BY LWNpUL- npoaykuii in bulk.
pyuky; no 1, 3abo 5 Bunyck cepii Ta
nonepegHL0 cepTudikauis.); AIT
3anoBHEeHI Wnpwu- Hoso Hopgick,
PYYKM B KAPTOHHIl [Janis
KopoobLi (KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS FOTOBOro
NpoayKTy.
CepTuddikauisi cepiii)
195., CAHOOCTAT | nopoLuok ans HosaprTic Lseliuapi ABGOTT Higepnangn BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHuW || Tuny - 3MmiHKn 3a UA/1537/02/02
NH® NAP cycneHnsii ans dapma Al A Bionomxmkans b6.B., / Lof0 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsgy - BBeAeHHs peuyenmom
iH'ekyin no 20 mr; 1 HigepnaHnan LLBeiiuapis/ TEKCTY MapKyBaHHA NepBUHHOT YNakoBKM A/151 PO3YMHHMKA Ta
h1aKOH 3 MOPOLLKOM (BpO6HMLTBO, ABCTpist BTOPUHHOI (MPOMDKHOI ) yNakoBkv - Ans agantepa. BeegeHHsA 3MiH
y BUrNsagi KOHTPO/b SIKOCTI, NPOTSArom 6-Tv MiCAILB MiCNsi 3aTBEPAYKEHHS
Mikpocdoep y nepBuHHE
KOMMMEKTi 3 nakyBaHHs
PO3UYNHHVIKOM PO3YMHHMKA Ta
(HaTpito anbTepHaTUBHWI
Kapmenosy/Hatpito BUPOGHMK ANns
Kap6okcumeTunuen BTOPVHHOTO

tono3y, MaHit (E
421), Bopy Ans

iH ek,
nosnokcamep 188) no
2 Mny nonepesHbLo
3anoBHeHoOMy
wnpuui, Ta 0gHOK

nakyBaHHS F0TOBOro
npoaykTy); HosapTic
dapma LTeiiH Al,
LLiBeiiuapis
(BTOPUHHE
nakyBaHHS1, BUNYCK
cepii rotoBoro
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
rO/IKOK0 Ta OfHUM npoaykTy); CaHaos
ajantepomM B "M6X, ABCTpis
KapTOHHI KOpoo6Li (BMPOGHMLTBO
Hepo3ghacoBaHOro
NPOAYKTY, KOHTPO/b
AKOCTi, NEPBUHHE
nakyBaHHs
nopotuky); Canio3
'M6X, ABCTpis
(KOHTPO/b AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BUK/OYEHHAM
MOEKY/IAPHOT Macu
nosimepy)
196., CAHOOCTAT | nopoLwok ans Hosapric LLBeiiuapi AB6OTT HigepnaHamn BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:3MiHu || TURYy - 3MiHK 3a UA/1537/02/03
NH® NNAP cycnensii gns dapma Al A Bionogxukans B.B., / LoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnsgy - BBeAeHHs peyenmom
iH'ekyin no 30 mr; 1 HigepnaHan LLBeiiuapis/ TEKCTY MapKyBaHHS NEPBUHHOI YNaKOBKW 47151 PO3YMHHUKA Ta
hNakoH 3 NOPOLLKOM (BUPOGHULTBO, ABCTpist BTOPVHHOI (MPOMDKHOT ) YNakoBku - Ans afantepa. BBegeHHs 3MiH
y BurnsAgi KOHTPO/b AKOCTI, NpoTArom 6-Tn MicALIB NiCNs 3aTBEPMKEHHS
Mikpocdoep y nepBuHHE
KOMNekTi 3 nakyBaHHs
PO3YMHHUKOM pO34MHHMKA Ta
(HaTpito anbTepHaTUBHWI
Kapmenosy/Hatpito BUPOGHWK ANs
KapbokcumeTuayen BTOPUHHOTO

tono3y, MaHit (E
421), Bogy ons
iH'eKUin,
nosokcamep 188) no
2 MmNy nonepegHbLo
3aMnoBHEHOMY
wnpwi, Ta 04HOK
TO/IKOK0 Ta OfHUM
ajanTtepom B
KapTOHHIA KOpoo6Li

nakyBaHHS roTOBOro
npoaykTy); HosapTic
dapma LTeiiH Al,
LLiBeiiuapis
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepii rotoBoro
npoaykTty); CaHno3
M6X, ABCTpis
(BMPOGHMLTBO
Hepo3ghacoBaHOro
NpPOAyYKTY, KOHTPO/b
AKOCTi, NEPBUHHE
nakyBaHHs
nopotuky); Canio3
M6X, ABCTpis
(KOHTPO/b AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
BUK/OYEHHAM
MOJIEKY/IAPHOT Macu
nosimepy)
197.| CAHOOCTAT | nopoLwok ans Hosapric LLBeiiuapi AG6OTT HigepnaHamn BHECEHHS 3MiH [0 peecTpaLiitHMx MmaTepiasis:3MiHu |l TUny - 3MiHK 3a UA/1537/02/01
NH® NNAP cycnensii gns dapma Al A Bionogxukans B.B., / LoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnsgy - BBeAeHHs peyenmom
iH'ekyin no 10 mr; 1 HigepnaHnan LLBeiuapis/ TEKCTY MapKyBaHHS NEPBUHHOI YNaKOBKW A4/15 PO3YMHHUKA Ta
hNakoH 3 NOPOLLKOM (BUPOGHMLTBO, ABCTpist BTOPVHHOI (MPOMDKHOT ) YNakoBku - Ans afantepa. BBegeHHs 3MiH
y BurnsAgi KOHTPO/b AKOCTI, NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
Mikpocdoep y nepBuHHE
KOMNekTi 3 nakyBaHHs
PO3YMHHUKOM pO34MHHMKA Ta
(HaTpito anbTepHaTUBHWIA
Kapmenosy/Hatpito BUPOGHWK ANns
KapbokcumeTunauen BTOPUHHOTO
tono3y, MaHit (E nakyBaHHs rOTOBOr0
421), Bogy ons npoaykTy); HosapTic
iH'eKLin, dapma LTeiiH Al,
nosokcamep 188) no LLiBeiiuapis
2 Mn 'y nonepegHbLo (BTOpWHHE
3aMnoBHEHOMY nakyBaHHs, BUNYyCK
wnpwi, Ta 04HOK cepii rotoBoro
TO/IKOK0 Ta OfHUM npoaykTty); CaHao3
ajantepomM B M6X, ABCTpis
KapTOHHIA KOpoo6Li (BMPOGHMLTBO
Hepo3ghacoBaHoro
NpPOAyYKTY, KOHTPO/b
AKOCTi, NEPBUHHE
nakyBaHHs
nopotuky); Canio3
M6X, ABCTpis
(KOHTPO/b AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BUK/OYEHHAM
MOJIEKYIAPHOI Macu
nonimepy)
198.| CEPMIOH® niogpinizat gns AngpxoH HOC CWA Brpo6HMUTBO, Icnanis/ BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHa 3asBHMKa 3a UA/5183/02/01
PO3UMHY AN iH'EKL 1NncC KOHTPO/b SKOCTI, Benbris (BnacHvKa peecTpauiiHoro noceig4yeHHs)(3rigHo Hakasy MO3 Big, peuyenmom
no 4 mr; 2 priakoHu nepBuHHE 23.07.2015 Ne 460). BBefieHHsA 3MiH npoTArom 9-T micsliB nicns

3 NOPOLLUKOM Ta no 2
amnysnm 3
PO34YMHHKKOM Mo 4
MA (HaTpito xnopua,
6eH3anKoHIl0
xnopuva, Boja ans

nakyBaHHs, BUMYCK
cepii g5 NOPOLLKY:
Baet dapma, C.A.,
IcnaHis;
BupobHnyTBO,
KOHTPO/b SIKOCTI,

3aTBEPMKEHHSA. 3MiHM | TUny - 3MiHK WoAo 6e3nekn/eekTnBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasibHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHuX npo
cuctemy thapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu,
Bi4NOBigasIbHOI 3a 34iACHEHHST chapMakoHarns4y; KOHTakTHOT 0co6un
3 chapmakoHarnsay 3asaBHVKa ANs 34iicHeHHs: dpapMakoHarnsay B
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
iH'eKUil) y nepBuHHE YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
YapyHKOBIli nakyBaHHs, BUMYCK BIANOBIAA/IbHOI 3@ 34iiCHEHHS thapmakoHarnagy (Bkavatym
ynakoBLi; no 2 cepii gns KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-dhaiina cuctemm
4apyHKOBi YNakoBKy PO3UMHHNIKE,; dhapmakoHarnsgy). 3MiHa ynoBHOBaXeHOT 0CO6M 3asBHMKa,
B KQpPTOHHIM BTOPVHHE BiANOBIAaUIbHOI 3a 34iiCHEHH:A thapmakoHarnsagy: [iroya pegakuis:
Kopoo6Li; 1 dhnakoH 3 nakyBaHHs Ta ®paHcyasa [lyma-Cinnan/ Francoise Dumas-Sillan. MNponoHoBaHa
nopoLukom Tano 1 BMNyCK cepii ons pepakuis: bap6apa [e bepHapgi/ Barbara De Bernardi. 3miHa
amny”ni 3 KIHLLEBOrO NPOAYKTY: KOHTaKTHUX JaHnX yNMOBHOBaXKEHOT 0CO6M 3asBHWKA, BifnoBigasibHOI
PO3YUHHUKOM Mdpaiizep 3a 3fjiicHeHHs hapMakoHarnsay.
(HaTpito xnopug, MeHtodekuypuHr
6EeH3a/IKOHII0 Beneria HB, benbris
xnopug, Boaa ans
iH'EKUlA) B KAPTOHHIN
Kopob6ui; no 4
KapTOHHI KOPO6KH,
ynakoBaHi pa3oM B
KapTOHHY KOpOOKy
199., CUAOKAPA TabneTkn no 2 Mr no AT YkpaiHa AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB:3MiHu | Tuny - 3MiHu 3 3a UA/16389/01/01
10 Tabnetok y "KUIBCbKW BITAMIHHW akocTi. A®Il. KoHTposib A®L. 3miHa y napameTpax cnevudikauii peuyenmom
6nictepi, no 3 " 3ABO/" Ta/abo fonycTMMUX MEX, BU3HAUYEeHUX y cneyndiikauisx Ha A®l, abo
6nictepu y nauui BITAMIHHW BVXiAHWA/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
" 3ABOA" npoueci BupobHuLTBa A®I; CynyTHS 3MiHa - 3MiHM 3 iKoCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs APl abo BMXigHOrO
maTepiany/npoMiXHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa AP (iHWi 3MiHK y MeToAax BUNPO6yBaHHS
(BKntOYatouM 3amiHy abo fonoBHeHHs) Ad| abo
BUXIAHOIO/NPOMIXHOTO NPOAYKTY) - 3MiHa Y crneumdikaL,ii akTMBHOI
cy6cTaHLUil MocMaoMiH BUpOo6HvKa /13, 30Kpema BUy4eHHs
po3giny «Temneparypa naasBfeHHs», 3a PO34iJIoM «3a/LLKOBI
PO3YNHHWKN» BUSTYHYEHHA METAHOMY Ta AOMNOBHEHO KOHTPO/Ib
3a/IMLLKOBUX KislbkoCcTeli 6eH301y (He Ginblie 2 ppm)
200., CNWOOKAPA TabneTkn no 4 mr; AT YkpaiHa AT "KMIBCbKNI YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasiB:3MiHu | TUny - 3MiHK 3 3a UA/16389/01/02
no 10 TabneTok y "KUIBCbKW BITAMIHHW akocTi. A®Ll. KoHTponb A®L. 3miHa y napameTpax cnevudikalii peyenmom
6nictepi; no 3 " 3ABO" Ta/abo fonycTMMUX MeX, BU3HaUYeHNX y cneundikauisx Ha A®l, abo
6nictepn y nauui BITAMIHHW BUXIAHWA/MPOMIKHMIA MPOAyKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
" 3ABOA" npoueci Bupo6bHuuTBa A®I; cynyTHsi 3MiHa - 3MiHU 3 KOCTi. AdDI.

KoHTponb A®l. 3miHa y meTogax BunpodysaHHa APl abo BUXigHOrO
matepiany/npoMiXHOro NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®I (iHWi 3MiHM Yy MeToAax BUNPOOYBaHHS
(BKntOYatoum 3amiHy abo [onoBHeHHS) APl abo
BMXiAHOTrO/NPOMIXKHOTO NPOAYKTY) - 3MiHa Y cneuumdikaL,ii akTMBHOI
cy6cTaHLii MoncmaoMiH BupobHuka /13, 30kpeMa BUMy4YeHHs
po3giny «Temneparypa naasfneHHs», 3a PO34ioM «3a/NLLKOBI
PO3YMHHMKN» BU/TYYEHHA METAHOMY Ta JONOBHEHO KOHTPO/Ib
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
3a/IMLLKOBUX KislbKOCTell 6eH301y (He Ginblie 2 ppm)
201, CKPINTA HacToika, no 100 MAT Ykpaina NAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianiB:3mMiHu | Tuny - 3MiHK 6e3 UA/9641/01/01
MY do1aKoHi "Ximdhapmsa "Ximthapm3sasop Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
cknsiHoMy abo BOJA, "YepBoHa 3ipka” 3MiHU [0 y3ara/lbHEHMX AaHNX NPo cuctemy hapMmakoHarisay
nonimepHomy; no 1 "YepBoHa (BBEAEHHSA Y3araslbHEHUX JaHWX MPo cuctemy chapmakoHarnsgy,
hnakoHy B navu, 3 3ipka” 3MiHa YNOBHOB&XEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
KapToHy; no 100 mn hapmMakoHarnaay; KOHTakTHoOI 0coby 3 thapmakoHarnsay 3asBHUKa
y 6aHuj; no 1 6aHui y Ons 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLO0 BOHA BigMIHHA
nauui 3 KapToHy Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHUX JaHWX YMOBHOBaXKEHOI 0co6w, BiANOBiAaNbHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
202, CMO®KABIB | emynbcis gns dpeseHiyc HimeuumnH ®peseHiyc Kabi Ab LLiBeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB:3MiHU 3 SKOCTi - 3a UA/14345/01/01
EH iHdpysiin; no 1206 Kabi a noAaHHa HOBOTO cepTudikarta BignoBigHOCTI EBponenchkiii peyenmom
NMEPUDEPUY | mn, no 1448 mn, no Joliunang, apmakonei Ne R1-CEP 2010-380-Rev 00 A5 Aito4oi peyoBuHM
HWiA 1904 mn B 6eX Kautito xopug BupobHmuTea K+S Kali GmbH (supplied by Merck
TpuKamepHomy KGaA, Germany); 3MiH 3 AKOCTi - NOf4aHHA HOBOIO cepTudiikata
nn1acTMKoBOMY BifnoBigHOCTI €Bponelickkili hapmakonei Ne R1-CEP 2010-380-Rev
KOHTeliHepi 00 gNs 4ioyoi peyoBMHN Kanito XJ10pug, Bif BXe 3aTBEpPAKEHOTO
«BioghiH», KA BMpo6HUKa K+S Kali GmbH; 3miHM 3 SikOCTi - nogaHHA HOBOTO
pasom 3 cepTudpikata BignosigHocTi €Bponelicbkili hbapmakonei Ne CEP RO-
AHTUOKMCHUKOM CEP 2011-384-Rev 01 ans gjtoyoi pevoBrHN Hatpito auetart (y
BMILLYIOTb Y BUINAAI HATPIlO aueTaTty TpurigpaTty) Bif, BXe 3aTBepAXeHoro
30BHILLHIl BMpo6HUKa Merck KGaA; 3MiHM 3 SIKOCTi - N0A4aHHS OHOB/IEHOTO
NAaCTUKOBUIA MILLIOK; ceptudpikaty R1-CEP 2011-384-Rev 00 an1s Aito4oi peqyoBuHM
no 1206 mn, no HaTpito auetar (y BUrNs4i HaTpito aueTary Tpurigpary) Bif
1448 mn, no 1904 BMpo6HUka Merck KGaA.
M/1 B TPUKAMepPHOMY
n1acTKoBOMy
KOHTelHepi
"BiocpiH", KM
pasom 3
aHTUOKVCHUKOM
BMILLYIOTb Y
30BHILLHIN
NAaCTUKOBUIA MILLIOK;
no 4 miwkn B
Kopo6Li
203, CMO®PKABIB | emynbcisa gns PpeseHiyc HimeuumnH ®peseHiyc Kabi Ab Lseuis BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis:3MiHu | TUMNy - NofaHHA 3a UA/14346/01/01
EH iHdpy3ii; no 986 mn, Kabi a HOBOrO cepTudikaTa BignoBiAHOCTI EBponelickbkiin hapmakonei Ne | peyenmom
LEHTPANbH no 1477 mn, no Hoinunang R1-CEP 2010-380-Rev 00 ans gjto4oi pevyoBuHY Kauito xnopug
un 1970 mn, no 2463 mM6X Bupo6HuuTea K+S Kali GmbH (supplied by Merck KGaA, Germany);
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1

M/1 B TPUKaMepHOMY 3MiHK | TUNY - N0AaHHA HOBOro cepTudikaTa BiANOBIAHOCTI

nn1acTMKoOBOMY €sponelicbkinn hapmakonei Ne R1-CEP 2010-380-Rev 00 ans

KOHTeliHepi L0401 PEYOBMHU KauTito X/I0pUA, Bif, BXXE 3aTBEPKEHOTO BUPOGHMKA

«BioghiH», AKMiA K+S Kali GmbH; 3miHu | Tvny - nogaHHA HOBOro cepTudiikata

pasom 3 BignosigHocTi €Bponeiickbkii hapmakonei Ne CEP RO-CEP 2011-

aHTUOKVCHVKOM 384-Rev 01 gns gitoyoi pevoBuHN HaTpito aueTar (y BUrns4i HaTpito

BMILLYIOTb Y aueTtaTy TpurigpaTty) Bif, BXe 3aTBepAKeHoro BupobHunka Merck

30BHILLHIl KGaA; 3miHun | Tuny - nogaHHsa oHoBieHoro ceptudikaty R1-CEP

NAacTVKOBUIA MILLIOK; 2011-384-Rev 00 ons gitovoi pevoBuHu Hatpito auetaT (y Burnsagi

no 986 mn, no 1477 HaTpito aueTary Tpurigparty) Bif BupobHuka Merck KGaA

M, no 1970 mn B

TprKamepHoOMy

nnacTKoBOMy

KOHTeliHepi

«BiodiH», AKuii

pasom 3

aHTUOKVCHVKOM

BMiLLYIOTb Y

30BHILLHIN

NNACTUKOBUIA MILLIOK;

no 4 miwkn B

KopobLi; no 2463 mn

B TPMKamepHomy

nnacTUKoBOMYy

KOHTelHepi

«BiothiH», sKni

pasom 3

AHTVIOKMCHNKOM

BMILLYOTb Y

30BHILLHIN

NAaCTUKOBUIA MILLIOK;

no 3 MiLkun B

Kopo6Ui
204., CNACKYMNPE PO3YUH ANs1 iH'EKLN; Bionoriwe HimeuuunH Bionoriwe HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: BUNPaB/eHHS 3a UA/11194/01/01

Nnb no 1,1 mn B amnyni; Xanbmitre a XainbmiTTe b TEXHIYHOT MOMWSIKN Ha TUTYNbHIl CTOPIHLi 3MiH Ao MKA /13 B HOMepi | peyernmom

noSamnyny Nnb Xeesnb Xeenb M'M6X peecTpauiiiHoro NocBigYeHHs:

KOHTYPHiIl 6X MponoHoBaHa pefakLis

YapyHKOBIli 3ATBEP)KEHO

ynakoBuj; no 1, abo Haka3s MiHicTepcTBa OXOpPOHU

no 2, aéo no 20 3[10pOB’A YKpaiHu

KOHTYPHUX 16.03.2016 Ne197

YyapyHKOBUX PeecTpadiiiHe nocsigyeHHs

yNakoBOK Yy KOPO6Li NeUA/11194/01/01

3 KapTOHY
205 CYMAMEA® TabneTkun, BKpUTI TOB «TeBa YkpaiHa M/1IBA XpBarcka Xopsaris BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasnis: 3MiHa 3asiBHMKA 3a UA/2396/02/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
NnNiBKOBOKO YkpaiHa» 4.0.0. (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakady MO3 Big | peyenmom
o60onoHkKoto, no 125 23.07.2015 Ne 460): 3MmiHn | TuRy - 3MiHN LWOA0
Mr; no 6 TabneTok y 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
6nictepi; no 1 [0 y3aranibHEeHUX JaHuX Npo cucteMy papMakoHarnsgy (BBefeHHs
6nictepy y y3arasibHeHVX AaHux Npo cuctemy hapMakoHarnisay, 3miHa
KapTOHHI KOpoo6Li YMOBHOBaXEHOT 0C06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
OnA 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLO0 BOHA BigMIHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkaoyarouy KOHTakTHI fAaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
thapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman. NponoHoBaHa
pegakuisi: buctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHWX
YMOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarniag,
206 CYMAMEO® TabneTkn, BKpUTI TOB «TeBa YkpaiHa MNIBA XpBarcka Xopsartis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiB: 3MiHa 3asBHUKA 3a UA/2396/02/02
nNiBKOBOKO YkpaiHa» 4.0.0. (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big | peyermom
060/10HKOH0, 1o 500 23.07.2015 Ne 460): 3miHu | Trny - 3MiHK WoA0
Mr; no 2 abo no 3 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
Tabnetkn y 6nictepi; [0 y3araslbHeHNX AaHnx Npo cuctemy hapmakoHarnagy (BBegeHHs
no 1 6nictepy y y3arasibHeHUX faHux Npo cucTemy chapmakoHarnsgy, 3miHa
KapTOHHI KOpoo6Li YMOBHOBaXEHOT 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AiicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0cobMu, BiAMNOBIgasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTakTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman. NponoHoBaHa
pefakuisi: buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX JaHWX
YMOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag
207.| TABIMNEK Kancynu PapmavueyTi AscTpis KartaneHT [hxepmaHi Himeuunna/ BHECEHHS 3MiH 10 peeCTpaLiiiHnx MaTepianis:3MiHv | TUny - 3MiHK 6e3 UA/5604/01/01
KMLUKOBOPO3YMHHI we dabpik E6epbax, ABCTpIst oo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
M'siKi no 150 mr no MoHTasiT HimeuyunHa 3MiHM [0 y3aras/ibHeHVX JaHuxX Npo cucTemy chapmakoHariagy
10 kancyny M6X (BpPO6HMLTBO (BBEAEHHSA Y3arasibHEHUX JaHUX NPO cucTemy hapmakoHarnagy,
6nictepi; no 3 Hepo3dgiacoBaHol 3MiHa YNMOBHOBaXXEHOT 0CO6MU, BifgNOBifaIbHOI 3a 34iAiCHEHHS
6nictepu B npoAyKuit chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
KapTOHHiiA KOpo6Ll (kancyntoBaHHSA, Ans 3giicHeHHA dhapmakoHarnsgy B YkpaiHi, KW BOHA BigMiHHA
KOHTPO/Ib SIKOCTi BiJ, yNOBHOBaXXEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iACHEHHS
LOMOMDKHUX thapmakoHarnagy (BKIo4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pPEeYOBUH, KOHTPO/b po3MilLeHHI MacTep-haiina cuctemn hapMakoHarnagy) - 3mMiHa
B NPOLECI KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT

BMPOGHULITBA));

3a papmakoHarnsg B YkpaiHi. MponoHoBaHa pegakuis: MpuLeHKo
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
dapmaueyTiwe Hatanist OpecTiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
thabpik MoHTaBIT YMNOBHOB&XeHOT 0CO6M 3aABHUKA, BiAMNOBIiga/IbHOI 3a
M6X, ABCTpis hapmakoHarnsg B YkpaiHi
(HaHeceHHs
KMLLKOBOPO3YMHHOIO
MOKPUTTS Ha
Kancyny, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTi Ta
BUMYCK cepil)
208.. TAOANA®IN TabneTku, BKpUTI [xy6inaHTt IHais [bxy6inaHTt IHais BHECEHHS 3MiH 10 peecTpavliiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/18127/01/02
NNiBKOBOKO [xeHepikc [bxeHepike Nimiteq oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peyenmom
o060s10HKo0, Nno 10 Nimiteq 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsgy
Mr Ne 4 (4x1), Ne 30 (BBEAEHHA y3ara/ibHeHVX AaHuX Npo cucTemy hapmakoHarniagy,
(10x3) y 6nicTepax 3MiHa YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKA
[AnAa 3AjicHeHHs hapMakoHarisay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroun KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuisn: A-p Capita Carap. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a (hapmakoHarnag,
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M
3asBHMKa, BIAMNOBIAa/IbHOT 3a hapmakoHarnsag, B YkpaiHi.
3MiHa MicLe3HaxoMkeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa Micusi 34iCHEHHA OCHOBHOI AisS/TbHOCTI 3
chapmakoHarnsgy
209. TAOANA®IN TabneTkn, BKPUTI Loxy6inaHTt IHAis [bxy6inaHTt IHAisa BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis:3MiHv | TMNy - 3MiHK 3a UA/18127/01/03
NNiBKOBOKO LhxeHepikc [bxeHepikc JimiTeq oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
060710HKOt0, M0 20 Nimiteq 3MiHU [0 y3araslbHeHVX AaHnX NPo cuctemy hapmMmakoHarisgy

Mmr Ne 4 (4x1) y
6nictepi

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNMOBHOBaXXEHOT 0CO6MU, BifgNOBifaIbHOI 3a 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
Ans 3piicHeHHA dhapmakoHarnsgy B YkpaiHi, KW BOHA BigMiHHA
BiJ, yNOBHOBaXXEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iAICHEHHS
thapmakoHarnagy (BK/Iovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-haiina cuctemn hapmakoHarnagy) - 3mMiHa
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BigmnoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: A-p Capita Carap. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXXEHOT 0C06M, BiANOBiJa/IbHOI 3a (hapmakoHarisg,.
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y YNOBHOBaXKEHOI 0CO6U
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsag B Ykpaii.
3MiHa MicLe3HaxoMmkeHHs1 MacTep-daiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS1 OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy
210, TAAANA®IN TabneTku, BKpUTI [xy6inaHTt IHais [bxy6inaHTt IHais BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/18127/01/01
NNiBKOBOKO [xeHepikc [bxeHepike Nimiten oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peyenmom
060/10HKOI M0 5 Mr Nimiteq 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsagy
Ne 30 (10x3) y (BBEAEHHSA y3ara/ibHeHVX AaHuX NPo cucTemy hapmakoHarniagy,
6nictepax 3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKA
[AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0co6u, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroun KOHTakTHI AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: A-p Capita Carap. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a (hapmakoHarnag,
3MiHa KOHTaKTHUX [AaHWX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0co6M
3asBHVKa, BIAMNOBIAa/IbHOT 3a hapmakoHarnsag, B YkpaiHi.
3MiHa MicLe3HaxoMkeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa Micus 34ilCHeHHA OCHOBHOI AisS/TbHOCTI 3
chapmakoHarnsgy
211.) TAKHI Kancynu Teepgi no TeBa 13painb Na6opaTtopies Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis:3MiHv | TUny - 3MiHK 3a UA/14248/01/01
0,5 mr; no 10 kancyn | dapmaueBTi LinHdpa C.A., IcnaHis BHECEHO [0 IHCTPYKLii 4519 MeANYHOro 3aCTOCYBaHHS JliKapCbKOro peyenmom
y 6nicTtepi, no 5 Kan (BpPOGHMLTBO 3acoby y po3ain "B3aemMogis 3 iHLWIMMKM NikapcbkuMK 3acobamu Ta
6nictepis y IHpacTpi3 Hepo3chacosaHol iHWi BMAW B3aemogijii" BiANOBIAHO A0 OHOBMEHOI iHchopmauii 3
3anasiHoMy nakeTi B Nta. npoAyKuUii, NepBNHHA 6e3nekn gjtoyoi pevyoBMHN. BBeAeHHS 3MiH MPOTAroMm 3-x MicsiliB
Kopo6Li Ta BTOPUHHA nicns 3aTBepaKeHHA
ynakoBka; nepBuHHa
Ta BTOPUHHA
ynakoBka, [,03BiN Ha
BUMYCK cepil)
212, TAKHI Kancynv Teepgi no 1 TeBa I3painb Na6opaTtopies Icnanis BHECEHHS 3MiH [0 peecTpavLiiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/14248/01/02
mr; no 10 kancyn y dapmaLeBTi LinHdpa C.A., Icnanis BHECEHO [0 IHCTPYKLUiT 4518 MeNYHOro 3aCTOCYBaHHS /iKapCbKoro | peyenmom
6nictepi, no 5 Kan (BUPOBHMLTBO 3aco6by y po3ain "B3aemogis 3 iHWUMK SlikapCbKMMKU 3acobamm Ta
6nictepiB y IHpacTpi3 Hepo3dacoBaHol iHLWIi BMAW B3aeMOgji" BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3
3anasHoMy nakeTi B nra. npoAayKuii, nepBnHHa 6e3nekun Aitoyoi pevyoBuHU. BBeeHHSA 3MiH NPoTArom 3-x micsuis

KopoobLi

Ta BTOpPUHHa
ynakoBKa; NnepByHHa
Ta BTOPUHHA
ynakoBka, f103Bi/1 HA

nicns 3aTBepmKeHHs
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
BMNYyCK cepii)
213.[ TAKHI Kancynm Teepgi no 5 TeBa 13painb Na6opaTtopies Icnanis BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis:3miHu | Tuny - 3MiHK 3a UA/14248/01/03
mr; no 10 kancyny dapmaLeBTi LinHdpa C.A., Icnanis BHECEHO [0 IHCTPYKLIiT 4519 MeAWYHOro 3aCTOCYBaHHS /iKapCbKoro | peyernmom
6nictepi, no 5 Kan (BUPOBHMLTBO 3acoby y po3gin "B3aemogis 3 iHWUMY flikapCbkuMu 3acobamm Ta
6nictepiB y IHpacTpi3 Hepo3chacoBaHol iHLi BMAW B3aeMOZji" BiANOBIAHO [0 OHOBMEHOT iH(hopmaLlii 3
3anasHoMy nakeTi B nra. nNpoAyKLUii, NnepBnHHa 6e3neku Ailo4oi pevoBrHN. BBeAeHHS 3MiH NpoTArom 3-x MicsLiB
KopoobLi Ta BTOPUHHA nicns 3aTBepKEHHS
ynakoBKa; nepBuHHa
Ta BTOPUHHA
ynakoBka, ,03BiN Ha
BUMYCK cepil)
214. TAKHI Kancysnu Teepgi no TOB «TeBa YkpaiHa B1po6HMLTBO IcnaHis BHECEHHS 3MiH 0 peecTpavjiiiHMx MaTepiasiB: 3MiHa 3asiBHUKa 3a UA/14248/01/01
0,5 wr, no 10 kancyn YkpaiHa» Hepo3schacosaHol (BnacHvKa peecTpauiiiHoro noceigueHHs) (3rigHo Hakasy MO3 Bif, | peyenmom
y 6nicTepi; no 5 npoAayKuii, NepBNHHA 23.07.2015 Ne 460); 3miHm | TMRY - 3MiHN WoOA0
6nicTepiB y Ta BTOPUHHa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
3anasHoMy nakeTi B ynakoBka; NepBuHHa [0 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy (BBefeHHs
KOpo6Li Ta BTOPUHHA y3arasibHeHUX JaHux npo cuctemy dhapmakoHarnsgy, 3miHa
ynakoBka, f,03BiN Ha YNOBHOBaXXeHOI 0c0obK, BiANOBIfa/IbHOT 3a 34iICHEHHS
BUMNYCK cepii: hapmakoHarnsgy; KOHTakTHOT 0cobu 3 hapmakoHarnagy 3asBHUKa
NabopaTtopies 0151 30iCHEHHA hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMIHHA
LinHdpa C.A., Icnanis Bifi yNOBHOBaXeHOI 0cobu, BiAnoBigaibHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIo4Yaoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MileHHI MacTep-haiina cuctemMn papmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
thapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman. MNponoHoBaHa
pegakuisi: buctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigaIbHOI 3a
hapmakoHarnag,
215, TAKHI Kancynm TBepgino 1l | TOB «TeBa YkpaiHa Brpo6HMUTBO Icnanis BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasliB: 3MiHa 3asBHUKa 3a UA/14248/01/02
mr, no 10 kancyny YkpaiHa» Hepo3dracoBaHOl (BnacHvKa peecTpauiiiHoro noceigueHHs) (3rigHo Hakasy MO3 Big | peyenmom

6nictepi; no 5
6nictepiB y
3anasiHomy naketi B
Kopoo6Ui

npoAayKuUii, nepBnHHa
Ta BTOpPVHHA
ynakoBka; NepBuHHa
Ta BTOpPVHHA
ynakoBKa, [j03BiN1 Ha
BUNYCK cepil:
Nab6opaTtopie3
LinHdpa C.A., Icnanis

23.07.2015 Ne 460); 3MiHm | TURy - 3MiHN WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
[10 y3arasibHeHVX AaHUX Npo cucTemMy chapMakoHarnsay (BBeAeHHs

y3arasibHeHUX faHux Npo cucTemy chapmakoHarnsgy, 3mMiHa
YMOBHOB&XEHOT 0c06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnagy 3asiBHUKa
[Ans 3giiCHEHHA dhapmakoHarnsgy B YkpaiHi, KL BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBigasIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-halina cuctemn hapmakoHarnagy) - 3mMiHa
YMOBHOB&XeHOT 0C06M 3asBHUKA, BiAMoBiga/IbHOI 3a
thapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman. NponoHoBaHa
pegakuis: buctposa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHWX
YMOBHOB&XeHOT 0C06M 3asBHUKA, BiAMoBiga/IbHOI 3a
chapmakoHarnag,




111

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
216.] TAKHI Kancynu Teepai no 5 TOB «TeBa YkpaiHa Brvpo6HMuTBO IcnaHis BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiB: 3MiHa 3asiBHUKa 3a UA/14248/01/03
mr, no 10 kancyn y YKpaiHa» Hepo3dgracoBaHOl (BnacHuKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3 Big | peyenmom
6nicTepi; no 5 npoayKuii, NnepBuHHa 23.07.2015 Ne 460); 3miHun | TMny - 3MiHW Woao
6nictepiB y Ta BTOPUHHA 6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. BeefeHHs abo 3miHn
3anasHoOMy MakeTi B ynakoBka; NepBuHHa [0 y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy (BBefeHHS
KOpo6Li Ta BTOPUHHA y3arasibHeHUX JaHux Npo cucTemy dapmakoHarnsgy, 3miHa
ynakoBKa, [03BiN Ha YNOBHOBaXEHOI 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
BWMYCK Cepii: hapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
Na6opaTtopies [ONs 3jicHeHHs hapMakoHarisay B YKpaiHi, AKLW0 BOHa BigMiHHA
LinHdpa C.A., Icnanis Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg. Jitoya pegakuis: Orit Stern-Maman. NponoHoBaHa
pepakuis: BuctpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHaring,
217./ TAKCOTEP® KOHUEHTpaT ans TOB YkpaiHa CaHodi-ABeHTiC HiMeuyunmHa | BHECEHHS 3MiH 40 peecTpauiiHux MaTepianis:3MiHu | TUMy - NogaHHA 3a UA/5488/01/02
pO34nHYy ANns "CaHodi- Hoiunang Tm6X OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponelickkiii hapmakonei | peyenmom
iHdpysin, 20 mr/mn; ABeHTIiC Ne R1-CEP 2009-343-Rev 02 gns gjtoyoi pevoBnHu [oueTakceny
Ne 1: no 1 mn (20 Ykpaina“, TpurigpaTy Bif, BXe 3aTBepakeHoro Bupo6Hnka SANOFI-CHIMIE,
Mr) y do1akoHi; no 1 YkpaiHa ®paHuisf. JaHum oHoBNeHHsAM CEP: BunyyeHHs 3i cneyudpikadii Ta
hnakoHy B MEeTOZIB KOHTPOJIt0 NoKasHMKa «Badkki meTanu»; BignosigHo o ICH
KapTOHHI kopobuyj; Guideline "Q3D Elemental impurities" HaBoAWTbLCA y3araslbHEHHS 3
Ne 1: no 4 mn (80 KOHTPOJIH0 PU3MKIB LLOA0 eNeMEHTapHUX AOMILLOK
Mr) y conakoHi; no 1
hnakoHy B
KapTOHHI Kopoo6Lli
218/ TAMOKCUDE | Tabnetku no 10 mr; ToBapucTeo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiasiiB:3aMiHu | TUny - nogaHHs 3a UA/5528/01/01
H-340POB'AA | no 10 TabneTtok y 3 06MexeHo OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei | peyernmom
6nicTepi; no 6 06MeXeHoto BiANOBIAA/LHICTIO Ne R2-CEP 1995-016-Rev 05 ans fito4oi peyosrHy TamokcudeHy
6nictepiB y BignoBigasib "hapMaueBTUYHA Bif, BXe 3aTBepxeHoro BupobHnka OLON S.P.A., Italy, y Hacnigok
KapTOHHI kopobuyj; HICTIO KoMnaHis "3gopos'a” 3MiHV iHAEKCY B afpeci BflacHUKa cepTudiikata Ta agpeci BUpobHuka
no 60 TabneTok y "papmavresT NPOMDKHOro NPoAyKTy 6e3 dhakTUUYHOI 3MiHM TX MiCLA po3TallyBaHHS.
KOHTeliHepi NyHa 3anponoHoBaHo: Strada Rivoltana Km 6/7 Italy-20053 Rodano,
naacTMacoBomy; rno KOMnaHis Milano
1 KOHTelHepy B "3popos'a"
KapPTOHHI KOpoOU;i
219, TAMOKCUDE | Ttabnetku no 20 mr; ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasiiB:3MiHu | TUNY - NogaHHs 3a UA/5528/01/02
H-300POB'AA | no 10 TabneToky 3 06MmeXeHo OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei | peyenmom
6nicTepi; no 3abo 6 | obmexeHow BiANOBIAA/BHICTIO Ne R2-CEP 1995-016-Rev 05 ans gito4oi peqoBrHy TamokcudeHy
6nictepiB y Bignosiganb "®apmMaueBTUYHa Bif, BXe 3aTBepxeHoro Bupo6Huka OLON S.P.A., Italy, y Hacnigok
KapTOHHiiA KOpo6Ll HICTIO KomnaHis "3gopos'a” 3MiHV iHAEKCY B afipeci BlacHuka ceptudiikata Ta agpeci BUpobHuKa
"®apmaneBT MPOMIKHOro NpoAyKTy 6e3 drakTUYHOI 3MiHM IX MiCLS po3TallyBaHHS.
NyHa 3anponoHoBaHo: Strada Rivoltana Km 6/7 Italy-20053 Rodano,
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
KOMnaHis Milano
"3p0pos's"”
220. TECTIC PO34UH ANS iH'EKLN; Bionoriwe HimeuuunH Bionoriwe HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHuX MmaTepiasliB:BUNPaBIeHO TEXHIYHY 3a UA/0791/01/01
KOMMNO3WUTY | no 2,2 mn B amnyni; Xalinbmitre a XaiinbmitTens NOMUIKY Y TEKCTi MapKyBaHHS1 BTOPUHHOI YNakoBKW NikapCbKOro peyenmom
M no 5 amnyny nb Xeenb Xeenb M6X 3acoby: 3anponoHosaHo: 2. KIJIbKICTb 4040l PEYOBVHW 2,2 mn
KOHTYpHIl M6X iH’EKLiAHOrO po3uunHy MicTaTb: Acidum ascorbicum D6 — 22 wr,
YapyHKOBIli Caladium seguinum D6 — 22 mr, Conium maculatum D28 — 22 wir,
ynakosLj; no 1, no 2 Cor suis D8 — 22 wr, Cortisonum aceticum D13 — 22 wr, Curare D8 —
a6o no 20 22 mr, Damiana D8 — 22 wr, Diencephalon suis D10 — 22 mr, Embryo
KOHTYPHMUX totalis suis D8 — 22 mr, Ferrum phosphoricum D10 — 22 wr, Glandula
YapyHKOBMUX suprarenalis suis D13 — 22 wmr, Kalium picrinicum D6 — 22 wr,
yMakoBOK Y KOpo6Li Lycopodium clavatum D28 — 22 wr, Lytta vesicatoria D8 — 22 wr,
3 KapTOHYy Magnesium phosphoricum D10 — 22 mr, Manganum phosphoricum
D8 — 22 wr, Panax ginseng D4 — 22 wmr, Phosphorus D8 — 22 wir,
Selenium D10 — 22 wr, Strychninum phosphoricum D6 — 22 wr,
Testis suis D4 — 22 wr, Vitex agnus-castus D6 — 22 mr, Zincum
metallicum D10 — 22 wmr; 3a3HayeHe BUNpPaB/iEHHS BigNoBigae
MartepiasiaM peecTpauiiHoro Aocbe
221, TUMOINOBY | niodhinizoBaHwWi [oxeHsalim Higepnax [oxeHsaiim Ipnang IpnaHgis/ BHECEHHS 3MiH 10 peecTpaLiiiH1x maTepianis:3MiHy Il TUNY - 3MiHK 3 3a UA/15575/01/01
NIH® NMOPOLLOK A/15 KOpon B.B. on Nimitea, IpnaHgis Benvka SIKOCTi. [OTOBWIA Nikapcbknii 3aci6. Besneka CTOPOHHIX areHTiB. peuyenmom
NpUroTyBaHHsA (nepBuHHa Ta BputaHis/ OHoBneHHs iHhopMalii "OLiHka 6e3neky CTOPOHHIX areHTiB" (po3ain
KOHUeHTparty A/s BTOPVHHA ynakoBskKa, PpaHuis 3.2.A.2) (3amiHa 3acTapinux AocnigpKeHb, NOB'A3aHNX 3 eTanamu
pO34nHy AN1A [103BiN1 HA BUMYCK BMPOOBHMLITBA Ta CTOPOHHIMU areHTamu, Npo ski BXe NoBifAoM/IAI0CcA
iHcpysiii no 25 mr Ne cepil); [xeH3aim B [1OCbE) - 3i 3MIHOK OLLHKN PU3KKY - OHOBJ/IEHHS iH(popMaLii Wwoao
1: no 1 conakoHy B Nimiten, Benuka TSE-BSE 6e3neku; 3miHn Il Tvny - 3miHu 3 sakocTi. FoToBuiA
KapTOHHI KOPOOLi BpwvTaHis (BTOpUHHA nikapcbkuii 3aci6. besneka CTOPOHHIX areHTiB. OHOBMEHHS
yrnakoBka); iHchopmauii "OuiHka 6e3nekn CTOPOHHIX areHTiB" (po3gain 3.2.A.2)
[xeHzalim (3amiHa 3acTapinux focnifxeHb, NoB'A3aHNX 3 eTanaMmu
MoniknoHanc CAC, BMPOOHMLUTBA Ta CTOPOHHIMM areHTamu, Mpo siki BXe NoBigoMisnocs
PpaHuis B [1OCbE) - 3i 3MIHOK OLLHKN PU3MKY - OHOBJ/IEHHS iHChopMaLii Wwoao
(BpPO6HMLTBO BipyCHOI 6e3neku
Hepo3dacoBaHoro
NpoAyKTY, A03BiN Ha
BUMYCK cepii)
222, TUPOrEH® NOPOLLIOK A5 [xeHzalim HigepnaH [bxeHzainm lpnaHg IpnaHgis/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTtepianiB:3miHu | Tuny - 3a UA/9743/01/01
0,9 MI' NpUroTyBaHHsA tOpon B.B. on Nimiten, IpnaHais cuA/ nofasaHHsA ainbHULi Genzyme Corporation 500 Soldiers Field Road | peyennmom
po3uuHy (0,9 mr/mn) (BUPOBHMLTBO Benuka Allston, MA 02134 USA, Ha sikili 34iliCHIOETbCSA KOHTPO/Tb SAKOCTI -
Ans iHekyin no 1,1 KiHLL€BOro NpoAyKTy BputaHis HaTpili TecT Ha Hepo3dhacoBaHy cybcTaHuito (formulated Bulk Drug

Mr; 2 do1akoHU 3
NMOPOLLKOM Yy
KapTOHHI KOpoo6Li

(fill/finish), koHTpoNb
cepii, NeperHHa Ta
BTOPWHHA ynaKoBkKa,
[103BiN Ha BUMNYCK
cepii); [xeHsalim
KopnopeiiwH, CLUA
(BUPOBHMLTBO

Substance) Ta Ha LiJliCHICTb 3aKpUTTS KOHTeliHepa roToBoro
npoaykTy; 3miHu | Tuny - gogasaHHsA AinbHuui Genzyme Corporation,
45, 51, 68, 74, 76 and 80 New York Avenue, Framingham, MA
01701-9322, USA, BianoBifanbHOI 3a KOHTPO/b SIKOCTI
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
Hepo3dhacoBaHOl
npoayKuii);
[bxeHszaiim fimites,
Benvka bputaHis
(BTOPUHHA
ynakoBka, f,03BiN Ha
BMNYyCK cepii)
223./ TUPOTEH® NMOPOLLOK A/1A [xeHsalim Higepnax [bxensainm lpnaHg IpnaHgis/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis:3minu |l Tuny - 3a UA/9743/01/01
0,9 MI NpUroTyBaHHsA tOpon B.B. on Nimiten, IpnaHgis CLUA/ [ofaBaHHA [inbHUL, Ae NPOBOAMTLCS BUNPOGYBaHHS cepil, peyenmom
po3uuHy (0,9 mr/mn) (BUPOBHMLTBO Benvka BK/1HOYA0UN 3aCTOCYBaHHS IMyHO/IOMNYHOro MeToay, a came —
ANns iHekyin no 1,1 KiHL,EBOro NpoAyKTy BputaHis fopasaHHsa komnaHii Eurofins Lancaster Laboratories Inc., CLLUA B
Mr; 2 d01aKOHU 3 (fill/finish), koHTpONb AKOCTi aKpeAuTOBaHOI AifIbHULi Ha TeCcTyBaHHA Ha Be3uBipyc 2117 B
NOPOLLKOM Y cepii, NnepBuHHa Ta nociBHomy marepiani, 6iopeaktopi, matepiani, 3ibpaHomMy B npoLieci
KapTOHHI KOpoo6Li BTOPVHHA ynakoBkKa, KynbTuBaLii K1iTUH, 3 AKOro NOTiM BUrOTOB/IAKTL NpenapaT TUrepoH,
[03BiN Ha BUMNYCK a TakoX CMpoBAaTL,i KpOBi, B TOMY YNC/Ii, B AOHOPCHKI Guyadiii
cepii); [yxeH3aim cmpoBartLi, eM6piOHasIbHIN Buyaviin cMpoBaTLi, Ta CMpPOBAaTLi KPOBI
KopnopeiiwH, CLUA TenaT. 3MiH [0 Hapasi 3apeecTpoBaHOro MeToay A0CAiMKEHHS
(BMpPOBHMLTBO Hemae. BHeCeHHsi pelakTOPCbKMX NPaBoK [0 AiNSHOK, Ae
Hepo3dhacoBaHOl Bif6yBaeTbcs 36epiraHHs 6aHky knitvH (MCB, WCB). Hapasi
npoAyKLUiT); npinsiHka Genzyme Corporation, ®pemiHrem, CLUA npeacTtasneHa sk
[bxeHszaiim fimiTes, OCHOBHWIT 6aHK, a Genzyme Flanders bvba, M'eenb, benbris, sk
Benvka BpuTanis pe3epBHWi1 6aHK. Byno BUAANeHo NoCMNaHHS Ha OCHOBHE Ta
(BTOPUHHA pe3epBHe CXOBWULLE, OCKINbKM 06UABI AiINSHKN 3apeecTpoBaHi AN
ynakoBka, [03Bi/1 Ha 36epiraHHsa 6aHKy KNiTWH. 3MiH AiSNIbHOCTI AiNsSHOK HEMa€e
BMNYyCK cepii)
224 TOMOFEKCO | po3uuH ans iH'ekuji, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis:3mMiHu | Tuny - 3a UA/7853/01/01
ne 240 mr ogy/mn, no "®apmak” BHECEHHS 3MiH y MeToan BunpobyBaHHs /13 , 3okpema: 3a peyenmom

20 mn B amnyni; no
5 amnyn y nauui 3
KapTOHY; Nno 20 mMn
a6o 50 mn, abo 100
My dhnakoHi; no 1
nakoHy y nauui 3
KapTOoHY

NOKa3HWKOM "OCMOANBHICTL", KOHKPETN30BAHO METO/, BU3HAYEHHS
(MeToA BUMIpIOBAHHA TUCKY Napun Haf pPOo34YMHOM, Temneparypa
npoBegeHHs BUNpobyBaHHsA 37°C); 3MiHU | TUMY - BHECEHHS 3MiH Y
Cneuudikauito/MeTogiB BunpobysaHHs /13, 30kpema: 3a
NOKasHNKOM "YCTUHA" BUNYYEHHHSA 3a3HavYeHHs NOCUMNaHHA Ha
MeTof 2. Bpaxouytouu Te, WO ryCTuHy npenapary Bu3HavatoTb
MeTogoM 2 abo Ha cepTudikoBaHOMY aBTOMAaTUYHOMY LichpOBOMY
ryctuHomipi Mettler Toledo DM40 (3 TouHicTTio BUMiptoBaHHs 0,0001
r/cm3), TOMy B A@HOMY TeCTi 3a/IMLLIAETLCSA MOCUNAHHS TiJIbKN Ha
LOoY* 2.2.5; 3MiHK | TUNy - BHECeHHA 3MiH Yy Creuundikavito/MeToais
BMNpobyBaHHsA /13, 30kpemMa: 3a NoKasHUKOM "bakTepianbHi
€HAO0TOKCUHW" [OMOBHEHHSA BiANOBIAHUM NOCUNAHHAM Ha fjirody
pefakuito EP Ta BU/Ty4YeHHs1 NOBHOrO ONucy NPOBEAEHHA METOAMNKM;
3MiHM | TUNY - BHECEHHSA 3MiH Y Cneuudikauito/MeTogis
BMNPOGYyBaHHs /13 ana gosyBaHHs 300 mr ogy/mn 1a 240 M
nogy/mn, 3okpema: 3a NokasHMKoM "CTepusbHICTb" JONOBHEHHS
BIAANOBIAHUM NOCKMNAHHAM Ha fitouy pefakuito EP Ta BunyyeHHs
NMOBHOTO OMUCY NPOBEAEHHA METOANKN; 3MiHW | TUNY - BHECEHHS




Hassa

dopma surnycky

3asasHuk

Kpaina
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JNliKapcbKO20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

225,

TOMOIEKCO

PO3YUH ANs1 iH'EKLN,

AT

He3Ha4yHVX 3MiH 40 NepBUHHOI ynakosku /13, 30kpema: A0fa€ETbCA
MOX/IMBICTb BUKOPUCTAHHS N1AaCTMKOBOI HaKNaaku 6i10ro Konbopy
AN KPULLKM aJTIOMIHIEBOT 3 BIAKMAHUM NAACTVKOBUM KOBMAYKOM Ta
MOX/IMBICTb BUKOPUCTAHHSA NIACTUKOBOI Haknagku 61akMTHoro ta
6i10r0 KO/IbOPY KPULLKN a/THOMIHIEBOI KPULLIKM 3 KOMGIHOBaHM
NAacTUKoBUM KoBnaykom Tuny Tear off; 3MiHW | TUNYy - BHECeHHs
He3Ha4yHuX 3MiH 0o Cneuudpikauii nepByHHOI ynakosku M3,
30Kpema: 3a NoKasHUKOM "30BHILLHIA BUrNAL" YTOYHEHHS
napameTpiB ONM1CY KPULLKN afiloMiHIEBOT KPULLIKM 3 KOMGIHOBaHUM
N1acTUKOBUM KOBNaYkoM Tuny Tear off Ta KpULLKK atoMiHIEBOI 3
BIAKMAHVM N1ACTMKOBMM KOBMAYkoM. [MakyBanibHWin MaTepiasn
He3MiHuBCA

n®e

300 mr nogy/mn, no
20 mn B amnyni; no
5 amnyn y nauui 3
KapToHy; no 20 mn
a6o 50 mn, a6o 100
My pakoHi; no 1
hnakoHy y nauui 3
KapToHY

"®apmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:3miHu | Tuny -
BHECEHHS 3MiH Y MeToau BunpobyBaHHA /13, 30kpema: 3a
NMoKasHNKOM "OCMONANBHICTL", KOHKPETU30BaHO METO[, BU3HAYEHHS
(MeToA BUMIpIHOBAHHA TUCKY Napu Haf pOo34YMHOM, Temneparypa
npoBegeHHs BUNpobyBaHHsA 37°C); 3MiHU | TUMY - BHECEHHS 3MiH Y
Cneuudikauito/MeTogis BunpobysaHHs /13, 30kpema: 3a
NOKasHNKOM "yCTUHA" BUNYYEHHHSA 3a3Ha4eHHsA NOCUMNaHHA Ha
MeTop, 2. Bpaxouyroun Te, WO rycTuHy npenaparty Bu3HavyalTb
MeToAoM 2 abo Ha cepTudhikoBaHOMY aBTOMATUYHOMY LIMcDpPOBOMY
ryctuHomipi Mettler Toledo DM40 (3 TO4YHICTTO BUMiptoBaHHa 0,0001
r/cm3), TOMy B A@HOMY TECTi 3a/IMLLIAETLCA MOCUNAHHS TiJIbKU Ha
OoY* 2.2.5; 3MiHK | TNy - BHECeHHA 3MiH Yy Crieundikauito/MeTogais
BMNPO6YBaHHsA /13, 30kpemMa: 3a NoKkasHNKOM "BakTepiasibHi
€HJ0TOKCUHMN" [OMOBHEHHS BiAMOBIAHMM MOCWUIAHHAM Ha Ailody
pefakuito EP Ta BU/Ty4YeHHs1 MOBHOrO OMUCY NPOBEAEHHA METOAMNKM;
3MiHM | TUNY - BHECEHHS 3MiH y Cnevudikauito/MeToais
BuNpo6yBaHHA 13 ans gosysaHHsa 300 mr nogy/mn Ta 240 mn
nogy/mn, 3okpema: 3a NokasHMKoM "CTepusbHICTb" JONOBHEHHS
Bi4NOBIAHMM NOCWMAHHAM Ha fjtovy pefakuito EP Ta BuiyyYeHHs
NOBHOrO OMNWCY NPOBEAEHHS METOAMKM; 3MiHW | TUMY - BHECEHHSA
He3Ha4yHWX 3MiH 40 NepBUHHOI ynakoBku /13, 30kpema: fAofaeTbes
MOX/IUBICTb BUKOPUCTAHHS NNACcCTUKOBOT HaKNagKu 6isoro Konbopy
AN KPULLKW @/TIOMIHIEBOI 3 BiKUAHUM NAacTVKOBMM KOBMAYkoM Ta
MOX/IMBICTb BUKOPUCTAHHSA N1ACTUKOBOI Haknagkn 61akMTHoOro Ta
6i10r0 KObOPY KPULLIKWN a/THOMIHIEBOI KPULLIKA 3 KOMGIHOBaHUM
NaacTMKOBMM KOBMayukom Tuny Tear off; 3MiHu | TUny - BHECEHHSA
He3HayHuX 3MiH go Cneumdikauii nepBnHHOI ynakosku M3,
30Kpema: 3a NoKasHUKOM "30BHILLHIA BUrNSL" YyTOUHEHHS
napameTpiB ONM1CY KPULLKN aftoOMiHIEBOT KPULLIKM 3 KOMGIHOBaHUM
NAacTVKOBMM KOBMavkom Tuny Tear off Ta KpuLLKK antoMiHIEBOT 3

3a
peyenmom

BiZKMAHUM NIACTUKOBMM KOBMAaykoM. MakyBasibHWiA MaTepias

UA/7853/01/02
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)
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3as1BHUKa

Bupo6Huk
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PeecmpayjitliHa npoyedypa

Ymosu
Bionycky
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peecmpayjiliHo2o
nocsioYeHHs

He3MiHMBCA

226.

TOMOIEKCO
ne

PO3YUH ANS iH'EKLR,
350 wmr iiogy/mn, no
20 mn B amnyni; no
5 amnyn y nauui 3
KapToHy; no 20 mn
abo 50 mn, a6o 100
My dhnakoHi; no 1
hnakoHy y nauui 3
KapTOoHY

AT
"®Gapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis:3miHu | Tuny -
BHECEeHHS 3MiH y MeToau BunpobysaHHs /13, 30kpema: 3a
NOKa3HWKOM "OCMOIANBHICTL", KOHKPETN30BAHO METO/, BU3HAYEHHS
(mMeToA BUMIpIOBaHHSA TUCKY Napu Haf po34MHOM, TemMneparypa
npoBefeHHs BUNpo6yBaHHSA 37°C); 3MiHM | TUMY - BHECEHHS 3MiH Y
CneuudikaLito/MeTogaiB BunpobyBaHHs /13, 30kpema: 3a
NOKa3HNKOM "YCTUHA" BUNYYEHHHSA 3a3HaYeHHA NOCUIaHHA Ha
mMeTof 2. Bpaxouytouu Te, WO ryCTUHY npenapary Bu3HavaloTb
MeTofOoM 2 abo Ha cepTUhikoBaHOMY aBTOMATUYHOMY LiIPOBOMY
ryctuHomipi Mettler Toledo DM40 (3 TouHicTTio BUMiptoBaHHs 0,0001
r/cm3), TOMy B JaHOMY TeCTi 3a/IMLLIAETLCA NMOCUNAHHSA TiJIbKU Ha
LoYy* 2.2.5; 3miHu | TNy - BHeceHHs 3MiH y Crneuundikauito/MeToais
BMNpo6yBaHHA /13, 30kpemMa: 3a NokasHWKOM "BakTepianbHi
€HJ0TOKCUHMN" [OMOBHEHHSA BiAMOBIAHMM MOCUIaHHAM Ha Aitody
pegfakuito EP Ta BU/Ty4YeHHs1 NOBHOrO ONuCy NPOBEAEHHA METOLMNKY;
3MiHM | TUNy - BHECEHHS 3MiH y Cneundikauio/MeTtogais
BMNpo6yBaHHA 13 ans go3yBaHHsa 300 Mr ogy/mn Ta 240 mn
nogy/mn, 3okpema: 3a NokasHMKOM "CTepusbHICTL" LONOBHEHHS
BIANOBIAHMM NOCWMNAHHAM Ha fitouy pedakuito EP Ta BunyyeHHs
MOBHOrO OMNWCY NPOBEAEHHA METOANKM; 3MiHU | TUMY - BHECEHHSA
He3HauYHVX 3MiH 40 NepBUHHOI ynakoBku /13, 30kpema: A0fa€eTbCA
MOX/IMBICTb BUKOPUCTAHHS N1ACTMKOBOI HaKNaaku 6i/10ro Konbopy
[ON19 KPULLIKW @/TIOMIHIEBOT 3 BiAKUAHUM NIACTUKOBMM KOBMa4KoM Ta
MOX/IBICTb BUKOPUCTaHHSA NIaCcTUKOBOT HaKNagku 61akMTHOro 1a
6i/10r0 KO/IbOPY KPULLKN a/THOMIHIEBOI KPULLIKM 3 KOMGIHOBaHM
N1acTMKOBMM KOBMa4vkom Turny Tear off; 3MiHu | TUNYy - BHECEHHSA
He3HauHuX 3MiH 0o Cneuudikauii nepByHHOI ynakosku N3,
30Kpema: 3a NoKasHUKOM "30BHILLHIA BUrNAL" YTOUHEHHS
napameTpiB ONM1CY KPULLKN aftoMiHIEBOT KPULLIKM 3 KOMGIHOBaHUM
nnacTVKOBMM KoBNavkom Tuny Tear off Ta KpuLLKK antoMiHieBOT 3
BIAKMAHVM N1ACTMKOBMM KOBMAYKkoM. [MakyBanibHWil MaTepiasn
He3MiHMBCA

3a
peyerimom

UA/7853/01/03

227.

TOMOCKAH®

PO3UMH ANA iH'EKLNA,
no 370 mr/iiogy/mn
no 50 mn, 100 mn,
200 M1y dh1akoHi;
no 1 cpnakoHy B
nauui 3 KapToHy

AT
"®apmak”

YkpaiHa

AT "®apmak”
(BUPOGHMLTBO 3
nakysaHHs in bulk
hipMun-BUPO6HMKa
Solupharm
Pharmazeutische
Erzeugnisse GmbH,
HimeuunHa)

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny -
AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4yeHHs)- 3MiHa
HaliMeHyBaHHS Ta afpecy 3asiBHVKa (BNacHUKa peecTpaLiiHoro
nocBig4YeHHs1) BBegeHHs 3MiH NPOTArom 6-Tv MicsiLiB nmicnsi
3aTBEPKEHHS; 3MiHM | TUny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaMKEHHS AifNbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby, BK/IYaUn
AinbHULU BUNYycKy cepii abo micLe NpoBeAEHHS KOHTPOJIHO SKOCTI.
(AisnbHICTb, 3a AKy BigNoBifae BUPOOHUK/IMNIOPTEP, BKIKOYAKOUM

3a
peyenmom

UA/13681/01/02
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUMYCK cepiid) - 3MiHa HaliMeHyBaHHs1 Ta afpecy BUPOGHUKa, 6e3
3MiHM MiCLA BUPOGHMLTBA. 3MiHU BHECEHI B IHCTPYKLiO A5
MeAM4YHoro 3actocyBaHHs J13 y p. "BupobHuk”, "MicLe3HaxomKeHHs
BMPOGHUWKa Ta 1 i0ro agpeca Micus NpoBaMKeHHS AisnbHOCTI" 3
BIANOBIAHUMY 3MiHAMVW B TEKCTI MapKyBaHHS ynakoBOK. BBefeHHs
3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPMAKEHHS; 3MiHU | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHW) -BHeceHHs 3miH go po3giny «MapkysaHHsa» MKA N13
3arBepmkeHo: MAPKYBAHHSA BignoBigae HagaHoMy TeKCTy
MapkKyBaHHs. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPMAKEHOr0 TEKCTY MapkyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS! yMakoBKM iKapCbKOro 3acoby 3 BHECEHHAM iHdhopmaLi
LLLOZI0 3a3HaYeHHA OAMHMLbL BUMIPIOBaHHSA Y cucTemi Sl. BBegeHHs
3MiH NpOTArom 6-T1 MiCALIB NicAa 3aTBEPAKEHHS

228.

TOMOCKAH®

PO3YUH NS iH'EKLN,
300 wmr iiogy/mn no
50 mn, 100 mn, 200
w1, 500 mny
dhnakoHi; no 1
hnakoHy B navui 3
KapToHY

AT
"®apmak”

Ykpaina

AT "dapmak”
(BUPOBHMLTBO 3
nakyBaHHs in bulk
hipMun-BUPOGHIMKa
Solupharm
Pharmazeutische
Erzeugnisse GmbH,
HimeuunHa)

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
3asBHMKa (BNacHvKa peecTpauiiHoro nocBigyeHHs)- 3miHa
HaliMeHyBaHHS Ta afpecy 3asBHVKa (BNacHUKa peecTpaLiiHoro
nocBif4YeHHs) BBeAeHHs 3MiH NPOTArom 6-Tv MicsuiB nicns
3aTBEPMKEHHS; 3MiHU | TUMY - AAMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicL NPOBaKEHHS AiS/IbHOCTI
BMpPO6GHMKa/iMnopTepa roToBOro JikapCcbKoro 3acoby, BKIYaun
AiNbHUL BUNYcKy cepii abo micLe NpoBeAEeHHS KOHTPOSIKO SKOCTI.
(misnbHICTb, 3a AKy BignoBigae BUPO6HUK/iMNOPTEp, BKIKOYAKOUM
BUMYCK cepiii) - 3MiHa HaliMeHyBaHHs Ta afpecy BUPOGHUKa, 6e3
3MiHM MiCLA BUPOGHMLTBA. 3MiHU BHECEHI B IHCTPYKLiO 415
MeAn4YHoro 3actocyBaHHs f13 y p. "BupobHuk”, "MicLe3HaxomKeHHs
BMPOGHMKa Ta 1 i0ro agpeca Micusa NpoBaMKeHHs AisfbHOCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTi MapKyBaHHS ynakoBOK. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPIXKEHHS; 3MiHW | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHW) -BHeceHHs 3miH go po3giny «MapkyBaHHsa» MKA N13
3atBepaxeHo: MAPKYBAHHSA Bignosigae HagaHoMy TEKCTY
MapkyBaHHs. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPMAKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS1 yMakoBKM iKapCbKoro 3acoby 3 BHECEHHSIM iHdhopmaLi
LLI0/10 3a3HAYEHHSA OfMHULb BUMIPIOBAHHSA y cucTeMi Sl. BBeeHHSA
3MiH NpOTArom 6-T1 MicALiB Nicns 3aTBEPAXKEHHS

3a
peyenmom

UA/13681/01/01

229.

TOMOCKAH®

PO3YUH ANS iH'EKLN,
300 mr iiogy/mn in
bulk: no 50 mn, 100
mn, 200 mny
hnakoHi; no 10
hnakoHIB y KOpooLy;
in bulk: 500 mn y

AT
“®apmak”

YkpaiHa

Contodpapm
PapmaueyTie
EpuoiirHicce MmoX

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiitHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (B/1acHMKa peecTpauiiiHoro noceig4yeHHs) 3MiHa
HallMeHyBaHHA Ta afpecu 3asiBHUKa (BNacHukKa peecTpauiiiHoro
nocBifYeHHs)

BBeAeHHS 3MiH MPOTAroM 6-TU MicAUIB Nic/1A 3aTBEPAKEHHS. 3MiHN |
TMny - 3MiHK WoAo0 6e3nekn/eddeKTMBHOCTI Ta hapmakoHariagy

UA/13682/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
dhnakoHi; no 6 (iHWwi 3miHM) JaHa 3MiHa BHOCUTLCA Y 3B’A3KY 3 BHECEHHSAM 3MiH 0
hnaKkoHiB y kopobLi TEKCTYy MapKyBaHHS BTOPUHHOT Ta NEPBUHHOI YNakoBKW NiKapCbKOro
3acoby ansa npoaykuii in bulk: 300 mr ogy/mn in bulk: no 50 mn, 100
M1, 200 M 'y donakoHi; no 10 dpnakoHiB y kopo6bui; in bulk: no 500 mn
y thnakoHi; no 6 gonakoHiB y kopobui a6o 370 mr inogy/mn in bulk: no
50 mn, 100 ma, 200 mn y dpriakoHi; no 10 do1akoHiB y KOpooL
230, TOMOCKAH® | po3uuH ans iH'ekuji, AT YkpaiHa Contochapm HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/13682/01/02
370 mr iogy/mn in “®apmak” dapmaueyTiwe AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
bulk: no 50 mn, 100 EpuolirHicce Mv6X 3asBHMKa (BNacHVKa peecTpauiiHoro noceigveHHs) 3miHa
mn, 200 mny HaliMeHyBaHHS Ta afpecy 3asiBHVKa (BNacHUKa peecTpaLiiHoro
dhnakoHi; no 10 noCBiAYEHHS)
hNaKkoHiB y kopobLi BBefeHHs 3MiH NPOTAroM 6-T1 MicAUiB NicNA 3aTBepAXeHHSA. 3MiHu |
TMNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnagy
(iHwWi 3miHK) [laHa 3MiHa BHOCUTBLCS Y 3B’A3KY 3 BHECEHHSIM 3MiH A0
TEKCTY MapKyBaHHS BTOPUHHOI Ta NEPBUHHOI YNakoBKM NiKapCbKOro
3acoby ansa npoaykuii in bulk: 300 mr iogy/mn in bulk: no 50 mn, 100
mn, 200 mn y cpnakoHi; no 10 donakoHiB y kopobuy; in bulk: no 500 mn
y donakoHi; no 6 donakoHiB y kopobui abo 370 mr iiogy/mn in bulk: no
50 mn, 100 ma, 200 mA y dpnakoHi; no 10 dpakoHiB y KOpoobLi
231 TOTEMA PO34MH OpasibHNIA NabopaTtopi dpaHuin IHHOTepa LUysi dpaHuis BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3MiHM | TUny - 6e3 UA/7854/01/01
no 10 mn B amnyi; A [HHOTeK nogaHHa oHossieHoro CEP Ne R1-CEP 2001-444-Rev 01 gna Adl peyenma
no 10 amnyn B IHTepHacbiio 3anisa rnokoHaty Dr. Paul Lohmann GmbH. KG (3ateepaxeHo: R1-
YapyHKOBIl HasTb CEP 2001-444-Rev 00); 3MiHK | TUMy - BUNy4YEHHS BUNPOOYBaHHSA
ynakosLi; rno 2 BaXKMX MeTasliB 3i cneuudikauii 0NoMiXXHOT pevyoBUHN
YapyHKOBI YNaKkoBKU apomatusaTop «TyTTi opyTTi»; 3MiHW | TUNY - BUNYYEHHS
B KApPTOHHIli Kopobu,i BMNPOOYBaHHS BaXXKMX METaUTiB «Badkki MeTann» Ta «MuLL'sK» 3i
cneumdikauii ONOMKHOI pe4oBMHM 6apBHMK kKapamesnb amiaky (E
150 c); 3MiHuK | TUNy - BHECEHHSA 3MiH 40 METOAVKM BUNPOGYBaHHSA
N3 3a nokasHukKoM "OKMCHe 3ai30", Lo 06YMOB/IEHO ONTMMI3aLliED
METOAVKN Y YaCTUHI MPUroTYBaHHA 3paskiB 4718 BUNPOOYBaHHS;
3MiHM | TUNY - BHECEHHS 3MiH A0 METOAMKM BUNPO6yBaHHs 13 3a
NOKasHUKOM «KinbKicHe BU3Ha4YeHHs. Miab», W0 06yMOB/IEHO
onTMMI3aLielo METOANKN A1 NOKPALLEHHSA PO3YMHEHHS MOTEHLIAHUX
ocaflis; 3MiHu | Tuny - 3aTBepakeHHA MKA /13 ykpaiHCbKko MOBOIO;
3MiHK Il TUny - 3miHK y cneuudpikauii M/13 3a nokasHNkom «Onucs,
LLIO CTOCYIOTbCA BUyHYEHHSI BUSHAYEHHS 3anaxy, Ta fofaHHsA onucy
LLIOA0 NPUCYTHOCTI MOX/IMBOIO Ocafy; 3anponoHosaHo: Mpo3opa
piAMHa TEMHO-KOPUYHEBOTO KOMbOPY. MOX/IMBA NPUCYTHICTb
[Api6HOro ocagy. 3MiHM BHECEHO B IHCTPYKLiO 4151 MeAUYHOTo
3aCTOCYBaHHA NikapcbKoro 3acoby y p. "OCHOBHI (i3VKO-XiMiUHI
B/1AaCTUBOCTI". BBeAEHHS 3MiH NPOTArom 6-Tv MicsLiB nicas
3aTBEPMAKEHHS; 3MiHM I TUNY - PO3LUMPEHHS KPUTEPIO NPUAHATHOCTI
y cneundikavii 13 3a noka3HMKoM «KifibkicHe BU3HauYeHHs. Migb»;
3anponoHoBaHo: 0,70 mr/10 ma £10 % (0.63-077 mr/10 mn)
232 TPUTPUM Tabnetku no 10 mr; $apmaueBT Monbua dapmaleBTUYHNI MonbLia BHECEHHS 3MiH 10 peeCTpaLiiiHMX MaTepiasiiB:3MiHu | TUNY - nogaHHs 3a UA/10564/01/03
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
no 10 TabneTtok y NYHWIA 3aBO, 3aBog oHoBneHoro CepTudikaty BignosigHocTi E® R1-CEP 2009-061-Rev | peyenmom
6nicTepi; no 3 "Monbapm "Monbhapma” C.A. 02 ona A®l Topacemig, Bif, y)Ke 3aTBEPAKEHOrO BUPOGHMKa
6nictepn y a" C.A. ZHEJIANG HUAHAI PHARMACEUTICAL CO., LTD., China
KapTOHHI KOopoo6Li
233., TPOKCEBA3 renb2% no40ry TOB "TeBa YkpaiHa BankaHndapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasiB:3MiHu | TUNY - NogaHHs 6e3 UA/3368/01/01
NH® MeMOpPaHHii YkpaiHa" TposiH AT OHOBJIEHOTO cepTudlikaTa BignoBigHOCTI EBponeichkin hapmakonei | peyenma
a/TloMiHieBIn abo Ne R1-CEP 2005-263-Rev 05 ans gitoyoi peqoBuHU Troxerutin Big,
MeMOpaHHii BXe 3aTBepakeHoro BupobHuka Expansia PCAS, ®paHuis; 3MiHu |
namiHaTHIi Ty6i, No TUNY - 3BYXXEHHS AONYCTUMOT MEXi BMICTY ETU/IEHI/TIKOIO 3 «HE
1 Ty6i B KApTOHHIA 6inbwe 0,15%» A0 «He GinbLwe 0,088%» y cneumdikauii APl
nadui; no 20 r abo TPOKCepYTUH
no1l00ry
MeMOpaHHii
naMiHaTHilA Ty6i, no
1 Ty6i B KAPTOHHIW
navui
234.| TPOKCEPYT renb, 20 mr/r, no 30 MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3MiHu | TUMY - 3MiHK Ao 6e3 UA/4933/01/01
NH- ra6o 50 ry Ty6i, no "hapmaueBT "hapMaueBTUYHaA crneungikauii Ta meTodiB KOHTpoNo A®| 3a nokasHukamu: -«Onuc» - | peyenma
OAPHMUA 1 Ty6i B naui n4yHa dhipma hipma "JapHuus” [OMOBHEHO iH(hopMaL,ilo Po3Aisy «Bif XOBTOrO [0 XOBTYBaTO-
"AapHnus” 3€e/1eHOr0 KoNbopy» 3rigHO HakTUYHNX AAaHUX 30BHILLHLOTO BUMMAAY
cybcTaHUil; -«lgeHTudikayis», «KOMNOHEeHTHWUIA cknag,
«ETnneHokeng», «MikpobionoriyHa umctota», «KinbkicHe
BU3HAYEHHS» BHECEHO peaakLiiiHi npaBku, siki ochopMeHi
BiAMOBIAHO 40 pekomeHgauiin i ctunicTukn AdY Ta EP;
-«PO34YMHHICTb» - 3aNPONOHOBAHO KOHTPO/IOBATM PO3YMHHICTD
Tinbku y Bogi P, W0 He cynepeunTs BuMoram [idY; - «3auLkosi
KifIbKOCTi OpraHiyHnMX PO34MHHMKIB» - METOZ, BUNPoGyBaHHs Ad|
[0MNOBHEHO HOPMYBAaHHAM OpraHiYHUX PO3YMHHUKIB AN dipMu
Expansia, France. BBeileHHS 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS; CYMyTHS 3MiHa - 3MiHM 3 ikocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BU3HaueHux y cneumdikauisx Ha A®l, abo BUXiAHWUA/NPOMIXHWIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci BUPOGHMLTBA
A®I; 3miHM | TUNY - NoAaHHA HOBOro cepTuddikara BiANoBiAHOCTI
€sponelicbkili hbapmakonei Ne CEP Ne R1-CEP 2005-263-Rev 06
015 Aito4oi peyoBrHN TPOKCEPYTUH Big HOBOTO BMPOGHMKa Expansia,
France. BHacnifok BBegeHHs HOBOI chipMu-BMpo6HuKa A®l, o
po3ainy «TepmiH NepekoHTPOH0» BHOCUTLCA TEPMIH NEPEKOHTPOSIO
A®| 3anponoHOBaHOI AiNbHWL- 4 POKK
235.) T-XONIH® PO3YUH NS iH KL, CninbHe Pecny6nik | CninbHe ToBapucteo | Pecnybnika BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/18163/01/01
1000 mr/4 mn, no 4 TOBapuUCTBO a 3 06MEXEHOo Binopycb o0 6e3nekn/edekTMBHOCTI Ta papMakoHarnsay - 3MiHM BHECEHI B | peyernmom
M/ B amnyni; no 5 3 Binopycb BiANOBIAA/BHICTIO TEKCT MapKyBaHHS yNakoBKM NiKapCbKOro 3acofy LoA0 3a3HayYeHHs
amnys B YapyHKOBIli 06MeXeHo "Nekdapm” (CTOB MDKHapOAHMX NO3HAaYeHb OAMHULL BUMIpOBaHHS. BBeAeHHS 3MiH
ynakosLi; no 1 a6o 2 | Bignosiganb "Nekdapm") npoTArom 6-T1 MicALiB Nicna 3aTBEPAKEHHS
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

YapyHKOBI yNakoBKu
B KOpOO6Li

HICTIO
"Nekdpapm”
(CToB
"Nlekdpapm™)

236.

YBIXIHOH
KOMMNO3UTy
M

PO3YUH ANS iH'EKLi,
no 2,2 Mn B amnyni;
no5awmnyny
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLji
B KOpPOO6LIi 3 KAPTOHY;
no 2,2 Mna B amnyni;
noSamnyny
KOHTYPHiIl
YapyHKOBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK y KOpo6Lii
3 KapTOHY; No 2,2 Mn
B amnyni; no 5
amnysn y KOHTYPHii
YapyHKOBIl
ynakoBsLij; no 2
KOHTYPHUX
YapyHKOBUX
yNakoBOK Yy KOPOOL;j
3 KapTOHY

Bionoriwe
Xanbmitre
b Xeesib
m6X

HimeyuunH
a

Bionoriwe
XainbMitTenb
Xeenb M'mM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | Tuny - 3MiHa y
cneundikauii ona Magnesium gluconicum D1 DIL, a came:
NpUBELEHHS «ONUCY/BU3HAYEHHA KONTbOPY» A5 po3BefeHHs D1
BIANOBIAHO A0 Aitoyoi Bepcii MoHorpadii E® «Magnesium
gluconate», Skuit NOBUHEH BYTN «[PO30PUM | HE IHTEHCMBHILLE
3a6apBIeHNUM HiXX eTasTIOHHUIA po34mnH Y7» (Y = O0BTa KonbopoBa
wkana Ph. Eur. Po3gin 2.2.2 CTyniHb po36aBneHHs piguH)

3a
peyerimom

UA/0018/01/01

237,

OEHIBYT-
ACTPA®APM

TabneTkn no 250 mr
no 10 TabneTtok y
6nicTepi, no 2
6nicTepu B KOpOO6L
3 KapTOHY

TOB
"AcTpadhapm

YkpaiHa

TOB "AcTpachapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnx maTepianiB:3MiHv | TUMNy - 3MiHK 3
SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHWM Yy BUPOOHULTBI. 3MiHA
po3Mipy cepii (BkroYatouy fianasoH po3mMipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHsA [0 10 pasis NOpiBHAHO i3
3aTBEPAKEHVM PO3MIPOM) - BBBEAEHHSI OAATKOBOrO po3mipy cepil
roTOBOrO Jlikapcbkoro 3acoby. 3anponoHoBaHo: 150 000 oguHULb
(7500 Ne20 (10x2), 315 000 oguHuLp

6e3
peyenma

UA/17285/01/01

238.

®EHCTY/,

PO3YUH ANS iH KL,
50 mkr/mn, no 2 Mn B
amnyni; no 10 amnyn
B KOHTYPHIli
ynakosui; no 1
KOHTYpHIli ynakoBLj
B KAPTOHHIl

PycaH
dapma /114,

IHais

PycaH ®apma /114,

IHais

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | TUny - 3MiHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHa
po3Mipy cepii (BkOYatoun gianaszoH po3mipy cepii) roToBoro
niKapcbKoro 3acoby (iHLWi 3MiHWN) - BBEAEHHSA AOAATKOBOrO PO3Mipy
cepii roTOBOr0 /iKapCbKOro 3acoby A1 ynakoBKuU Mo 2 M/1 B aMny i -
275 n. 3atBepaxeHo: 75 n (TeopeTnyHa KinbkicTe amnyn 34884).
3anponoHoBaHo: 75 11 (TeopeTunyHa KinbkicTb amnyna 34884), 275 n

3a
peyenmom

UA/17919/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
Kopo6ui; no 10 mn B (TeopeTnyHa KinbKicTb amnyn 127906)
amnyni; no 5 amnyn
Y KOHTYpHIiA
ynakosLi; no 1
KOHTYPHIli ynakoBLyi
B KAPTOHHIli Kopobui
239.) ®PEPPYM NEK | po3uuH ans iH'ekuji, CaHpo3 CnoseHis Nex CnoseHis BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis:3MiHu | Tuny - 3 3a UA/9347/01/01
100 mr/2 mnno 2 mn | dapmacbioTi dapmaueBTUYHaA nokasHuka «MikpobionoriyHa YncToTa» BUYYEHO BU3HAYEHHS peyenmom
B amnyni; no 5 Kans g.4. KOMnaHis 4. 4. oKpemux BMAiB MikpoopraHiamis (Staphylococcus aureus,
amnyn y 6nictepi; no Escherichia coli, Salmonella and Pseudomonas aeruginosa)
1 6nictepy y cneumdikauii A®| Big Bupo6HuKa NN3; 3MiHM | TURY - NOKa3HUK
KapTOHHiiA KopobLj; «Baxkki MeTasIn» JOMOBHEHO TECTOM AJ15 BU3HAYEHHSA BaHagito 3
no 2 mn B amnyni; ponyctumotro mexeto NMT 14 ppm metogom ICP MS y cneuudikauii
no 10 amnyny Ha A®| (BUpo6HUKoM /13); 3MiHW | TMRNY - YTOUHEHHS onucy
6nicTepi; no 5 30BHILLIHLOIO BUAY Aito4oi pevoBuHM Komniekcy 3aiza (I11)
6nictepiB y rigpokeuay 3 AekcTpaHoM y cneuudikadii Ha A®I Big BUpo6HUKa
KapTOHHI KOpoo6Li 'N3. BBeAeHHA 3MiH MPOTAroM 6-TW MiICALB NICNS 3aTBEPAXKEHHS;
3MiHuM |l TNy - BBE4EHHA HOBOr0 BUPOGHMKA Ai040i PEYOBUHM,
Komnnekcy 3anisa (Ill) rigpokenay 3 gekctpaHoM, Zhejiang Apeloa
Jiayuan Pharmaceutical Co., Ltd, Kutain 3 HagaHHAM macTep-ghaiina
(version No.: 1.0 December 2019). BBefeHHS 3MiH NPOTATOM 6-Tu
MiCAILiB MicNs 3aTBEPMKEHHS; 3MiHM Il TUNY - 3MiHWM AONYCTUMUX MEX
[ON5 BU3HAYEHHS 3arasibHoi KifIbKOCTi aepOBHMX MiKpOOpraHi3Mis
(TAMC) Ta 3aranbHoi Ki/IbKOCTi APKIKOBYX i NIICHABKX rpubiB
(TYMC) 3a nokasHnkom «Mikpo6ionoriyHa uictoTa» y cneuudikauii
Ha A®I Big BupobHuka 13. BBeAeHHs 3MiH NpoTArom 6-Tn MicsauiB
nicns 3aTBepaKeHHs
240. ®IHroniMopa | kancynu no 0,5 mr Mictpan AHrnis Brpo6HMUTBO, Yuni/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3MiHa 3asBHMKA 3a UA/17846/01/01
-BICTA no 7 kancyny Kenitan nepBuHHE, BTOPVHHE Icnanis/ (BnacHvKa peecTpauiiHoro noceig4yeHHs)(3rigHo Hakasy MO3 Big, peuyenmom
6nictepi; no 4 MeHexmeH nakyBaHHs, Yecbka 23.07.2015 Ne 460): Oitova pegakuis: TOB «®apmaueBTnyHa
6nictepu B T NimiTeq, KOHTPO/b SKOCTI: Pecny6nika KoMnaHis Bicta», YkpaiHa MNponoHoBaHa pefakuis: Mictpan Kenitan

KapTOHHI KOPOOLi

CiHTOH Yuni NT1aa.,
Yuni;
[MepBuHHe,
BTOPUHHE NakyBaHs,
KOHTPO/b AKOCTI,
BUMNYCK cepil:
CiHTOH Xicnanis,
C.N1., IcnaHis;
KoHTponb akocTi
I3NKO XiMIYHWIA:
KBiHTa - AHaniTika
C.p.o., Yecbka
Pecny6ika

MeHemkmeHT JlimiTeq, AHrnis. BBeAeHHs 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPIKEHHS.
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
241, ©NIKCOTUA, aepo3osib ons nakcoCmit Benvka "nakco Bennkom PpaHuia/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/7547/01/02
™ iHranauin, KnainH BpuTtaHis MpoAakLuH, Icnanis Loao 6e3snekn/epekTBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
EBOXANEP™ | po3oBaHuii, 125 ExkcnopTt ®paHuis; Mnakco 3MiHM A0 y3araslbHEHUX AaHuX NMpo cuctemy dpapmakoHarnsgy
MKr/go3y; no 120 NimiTeq Bennkom C.A.c, (BBEAEHHSA y3ara/ibHEHVX AaHuX Npo cucTemy hapmakoHarniagy,
[o3 B Icnanis 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
aepo30/IbHOMY chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
6as0oHi 3 4O3yUUM [ANA 3AiicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
KnanaHom; no 1 Bifl yNOBHOBaXeHOI 0co6Mu, BiAMNOBigasIbHOI 3a 34iiCHEHHS
6as10Hy B KOPOOL thapmakoHarnagy (BK/Ioyakum KOHTakTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BifnoBigaibHOI 3a
chapmakoHarnsa; MponoHosaHa peaakyis — Ap. VieHc-Ynbpix
LWtermanH / Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX
[aHnX yrnoBHOBaXXEHOT 0cO6M, BiANOBIigaNbHOI 3a hapMakoHariag,
3MiHa HoMepy Ta MicLle3Hax0MKEHHSA MacTep-tana
242 ®©NIKCOTUA, aepo3ofb ons nakcoCmit Benvka "nakco Bennkom PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/7547/01/01
™ iHranauin, KnainH BpuTtaHis MpoAakLuH, Icnanis Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peyenmom
EBOXANEP™ | po3oBaHuii, 50 ExcnopTt PpaHuisa; Makco 3MiHM [0 y3aras/ibHeHVX JaHuxX Npo cuctemy dhapmakoHarisagy
MKr/fo3y; no 120 Nimiten Bennkom C.A.c, (BBEAEHHSA y3ara/ibHEHNX AaHuX Npo cucTemy hapmakoHarniagy,
[o3 B Icnanis 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
aepo30/1bHOMY chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
6as0oHi 3 4O3yUUM [ANA 3[iicHeHHsT hapMakoHarasay B YkpaiHi, KLU0 BOHa BigMiHHA
KnanaHom; no 1 Bifl yNOBHOBaXeHOI 0cobMu, BiAMNOBIgasIbHOI 3a 34iiCHEHHS
6as10Hy B KOpOOLi thapmakoHarnagy (BK/Ioyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag: MNponoHosaHa peaakwia — [p. VeHc-Ynbpix
LWtermanH / Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX
AaHuX yrnoBHOBaXXEHOT 0co6M, BiANOBIgabHOI 3a hapMakoHariag,
3MiHa HoMepy Ta MicLle3HaxoMmKeHHs1 MacTep-taina
243. ®OPTES3A pPO34MH AN POTOBOT [Oenbta Weelivapi | ABAIl IBPAXIM Inay TypeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu Il Tuny -y 6e3 UA/13797/01/01
nopoXxHuHu 0,15 % Megiken A CaHai Be TigxapeTt 3B'A3KY 3 OHOB/IEHHAM DMF a5 fitoyoi pevoBuHn 6eH3ngamiH peyenma
no 60 mn a6o 120 MpomoyLuH3 A.LL. BMpo6HMLTBa Bal Pharma Limited, India (3anponoHoBaHo: BPL/BNZ/
MJ/1 PO3YMHY Y Al AP/1.0/06/2017-10-31 October 31, 2017)
CKISIHOMY dQ/1aKOHi;
no 1 dpnakoHy
pa3oM 3 MipHUM
KOBMa4yKkoM y
KapPTOHHI KOpo6Lj
244, ®OPTES3A cnpeit Ans poToBoi [Oenbta Weelivapi | ABAIl IBPAXIM Inay TypeyunHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:3miHu Il Tuny - 6e3 UA/13797/02/01
nopoxHuHu 0,15 % Megiken A CaHai Be TimxapeT noAaHHA OHOBMIeHoro MacTtep-aiiny (BPL/BNZ/AP/1.0/06/2017-10- | peyenma
no 15 mn a6o 30 mn MpomoyLuH3 A.LL. 31 October 31, 2017) Ha fitovy pevyoBUHY 6eH3naaMiHy
pO3unHy y chnakoHi 3 Al rigpoxnopvay Bif 3aTeepa)keHoro Bupo6bHvka Bal Pharma Limited,

posnunoBayem; no
1 cpnakoHy B

India
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
KapTOHHI Kopoo6Lli
245, ®OPTYNIH NMOPOLLOK A/1A MEJA HimeuumnH Makepmot IpnaHgis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis:3miHu | Tuny - 3MiHK 3a UA/14364/01/01
iHransuin, 12 Papma a Na6opaTtopi3 T/A HimeyunHa Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyernmom
MKr/n03y; no 60 0o3 M6X eHp MaiinaH Oy6niH 3MiHM [0 y3arasibHeHVX JaHnxX Npo cucTeMy hapmakoHariagy
NMOPOLLKY Y Ko. KI PecnipeTopi, (BBEAEHHSA Y3araslbHEHUX JaHWX MPo cuctemy chapmakoHarnsgy,
KapTpuaxi; no 1 Ipnangis 3MiHa YNOBHOB&XEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
KapTpuaxy y (anbTepHaTuBHe hapmakoHarnsgy; KOHTakTHOT 0cobu 3 hapmakoHarnagy 3asBHUKa
KOHTeliHepi; no 1 MiCLie BTOPUHHOIO Ons 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLO0 BOHA BigMIHHA
KOHTelHepy 3 naxkyBaHHs, Bif} yNOBHOBaXeHOI 0co6u, BiANOBIfaIbHOT 3a 3AiiCHEHHS
KapTpUIKOM y KOHTPONb Ta BUMYCK thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
KOMMNAEKTi 3 cepii); MEOA po3MiLLeHHI MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
iHransaTopom B MeHblodhekvepuHr YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMNoBigaIbHOI 3a
ynakosLii; no 60 103 'm6X, HimeyunHa hapmakoHarnsaga:
NMOPOLLKY Y (B1pOGHMLTBO, MponoHoBaHa pepgakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KapTpuaxi; no 1 naxkyBaHHs, KOHTaKTHUX AaHnX yNOBHOBaXKeHOi 0cobu, BiANOBifa/IbHOT 3a
KapTpuaxy y KOHTPO/b Ta BUMYCK hapmakoHarnag,. 3MiHa KOHTakTHUX AaHnX KOHTaKTHOI ocobu
KOHTeliHepi; no 1 cepii); POLL- yMNoBHOBaXeHOT 0cobw, BignoBifanbHOT 3a hapmakoHarnsg B
KOHTelHepy 3 OENbTA T'mM6X eHp, YkpaiHi.
KapTpuakom B Ko. KI, HimeyunHa 3MiHa MicLe3HaxoMkeHHs1 MacTep-haiina cucremu
ynakoBLi (anbTepHaTuBHE hapmakoHarnagy. 3MiHa Micus 34ilACHEHHS OCHOBHOI fisifIbHOCTI 3
MicLie BTOPUHHOIO thapmakoHarnagy
nakyBaHHs)
246.| ®OCTEP aepo3osib ons K'esi ABCTpIst .. dapma Mv6X, ABCTpis/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/16438/01/01
iHransuin, $apmac'toTik ABcTpis (36ip ITanis Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyernmom
f[030BaHuin, 100+6 en3 M'méexX HanoBHEeHMX 3MiHV BHECEHO [0 IHCTPYKLi A1 MeANYHOr0 3acTOCyBaHHSA

MKr/go3y no 120 gos
Y KOHTeliHepi; no 1
abo 2 koHTeliHepu 3
[03y0UnMm
KnanaHom i
pPO3NMIOKYO0
Hacafkow Ta
3aXVCHUM
KOBMAYKOM y
KapTOHHI kKOpooLj;
no 180 po3y
KOHTelHepi; no 1
KOHTeliHepy 3
[03y0UnM
KnanaHom i
PO3MUIIIOKYOI0
Hacafkow Ta
3aXMCHUM
KOBMAYKoM y
KapPTOHHI KOpooLj

KOHTEelHepiB Ta
nakyBaHHs); K'e3i
dapmac'toTikens

'M6X, ABCTpist

(Bunyck cepii); K'esi

PapmaueyTuui

C.n.A,, Itanis
(BMPOGHWLITBO,KOHTP
0nb, 36ip
HanoBHEHNX

KOHTEliHepiB Ta

nakyBaHHs)

nikapcbKoro 3acoby Ao po3ginis "B3aemogis 3 iHLWMMKU NiKapCbKnMmn
3acobamu Ta iHWi Buau B3aemogiii* (CYP3A) BignoBigHo Ao
pekoMeHAaLii PRAC. BBeieHHs 3MiH NpOTArom 6-Tu MicsALiB nicns
3aTBEPMKEHHS. 3MiHN | TMRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
thapmMakoHarnagy (iHwi 3MiHK) - 3MiHWU BHECEHO [0 iHCTPYKLIT ANs
MeMNYHOro 3aCTOCyBaHHA NikapcbKoro 3acoby [0 po3Ainis
"Oco6mBoCTi 3acTocyBaHHA" Ta "M06iYHI peakuii” BignoBigHO 40
pekomeHaauiii PRAC. BBeieHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBePMKEHHS. 3MiHM | TUny - 3MiHK LWoA0 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa(un) y KOpoTKiii xapakTepucTuLi Nikapcbkoro
3acoby, TEKCTi MapKyBaHHS1 ab0 iHCTPYKLiT A58 MeanYHOro
3acTocyBaHHA AN fnikapcbKoro 3acoby, niyeHsosaHoro y €C 3a
npoueayporo B3aEMHOIO BU3HaHHS (NiKapCbKuii 3acié He BXOAUTb 40
cchepm fii npouefypy B3aEMHOI0 BU3HaHHS, asie 3MiHa BHOCUTLCS 5K
pe3ynbTaT npoLeaypu i Bif BNacH1MKa TOpProsoi iLeHsii He
BMMAaraeTbCs HafaHHs XOAHUX HOBMX AOAATKOBUX AAHWX) - 3MiHN
BHECEHO [0 iHCTPYKLii A1 MeAUYHOro 3acTOCyBaHHS NikapCbKoro
3acoby Ao po3ainis "Oco6MBOCTI 3acToyBaHHA" Ta "lMo6iuHi peakwii”
BIAMOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3Mekn 3aCTOCyBaHHS
nikapcbKoro 3acoby.
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
BBefeHHs 3MiH NPOTAroM 6-TW MicAUB Nic/a 3aTBepAKEHHS. 3MiHn |l
UMy - 3MiHN Wwoao 6e3nekvn/edpeKkTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHS Yy 3B'A3KY i3
HOBVMW JaHUMW 3 AKOCTI, AOKNIHIYHUMW, KTIHIYHUMMW AaHMU Ta
OaHyMK 3 hapMakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKLiT Ans
Me[UYHOro 3acToCyBaHHS NiKapcbKoro 3acoby A0 po3fainis
"®apmakonoriyHi BnactusocTi” ("®apmakogvHamika',
"®apmakokiHeTuka"), "[iTn" (BHeCEHHs A0AATKOBUX 3aCTepeXeHb),
"Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianiB peecTpauiiHoro focCheE.
BBefeHHs1 3MiH NPOTArom 6-T1 MicAUIB MiC/A 3aTBEPMKEHHS. 3MiHu |
UMy - 3MiHU Woao0 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) - 3MiHVM BHECEHO A0 IHCTPYKLUIT 419 MEeANYHOr0 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao posginis "Cnocib 3actocyBaHHsA Ta fo3un"
BiANOBIAHO 40 OHOBJIEHOT iIHGhOpMaL,ii CTOCOBHO 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby.
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
247. ®OCTEP aepo3osib 4N K'esi ABCTpIf BMPOGHMLITBO, ITania/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHn 3 3a UA/16438/01/01
iHransyin, $apmac'toTik KOHTPONb, 36ip ABCTpist sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax | peyernmom
[o30BaHwuii, 100+6 en3 M6X HaMOBHEHMWX npugaTtHocTi abo ymoBax 36epiraHHs FOTOBOro NiKapcbKoro 3acoby
MKr/go3y; no 120 KOHTEliHepiB Ta (3miHa B ymoBax 36epiraHHsi roTOBOrO Jlikapcbkoro 3acoby abo nicns
0,03 Y KOHTelHepi; nakyBaHHs: PO3UMHEHHS/BIHOBNEHHS) - 3MiHA B YMOBax 36epiraHHs (nmwe
no 1 a6o 2 K'esi ®apmaueyTtuui YMOBW 36epiraHHs nawieHTamu nepeg BUKOPUCTaHHAM) rOTOBOro
KOHTeliHepy 3 C.n.A., ltanis; nikapcbkoro 3acoby ®octep, aepo30/ib AN iHransyii, 4030BaHUA.
[03yH0UMM 36ip HanoOBHEHMX 3MiHM BHECEHO B IHCTPYKLitO ANt MeAMYHOr0o 3aCTOCYBaHHA Y p.
KnanaHom i KOHTEliHepiB Ta «YMOBWU 36epiraHHs», K Hacnigok —y p. «OcobamBoCTi
PO3NWIOKYHOI0 nakyBaHHS: 3aCTOCYBaHHSA», 3 BiAMOBIAHAMM 3MiHAMW Y TEKCTi MapKyBaHHS
HacafKow Ta 1. dapma MM6X, ynakoBKU NikapcbKoro 3acoby. BBeAeHHs 3MiH NpoTArom 6-tu
3aXUCHUM ABCTpiIS; MiCALIB MiC/A 3aTBEPLKEHHS; 3MiHM | TURY - 3MiHM 3 AKOCTi. [0TOBWMiA
KOBMaYkoM y BUNYCK cepil: nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax npuaaTHoCTi abo
KapTOHHI KopobLyj; K'esi ymoBax 36epiraHHsi roTOBOrO /ikapCbKoro 3acoby (36i/bLUeHHSs
no 180 go3y dapmac'tioTikens TepMiHy NpPUAATHOCTI FOTOBOrO MikapCbKoro 3acoby) - /19 Toprosoi
KOHTeliHepi; no 1 M6X, ABCTpis ynakoBKku (MiATBEPAKYETLCS AAHVMU PEAIbHOTO Yacy) - 36ibLUEHHS
KOHTEWHepy 3 TepMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro 3aco6y Ha OCHOBI
[03Yy04nM NO3VTUBHWX Pe3y/bTaTiB AOBrOCTPOKOBMX AOC/iMKEHb CTabiNbHOCTI
KnanaHom i y peasibHOMy 4aci. 3MiH/ BHECEHO B iHCTPYKLitO 471 MeANYHOro
PO3NMNIOKYOI0 3acTocyBaHHS fNikapcbkoro 3acoby y p. «TepMiH NpuaaTHOCTI».
HacafKow Ta BBefeHHs 3MiH NPoTArom 6-T1 MiCALIB MIiC/A 3aTBEPLKEHHS
3aXMCHUM
KOBMaYKoM y
KapTOHHI Kopoo6Lli
248 ®OCTUMOH NMOPOLLIOK IBCA LLiBefiuapi IBCA IHcTUTYT LLiBeiuapis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasiB:3MiHu | Tuny - 3MiHu 3 3a UA/3152/01/01
niodpinizoBanuii Ans IHCTUTYT a Bioximik C.A. akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax BunpobysaHHa API peyenmom
NPUroTyBaHHs Bioximik C.A. ab0 BUXIgHOro martepiasly/npoMiXkKHOro NPOAYKTYy/peareHTy, Lo

PO34MHY ANS iH'EKLL

BMKOPUCTOBYETLCA Y npoleci BUpo6bHMUTBa ADI (iHWi 3MiHW Y
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
no 75 MO; 1 donakoH MeToAax BUNpobyBaHHA (BK/ItoYakoUn 3amiHy abo foMNoBHEHHS) AD|
3 nopowukom Ta 1 a60 BMXigHOrO/MPOMIXXHOIO NPOAYKTY) - MPONOHOBAHO 3MiHW Y
amnyna 3 1 mn MeTofax KOHTPOsI0 npoMixHoro npoaykty A®I (crude hMG) - 3miHn
PO3UMHHKKA (HaTPIo npu NpoBeAeHHs BUNpobyBaHHA Ha BIACYTHICTb B maTepiani HCV
xnopuay 9 mr, Boga Bipycy, a came 3aMiHa TecT cuctemu ans nposegeHHs PCR aHanisy
Ons iH'ekujin) B 3 Roche Cobas Tagman Ha CoBas 4800 B pexuMi peasibHOro yacy
nadui; no 10 navok y
KapTOHHI Kopoo6Lli
249., ®OCTUMOH NMOPOLLIOK IBCA LLiBefiuapi IBCA IHcTUTYT LLiBeiuapis BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/3152/01/01
niogpinizoBaHnin Ans IHCTUTYT A Bioximik C.A. oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peyenmom
NPUroTyBaHHsA Bioximik C.A. 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsgy
PO3UMHY 4115 H'EKLN (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
no 75 MO; 1 donakoH 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
3 nopotukom Ta 1 hapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
amnyna 31 mn [AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
PO3UMHHMKA (HATPIO Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
xnopugy 9 mr, Boga thapmakoHarnagy (BKIoyakum KOHTakTHi AaHi) Ta/abo 3MiHu y
Ons iH'ekujin) B pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
nauui; no 10 nayok y YMNOBHOBaXKEHOT 0CO6M 3asIBHUKA, BiAnoBiga/IbHOI 3a 34iACHEHHS
KapTOHHI KOPOOL thapmakoHarnagy: MNMponoHoBaHa pegakyis: Chiara Godina. 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXXEHOT 0CObY 3asBHMKa, BignoBiganbHOT
3a 3fjiicHeHHs1 hapMakoHarisay. 3MiHa KOHTaKTHOI 0co6u
YMNOBHOB&XeHOT 0CO6M 3as1BHUKA, BiAMOBiAaUIbHOI 3a 34iACHEHHS
thapmakoHarnagy B Ykpaini: MponoHoBaHa pefakuis: CoLHiKoBa
Anna MeTpiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
YNOBHOB&XeHOT 0CO6M 3as1BHUKA, BifMOBiAaUIbHOI 3a 34iACHEHHS
hapmakoHarnsgy B YkpaiHi
250, ®OCTUMOH NMOPOLLIOK IBCA Lseliuapi IBCA I[HCcTUTYT LBeliuapis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianiB:3MiHv | TUMNy - 3MiHK 3 3a UA/3152/01/02
niocpinizoBaHuii ons IHCTUTYT A Bioximik C.A. AKOCTi. A®I. KoHTponb A®I. 3MiHa y meTogax BunpobyBaHHA Ad| peuyenmom
NpUroTyBaHHsA Bioximik C.A. abo BUXigHOro marepiany/npomibkHOro NPoAyKTy/peareHTy, Lo
PO3UMHY ANA iH'eKLil BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTea AP (iHLWi 3MiHN Y
no 150 MO; 1 MeTo4ax BUNpPobyBaHHA (BK/ItOUaloUM 3amiHy abo fOMOBHEHHS) AD|
h1akoH 3 MOPOLLKOM a60 BMXigHOro/MPOMiXXHOro NPOAYKTY) - MPONOHOBAHO 3MiHW Y
Talamnynasl1lmn MeTofax KOHTPOsIo NpoMixHoro npoaykty A®I (crude hMG) - 3miHn
PO3UMHHMKA (HATPIO npv NpoBeAeHHs BUNpobyBaHHS Ha BIACYTHICTb B maTepiasii HCV
xnopugy 9 mr, Boga Bipycy, a came 3amiHa TecT cuctemu ans nposegeHHs PCR aHanisy
Ons iH'ekujin) B 3 Roche Cobas Tagman Ha CoBas 4800 B peXuMmi peasibHOro yacy
nauui; no 10 navok y
KapPTOHHI KOpo6Lj
251/ ®OCTUMOH MOPOLLIOK IBCA Lseliuapi IBCA IHcTUTYT LBeliuapis BHECEHHS 3MiH 10 peECTpaLiiiHnX MaTepianiB:3MiHv | TUNy - 3MiHK 3a UA/3152/01/02
niodpinizoBaHWin ans IHCTUTYT A Bioximik C.A. Loao 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peyenmom
NpUroTyBaHHsA Bioximik C.A. 3MiHM [0 y3aras/ibHeHVX JaHuxX Npo cucTeMy chapmakoHarisgy
PO3UMHY ANA iH'EKLil (BBEAEHHSA Y3araslbHEHUX JaHUX NPo cuctemy chapmakoHarnagy,
no 150 MO; 1 3MiHa YNOBHOBaXXEHOT 0CO6U, BignoBigabHOI 3a 34iiCHEHHS
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
h/1aKOH 3 NOPOLLKOM chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
Talamnynasl1lmn OnA 3jicHeHHs hapmMakoHarnsay B YkpaiHi, SKLWO0 BOHA BigMiHHA
PO34mnHHKKA (HaTpito Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
xnopugy 9 mr, Boga thapmakoHarnsgy (Bkaoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
ONs iH'ekuiin) B pO3MiLLEeHHI MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
nauuyj; no 10 nayok y YMOBHOB&XeHOT 0c06M 3asBHMKA, BiAMoBigasIbHOI 3a 34iiCHEHHS
KapTOHHI KOpooLi thapmakoHarnagy: MNMponoHoBaHa pegakuis: Chiara Godina. 3miHa
KOHTaKTHUX JaHnX yNMOBHOBaXKEHOT 0CO6M 3asBHWKA, BifnoBigasibHOI
3a 3[jicHeHHs hapMakoHarisay. 3MiHa KOHTaKkTHOI 0co6u
YMNOBHOBaXKEHOT 0CO6M 3asIBHUKA, BiAnoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy B Ykpaini: MponoHoBaHa pegakuis: CowwHikoBa
Anna MeTpiBHa. 3MiHa KOHTAKTHUX AaHVX KOHTaKTHOI 0co6u
YMNOBHOBaXXEHOT 0CO6M 3asIBHUKA, BiAnoBiga/IbHOI 3a 34iACHEHHS
thapmakoHarnagy B YkpaiHi
252 ®OCDHPOPAN rpaHynu ans NMPO®APM ManbTa NabiaHa IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/13238/01/01
OpasIbHOrO PO3YMHY, A dapmacbloTikanc, BHECEHi 0 IHCTPYKLT 415 MEeAMYHOro 3aCTOCyBaHHS Nikapcbkoro | peyenmom
3r/nakeTno 8ry IHTEpHELIHN CNYy. 3acoby y po3ginu "®apmakonorivyHi BnactueocTi, "B3aemogis 3
nakeri; no 1 nakety TpeguHr IHLIMMKM NiKapCbKMMK 3acobamu Ta iHLWi BUAW B3aeMogiii",
Y KapPTOHHiIli nayui Nimiten "Oco6MBOCTI 3acToCyBaHHA", "3acTOCyBaHHS Y nepiog, BariTHOCTi
ab0 rogyBaHHA rpyaar”, "34aTHiCTb BNAMBATY Ha LWBUAKICTL peakuil
npy KepyBaHHi aBTOTPAHCNOPTOM @60 iHWMMW MeXaHismamn',
"Cnoci6 3actocyBaHHsa Ta fo3u", "MNepeno3yBaHHsa", "MoGiYHI
peakuii” 3rigHo 3 iHhopMaLi€lo LWOA0 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (MOHYPAJI, rpaHynu ans
OpPa/IbHOTO PO34KHY, No 3 T). BBeAEHHA 3MiH NPOTArom 6-Tn MicsLiB
nicns 3aTBepmkeHHs
253. ®YLNC® renb, 5mr/rno 30 r KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 6e3 UA/7617/03/01
reno 'y Ty6i, no 1 XENTXKEP MBT NTA OHOBJ/IEHHS 3aTBEPKEHOro MeToAy KOHTposo sikocTi 13, a came peyenma
Ty6i y KApTOHHIl MNBT NTA BMKNAAaHHSA TEKCTY AepXXaBHOK MOBOIO, 3rigHO Cy4aCHUX BUMOT;
ynakoBLi 3MiHK | TUNY - 3MiHK Y MeToAax BUNPOOyBaHb 3a NOKa3HUKOM
«KinbKicHe BU3HAYEHHS», a caMe: - BHECEHHS OMNUCY NPUroTyBaHHSA
XOJ10CTOr0 PO34MHY Ta PO3UMHHUKA; - A0AAHO XpomaTorpadyyBaHHs
XOJ/10CTOr0 PO3UMHY Ta YTOYHEHO KiNbKICTb IHXEKLi PO3UMHIB; -
BHECEHO YTOYHEHHS B YMOBUW XpomaTorpadyBaHHs CTOCOBHO
Temnepartypu 3paska Ta Yacy YTpUMyBaHHs; 3MiHW | TUNy - BHECEHHSA
3MiH 10 METO/IB KOHTPO/IIO AKOCTI 38 NOKa3HWKOM «CynpoBifHi
OOMILLKM» & came: - BUTyYeHHs1 XpoMaTtorpadyyBaHHs cTaHAapTHOro
PO34MHY A151 BUSHAYEHHST KOe(DILIEHTY PO3AINEHHS MiXK NiKOM
pomiwwky C Ta nikom do/TyKoHa30/y, Tak K AaHWii koedilieHT
BM3HAYaloTb 3 XpomaTorpamu po3ynHy 415 Nepesipkn npuaaTHoCTi
XpomaTtorpagivyHol cucTemMmn KoOeqIiLEHT; - yTOUHEHO KiNbKiCTb
iH)EKLLi PO34YMHIB
254, XENMNEKC® NMOPOLLOK A/1A TOB "Mosi YkpaiHa Annekc ®apma CA LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | Tvny - nogaHo 6e3 UA/16014/01/01
AHTUKONA, Opa/IbHOT0 PO34NHY Xenc" OHOB/IEHUI cepTudikat BignosigHocTi €P No. R1-CEP 2002-020- peyenma
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
HEO MAKC 3 /INMOHHUM CMaKom Rev 08 ana gitoyoi pevoBuHY NapaueTamony Bif, 3aTBepKeHOro
no 4 r NOpoLLKY B BMpo6HMKa Farmson Pharmaceutical Gujarat Private Limited, IHgjs
cawe; no 10 cawe y Ha 3amiHy cepTudikaTy BignosigHocTi €E® No. R1-CEP 2002-020-
KapTOHHII nayui Rev 07; 3miHu Il Tuny - BBEAEHHS OAATKOBOrO BUPOBGHUKA Aito40T
pPeYOoBUHM NEBOLLETUPO3MHY aurigpoxiopuay Symed Labs Limited
(Unit 1), IHgis, 3 HagaHHAM MacTep-chaiina Ha A®I (version
Levocetirizine.2HCL/AP/2SHL-002-03/2017-09-19)
255, XENMNEKC® NOpOLUOK ANs TOB "MosBi YkpaiHa Annekc ®apma CA LLIseliyapis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHn | Tuny - nogaHo 6e3 UA/16015/01/01
AHTUKONA, OpasIbHOr0 PO34nHY Xenc" OHOBJ/IeHWIA cepTudikaT BignosigHocTi €E® No. R1-CEP 2002-020- peuyenma
HEO MAKC 3 M&J/IMHOBUM Rev 08 ona gitoyoi pevyoBuHY NapaueTamony Bif, 3aTBepKEHOr0
CMakom no 4 r BMpo6HMKa Farmson Pharmaceutical Gujarat Private Limited, IHgjs
NMOpPOLLIKY B calue; no Ha 3amiHy cepTudikaty signosigHocTi €® No. R1-CEP 2002-020-
10 cawey Rev 07; 3miHu |l Tuny - BBEAEHHS OAATKOBOrO BUPOBGHUKA Aito4oT
KapTOHHIN navuj PEeYOBUHM NEBOLLETUPO3MHY aurigpoxiopuay Symed Labs Limited
(Unit 1), IHgis, 3 HagaHHAM MacTep-chaiina Ha AdI (version
Levocetirizine.2HCL/AP/2SHL-002-03/2017-09-19)
256.f XE®PEPO/1 kancynm no 350 mr AJTKANOIA, Pecny6nik AJTKANOIQ AL Pecny6nika BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianiB:3miHu | Tuny - 3a UA/0263/01/01
no 10 kancyny AL Ckon'e a MiBHiuHa Ckon'e MiBHi4YHa BHECEHHS HEe3HaYHKX 3MiH 40 KOHTPO/IIO Nif Yac BUPOGHMYOro peyenmom
6nictepi, no 3 MakefoHis MakefoHis npoecy, 30kpema: BUyYEHHS KOHTPOSIIO 3a NOKasHNKoM "HacunHa
6nictepun (30 rycTuHa"; 3MiHu | TNy - BHECEHHSA He3HAYHUX 3MiH A0 KOHTPO/IO Mig
Kancyn) y nadui yac BMPOBHMYOro Npouecy, 30KpeMa: BUTyYEHHS KOHTPOSIIO 3a
KapTOHHIi nokasHUKoM "LLBMAKICTb NOTOKY"; 3MiHW | TUMY - BHECEHHSA
He3HauHMX 3MiH [i0 KOHTPOJIO Mif Yac BUPOBGHMYOTIO NpoLiecy,
30Kpema: BUNYyYEHHst KOHTPOJIIO 3a NokasHUKOM “"KoedilieHT
npecoBaHoCTI"; 3MiHW | TUNY - BHECEHHA HE3HAYHUX 3MiH [0
KOHTPOJIIO Nif Yac BUPOGHNYOro NpoLecy, 30Kpema: BUyYEHHsS
KOHTPOJIH0 32 NOKa3HWKOM "KyT BKNafaHHA cyMii”; 3miHu | Tuny -
BHECEHHS He3HauHVX 3MiH 0 KOHTPO/IIO Nif, Yac BUPOOGHNYOro
npouecy, 30Kkpema: BUTy4eHHst KOHTPOJTIO 3a MOoKa3HUKOM "lyCThHa
nicns ycagkm"
257.) Xino- Kpanni oyHi, 1 YPCA®APM | HimeuuuH YPCA®APM HimeuunHa | BHeCeHHS 3MiH [0 peecTpayiiiHx maTepianiB:3MiHu | TUNy - NofaHHA 6e3 UA/7443/01/01
KOMO4® mr/mi; o 10 mny ApuHaimitT a ApuHaiimiTTens OHOBJIEHOTO cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei | peyenma
6araTo030BOMY enb 'M6X meX Ne R1-CEP 2001-385-Rev 07 ans gito4oi pevyoBuHY Hatpito
KOHTeliHepi, riaslypoHarty Bif, BXe 3aTBepkeHoro BnupobHuka HTL S.A.S.,
ocHalLeHoMy ®paHuis, y HacnifoK OHOB/IEHHA METOANKN BU3HAYEHHS 3aUTNLLKOBUX
NOBITPOHENPOHUKHN PO3UYMHHUKIB
M Hacocom Ta
3aKkpuTOMy
KoBMauykom; no 1
KOHTelHepy B
KapPTOHHI KOpo6U;i
258. XINno- Kpanni ouHi, 2 YPCA®APM | HimeuuuH YPCA®APM HiMeuyunmHa | BHECEHHSsI 3MiH 40 peecTpaLiiHux MaTepianis:3MiHu | TUNy - NoAaHHsA 6e3 UA/7443/01/02
KOMOA® Mmr/mn; no 10 mny ApuHaimiTT a ApuHalimiTTenb OHOBJ/IEHOTO cepTudliKaTa BignoBigHOCTI EBponeichkin dhapMmakonei | peyenma




127

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
DOPTE 6araToi030BOMY enb 'mM6X X Ne R1-CEP 2001-385-Rev 07 ans gito4oi pevyoBuHy Hatpito
KOHTeliHepi, riaslypoHarty Bif, BXe 3aTBepkeHoro BnupobHuka HTL S.A.S.,
OCHalLLleHOMy ®paHuif, y HacnifoK OHOBIEHHA METOANKN BU3HAUYEHHS 3a/TNLLIKOBUX
NOBITPOHENPOHWKHN PO3UYNHHVIKIB
M Hacocom Ta
3aKpuTomy
KoBMaykom; no 1
KOHTEliHepy B
KapPTOHHI KOpo6U;i
259.[ XONPECT TabneTku, BKpUTI MaiinaH IHAis MaiinaH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/17921/01/01
NNiBKOBOKO JNlabopaTtopi3 NabopaTopis oo 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
060/10HKO0 MO 5 WM, Nimiteq Nimiteq 3MiHM [0 y3aras/ibHeHVX JaHux Npo cuctemy chapmakoHarisagy
no 14 Tabnetok y (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
6nicTepi; no 1, no 2, 3MiHa YNOBHOB&XeEHOi 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
no 4, no 6 abo no 7 chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
6nictepis B [ANA 3AiicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
KapTOHHI ynakosLii Bifi yNOBHOBaXeHOI 0cobWu, BifMNoBiga/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTakTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXKeHOI 0cobw, BiAnoBiAaNbHOI 3a
chapmakoHarnsag. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
yNOBHOBaXEHOI 0c06M, BignoBigansHOI 3a hapMakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMkeHHs1 MacTep-daiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHSI OCHOBHOI fisifIbHOCTI 3
thapmakoHarnagy
260., XONPECT TabneTku, BKPUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/17921/01/02
nNiBKOBOKO Nab6opatopi3 Nab6opaTopi3 oo 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsgy. BeegeHHa abo | peyenmom
060/10HKO10, Mo 10 Nimiteq Nimiteq 3MiHM [0 y3arasibHeHVX JaHnx Npo cuctemy dapmakoHarisagy

Mr, no 14 TabneTok
y 6nictepi; no 1, no
2, no 4, no 6 abo no
7 6nicTepis B

KapTOHHI ynakoBLi

(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMNOBIAALHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANs 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 3AiiCHEHHS
hapmakoHarnsgy (Bkao4atoum KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHVKA, BifnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHuX ynoBHOBaXKEHOI 0cobu, BifnosifanbHOI 3a
chapmakoHarnsg. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI ocobu
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
yMNOBHOBaXEHOT 0c06M, BignoBiganbHOI 3a hapMakoHarnsg B
YkpaiHi.
3MiHa MicLe3HaxoMmkeHHs1 MacTep-daiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS1 OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy
261.) XONPECT TabneTku, BKpUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/17921/01/03
NNiBKOBOKO Na6opatopi3 Nab6opaTtopi3 oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peyenmom
060/10HKOI0, Mo 20 Nimiteq Nimiteq 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsagy
mr, no 14 TabneTok (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
y 6nictepi; no 1, no 3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
2, 1o 4, no 6 abo no hapMakoHarniaay; KOHTaKTHOI 0cobu 3 chapmakoHarisay 3asiBHMKa
7 6nicTepis B [AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
KapTOHHII ynakoBLi Bifi yNOBHOBaXeHOI 0co6u, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroun KOHTakTHI AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuisa — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6U, BiANOBigaNbHOI 3a
hapMakoHarnsag. 3mMiHa KOHTaKTHUX SaHUX KOHTaKTHOI 0cobu
YNOBHOBaXEHOI 0c06W, BiANOBIAA/LHOI 3a (hapMakoHarnsg B
YkpaiHi.
3MiHa MicLe3HaxoMmkeHHss MacTep-aiina cucremu
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHSI OCHOBHOI AisifIbHOCTI 3
chapmakoHarnsgy
262., XONPECT TabneTku, BKpUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB:3MiHu | TUMy - 3MiHK 3a UA/17921/01/04
NnNiBKOBOKO Na6opatopis Na6opaTopi3 Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsay. BeeaeHHa abo | peyernrmom
060/10HKOI0 NO 40 Nimiten Nimiteq 3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy

mr; no 14 TabneTok
y 6nicTepi; no 1, no
2,no 4, no 6 abo no
7 6nictepis B

KapTOHHI ynakoBLi

(BBEAEHHSA Yy3arasibHEHMX AaHUX NPo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapMakoHarnaay; KOHTakTHoOI 0cobu 3 chapmakoHarnsay 3asBHUKa
0N 30iCHEHHA hapmakoHarnsagy B YkpaiHi, Ko BoHa BiAMIHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLeHHI MacTep-haiina cuctemn papmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXKEHOI 0cobw, BiANOBiAaNbHOI 3a
hapmakoHarnag,. 3MiHa KOHTakTHUX AaHnX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6U, BiANOBifaIbHOI 3a (hapmakoHarnsg B
YkpaiHi.
3MiHa MicLe3HaxoMKeHHA MacTep-gaiina cucremu
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHS1 OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy
263.| LEPYKAN® PO34UH NS iH'EKLN, TOB "TeBa YkpaiHa Mepkne M'M6X, HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3a UA/2297/02/01
10 mr/2 mn, no 2 mn YkpaiHa" HimeuyunHa BHECEHHS 3MiH [0 METOAMKN « laeHTudikauis, KinbkicHe BU3Ha4YeHHs | peyenmom
B amnyni; no 10 (BMPOGHMLTBO Ta Ximi4yHa yncToTa MeToknonpamigy riipoxiopuay MoHorigparty», a
amnyn y kopobu,i Hepo3hacoBaHOro came BUNpaB/ieHHA TunorpadiyHmMx NOMUIOK 3i 3MIHOK BepCii
NpoAyKTy, NepBMHHa MeToamkn 3 D-00740501 Ha D-00740502; 3MiHu | TNy - BHECEHHSA
Ta BTOPUHHa 3MiH 0 MeToaukun «BmicT gomiwkn N,N-gietunetnneHgiamivy y
ynakoBka, fj03BiN Ha MeTokonpaMigy rigpoxsopuay MoHorigpaT», a came BUNpaB/ieHHsA
BUNYyCK cepii); TnorpagiyHMx NOMUOK 3i 3MiHOI Bepcii meToaukn 3 D-00740501
Mepkne T'M6X, Ha D-00740502; 3miHu | TUny - NnpuBefeHHs cneuudikauii Ta MeToais
HimeuyunHa KOHTponto /13 o maTepianiB peecTpayiiiHoro A0Cbe BUPOGHMKA
(koHTpONb cepii) Mepkne M'm6X, HimeuyunHa, a came BUIyYeHHs cnewmdikadii Ta
MeTOAVK KOHTPOJII0 AKOCTI Bif, BUpoOHMKa AT dapmaueBTUHWIA
3aBoj, TEBA, YroplmHa i BKIYeHHs o MKA meToamk
BMNPOB6YBaHHA Bif BUPO6HMKa Mepkne MM6X, HimeuunHa
Cneuundikanii Ta MmeToankn KoHTposito N3 Big BUPOGHMKIB AT
dapmaneBTuHMI 3aBog TEBA, YropwuHa Ta Mepkie Mm6X,
HimeuunHa ifeHTWYHI, HasBHa NvLwe pisHMLA y dhopMaTi BUKNa4eHHS
iHchopmawii. BBegeHHs 3mMiH npoTArom 6 micauis nicns
3aTBEPAKEHHS
264. LE®PMA NOPOLLOK A/1A ToBapucTtso YkpaiHa Canotac ®apma Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis:3MiHv | TMNy - 3MiHK 3a UA/18064/01/01
ANTAYA OpasIbHOI cycneHsii, 3 'M6X, HimeuyunHa ABCTpIst Lof0 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsgy - 3MiHM BHECEHI | peyernmom
CYCIMEHS3IA 40 wmr/5 mn, no 50 06MeXeHoH (BTOpUHHE [0 IHCTPYKUiT A8 MEeAMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y
a6o 100 mny BiAgnosigasib nakyeaHHs); CaHio3 po3gain "Cnoci6 3acTocyBaHHs Ta 4031" BiANOBIAHO [0 KOPOTKOT
chnakoHi; no 1 HICTIO 'M6X - Bupo6Huya XapaKTepPUCTUKMN NiKapCbKOro 3acoby (L4ONMOBHEHHS po3giny
hnakoHy Ta wnpuuy "CaHpo3 AinbHUUA IHCTPYKLI€EO 4719 NPUroTyBaHHA CycneHsii). BBeAeHHS 3MiH NPOTAroM
Y KapTOHHil kopobLi YkpaiHa" AHTUiIHbeKUilHI TN3 6-TW MicsALiB NiCNsA 3aTBEPIKEHHS
Ta XiMiuHi onepauii
KyHanb (AIXO M3
KyHanb), ABCTpis
(BMPOGHMLTBO "in
bulk”, nepsrHHe Ta
BTOPWUHHE
nakyBaHHs,
TecTyBaHHS, BUNYCK
cepii)
265, LIMKNO 3® Kancysnv Teepai; no M'ep ®abp ®paHuis M'ep ®abp ®paHuis BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianiB:3miHu | Tuny - 3a UA/7550/01/01
DPOPT 10 kancyny MegnkameH MepgukameHT BBE[EHHS1 HOBOro NnocTavyasibHVKa BUXIAHOT CUPOBUHU recnepugunHy | peyenmom
6nicTepi; no 3 T MpopgakLuH SICHUAN NEW HAWK BIOTECHNOLOGY CO LTD, CHINA.
6nictepu B BBefeHHs 3MiH NpOTArom 6-T1 MiCALIB MIiC/1A 3aTBEPLKEHHS; 3MiHN |

KapTOHHI ynakoBLi

TMNy - NnogaHHsA oHosneHoro CEP Ha akTuMBHY cy6CTaHLi0
ackopb6iHOBY KUCMOTY Bif 3aTBEpKEHOro BUpo6HMKa CSPC
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
ynakosKa)

3asasHuk

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

WEISHENG PHARMACEUTICAL (SHIJIAZHUANG) CO., LTD - R1-
CEP 2004-019 Rev 04. BBefieHHs1 3MiH NpOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - NnogaHHA oHoseHoro CEP Big,
3aTBEpKEHOro BUPO6HMKA akTMBHOI Cy6CTaHLT ackop6iHOBOT
kmcnotn DSM NUTRITIONAL PRODUCTS LTD Bepcia R1-CEP
2005-282-Rev 03. BBeeHHS 3MiH NPOTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TUNY - BBEEHHA HOBOrO NOCTaYaslbHMKa
BMXigHOT crpoBuHK recnepugmHy CHENGDU SHUXI
PHARMACEUTICAL Co LTD, CHINA. BBeggHHs 3MiH MpoTSAromM 6-
TW MicALIB Nicnsa 3aTBEPLXKEHHS; 3MiHW | TUNY - BBEEHHS HOBOrO
nocTavasnibHuka BuxigHoi cmposuHu (Ruscus Aculeatus Rhizoma) —
GJEDRA BERAT/ALBANIA. BBeaeHHS 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBEPKEHHS; 3MiHM | TUNY - He3HAYHI 3MiHN Y
3aTBEPKEHOMY MeTOAji BUnpobysaHHsA AD| recnepugunHy
MeTUNXasbKoH Ansa «Abcorbance test» Ta «TMC assay test».
BBefeHHS 3MiH NPOTAroM 6-Tu MICALIB NIiC/A 3aTBEPMAXKEHHS; 3MiHM |
™My - 3MiHK Y cneundikauii Ta MeToAax KOHTPOIO Ha XenaTuHOBI
Kancysnu, 3rigHo Bumor EP «Gelatine» 3a nokasHukamu
«ldentification of gelatine», «Sulfur dioxide», «Microbial
examination». BBefeHHs 3MiH NpOTArom 6-Tu micsuis nicns
3aTBEPIXEHHS; 3MiHW | TUMY - HE3HAYHI 3MiHW Y NpoLeci
BMpOGHULTBa J13, NOB’A3aHi i3 onvMisaLieto BUpobHMYOro npouecy,
npy LbOMY NPUHLMI BUPOGHWYOTO NpoLecy He 3MiHMBCS. BBeaeHHs
3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPMAKEHHS; 3MiHU | Tuny -
3MEeHLLEHHS NPOBEAEHHS YacTOTV BUMIpIOBaHHSA 3a T. «Po3nagaHHsa»
'N3 3 3-X pa30BOro BUMIpOBaHHA A0 2-X Pa30BOro y npoueci
BMPOGHMLTBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPMAKEHHS; 3MiHW | TUMY - NPYBEAEHHA BUMOT 3a NMOKa3HUKOM
«Uniformity of mass» (in-process control) go sumor EP 2.9.5.
BBefeHHS 3MiH NPOTArom 6-T1 MiCALIB MIiC/1A 3aTBEPLKEHHS; 3MiHN |
TMNYy - 3MiHW Y cneumdikayii nepBMHHOT ynakoBku aluminium foil:
3amiHa BunpobyBaHHs «Thickness» Ha «Grammage». BBeeHHsA
3MiH NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPMKEHHS; 3MiHU | Tuny -
3MiHK y cneyndpikauii nepBrHHOI ynakosku PVC/PCTFE film: 3amiHa
BMNpo6yBaHHA «Thickness» Ta «Width» Ha «Grammage».
BBeAeHHS 3MiH NpoTArom 6-Tu MiCALIB Nicns 3aTBEPMKEHHS; 3MiHuU ||
TMNy - 3MiHa NapameTpiB crneundikaii Ha A®| recnepnauHy
MeTU/IXaNbKOH 3a nokasHukom «Specific optical rotation». BeegeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepKeHHS
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BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny - 3MiHn
LoAo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araJlbHeHVX AaHnX NPo cuctemy hapmakoHariagy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS

6e3
peuyenma
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayitiHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
KapTOHHI KOpooLi hapMakoHarnagy; KOHTakTHoOI 0cobu 3 thapmakoHarnsgy 3asBHuKa
OnA 3jicHeHHs hapmMakoHarnsay B YkpaiHi, SKLWO0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bkaoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
po3MiLeHHI MacTep-haiina cuctemu hapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOM 3aABHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg B Ykpaii.
[itoya pepakuis: Morogaes Muxaiino Bopucosuy.
MponoHoBaHa pepakuis: MpulieHko Hatanis OpecTiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6U
3asBHMKA, BIANOBIAA/IbHOI 3a thapmakoHarnsg B YkpaiHi.
267 UMNPO®NIOK | po3uvH ans iHdysiii, | ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX MaTepianiB:3miHu | Tuny - 3MiHK 3a UA/5534/01/01
CALWVH - 2 mr/mn no 100 mn 3 06MeXeHo o0 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay - 3MiHM BHECEHO | peyenmom
HOBO®APM Tano 200 mny 06MEXEHO BiAMOBIAA/IbHICTIO B N. 17 TEeKCTYy MapKyBaHHS yNakoBKU NikapCbKoro 3acoby Loa0
nnsawui, no 1 Bignosigasib thipma "Hosohapm- HasBHOCTI rpadhivHmX 306pakeHb (BKIKYatoum norotvn). BeegeHHs
naswWLi B navyi HiCTIO hipma BiocnHTes" 3MiH NPOTArom 6-Tu MiCALIB NiCNa 3aTBEPAKEHHS
KapToHy; no 100 mn "HoBodhapm-
Tano 200 mny BiocnHTes"

CKNAHNX NAdALKax

B.o. l'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOro 3abe3nevyeHHs

IBaH SAABOPHUX
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