MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

29 xoBTH# 2026 poKy Ne 1696

IIpo pep>kaBHY peecTpariii0 (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJHYHHX
iMyHOOio/10riuHNX MpenapaTiB) Ta BHeCeHHS 3MiH /I0 peecTpaliiiHUX MaTepiasiiB

BignosigHo o crarti 9 3akoHy YkpaiHu «IIpo mikapchkKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsiaky [mepskaBHOI peectpariii (TiepepeecTpariii) JiKapCbKUX 3aco0iB,
3aTBEp/PKeHOr0 MocTaHoBoto KabiHety MiHicTpiB Ykpainu Big 26 TpaBHs 2005 poky
Ne 376 (B pepakuii nmoctaHoBu KabiHety MinicTpiB Ykpainu Bij 26 kBiTHs 2024
poky Ne 529), a63aily ABaflATh M’STOr0 MiAMYHKTY 12 myHKTY 4 ITo/oKeHHS Mpo
MiHicTepcTBO OXOPOHHM 370pOB’s YKpaiHH, 3aTBep/pkeHoro rocraHoBor KabiHery
MinictpiB Ykpainu Bim 25 Gepesns 2015 poxy Ne 267 (B pejakiiii MOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunsg 2020 poxy Ne 90), Ha mizcrasi
pe3y/bTaTiB eKCIIePTH3 PeecTpalliiHuX MarepiaiiB TiKapchKUX 3aco0iB (MeauuHMX
iMmyHoOio/loriuAMX  mperapariB), 110 TIOflaHi Ha [Iep)KaBHY  peeCTpariifo
(mepepeecTpaliito) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TpOBeeHUX
Jlep>KaBHUM  TIANPUEMCTBOM  «Jlep>)KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOpPOHM 3/I0POB’S] YKpaiHW», BHUCHOBKIiB I1[0/[0 e(heKTHBHOCTI, 0Oe3rmeuHoCTi Ta
AKOCTI, I[OAO0 eKCIIepTHOI OLIHKM CITiBBIJHOIIIEHHSI KOPUCTh/PU3UK JIiIKApChKOTO
3aco0y, 10 TIPOTIOHYETHCS [0 [JepkKaBHOI peectpalii (miepepeecTtpariii), I0Z0
BHECEHHsI 3MiH /10 peecTpalliiHiX MaTepialiB Ta peKOMeHZaIlil JiKapchbKoro 3acoby
70 Jep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCeHHsI 3MiH /10 peecTpalliiHuX
MarepiasniB, 10 HaJiUIUM A0 MiHiCTepCcTBa OXOPOHU 3[0POB’ST YKpaiHU JIUCTOM
Jlep>KaBHOTO TTiAMPUEMCTBA «/lep>KaBHUM eKCIepTHUH LjeHTp MiHicTepCcTBa OXOPOHU
310poB’s YKpaiHuu» Bif 21 koBTHs 2026 poky Ne 4527/22.2-26,

HAKA3Y1O:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiUHI TIperapaTy) Ta
BHECTH ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rifHO 3 AogaTkoM 1.

2. TlepepeecTpyBaty JiKapchKi 3acobu (MezuuHi iMyHOOi0/IOTiUHI TTperiapaTh)
Ta BHECTH 70 [lep>KaBHOT'O peeCTPY JiKapChKUX 3ac00iB 3rifHO 3 HOJaTKOM 2.



2

3. BHecTu 3miHM [0 peecTpalliiHUX MaTepiaiB Ha JIiKapChKi 3acobu (MeauuHi
iMmyHobionoriuni rperapatu) Ta Jlep>kaBHOTO PeECTPY JMiKapChbKHUX 3acobiB 3rifgHO 3
JI0IaTKOM 3.

4. BigmoBUTH y Jep)kaBHill peecTpaliii/mepepeectpatiii giKapcbKux 3acobiB
(MeauuHUX iMyHOOIONOTiUHMX TIperapariB) Ta BHECEHHi 3MiH /0 peecTpalfiiHuX
MaTepiasiB Ta [Jep;kaBHOT0 peecTpy JliKapChbKUX 3aCc00iB 3TiJJHO 3 10IaTKOM 4.

5. ®apmaiieBTMuHoMy yripaBiiHHIO (Onekcanzapy I'piljeHKy) 3a0e3reunTH
OTIPU/TFOJHEHHSI 1[bOTO HakKa3y Ha odilliiiHoMy BeOcaiiTi MiHicTepcTBa OXOpOHH
3710pOB’ YKpaiHu.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOT'O HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa

€sreHida ['oHuapa.

MiHnicTp BikTop JIAIIIKO



3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEINYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), fIKI
BHOCATDBCHA JO AEP)KABHOI'O PEECTPY JIIKAPCBbKHUX 3ACOBIB

ITEPEJIIK

Hoparox 1

[0 Haka3y MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxxaBHy
peecTpanii (mepepeecTpanii) JiKapCbKHUX
3aco0iB (MegHYHHUX IMyHOOi0/TOriUYHHX

npenapariB) Ta BHeCeHHsI 3MiH 10

peecTpaniiHiX MaTepianxiB»

Bif_29 xoBTHsA 2026 poKy Ne 1696

Ne Hassa MixHap Hassa Koo Popma sUnyCcKy 3assBHUK Kpaina Bupo6Huk KpaiHa | Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapCcbKO20 00Ha diroyoi ATX (nikapcbka popma, 3as8HU BUPOGH BionycKy aHHs peecmpayjitiHo2o
3acoby Herame | pe4yosu ynakoska) Ka ukKa nocsioYyeHHs
HmosaH HU
a
Hassa*
1. | EBA®OC®DIH | fructose D- CO1EBO | po3unH st iHdys3iiA, Biomegika ITanis Biomegika ITania peecTpauis Ha 5 pokis 3a He UA/21492/01/01
A 1,6- dpykTos | 7 10 r/200 mn, no 100 dockama dockama peyenmom nionisieae
diphosp 0-1,6- MYy ¢pakoHi, no 1 IHoacTpia IHoacTpia Pestome nnaHy ynpasniHHA
hate ondocd donakoHy pasom 3 Ximiko- Ximiko- pu3ukamu Bepcis 0.3
ary cucTemoro A/1s dapmactoTik dapmactoTika nopaetben. MNepiognyHicTb
HaTpieBo BHYTPILLUHbOBEHHUX aC.n.A. C.n.A. nofaHHs perynsipHo
iconi iHCpy3iii y KApTOHHI OHOB/OBAHOIO 3BITY 3
rigpat navu 6e3neku, BignoBigHO A0
Mopsagky 3AiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
YKpainu 29 ciunsi 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB'A YKpaiHu
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamu, 3a3HayeHMmn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.
2. | NEBO®PJIOKC | levofloxa | nesochn - KpucTaniyHmi AT YkpaiHa XKeiiiaHr lcT- Kutaii PeecTpauis Ha 5 pokiB. - He UA/21493/01/01
AUNHY cin okcauuH MOPOLLIOK "Nly6Hnhap Asis Mpoekt MKA (Bepcis nionsieae
FEMICIAPAT (cybeTaHuisn) y m" dapmacbtoTika nokymeHTa 0003).
noABINHMX n Ko., Nita.




IIpojoBkeHHs

ozfaTka 1
Ne Hassa MixHap Hassa Koo Popma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionycky aHHs1 peecmpayiliHozo
3acoby Hename | pe4osBu ynakoska) Ka uka nocsioYyeHHs1
HmMosaH HU
a
Ha3sa*
nonieTuIeHoBMX
nakeTtax gns
chapmaL,eBTUYHOro
3acTOCyBaHHs
3. | TEMNO®EH® | ibuprofe | ibynpocp | MO1AEQO | cycneHsis opanbHa AT Bonrapi BMNYCK cepil: Higepna peecTpauis Ha 5 pokiB 6e3 He UA/21494/01/01
Ansa QITEN n eH 1 200 wmr/5 mn, no 100 "Codcpapma" A HAaw/ peyenma nionseae
M1y dhakoHi, no 1 "Codhapma”, Icnanis Pestome MYP Bepcis 0.2
donakoHy y Bonrapis; popfaetbes. MepioAnyHicTb
KOMMNNEKTI 3i BUPOBHMLTBO noAaHHA perynsipHo
LINPULLOM- in bulk, OHOBJIOBAHOTO 3BITY 3
[03aTopoM y nepBuHHe Ta 6e3nekw, BignoBiAHO A0
KapTOHHi Kopobuyi BTOPUHHE Mopsaky 34iiCHeHHs
nakyBaHHS, thapmakoHarnsagy,
KOHTPO/b 3aTBEPAKEHOrO Haka3oM
AKOCTI: MiHicTepcTBa 0XOpPOHK
Lendapm 3[0pOB’s YKpainu Big 27
Bnapen B.B., rpyaHs 2006 poky Ne 898,
Higepnangu; 3apeeECcTpoBaHoro B
BUPOBHMLTBO MiHicTepcTBi tocTuuii
in bulk, Ykpainu 29 ciuHsa 2007 poky
nepBuHHe Ta 3a Ne 73/13340 (y pepaku,i
BTOPUHHE Hakasy MiHicTepcTBa
naxkyBaHHs, OXOPOHW 3[0PO0B'A YKpaiHu
KOHTPO/b Bif, 26 BepecHs 2016 poky
SIKOCTI: Ne 996), cTaHOBUTb: 3rigHO
Epnedapm 3i CTpOKamMu, 3a3Ha4eHUMmn y
C.J1., IcnaHis; nepiofMYHOCTI NoJaHHs
LinbHUUA Ans perynsipHmx 3BiTiB 3
npoBefAeHHs 6e3neku.

MiKpO6ionoriyH
0ro KOHTPO/I0
(cybporosip 3
BVMPOGHUKOM
dapmanigep
C.A):
Biona6, C./1.,
IcnaHis;

KOHTPO/Ib
SKOCTi (3a
BUHATKOM

MiKpo6ionriyHo

r0 KOHTPO/IHO):

dPapmanigep

C.A., IcnaHis;




5 IIpojoBkeHHs
ozfaTka 1
Ne Hassa MixHap Hassa Koo Popma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionycky aHHs1 peecmpayiliHozo
3acoby Hename | pe4osBu ynakoska) Ka uka nocsioYyeHHs1
HmMosaH HU
a
Ha3sa*
BMPOGHMLTBO
in bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b
AKOCTI:
dapmacbeppa
MaHydekuypiH
C.J1., lcnaHis
4. | ®EHIOPA phenibut | ceHibyT | NO6BX2 | kancynu TBepgi no CninbHe YkpaiHa CninbHe YkpaiHa peecTpauis Ha 5 pokiB 3a He UA/21495/01/01
2 250 wmr, no 20 YKparHCbKO- YKparHCbKO- peyenmom nionseae
Kancysn TBepanx y icnaHcbke icmaHcbke IHCTpYKUist AN18 MegUYHOro
nonieTMneHoBoMy nignpremcTs niaNpueMCTBO 3aCTOCyBaHHSA NiKapcbKoro
KOHTEliHepi, 0 "Cnepko "Cnepko 3aco6y (eCTD Bepist 0007)
3aKynopeHomy Ykpaina" YkpaiHa" KopoTka xapakrepucTuka
noslieTuIeHoBo (NoBHMIA LMKN nikapcbkoro 3acoby (eCTD
KpULLKOIO 3 BMPOGHULTBA, Bepis 0007) TekcT
KOHTPO/IEM MEPLLOro BUNYCK cepii; MapKyBaHHS ynakoBKu
BiAKPUTTA B nNavui 3 KOHTPO/1b nikapcbkoro 3acoby (eCTD
KapToHYy AKOCTI) Bepist 0005) MeTogu

KOHTPOJIHO SIKOCTI
nikapcbkoro 3acoby (eCTD
Bepcis 0000) 3BiT 3rigHO
nogatky 29 MNopsagky (eCTD
Bepcis 0000) 3BiT 3rigHO
nopatky 30 Mopsaaky (eCTD
Bepcist 0000) Pestome MNYP
Bepcia 1.0 norogxeHa
(eCTD nocnifoBHicTb
Ne0000). MepiognyHicTb
nofaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 3AiCHeHHS
hapmakoHarnagy,
3aTBEPPKEHOrO Haka3oM
MiHicTepcTBa OXOPOHU
370pOB’A YKpainu Big, 27
rpygHa 2006 poky Ne 898,
3apeEcTPoOBaHoOro B
MiHicTepcTsi tocTuii
YKpaiHm 29 ciuna 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTea




IIpojoBkeHHs

ozfaTka 1
Ne Hassa MixHap Hassa Koo Popma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionycky aHHs1 peecmpayiliHozo
3acoby Hename | pe4osBu ynakoska) Ka uka nocsioYyeHHs1
HmMosaH HU
a
Hassa*
OXOPOHW 34,0POB'A YKpaiHu
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO
3i CTpoKamu, 3a3HayeHMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.
5. | XOHAPOITU Chondro | xoHapoi - NOPOLLIOK TOBAPUCT | YkpaiHa EAYEC HyTpa Kutaii peecTpauia Ha 5 pokiB - He UA/21496/01/01
HY CYNb®AT | itin TUHY (cybeTaHuis) y BO 3 Ko., N1a4. nionseae
HATPIIO sulfate cynbchat NoABINHMX OBMEXXEH
y Hatpito nosieTuIeHoBMX (0]}6}
nakeTtax gnsa BIANOBIOA
hapMaueBTUYHOTO NBHICTHO
3aCTOCyBaHHA «KOPINOPA
LA
«300POB’'A
»
6. | LE®PA3O/IH cefazolin | uecaso | - MOPOLLIOK ANs TOB "lOpis- | YkpaiHa | BMPOGHMLTBO ITanisa PeecTpauis Ha 5 pokis - He UA/21498/01/01
HOPIA-®APM NiH pO34MHy OoNs Papm” in bulk, niossieae
iH'ekuii, no 1 1 nepBuHHe Pe3stome nnaHy ynpasniHHA
MOPOLLKY Y dO/TaKoHi, nakyBaHHs, pvi3vkamu Bepcis 0.3
in bulk: no 207 KOHTPO/1b nofaetbes. MepioAnyHiCTb
h1aKkoHIB y KopobLi AKOCTI Ta nofaHHsA perynsipHo
3 KapPTOHY BUNYCK cepii: OHOB/IIOBAHOTO 3BITY 3
Auc [lo6chap 6e3neku, BigNoBigHO A0
C.n.A. Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa 0XOpPOHK
340pOB’A YKpainu Big, 27
rpyaHa 2006 poky Ne 898,
3apPeEcTPoOBaHoOro B
MiHicTepcTBi tocTuii
YkpaiHu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHu
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMm, 3a3Ha4eHUMmn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku.
7. | LE®PA3O/IH cefazolin | Uedaso | JO1IDBO | nopoLuok Ans TOB "HOpis- | YkpaiHa | BMPOGHULITBO YkpaiHa PeecTpauis Ha 5 pokis 3a He UA/21499/01/01




ozfaTka 1

IIpojoBkeHHs
Ne Hassa MixHap Hassa Koo Popma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionycky aHHs1 peecmpayiliHozo
3acoby Hename | pe4osBu ynakoska) Ka uka nocsioYyeHHs1
HmMosaH HU
a
Hassa*
HOPIA-®APM niH po3unHy ans Papm” 3 MpoayKuii in peyenmom nionsieae
iH'exuii, no1r bulk, dripmu- Pestome MYP Bepcis 0.3
NOPOLLKY Y (oNaKoHi, BMPOGHMKA nofaetbes. MepiognyHicTb
no 10 donakoHiB y Auc [lobdhap nofaHHs perynsipHo
KOpOoO6Li 3 KapTOHY C.n.A,, ltanis: OHOB/IHOBAHOrO 3BITY 3
TOB "lOpis- 6e3neku, BiANOBIAHO A0
Papm", Mopsaky 34jiACHEeHHS
YKpaiHa, thapmakoHarnsgy,
KOHTPO/b 3aTBEPAKEHOTO Haka3oM
AKOCTI: MiHicTepcTBa 0XOpPOHK
TOB "tOpis- 3040pOB’A YKpaiHu Big 27
Papm”, rpyaHa 2006 poky Ne 898,
Ykpaina

3apPeEcTPoBaHoOro B
MiHicTepcTBi tocTuii
YkpaiHu 29 ciuns 2007 poky
3a Ne 73/13340 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 340PO0B'A YKpaiHu
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMm, 3a3Ha4eHUMmn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3

6e3neku.

HauannbHukK
dapmMaleBTUYHOI0 YNPaB/IiHHSA

* gidnosidHo do iHghopmayii ogpiyitiHozo catimy Lienmpy BOO3 no cnisnpayi 8 Memodosioeii cmamucmuyHux docnidxeds (https://www.whocc.no/atc_ddd index/)

Onexkcanap I'PINEHKO


https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

JoaaTok 2

Ao Haka3y MiHicTepcTBa 0X0poHH
30poB’st YKpainu «IIpo fep>xaBHy
peecTpaniio (mepepeecTpani) JiKapCbKHX
3aco6iB (MegMUHNX iMYHOOi0/TOriuHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHNX MaTepiaxiB»

Big_29 xoBTHsA 2026 poKy Ne 1696

Ne Hassa MixHap Hassa Koo Popma surnycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PexknamysaHH Homep
n/n | snikapcbkoe 00Ha ditoyoi ATX (nikapcbka ¢hopma, 3as18HU BUPOGH npoyeodypa Bionycky A peecmpayitiHo
0 3acoby Hename | peyosu ynakoska) Ka uKa 20
HmMosaH HU nocsioYeHHs1
a
Hassa*
1. | TNILEPUH glycerol nponaH- - pigvHa (cybcTaHuis) TOB YkpaiHa LWaHbToy Li3axe KnTaii MepepeecTpauis Ha - He nionsizae UA/16164/01/01
1,2,3- y NNacTUKOBKX "®APMEKC Bionomxuk HeobMeXeHWi TepMiH
Tpuon nnswkax ans reyn" TexHonopxi Ko.,
thapmaueBTU4HOro nra.
3aCTOCYBaHHSA
2. | ETOPUKOK | Etoricoxi | eTopuko - NOPOLLOK My6niyHe YkpaiHa Anemo6ik IHais MepepeecTpauin Ha - He nidnsizae UA/19021/01/01
CUb b Kcnoé (cybeTaHuin) y akuioHepHe dapmacbioTikanc HeobMeXaHui TepMiH
nonieTueHoBmX TOBapUCTBO Nimiteq
nakeTtax gns "HaykoBo-
thapmaLeBTUYHOro BMPOGHUUNI
3aCTOCYyBaHHSA LieHTp
"BopLuariscbk
WA Ximiko-
thapmavueBTUy
HWi1 3aBoa"
3. | MOKCuen Moxiflox | mokcud - NMOpPOLLOK ToBapucTBO 3 Ykpaina XPOMO IHais MepepeecTpauin Ha - He nidnsizae UA/19501/01/01
OKCALMUHY | acin nokcauu (cy6eTaHuin) y 06MeXeHO NABOPATOPI3 HeobMeXeHWi TepMiH
rigpoxno Hy noABINHMX BiANOBIAA/IbHI IHAIA NMPIBAT
PV rigpoxno nonieTnneHoBnx CTHO NIMITEL,
pug, nakeTtax gns "®APMEKC
thapmaLeBTUYHOro reyn
3aCTOCYBaHHSA
4. | NIBOHII - HacToiik | NO5C HacTolika; no 50 mn, AT YkpaiHa AT "Nly6Hncpapm” YkpaiHa MepepeecTpalis Ha 6e3 nionsieae UA/19130/01/01
HACTOWKA aniBoHii | M 100 mn a6o 110 mn "Nly6Hnchapm" HEOOMEXEHUI TEPMIH. peyenma
He3BuYa y hnakoHax OHOBJIEHO iHGhopMaLlito
HoT B IHCTPYKLiT Ans
KopeHeB MeAn4yHOro
uuy 3 3acTocyBaHHS

KOpeHsM

NiKapcbKOro 3acoby y




ITpojoBXeHHs1 fojaTKa 2
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu PexknamysaHH Homep
n/n | snikapcbkoe 00Ha ditoyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH npoyedypa Bionycky A peecmpayitiHo
0 3acoby Hename | pe4yosu ynakoska) Ka ukKa 20
HmMosaH HU nocsioYeHHs
a
Hassa*
n po3gaini «MoGiyHi
(Paeoni peakuji» woa0
ae 3BiTyBaHHS MNPo NoGiYHi
anomala peakuji.
e MepioguyHicTb NogaHHA
rhizoma perynspHo
et radix) OHOB/IHOBAHOTO 3BITY 3
i NiBOHiT 6e3neku, BiANoBiAHO A0
He3Bnua MopsaKy 34iCHEHHS
nHol thapmakoHarnsgy,
Tpasu 3aTBEPAKEHOIO Haka3oM
(Paeoni MiHicTepcTBa OXOpPOHU
ae 340pOB’A YKpaiHu Big 27
anomala rpyaHa 2006 poky Ne
e herba) 898, 3apeecTpoBaHoOro B
(2/2) MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa 0XOpoHK
3/10pOB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMn y
nepioAnNYHOCTI NoAAaHHS
perynsipHux 3BiTiB 3
6esneku.
5. | NAOWA Hederae | nnowa - CYXMIA eKCTpaKT My6niyHe YkpaiHa My6niyHe YkpaiHa nepepeectpauis Ha - He nionsizae UA/19208/01/01
NNCTA helicis nieta (cybeTaHuis) y akujioHepHe akujioHepHe HeobMexeHuii TepMiH
EKCTPAKT folium cyxuii noABiNHMX NakeTax TOBapuCTBO TOBapuCTBO
CYXUI eKCTpakT ana "HaykoBo- "HaykoBo-
(Lvy leaf hapmaueBTUYHOro BUPOGHNYNIA BUPOGHNUUI LLEHTP
dry 3aCTOCYyBaHHS LeHTp "BopLuariBcbkuii
extract) "BopLuariscbk XiMiKo-
((4,0- uniA Ximiko- chapmaLeBTUYHMIA
8,0):1) - thapmaueBTHy 3aBog"
(ekcTpak HWi1 3aBog"
T
BUCYLLIE
HUX
NINCTKiB
naoLwa
3BMYaliH

oro -
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu PexknamysaHH Homep
n/n | snikapcbkoe 00Ha ditoyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH npoyedypa Bionycky A peecmpayitiHo
0 3acoby Herame | pe4yosu ynakoska) Ka uka 20
HmMosaH HU nocsioYeHHs
a
Ha3zsa*
Hedera
helix (L.)
6. | CTATOPEM | Lisinopril | nisuHon C09B Tabnetku no 10 TOB "KYCYM" | YkpaiHa TOB «KYCYM YkpaiHa MepepeecTpalin Ha 3a He nionsizae UA/19192/01/01
®-H and puny A03 Mmr/12,5 mr; Ne28 DAPM» YkpaiHa HeoOMEXeHU TepPMIH peyenmo
diuretics | purigpat (14x2): no 14 a6bo OHOBJIEHO iHghopMaLlito M
Ta Tabnetok y 6nictepi, TOB «KYCYM», y po3ginax
rigpoxno no 2 6nictepny YkpaiHa "®dapMaKosIorivHi
priasung, KapTOHHI ynakoBLi; BfacTmsocTi”,
Ne84 (14x6): no 14 "MpoTunokasaHHsa",

TabneTtok y 6nictepi,
no 6 6nictepiB y
KapTOHHIlA ynakoBsLyj;
Ne30 (10x3): no 10
Tabnetok y 6nictepi,
no 3 6nictepu y
KapTOHHII ynakoBL;
Ne60 (10x6): no 10
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI ynakoBL,i

"B3aemogisi 3 iHWnMKn
nikapcbkMmn 3acobamu
Ta iHLWi BUan
B3aemogijn",
"Oco6nuBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHsa rpyaar’,
"Cnoci6 3acToCcyBaHHsI
Ta [osn”,
"MNepeno3syBaHHA",
"Mo6iyHi peakuii”
IHCTPYKLUIiT Ana
MeaNYHOro
3acToCyBaHHS,
Bi4nNoBIgHO A0
iHchopmauii
pedepeHTHOro
nikapcbKoro 3acoby
(Zestoretic 20, tablets).

Pe3tome nnaHy
ynpasiHHA pu3nKamn
Bepcis 3.3 foAaeTbCs.

MepiognyHiCTb NogaHHA
perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BiAnoBiaAHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Haka3oMm
MO3 Ykpainu Big,
27.12.2006 Ne 898 (3i
3MiHamu) CTaHOBUTb:
3rifHO 3i CTpoKamu,
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu PexknamysaHH Homep
n/n | snikapcbkoe 00Ha ditoyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH npoyedypa Bionycky A peecmpayitiHo
0 3acoby Hename | pe4yosu ynakoska) Ka ukKa 20
HmMosaH HU nocsioYeHHs
a
Ha3zsa*
3a3HayYeHMn y
nepioAnNYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3
6esneku.
7. | CTATOPEM | Lisinopril | ni3uHon C09B Tabnetku no 20 TOB "KYCYM" | YkpaiHa TOB «KYCYM YkpaiHa MepepeecTpauin Ha 3a He nionsizae UA/19192/01/02
®-H and puny A03 Mr/25 mr; Ne30 PAPM», YkpaiHa HeobMexeHuii TepMiH peyenmo
diuretics | gurigpat (10x3): no 10 a6bo OHOB/IEHO iHGhopMaLlito M
Ta Tabnetok y 6nictepi, TOB «KYCYM», y po3ginax
rigpoxno no 3 6nictepu y YkpaiHa "®apMaKoiorivHi
pTiasug, KapTOHHII ynakoBL; BNacTUBOCTI",
Ne60 (10x6): no 10 "MpoTunokasaHHsA",

Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI ynakoBL,i

"B3aemogis 3 iHWMK
nikapcbknMmn 3acobamu
Ta iHWi Buan
B3aemogiit",
"Oco6nmBOCTi
3aCToCyBaHHA",
"3acTocyBaHHA y nepiof,
BariTHoCTi abo
rogyBsaHHsa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosun",
"MNepenosyBaHHA",
"Mo6iyHi peakw"
IHCTPYKUIiT Ans
MeZMNYHOro
3acTocyBaHHs,
BigMNoBigHO A0
iHdbopmauit
pedepeHTHOro
NiKapcbKoro 3acoby
(Zestoretic 20, tablets).
Pestome nnaHy
ynpaB/iHHA pU3nkamm
Bepcia 3.3 fofaeTbes.
MepiognyHiCTb NOAaHHSA
perynsipHo
OHOBJ/IOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iNCHEeHHA
thapmakoHarnsgy,
3aTBEPHKEHOr0 HaKa3oMm
MO3 Y«kpaiHu Big,
27.12.2006 Ne 898 (3i
3MiHaMu) CTaHOBUTb:
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu PexknamysaHH Homep
n/n | snikapcbkoe 00Ha ditoyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH npoyedypa Bionycky A peecmpayitiHo
0 3acoby Hename | pe4yosu ynakoska) Ka ukKa 20
HmMosaH HU nocsioYeHHs
a
Ha3zsa*
3rigHO 3i CTpoKamu,
3a3HaveHumn y
nepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
8. | TOBPAMIL, | tobramy | To6pami - MOPOLLIOK TOB YkpaiHa NiB30H Hbto HopT Kntaiicb nepepeectpaujis Ha - He nionsizae UA/19575/01/01
NH cin LUH (cybeTaHuin) y "®APMEKC Pisep Ka HeoOMEXeHU TepPMIH
noABiHNX reyn dPapmacbtoTikan Ko., | HapogH
nonieTMIeHoBUX nTp. a
naketax ans Pecny6n
hapmMaueBTUYHOIO ika
3aCTOCYBaHHSA
9. | YBIPOMEJ, | valaciclo | Banauuk | JOS5AB | TabneTku, BKpUTI TOB "YOPNA | Ykpaina | YOPNA MEOVUWH | Typeuun MepepeecTpauis 3a He nidnsizae UA/19156/01/01
vir nosip (y | 11 NNiBKOBOO MEANLNH" INAY CAH. BE Ha TepMiHOM Ha 5 pokiB. peyenmo
hopmi 060/10HKO0, N0 1000 TIOK. A.LL. OHoBEeHO iHthopMmaL,ito M
BanaluK Mr, N0 7 TabneTok y B iIHCTPYKLU|i ANns
nosipy 6nicTepi, 3 abo 6 MeZMNYHOro
rigpoxno 6nictepu B 3aCTOCYyBaHHA
pvay) KapTOHHI Kopobuyj; nikapcbkoro 3aco6y B

no 10 Tabnetok y
6nictepi, no 1
6nictepy B
KapTOHHIA KOpoo6Li

po3ainax "B3aemopis 3
IHLLIMMKW NiKapCbKUMK
3acob6amu Ta iHWi Buan
B3aemogiin",
"OcobnmBocCTi
3actocyBaHHs", "lNo6GiyHi
peaxuii” BignosigHo Ao
iHchopmauii
pedhepeHTHOro
nikapcbKkoro 3acoby
(Valtrex® 1000 mg film-
coated tablets,
Laboratorios Wellcome
de Portugal, Lda.,
Portugal). OHoBnEHO
hopMy/IOBaHHsA
hapmakoTepanesTUYHOT
rpynu (6e3 3miHn kogy
ATX) y po3gini
"®apmakoTepanesTuyHa
rpyna" BignoBigHo Ao
Knacudikatopa
thapmakoTepanesTUyHM
x rpyn BOO3.
OHOB/IEHO iHhopMaLlito
B po3gini "MNo6iyHi
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n/n

Hassa
JliKkapcbKoe
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

PeknamysaHH
A

Howmep
peecmpayitiHo
20
nocsioYeHHs

peakuji" woao
Ba)K/IMBOCTI 3BiTYyBaHHSA
npo No6iyHi peaku;i.

Pe3tome nnaxy
ynpasniHHA pusnkamu
Bepcisa 1.0 gogaetbes.

MepioguyHicTb NogaHHA
perynsipHo
OHOBJOBAHOrO 3BITY 3
6e3neku, BiANoBiAHO A0
MopsaKy 34iNCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YkpaiHu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa 0XOpOHM
3/10pOB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,

3a3HayYeHMn y

nepioAnNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

10.

DIYTUKAS
OH-
340POB'A

Fluticas
one
furoate

dnyTrka
30HY
dypoar

RO1A
D12

cnpeii HasaslbHUA
[1030BaHWi,
cycneHsis, 27,5
MKr/go3y; no 30 fo3
a6o no 120 po3zy
donakoHi 3i cnpeii-
HacocoMm 3
3aXMCHUM KinbLiem
Ta KoBnaykom; no 1
ch1akoHy y KopooLi 3
KapToHy

TOBAPUCTB
03
OBMEXEHO
10]
BIANOBIAAN
bHICTHO
«KOPIMOPALJ
A
«300POB’A»

YkpaiHa

KOHTPO/1b AKOCTI,

BUMNYCK cepil:

TOBAPUCTBO 3
OBMEXEHOHO
BIANOBIAANBHICT
HO «KOPMOPALIA
«3[0POB’dAx»,

YKpaiHa;
BCi cTagii
BMPOGHMLITBA,
BUMNYCK cepil:

TOBAPUCTBO 3
OBMEXEHOIO
BIAMOBIAA/IBHICT

YKpaiHa

MepepeecTpauis Ha
Heo6MeXeHWUi TEePMIH.
OHOB/IEHO iHGhopMaLlito
B IHCTPYKUIiT Ana
MeAnYHOro
3acToCyBaHHs
nikapcbKoro 3acoby y
posginax: "Cknag"
(pepakuiiHi npaskw),
"B3aemogis 3 iHWnmn
nikapcbknMun 3acobamu
Ta iHWi BNan
B3aemMogiji",
"OcobMnBOCTiI

3a
peyenmo
M

He nionsicae

UA/19177/01/01
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n/n

Hassa
JliKkapcbKoe
0 3acoby

MixxHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayiliHa
npoyedypa

Ymosu
Bionycky

PexknamysaHH
A

Howmep
peecmpayitiHo
20
nocsioYeHHs

O «<KOPMOPAL|IA
«3[0POB'dAx»,
YkpaiHa;
KOHTPO/Ib SIKOCTI:
ToBapucTso 3
obMexeHoto
BiANOBIAALHICTIO
"®APMEKC ey,
YKpaiHa

3acToCyBaHHA" Ta
"Mo6iyHi peakwyii"
BignoBigHO A0
iHchopmawii npo
MeAMyHe 3acTOCyBaHHS
pecepeHTHOro
nikapcbKoro 3acoby
(ABawmic, 27,5 mkr/gosy,
cnpeii HasaslbHUiA,
CycneHsisi, 4030BaHwui),
a Takox y po3gini
"Mo6ivHI peakyii" woao
BaXK/IMBOCTI 3BiTYBaHHSA
npo NoGiyHi peakujii Ta B
po3aini "Ynakoska"
(y3romKeHHs 3
peecTpauiitHum
NOCBIAYEHHSIM).

Pe3tome nnaxy
ynpasniHHA pusnkamu
Bepcisa 1.1 gogaerbes.

MepioguyHicTb NogaHHA
perynspHo
OHOBJOBAHOrO 3BITY 3
6e3neku, BiANoBiAHO A0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa 0XOpOHK
3/10pOB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,

3a3HayYeHMn y
nepioANYHOCTI NOAAHHS

perynsipHux 3BiTiB 3
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu PexknamysaHH Homep
n/n | snikapcbkoe 00Ha ditoyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH npoyedypa Bionycky A peecmpayitiHo
0 3acoby Hename | pe4yosu ynakoska) Ka ukKa 20
HmMosaH HU nocsioYeHHs
a
Ha3zsa*
6e3nekn
11. | ®OPreEHni cefepim uecpenim | JO1DE | nopowlok ans CeHc IHais CeHc JlabopaTopic IHais MepepeecTpauin Ha 3a He nionsizae UA/19178/01/01
M-1000 e y 01 po3yuHy ans Na6opaTopic MeT. 14, HeobMexeHuii TepMiH peyenmo
rigpoxno iH ek, mo 1000 wmr, MeT. N14. OHOB/IEHO iHGhopMaLlito M
pua no 1 conakony y B IHCTPYKUIT Ana

KapTOHHIlA ynakoBL,i

MefMYHOro
3acToCyBaHHS
nikapcbkoro 3acoby y
posginax
"PapmakoTepanesTuyHa
rpyna. Kog ATX" wopno
Ha3BW 6e3 3MiHu Kogy
ATX, "®dapMakonoriyHi
BfacTmsocTi”,
"B3aemogis 3 iHWMK
nikapcbknMmun 3acobamu
Ta iHWi Buan
B3aemopiit",
"OcobnueocTi
3aCToCyBaHHA",
"3acTocyBaHHA y nepiof,
BariTHoOCTi abo
rogyBsaHHsa rpyaaro”,
"3p4aTHICTb BNAMBATK Ha
LIBUAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNopToOM abo
IHWMMK MexaHi3mamn",
"Cnoci6 3acTocyBaHHS
Ta gosu", "ditn",
"Mo6iuHI peakyji”,
"HecymMicHicTb"
BiANOBIAHO A0
iHhopmauii
pedepeHTHOro
NikapcbKoro 3acoby
(Maxipime, powder for
solution for injection or
infusion 1 g), a Takox y
po3ain "MoGiyHi peakuyji”
w040 BaX/IMBOCTI
3BiTYyBaHHSA NPo NobGiyHi
peaxuii.

Peslome nnaHy
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n/n

Hassa
JliKkapcbKoe
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

PeknamysaHH
A

Howmep
peecmpayitiHo
20
nocsioYeHHs

yNpaBAiHHA pu3nKamn
Bepcis 2.0 gogaeTbes.
MepiognyHiCTb NOAaHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHA
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpPOHM
300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

12.

DOPTE3A

benzyda
mine

6eH3naa
MiHy
rigpoxno
puAa

RO2A
X03

NbOAAHUKM NO 3 Mr
3i CMakoM /IMMOHa,
no 12 nboAsHvKIB y
6nictepi; no 1 a6o 2
6nictepn B
KapTOHHIA KOpoo6Li

[Oenbta
Megiken
MpomMoyLLH3
Al

Lseiiua
pist

BMPOGHULITBO,
nepBuHHEe Ta
BTOPWHHE
nakyBaHHsl,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:
nosic
SAPMALIEYTIKAN3
C.J1., IcnaHis;
BMPOGHULITBO,
nepBuHHEe Ta
BTOPWHHE
nakyBaHHS:
M'eP ®ABP
MEOVKAMEHT
MNPOAAKLLH,
dpaHuis;
BMPOGHMLITBO,
nepBuUHHE Ta

Icnanis/
dpaHuin
/
LWeiiua
pisi/
IcnaHis

MepepeecTpalin Ha
HEOOMEXEHUI TEPMIH.
OHOB/IEHO iHGhopMaLlito
B IHCTPYKLi ANs
MeAn4yHOro
3acTocyBaHHS
nNikapcbKoro 3acoby y
posginax
"®apmakoTepanesTnyHa
rpyna. Kog ATX" wono
Ha3BW 6e3 3MiHN Koay
ATX BignosigHo 8o
MiXHapOoAHOro
Knacugikatopa BOOS3,
"3acTocyBaHHA y nepiog
BariTHoCTi abo
rogyBaHHs rpyaar”
Bi4nNoBIgHO A0
iHchopmauii 3 6esneku

Bes
peyenma

nionsizae

UA/19283/01/01
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu PexknamysaHH Homep
n/n | snikapcbkoe 00Ha ditoyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH npoyedypa Bionycky A peecmpayitiHo
0 3acoby Hename | pe4yosu ynakoska) Ka ukKa 20
HmMosaH HU nocsioYeHHs
a
Hassa*
BTOPUHHE L0401 peyvoBUHHN, a
nakyBaHHs: Takox y po3gaini "Mob6iuHi
OP. MEL. peakui” woao
AYOLNEPMOP AT, BaXK/IMBOCTI 3BITYyBaHHSA
LLiBeiiuapis; npo no6GiyHi peaku;i.
KOHTPO/1b SIKOCTI, 3arBepaXKeHHA KOPOTKOT
BWMNYCK Cepil: XapakTepuCcTUKN
IHPAPMALE, C./., nikapcbKkoro 3acoby.
IcnaHis; KOHTPOsb
AKOCTI: Pe3tome nnany
NABOPATOPIO yNpaBiHHA pU3nKamu
EYEBAPHE, C.A,, Bepcia 4.1 nofaeTbes.
Icnanis; KOHTpOsb MepiognyHicTb NogaHHA
AKOCTI: perynsipHo
KIMOC, C.N., OHOBJOBAHOrO 3BITY 3
Icnanis 6e3neku, BiANOBIAHO A0
Mopsaaky 3ailicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOr0 HakasoMm
MiHicTepcTBa 0XOpoHK
3[0pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YkpaiHu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa 0XOpPOHM
340pOB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HayeHuMn y
nepiogMYHOCTI NoAAHHS
perynsipHux 3BiTiB 3
6e3neku.
13. | POPTE3A benzyda | 6eHsnga | RO2A NbOASHUKM MO 3 Mr [enbta LLselina BMPOBHMLTBO, Icnanis/ MepepeecTpauin Ha Bes niossieae UA/19282/01/01
mine MiHy X03 3i CMakom Megiken pis nepBuHHE Ta PpaHuis HeobMeXeHWi TepPMiH. peyenma
rigpoxno anesibCyHa Ta Mefy; MpomMoyLH3 BTOPUHHE / OHoB/EeHo iHdhopMmaLito
pna no 12 NboAsiHWKIB y Al nakyBaHHs, Lselina B IHCTPYKUIiT 4ns
6nicTepi; no 1 abo 2 KOHTPO/1b SIKOCTI, pist MeanYHOro
6nictepu B BUMNYCK cepil: 3acTocyBaHHA
KapTOHHI KopooL;i No3IC niKapcbKoro 3acoby y
SAPMALIEYTIKAN3 po3ginax
C.J1., IcnaHis; "®apmakoTepanesTnyHa
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu PexknamysaHH Homep
n/n | snikapcbkoe 00Ha ditoyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH npoyedypa Bionycky A peecmpayitiHo
0 3acoby Herame | pe4yosu ynakoska) Ka uKka 20
HmosaH HU nocsioYeHHs
a
Hassa*
BMPOGHWLITBO, rpyna. Kog ATX" wogno
nepBUHHE Ta Ha3Bu 6e3 3MiHU Kogy
BTOPVHHE ATX BignosigHo Ao
nakyBaHHs: MiXHapOAHOro
M'EP ®ABP Knacudpikatopa BOO3,
MEOVKAMEHT "3acTocyBaHHA y nepiog
MPOOAKLLH, BariTHocTi abo
®paHuis; rogysaHHsa rpyaaro”
BUPOBHMLTBO, BignoBigHO A0
nepBuHHE Ta iHchopmawii 3 6esneku
BTOPUHHE Ail040T peyvoBUHY, a
nakyBaHHs: Takox y po3aini "Mo6iyHi
OP. MEA. peakuji" woao
AYOOEPMOP AT, Ba)K/IMBOCTIi 3BiTYyBaHHSA
LLiBeiiuapis; npo No6iyHi peakuji.
KOHTPO/Ib AKOCTI, 3aTBepAKEeHHs KOPOTKOT
BWMNYCK Cepil: XapakTepuCcTUKN
IHPAPMAJE, C./1., NiKapcbKoro 3acoby.
IcnaHisi;

KOHTPO/Ib SIKOCTI:
NABOPATOPIO
EYEBAPHE, C.A.,
IcnaHis;
KOHTPO/Ib SIKOCTI:
KIMOC, C.1N.,
IcnaHis

Pe3tome nnaxy
ynpasniHHA pusnkamu
Bepcisa 4.1 gogaetbes.

MepioguyHicTb NogaHHA
perynsipHo
OHOBJOBAHOrO 3BITY 3
6e3neku, BiANoBiAHO A0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa 0XOpOHK
3/10pOB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,

3a3HayYeHMn y
nepioANYHOCTI NOAAHHS

perynsipHux 3BiTiB 3
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n/n

Hassa MixHap
JliKkapcbKoe 00Ha
0 3acoby Hername
HmMosaH
a
Hassa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

PeknamysaHH
A

Howmep
peecmpayitiHo
20
nocsioYeHHs

6e3neku.

14.

PPUHON -

eKCTpakT
piaknii 3
Mepsoy,
BITY
KBITOK 3
yalleyko
10
(Primula
e Flores
cum
Calycibu
s),
LWasso
Tpasu
(Rumicis
Herba),
By3uHu
KBITOK
(Sambu
ci
Flores),
BepbeH
1 Tpasu
(Verben
ae
Herba),
Tupnuuy
KOPiHHA
(Gentian
ae
Radix)
(1:3:3:3:
3) DER
(1:11)

€KCTPaKT piakuii
(cybeTaHuis) y
60uKax noaiMepHNX
ans
hapmaueBTUYHOro
3acTOCyBaHHS

TOB
"MONIMETPIA
, ANCTpnBYLis
Ta nocnyru"

CnoseHi
a

MAT "lranuudapm"

YKpaiHa

nepepeecTpawis Ha
HeobMexeHuii TepMiH

He nionsicae

UA/19073/01/01

* gidnosidHo Ao iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxers (https://www.whocc.no/atc_ddd_index/)

HauanbHUK

dapmaleBTUYHOI0 YNpaB/IiHHSA

Onekcanap I'PIHEHKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEIMYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), OO0 AKX BYJIN BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCS 10 JEPKABHOI'O PEECTPY JIIKAPCBEKHX
3ACOBIB

Joparok 3

[0 Haka3y MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxxaBHy

peecTpanii (mepepeecTpanii) JiKapCbKHUX
3aco0iB (MegHYHHUX IMyHOOi0/TOriUYHHX
npenapariB) Ta BHeCeHHsI 3MiH 10
peecTpaniiHiX MaTepianxiB»

Bif_29 xoBTHsA 2026 poKy Ne 1696

Ne Hassa MixxHap Hassa Koo ®dopma sunycky 3asasHUK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | siKkapcbKoe 0o0Ha diroyoi ATX (nikapcbka gpopma, 3asasHU BUPOGH Bgionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmosaH HU nocsioYyeHHs1
a
Hassa*
1. | ABACTUH® | bevacizu | 6eBaum3 | LOLFG | KoHueHTpart gns TOB YkpaiHa Bupo6HMLTBO Himeuun BHECEHHS 3MiH 40 peecTpaLiiHNX 3a He UA/16665/01/01
mab ymab 01 po34nHy AN «Pow Hepo3gacoBaHoT Ha/ mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm | niosnse
iHcpysii, 100 mr/4 YkpaiHa» npoAyKLii, NepBYHHE Lseiiya oo 6e3nekn/edhekTMBHOCTI Ta oM ae
MA; no 4 ma (100 mr) nakyBaHHs, BTOPUHHE pisi/ thapmakoHarnagy (iHwi 3MiHn). 3MiHK
a6o 16 mn (400 mr) nakyBaHHs, CWA BHECEHO [0 IHCTPYKLUIT 4518 MeANYHOro
y thnakoHi; no 1 BUNPOGYBaHHSA 3acTOoCyBaHHSA NikapcbKoro 3acoby Ao
hnakoHy B KOHTPO/O SIKOCTi Ta po3giny "OcobAnBOCTi 3aCTOCYBaHHA".
KapTOHHI Kopo6Li BUNYCK cepil: BBefeHHA 3MiH NpoTArom 6 micauis
Pow [jarHocTukc nicns 3aTBepKeHHs
'm6X, HimeuunHa;
Brpo6HMLTBO
Hepo3dacoBaHoT
npoAayKLUii, NepBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPO/II0 AKOCTi Ta
BMNYCK cepil:
®.XothdmaHH-/15 PoLu
Ntp, Wseliuapis;
Bupo6HuLTBO
Hepo3g)acoBaHo!
npoAyKLii, NepBUHHE
nakyBaHHs:
[xeHeHTek IHK., CLUA
2. | AABAIPA® | tacrolim Takponi LO4AD | kancynu Actennac | Higepna | Actennac IpnaHg Ko. Ipnangis BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/9687/01/01
® us Myc (y 02 NPOJSIOHrOBaHOI fji Papma Hau nrp, marepianis: 3MiHu | TUny - 3MiHK 3 peyenm
BUrNA4I no 0,5 mr; no 10 KOpon B.B. sKocTi. CepTudoikaT BignoBigHOCTI/E- om
Kpuctan Kancyn y énictepi; cepTuduikar BignoBigHOCTI
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
origparty no 5 6nictepis y €Bponecokiin
) antoMiHieBoMy

naketi; no 1
antoMiHieBoMy
nakeTy B KAPTOHHiIl
nauui

thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMLTBI A®I; ANS 4ONOMIKHOI
peyoBuHu (FE-ceptudikat
BiANOBIAHOCTI E€Bponeiichkili
thapmakonei ana A®l/suxigHoro
marepiany/peareHTy/npomMiKHOro
npoAaykTy abo AONOMDKHOT pevyoBUHN) -
BunyueHHs cepTudikatis (y Bunaaky
HasABHOCTI MyNbTUMIETHOrO
cepTugpikaTa Ha matepian).
BunyuerHs ME-ceptudikata
BiANOBIAHOCTI E€BpoNechbkili
hapmakonei, sikuii GinbLue He
BMKOPVICTOBYETLCS Y BUPOBHULTBI
[OMOMIXHOT peYOBUHYM XenaTuHy: R1-
CEP 2004-320-Rev 00 Bupo6HuLTBa
Nitta Gelatin Inc. 3miHu | Tyny - 3MiHK
3 akocTi. CepTudpikar
BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANS 4ONOMIKHOI
peyoBuHu (FE-ceptudikat
BiANOBIAHOCTI EBponeiichkili
thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomMiKHOro
npoAaykTy abo A0NOMDKHOT pevyoBMHN) -
OHoBeHuii cepTudikar Bif Bxe
3aTBEPAKEHOIO BUPOBHMKA

MogaHHA oHoBneHoro E-cepTudiikata
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n/n

JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep

peecmpayitiHo
20

nocsioYyeHHs

AOQBATPA®

tacrolim

Takponi

LO4AD

BiANOBIAHOCTI €BpONenchbkili
thapmakonei (3aTBepgxeHo: R1-CEP
2005-217-Rev 00; 3anpornoHoBaHo:
R1-CEP 2005-217-Rev 02) ans
[OMOMIXXHOT PEYOBVHM XeNnaTuH Big,
3aTBEpKeHOro BUpo6Hrka Nitta
Gelatin Inc. 3miHu | TMRY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponencokiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANS 4ONOMIKHOI
peuoBuHu (FE-ceptudikat
BiANOBIAHOCTI EBponeiichkili
thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomMiKHOro
npoAaykTy abo A0NOMDKHOT pevyoBMHN) -
HoBwuii cepTuddikat Ans BUXigHOIo
marepiany/peareHTy/npoMiKHOro
NpoAyKTy abo AONOMIXKHOT pEYOBUHN
Big, HOBOro abo BXe 3aTBEPAKEHOro
BMpOGHMKa. MNogaHHs HoBoro IME-
cepTudikaTa BigNoBIAHOCTI
€poneiicbkint hapmakonei R1-CEP
2010-043-Rev 00 ans gonomixXHOI
PEYOBVHM XeNaTuH Big HOBOrO
BMpo6HMKa ROUSSELOT PEABODY
INC.

®

us

Myc (y
BUrNSAL
KpucTan
origparty
)

02

Kancysm
NPOJIOHrOBaHOI Aji
no 1 mr; no 10
Kancyny énictepi;
no 5 6nictepis y
a/IloMiHiEBOMY
nakerti; no 1
aTIOMIHIEBOMY
nakeTy B KAPTOHHiIli

navui

Actennac
dPapma
tOpon B.B.

Higepna
HAm

Actennac IpnaHg Ko.
nrg

Ipnangjs

BHECEHHSA 3MiH 10 peecTpaLiitHnx
mMaTtepianis: 3miHu | TUny - 3MiHKM 3
aKocTi. CepTudikar BignosigHOCTI/TE-
cepTtudikaT BifnoBIgHOCTI
€Bponencokiin
thapmaxonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
Bi4MOBIAHOCTI 260 BUTYYEHHS
cepTugikaTa BignNoBIgHOCTI

€sponeiicbkiii hbapmakonei: ans Adl;

3a
peyenm
om

UA/9687/01/02
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ITpojoBXeHHs fojaTKa 3
Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a

Ha3sa*

AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMLTBI A®I; ANS 4ONOMIKHOI
peuoBuHu (FE-cepTudikat
BiANOBIAHOCTI EBponeiichkili
thapmakonei ana A®l/suxigHoro
marepiany/peareHTy/npomMiKHOro
npoAaykTy abo AONOMDKHOT pevyoBUHN) -
BunyueHHs cepTudikatis (y Bunaaky
HasABHOCTI MyNbTUMIETHOrO
cepTugpikaTa Ha martepian).
BunyuerHs M'E-ceptudikata
BiANOBIAHOCTI €Bponechbkili
hapmakonei, sikuii GinbLue He
BMKOPVICTOBYETLCS Y BUPOBHULTBI
[OMOMIXHOT peYOBUHYM XenaTuHy: R1-
CEP 2004-320-Rev 00 Bupo6HuLTBa
Nitta Gelatin Inc. 3miu | Tyny - 3MiHK
3 akocTi. CepTudpikar
BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BigNOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMLTBI A®I; AN 4ONOMIKHOI
peyoBuHu (FE-ceptudikat
BiANOBIAHOCTI EBponeiichkili
thapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro
npoAaykTy abo AONOMDKHOT pevyoBUHN) -
OHoBreHunii cepTudikar Bif Bxe
3aTBEPAKEHOIO BUPOBHMKA
MopaHHA oHoBNeHoro ME-cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei (3aTBepgxeHo: R1-CEP
2005-217-Rev 00; 3anpornoHoBaHo:
R1-CEP 2005-217-Rev 02) ans
[OMOMIXXHOT PEYOBVHM XeNnaTuH Big,

3aTBepKeHoro Bupo6Huka Nitta
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n/n

JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep

peecmpayitiHo
20

nocsioYyeHHs

AOQBATPA®

tacrolim

Takponi

LO4AD

Gelatin Inc. 3miHu | TMRY - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponecokiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANS 4ONOMIKHOI
peyoBuHu (FE-ceptudikat
BiANOBIAHOCTI EBponeiichkili
thapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOro
npoAyKTy abo AONOMDKHOT peyoBMHN) -
HoBwuii cepTudikat Ans BUXigHOIo
marepiany/peareHTy/npomMiKHOro
NpoAyKTYy abo AONOMIXKHOT pEYOBUHN
Big, HOBOro abo BXe 3aTBEPAKEHOro
BMpOGHMKa. MNogaHHs HoBoro IME-
cepTudikaTa BigNoOBIAHOCTI
€poneiicbkin thapmakonei R1-CEP
2010-043-Rev 00 ans gonomixxHoi
PEYOBVHM XeNaTuH Big HOBOrO
BMpo6HMKka ROUSSELOT PEABODY
INC.

®

us

Myc (y
BUrNSAL
KpucTan
origparty
)

Kancysm
NPOJIOHrOBaHOI Aji
no 5 mr, no 10
Kancyny énictepi,
no 5 6nictepis y
a/IloMiHiEBOMY
nakerti; no 1
a/TIOMIHIEBOMY
nakeTy B KAPTOHHiIli
naJui

Actennac
dPapma
tOpon B.B.

Higepna
HAm

Actennac IpnaHg Ko.
nrg

Ipnangjs

BHECEHHSA 3MiH 10 peecTpavLiiiHnx
mMartepianis: 3miHu | Tuny - 3MiHKM 3
aKocTi. CepTudikar BignosigHOCTI/lTE-
cepTtudikaT BifnoBIgHOCTI
€Bponencokiin
thapmaxonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
Bi4MOBIAHOCTI 260 BUTYyUYEHHS
cepTugikaTa BignNoBIigHOCTI
€sponeiicbkili hbapmakonei: gns Adl;
L1151 BUXIAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI A®I; 4ns AONOMIKHOT
peyoBuHu (ME-cepTudikat
BiiNOBIAHOCTI EBponelichkilt

3a
peyenm
om

UA/9687/01/03




25
ITpojoBXeHHs fojaTKa 3
Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a

Ha3sa*

thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomMiKHOro
npoAyKTy abo AONOMDKHOT peyoBMHN) -
BunyueHHs cepTudikatis (y Bunaaky
HasABHOCTI MyNIbTUMIETHOrO
cepTugikata Ha matepian).
BunyuenHs M'E-ceptudikata
BiANOBIAHOCTI E€BpoNechbkili
hapmakonei, sikuii GinbLue He
BMKOPVICTOBYETLCS Y BUPOBHULTBI
[OMOMIXHOT peYOBUHYM XenaTuHy: R1-
CEP 2004-320-Rev 00 Bupo6HuLTBa
Nitta Gelatin Inc. 3miHu | Tyny - 3MiHK
3 aKkocTi. CepTudpikar
BignosigHocTi/I E-cepTudikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
ANns BUXigHOro
marepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANS 4ONOMIKHOI
peuoBuHu (FE-ceptudikat
BiANOBIAHOCTI E€Bponeiichkili
thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomMiKHOro
npoAyKTy abo AONOMDKHOT peyoBMHN) -
OHoBeHuii cepTudikar Bif Bxe
3aTBEPAKEHOIO BUPOBHMKA
MopaHHA oHoBNeHoro ME-cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei (3aTBepgxeHo: R1-CEP
2005-217-Rev 00; 3anponoHoBaHo:
R1-CEP 2005-217-Rev 02) ans
[OMOMIXXHOT PEYOBVHM XeNaTuH Big,
3aTBEpXeHOro BUpo6Huka Nitta
Gelatin Inc. 3miHu | TMRY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponecokiin
thapmakonei/moHorpadii. NMogaHHA

HOBOro abo OHOB/IEHOrO cepTudikata
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Hassa
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n/n

JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep

peecmpayitiHo
20

nocsioYyeHHs

AOQBATPA®

tacrolim

LO4AD

BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
ANns BUXigHOro
marepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMLTBI A®I; AN 4ONOMIKHOI
peuoBuHu (FE-ceptudikat
BiANOBIAHOCTI E€Bponeiichkili
thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomMiKHOro
npoAaykTy abo AONOMDKHOT pevyoBUHN) -
HoBwuii cepTuddikat Ans BUXigHOIo
marepiany/peareHTy/npomMiKHOro
NpoAyKTy abo AONOMIXHOT pEYOBUHN
Big, HOBOro abo BXe 3aTBEPAKEHOro
BMpOGHMKa. MNogaHHs Hosoro IME-
cepTudikaTa BigNoOBIAHOCTI
€poneiicbkin hapmakonei R1-CEP
2010-043-Rev 00 anst 4OMNOMIXHOI
PEYOBWHM XeNaTuH Big HOBOrO
BMpo6HMKa ROUSSELOT PEABODY
INC.

®

us

Takponi
Myc (y
BUrNSAL
Kpuctan
origparty
)

02

Kancysm
NPOJIOHrOBaHOI Aji
no 3 mr, no 10
Kancyny énictepi,
no 5 6nictepis y
a/IloMiHiEBOMY
nakerti; no 1
a/TIOMIHIEBOMY
nakeTy B KAPTOHHiIli
nayuji

Actennac
Papma
tOpon B.B.

Higepna
HAm

Actennac IpnaHg Ko.
nrg

Ipnangjs

BHECEHHSA 3MiH 10 peecTpaLiiHnx
mMartepianis: 3miHu | TUny - 3MiHKM 3
aKocTi. CepTudikar BignosigHOCTI/TE-
ceptudikaT BifNoBIgHOCTI
€Bponencokiin
thapmaxonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
Bi4MOBIAHOCTI 260 BUTYYEHHS
cepTugikaTa BignNoBIigHOCTI
€sponeiicbkili hapmakonei: gnsa Adl;
L1151 BUXIAHOTO
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI A®I; 4ns AONOMIKHOT
peyoBuHu (ME-cepTudikaT
BiNOBIgHOCTI E€Bponelicbkilt
chapmakonei gns Adl/BuxigHoro
mMartepiany/peareHTy/npomMiKHOro
nNpoAyKTY abo AONOMDKHOT pevyoBUHN) -
BunyueHHs cepTudikaTtis (y BUnaaky
HasABHOCTI MyNbTUMIETHOrO

ceptudpikaTa Ha maTepian).

3a
peyenm
om

UA/9687/01/04
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ITpojoBXeHHs fojaTKa 3
Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a

Ha3sa*

BunyuerHs ME-ceptudikata
BiANOBIAHOCTI E€Bponeichbkili
hapmakonei, sikuii GinbLue He
BMKOPVICTOBYETLCS Y BUPOBHULTBI
[OMOMIXHOT pEYOBUHYM XenaTuHy: R1-
CEP 2004-320-Rev 00 Bupo6HuLTBa
Nitta Gelatin Inc. 3miu | Tyny - 3MiHK
3 aKkocTi. CepTudpikar
BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANS 4ONOMIKHOI
peuoBuHu (FE-ceptudikat
BiANOBIAHOCTI EBponeiichkili
thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomMiKHOro
npoAaykTy abo A0NOMDKHOT pevyoBMHN) -
OHoBeHuii cepTudikar Bif Bxe
3aTBEPAKEHOIO BUPOBHMKA
MopaHHA oHoBNeHoro ME-cepTudikata
BiANOBIAHOCTI €BpONenchbkili
thapmakonei (3aTBepgxeHo: R1-CEP
2005-217-Rev 00; 3anpornoHoBaHo:
R1-CEP 2005-217-Rev 02) ans
[OMOMIXXHOT PEYOBVHW XeNaTuH Big,
3aTBEpKeHOro BUpo6Hrka Nitta
Gelatin Inc. 3miHu | TMRY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponecokiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npomMiKHOro

MPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
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n/n | nikapcbkoe 00Ha

0 3acoby

a

Hename
HmMosBaH HU

Ha3sa*

diroyoi ATX
peyosu

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu | Pekna
Bionyck | mysaH

y

HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

6. | AEPO®INTIH

doxofylli

nokcodi

RO3D

Tabnetkn no 400 wmr;

AiL.Ci.l

ITanisa

BMPOGHMLTBI API; ANS 4ONOMIKHOI
peuoBuHu (FE-ceptudikat
BiANOBIAHOCTI EBponeiichkili
thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomMiKHOro
npoAaykTy abo A0NOMDKHOT pevyoBMHN) -
HoBwuii cepTuddikat Ans BUXigHOIo
marepiany/peareHTy/npomMiKHOro
NpoAyKTYy abo AONOMIKHOT pEYOBUHN
Big, HOBOro ab0 BXe 3aTBEPAKEHOro
BMpOGHMKa. MNogaHHs HoBoro IME-
cepTudikaTa BigNoBIAHOCTI
€poneiicbkint hapmakonei R1-CEP
2010-043-Rev 00 ans gOMNOMiXHOI
PEYOBVHM XeNaTuH Big HOBOrO
BUMpo6HMKa ROUSSELOT PEABODY
INC.

®

ne

NiH

All

no 10 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHiIin kKopooL,i

C.MA.

A.Ci.l. C.N.A.

ITanis

BHECEHHSA 3MiH 10 peecTpavLiiiHnx
mMaTtepianis: 3miHa 3asiBHMKa /13
(MIBM) (BnacHuka peecTpawjiiiHoro
noceifyeHHsn) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460). 3miHV BHECEHO
00 IHCTPYKLiT ANnA MeguyHoro
3aCcTOCyBaHHSA NikapCbKoro 3acoby
L0Z0 HaliMeHyBaHHS Ta
MiCLIe3HaxXOKEHHS 3asBHMKA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB
nicns 3aTBepHKEHHSA. 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/TbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BkYaumn
OiNbHUL BUNYCKY cepii abo micue
NPOBeAeHHS KOHTPOJTO SKOCTI.
(misnbHIiCTb, 3a AKy Bignosifae
BUPOGHMK/IMNOPTEP, BK/IOYAOUM
BWMYCK cepiii) - 3MiHa Ha3BM Ta
afpecu BUpobHuka M3
Bi4NOBI4A/IbHOIO 32 MOBHUIA LMK/
BUPOGHMLITBA BK/IHOHAOUN AiNTbHULIO
BUMYyCKy cepii, a came 3 Eii. Bi. Ci.
SAPMACBIOTILW C.MN.A., ITania (BIA
KAHTOHE MOPETTI, 29 (nok.

NOKAJITA CAH BEPHAP[O) - 10015

3a

peyenm

om

He
niosnsie
ae

UA/4391/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

IBPEA (TO) Ha Aii.Ci.l. C.M.A., ITania
(KaHTOHE MopeTTi 29, IBpea, TO,
10015). Bupo6Huya AinbHUUs Ta BCi
BMPOGHWUYI onepauii 3a/mwaTbCs
HEe3MiHHUMW. 3MiHW BHECEHO A0
IHCTPYKLiT ANna Mean4Horo
3acTOCyBaHHS NMikapCbKoro 3acoby y
po3ainv "BupobHuk" Ta
"Micue3HaxoxeHHs BUPO6GHMKa Ta
agpeca MicLs NpoBaKEHHS Moro
nOisiNbHOCTI" 3 BigNOBIAHMMYN 3MiHAMM B
TEKCTi MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHK) - 3MiHK
BHECEHO [0 iHCTPYKLiT 415 Mean4YHOro
3aCcTOCYyBaHHS NMikapCbKoro 3acoby y
po3ain "MobiuHi peakwyji” woao
Ba&XX/IMBOCTI 3BiTyBaHHS NPo MoGiyHi
peaxuii, a TakoXx po3gain
"Micue3HaxomKeHHs 3asiBHMKa"
[IONOBHEHO KOHTaKTHUMW AaHUMU
npeacTaBHVKa BUPOOHVKa/3asiBHMKA B
YkpaiHi. BBeAeHHS 3MiH NpoTArom 6-u
MicALiB nicnsa 3aTBepMKEHHS. 3MiHN |
MRy - 3MiHKU WoA40
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHnX Npo
cuctemy chapmakoHarnagy (BefeHHs
y3arasibHeHUX faHnx npo cucTemy
thapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOT 0cobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jliCHEeHHs1 hapmakoHarnaay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
yMOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkiovarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-thaiina cuctemu
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
thapmakoHarnsgy). 3miHa KOHTaKTHUX
[aHnXx ynoBHOBaXeHOI 0co6u
3asBHVIKa, BignoBiganbHOI 3a
3piicHeHHs hapmakoHariagy. 3miHa
HOMepa MacTep-ghaiina cuctemm
dhapmakoHarnsgy.
7. | AEPTAN® aceclofe | auekno MO2A Kpem, 15 mr/1 r; no BAT Yropwm BAT "l'epeoH PixTep" yYropwm BHECEHHS 3MiH 40 peeCcTpaLiiHNX 6e3 UA/13910/01/01
nac heHak A25 60 ry Ty6i; no 1 Ty6i "l'epeoH Ha Ha mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
B KAPTOHHIiA Pixtep" AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. a
ynakoBLj

KOHTPO/Ib AONOMIKHVX PEYOBUH.
3miHa napameTpiB cneuudikawiii
Ta/abo fonycTUMUX Mex A5
[LOMOMIDKHOI PEHOBUHM (LONOBHEHHS
crneundikaL,ii HOBUM NOKa3HUKOM 3
BiAANOBIAHWM METOL,0M BUNPOOYBaHHS)
3MiHa NnapameTpiB cneuudikauiii gns
[ONOMDKHOT pEYOBUHY BIiCK
eMy/broBaHuii, a came: JONOBHEHO
NoKasHWKOM laeHTudikauisa A
(Identification A) i BignosigHum
MEeTO40M BMNPOOGYBaHHS
(Spectroscopic Identification Tests
(197 ), Infrared Spectroscopy) 3
METOI NpUBELEHHS 40 BUMOT
MoHorpadii gitouoi USP. 3miHu | Tuny
- 3MiHU 3 siKOCTi. FOTOBWMIA NiKapCbKuii
3aci6. KOHTpOos1b AOMOMDKHUX
peyoBuMH. 3MiHa NapameTpiB
cneuudikauii Ta/abo JonycTUMMX
MeX A1 A0NOMiIKHOT PEYOBUHN
(monoBHeHHSA cneuudikauii HOBUM
NOKa3HMKOM 3 BiAMOBIAHNM METOAO0M
BUNpo6yBaHHSA)- 3MiHa napameTpis
cneumdikauiin 4N [ONOMKHOT
PeyOoBMHW BiCK eMy/IbroBaHwiA, a came:
[ONOBHEHO NOKa3HUKOM laeHTudikauis
B. Cknag X1UpHUX Kncnot
(Identification B. Fatty Acid
Composition) i BifnoBiAHUM METOAOM
BUMPOOYBaHHSA 3 METOI0 MPYBEAEHHS
[0 BUMOT MoHorpadii gitoyoi USP.
3MiHu | TUNYy - 3MiHK 3 sKocTi. FoToBWMIA
nikapcbknii 3aci6. KoHTponb

[OMOMDKHUX peYOBUH. 3MiHa
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
napameTpiB cneuudikaui Ta/abo
OONYCTUMUX MEX A/151 AONOMIXHOT
peyoBUHM (JONOBHEHHA cneuudikauii
HOBMM MOKa3HVKOM 3 BiANOBIAHUM
MEeTOAOM BUNPOGYBaHHS) - 3MiHa
napameTpiB cneyudikauii gns
[OMOMDKHOT PEYOBUHY BICK
eMy/ibroBaHuii, a came: [ofaHo
nokasHuk Cknag upHux kucnot (Fatty
Acid Composition) i BignoBigH1M
MeTOoA0M BUNPOBYBaHHSA 3 METOD
npuBeLEeHHA A0 BUMOTr MOHorpadii
aitoyoi USP.
8. | AIPTEK salmeter | canbmeT | RO3A aepo3osib ons "neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/13755/01/01
ol and epony K06 iHranauiii dapmacb dapmacboTVKan3 marepianis: 3miHu | TUny - 3MiHK 3 peyenm
fluticaso | kcuHad [o30BaHnii, 25/125 loTVKan3 nra. SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib. om
ne oari MKr/go3y; no 120 nrp. 3MiHM Yy BUPOGHMLTBI. 3MiHa
dnyTuka [,03 B 2/1IOMiHIEBOMY iMnopTepa/3aMiHu, L0 CTOCYHTbCA
30HY KOHTeliHepi 3 BMMNYCKY Cepii Ta KOHTPOJIHO SIKOCTI
nponioH [03YH04nM roTOBOrO JlikapcbKoro 3acoby (3amiHa
ar KnanaHom i abo gofasaHHs BUPOOHUKA, LLIO
PO3NUJIOKYO0 BiAnoBifa€ 3a BBe3eHHs Ta/abo
HacafKoto 3 BUNycK cepii) - He BItovarouun
3axXUCHUM KOHTPONb/BUNPOGYBaHHSA cepil - 1o
KOBMa4kom; no 1 MaTepianiB peecTpauiiHoro Aockbe
KOHTeliHepy B BHOCUTBLCSA iH(hOopMaLis Npo iMnopTepa
KapTOHHI Kopobuj ToBapucTBO 3 06MEXEHOID
BignosiganbHicTio «INTEHMAPK
YKPAIHA». 3MiHV BHOCATLCA 3rifHO
BMMOT MocTaHoBU KabiHeTy MiHIiCTpiB
Ykpainn Ne 287 Big 14.03.2025 p. Mpo
3aTBepmKeHHs MopsaKy BBE3EHHA Ha
TepUTOPItD YKpaiHW NikapCbKnx
3acobis.
9. | ANNIA® afliberce | acnibep | SO1LA | po3uvH AnS iHEKUIN, Baiiep Al | Himeuun KOHTPO/Ib SAKOCTI: Himeyun BHECEHHS 3MiH [j0 peecTpaLiiiHnX 3a He UA/12600/01/02
pt cent 05 114,3 mr/mn; no Ha Baviep Al', HimeuunHa; Ha/ marepianis: 3minu Il Tuny - 3MiHn peyenm | nionse
0,263 mny BMPOGHMLTBO CLLA oo 6e3nekn/edeKTMBHOCTI Ta oM ae
CK/IAHOMY (P/1aKOHi; (BKNKOYAOUM thapmakoHarnagy. 3mMiHn y
no 1 donakoHy 3 CTEPUSIbHY TepaneBTUYHUX NOKa3aHHAX
inbTpyBasbHO hinbTpavito, (mopaBaHHSA HOBOrO TepaneBTUYHOIO
TOMKOK Y KapTOHHIi HanoBHEHHS - rokasaHHs abo 3miHa y
KOpoo6Li nepBUHHA YNakoBka); 3aTBEPMKEHOMY NOKa3aHHI). 3MiHu

KOHTPO/Ib SIKOCTI:
KataneHT IHgiaHa
NIC, CUA,

BHECEHO [0 IHCTPYKLiT A1 MeAMYHOro
3aCTOCYBaHHSI /likapcbKoro 3acoby Ao
po3giny "MokasaHHs" (qofaBaHHsA
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
HOBOTO MOKa3aHHS: NOopYLUEHHS 30py
BMPOGHMNLITBO yepes HabpsK Makynu, Lo PO3BUHYBCS
(BKKOUAOUM BHACNIJOK TPOMOO3Y BEH CITKIBKU
CTepu/ibHY (TPOM603Y FiNkv LEeHTpasIbHOT BEHN
hinbTpauito, citkiBkm (TF'LUBC) abo TpoM603y
HaMoOBHEHHS - LeHTpasibHOI BeHu ciTkiBku (TLBC))),
nepBUHHA yNakoBka), a TakoX, SK HacnifAoK 40 po3Ainis
KOHTPO/Ib AKOCTI, "®apmakosioriyHi BnacTmsocTi”,
BTOPWMHHA yNakoBKa, "Oco61BOCTi 3acTocyBaHHA", "Cnoci6
BUMYCK Cepii: 3actocyBaHHs Ta gosu", "Aitn",
Baiiep Al', HimeuunHa "Mo6iyHi peakuii”. BBeAeHHS 3MiH
npoTAarom 4 Micauis nicns
3aTBEPAKEHHS
3MiHn Il Tuny - 3miHK Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
LOKNIHIYHUMU, KNIHIYHUMW JaHUMU Ta
OaHumn 3 hapmakoHarnsgy. 3mMiHm
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3gainy "Cnoci6 3acTocyBaHHs Ta
no3n". BBegeHHs 3MiH npoTsarom 4
MiCALiB Nicns 3aTBepMKEHHS
10. | AZIEPTOMA - onveTtuH | RO1A Kpanni HasasibHi, TOBAPUC | YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 40 peeCTpaLiiHNX 6e3 nionsie | UA/11696/02/01
KC neHy B po3uuH; no 15 mny TBO 3 OBMEXXEHOIO martepianis: 3miHu | Tuny - peyenm ae
mMasnear, nakoHi 3 kpuwkoto- | OBMEXKE BIANOBIAAIBHICTHO AfMiHICTpaTMBHI 3MiHWU. 3MiHa a
eHine KpanesibHULEo 3i HOKO «KOPIMOPALIA HaliMeHyBaHHSA Ta/abo agpecu micus
hpyH CK/ISTHOKO MINETKOL0; BIAMOBIA «3[00POB’'A» NPOBaKeHHA Ai/IbHOCTI
no 1 donakoHy y ANNbHICT BMPOGHMKa/iMnopTepa rotosoro
KOpOO6Li 3 KAPTOHY 10) niKapcbKoro 3acoby, BKAYaumn
«KOPMOP AinbHULI BUNYycKy cepii abo micue
AlIA NPOoBeLeHHS KOHTPOJIHO AKOCTI.
«340POB (@isinbHICTb, 3a Ky BignoBigae
"A»

BMPOGHMK/IMNOpTep, BKIOYaoUn
BUMYCK cepilf) - 3MiHa HaliMeHyBaHHS
BMPOBHMKA NiKapCbKoro 3acoby 3
ToBapucTBa 3 06MEXEHOH0
BIANOBIAA/ILHICTIO «DapmaLeBTUYHa
KOMMaHisi «340p0B’'si» Ha
TOBAP/CTBO 3 OBMEXEHOIO
BIANOBIJANBHICTIO
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Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
«KOPTMOPALIA «300POB'A».
Agnpeca BUpo6HUYOT AiNbHWLI Ta BCi
BMPOGHMYI onepaLil 3anunwaTbes
He3MiHHUMW. 3MiHW BHECEHI B
IHCTpYyKLUil0 415 MeauyHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby y
po3ain «BUpo6HWK», BignoBigHI 3MiHW
BHECEHO B TEKCT MapKyBaHHS
YNaKoBKM NiKapcbkoro 3acoby. 3miHn |
MRy - 3MiHKU WoA40
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) -
OHOB/EHHS TEKCTY MapKyBaHHS
yMakKoBKM MiKapCbKoro 3acoby,
30Kpema BuyYeHHs iHdhopmadii,
3a3HayYeHoi PoCiNCcbKO MOBOLO, Ta
BHECEHHS pefaKLuiiiHuX NpaBokK Nno
TEKCTY.
11. | AZIONYPUH | allopurin | anonypn | MO4A | Tabnetkn no 100 mr; My6nivHe YkpaiHa BMPOGHMLITBO 3a YkpaiHa BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/7302/01/01
on ol Hon A01 no 10 TabneTok y akuioHepH NOBHWM LK/IOM: mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
6nicTepi; no 5 e My6niyHe akuioHepHe akocTi. CepTtudikaT BignosigHocTi/lE- oM
6nicTepiB y nayui TOBapucTB TOBapuCTBO "HaykoBo- cepTugikaT BiANOBIAHOCTI
o] BMPOGHUYUIA LLEHTP €Bponeiicbkili
"HaykoBo- "BopLuariBCcbkuii thapmakonei/moHorpadii. NMogaHHA
BUPOGHMNY XiMiKo- HOBOro abo OHOB/IEHOro cepTudpikata
WA LEHTP hapmaLeBTUYHNI BiANOBIAHOCTI 260 BUMYyYEHHS
"bBopuuaris 3aBof", YkpaiHa, cepTtudikaTa BiANoOBIAHOCTI
CbKWiA BUPOGHMLTBO, €ponevicbkili hapmakonei: gns Adl;
XiMiKo- nakyBaHHs1, BUMYCK [ONs BUXIOHOTO
hapmaveB cepiii: ToBapucTBo 3 mMartepiany/peareHTy/npoMibKHOro
TUYHWIA 06MEXEHOI0 NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
3aBof” Bi4nNoBifaNbHICTIO BVMPOGHMLUTBI A®I; AN 4ONOMIKHOT
"ArPO®APM", peyoBuHM (CepTudikat BiANOBIAHOCTI

YKpaiHa; KOHTPOJ1b
cepiii: ToBapucTBo 3
obmexeHo
Bi4NOBiAA/IbHICTIO
"Hartyp+", YkpaiHa

€Bponeickkin hapmakonei) -
OHOoBeHWii cepTudikaT Bif yxe
3aTBEPHKEHOro BUPOOHWMKa - MofaHHA
OHOBJIEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponechbkili
®apmakonei No. CEP 2008-211-Rev
05 Bif 3aTBEPAKEHOrO BUPOOGHMKa AdDI
anonypuHony goipmu “IPCA
LABORATORIES LIMITED", IHgjs1.
3arBepaXeHo:
No.R1-CEP 2008-211-Rev 04
Production of Allopurinol: IPCA
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

LABORATORIES LIMITED P.O.
Sejavta India-457 001 Ratlam,
Madhya Pradesh IPCA
LABORATORIES LIMITED H-4,
M.1.D.C., Waluj India-431 136
Aurangabad, Maharashtra
3anponoHoBaHo:
No.CEP 2008-211-Rev 05
SITE(S) OF PRODUCTION OF THE
SUBSTANCE:

IPCA LABORATORIES LIMITED
P.O. Sejavta
India-457 001 Ratlam, Madhya
Pradesh
SPOR ORG ID: 100011685
SPOR LOC ID: 100018671
IPCA LABORATORIES LIMITED
Plot No. H-4, M.1.D.C.
Waluj
India-431 136 Chhatrapati
Sambhajinagar, Maharashtra
SPOR ORG ID: 100011685
SPOR LOC ID: 100021125

12.

ANNICOKAM

meloxica
m

MeJIOKCU
Kam

MO1A
C06

PO34MH ANA iH EKLA,
10 mr/mn no 1,5 mn
B amnyni; no 5
amnyn y 6nictepi; no
1 6nicTepy B nauui

ToBapuct
BO 3
06MexeHo
10
Bignosiga
NBHICTIO
"®APMAX
ENC"

YkpaiHa

BMPOGHMLTBO,
nepBrHHe Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii:
MpuBaTHe akujioHepHe
TOBapuUCTBO "JIEKXiM -
Xapkis",
YKpaiHa,;
BUMNYCK cepil, He
BKJ/THOYAIOUN KOHTPOJSIb
cepii:
ToBapucTBO 3
06MEXEHOI0
Bi4NoOBIfANbLHICTIO
"®APMAXENC",
YkpaiHa

YkpaiHa

BHECEHHSA 3MiH 10 peecTpaLiiHnx
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
3MiHW Y BUPOGHULITBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTbCS
BMNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO /liKapCcbkoro 3acoby (3amiHa
ab0 fofaBaHHSA BMPOOHMKA, WO
BiAnoBigae 3a BBe3eHHs Ta/abo
BUMNYCK cepii) - He Bkovaroun
KOHTPO/b/BUNPOGYBaHHSA cepil -
[JopaasaHHA BUPOOHMKaA
BiANOBIAA/ILHOrO 3a BUNYCK cepii, He
BK/1HOYAOUN KOHTPO/Tb Cepil:
ToBapuCTBO 3 06MEXEHOID
BignosigasbHicTio "®PAPMAXE/C",
YkpaiHa (YkpaiHa, 08114, KniBcbka
o6nacTb, ByyaHcbkuii paiioH, c.
lFopeHwnui, Byn. CTonuuHa, 1-A, (nitepa
B). 3MiHM BHECEHO B IHCTPYKL,jO AN1s1
MeAMYHOro 3acTOCYBaHHS NikapCbKoro
3acoby y po3ainv "BUpo6bHuK",

3a
peyenm
om

He
niosnsie
ae

UA/18067/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

"MicLe3HaxomkeHHs BUPOGHVKa Ta
agpeca MicLs NpoBaXeHHS oro
LisNbHOCTI" 3 BiANOBIAHVMY 3MiHAMM B
TEKCTi MapKyBaHHS yNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepKEHHS

13.

ANMbBEHAA
30n-
DAPMEKC

albenda
zole

anbbeHn
ason

P02C
AO03

Tabnetkv no 400 wmr,
no 1 tabnetui B
6nictepi; no 1 a6o 3
6nicTepy B nauuj

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANBHICT
0
«KOPMNOP
AUIA
«310POB
"A»

Ykpaina

TOB "®APMEKC
reyn:

YKpaina

BHECEHHS 3MiH 40 peeCcTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOBHMUTBI. 3MiHa po3mipy
cepii (Bk1toYatoun gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby
(36inbLeHHsA 4o 10 pasiB NOPIBHAHO i3
3aTBEPKEHNM PO3MIPOM) - BBEAEHHS
[04aTKOBOro po3mipy cepii
npenaparty, a came 44,00 kr abo

42,718 Tnc. TabneTok, abo 42,718 Tuc.

ynakoBok Nel (1x1), a6o 14,239 Tuc.
ynakoBok Ne3 (1x3)
[itova pepakuis
Po3wmip cepii cknagae: 3,60 kr abo
3,495 Tunc. TabneTtok, abo 3,495 Tuc.
ynakoBok Nel (1x1), a6o 1,165 Tuc.
ynakoBok Ne3 (1x3); 10,0 kr a6o 9,708
Tuc. Tabnetok, abo 9,708 Tuc.
ynakoBok Nel (1x1), a6o 3,236 Tuc.
ynakoBok Ne3 (1x3)
[MponoHoBaHa pegakuis
Po3wmip cepii cknagae: 3,60 kr abo
3,495 Tuc. Tabnetok, abo 3,495 Tuc.
ynakoBok Nel (1x1), a6o 1,165 Tuc.
ynakoBok Ne3 (1x3); 10,0 kr a6o 9,708
Tnc. Tabnetok, abo 9,708 TuC.
ynakoBok Nel (1x1), a6o 3,236 TuC.
ynakoBok Ne3 (1x3); 44,00 kr abo

42,718 Tuc. Tabnetok, abo 42,718 Tuc.

ynakoBok Nel (1x1), a6o 14,239 Tuc.
ynakoBoK Ne3 (1x3)

3a
peyenm
om

UA/18312/01/01

14.

ACIMIPO3A
®

Rosuvas
tatin and
acetylsal
icylic
acid

1
Kancyna
MICTUTb
Jil:]]
Tabnetk
n:

-1

C10B
X05

Kancysnu Teepgi no
10 mr/100 wmr, no 10
Kancyny énictepi,
no 3 6nictepu B
nauuj

MpAT
"®apmaue
BTUYHA
dipma
"AapHuua”

YkpaiHa

BVMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/b cepii,
BUMNYCK cepii: Agames
dapma C.A., MNonbLua;
nepBrHHE Ta

MonbLa

BHECEHHS 3MiH 1O peecTpaLiiiHnx
marepianis: 3miHu | TUny - 3miHK 3
aKocTi. CepTudpikar BignosigHOCTI/TE-
cepTtudikaT BiAMNoBIAHOCTI
€Bponecbkil
thapmaxonei/mMmoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata

3a
peyenm
om

UA/18799/01/02
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
Tabnetk BTOPWHHE NaKyBaHHS: BiANOBIAHOCTI 260 BUNYyYEHHS
y Apamep d®apwva C.A., cepTudikaTa BigNOBIQHOCTI
po3ysac MonbLa €Bponelicbkiin hapmakonei: ans Adl;
TaTuHy ANns BUXigHOro
=y marepiany/peareHTy/npomMiKHOro
BUrNAL MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
po3sysac BVMPOGHMLTBI A®I; AN 4ONOMIKHOI
TaTuHy peyoBuHM (cepTudikat BiANOBIQHOCTI
KaubLyjito €Bponeiickbkili hapmakonei) -
)Tal OHoBMeHWin cepTuddikaT Bif yxe
Tabnetk 3aTBEPPKEHOrO BUPOOHMKA - NOAAHHS
y OHOBJIEHOrO cepTudikaTa
aueTunic BiANOBIAHOCTI E€BpONenchbkili
aniunno chapmakonei: (3aTBepgkeHo: R1-CEP
BOI 2000-042 Rev 04, 3anponoHoBaHo:
KNCNoTH CEP 2000-042 Rev 05) gnis A®I
aueTuncaniuuiosa KMCnoTa Bif yxe
3aTBepXeHOro Bupo6bHuKa The
Andhra Sugars Limited, India.
15. | ACNIPO3A Rosuvas | 1 C10B Kancysnu Teepgi no MpAT YkpaiHa BVPOGHMLTBO, Monbwa BHECEHHS 3MiH [0 peecTpavLiiiHuX 3a UA/18799/01/03
® tatinand | kancyna | X05 20 mr/100 wr, no 10 "®apmaue nepBrHHe Ta marepianis: 3miHu | TUNy - 3MiHK 3 peyenm
acetylsal | micTnTtb Kancyny énictepi, BTUYHA BTOPWHHE NaKyBaHHS, sKocTi. CepTudoikat BignosigHOCTI/lE- om
icylic nOBi no 3 6nictepu B hipma KOHTPO/b Ccepil, cepTuduikaT BiANOBIAHOCTI
acid TabneTtk naJui "AapHuus” BUMNYCK cepii: Agames €Bponeichbkiii
n: dapma C.A., MNosnbLua,; thapmakonei/moHorpadii. NMogaHHs
-1 nepBuHHe Ta HoBOro abo OHOBMIEHOro cepTudikara
TabneTtk BTOPWHHE NaKyBaHHS: BiAANOBIAHOCTI 260 BUNYYEHHS
y Apamvep ®apma C.A., cepTugikaTa BignoBigHOCTI
po3syBsac Monbwa €Bponelicbkiil hapmakonei: ans Adl;
TaTuHy Ansa BuxigHoro
(y mMaTtepiany/peareHTy/MpoMiKHOro
BUrNAL NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
posysac BUPOGHMLTBI A®I; AN 4ONOMIKHOT
TaTuHy peyoBUHM (cepTudiikaT BiANOBIAHOCTI
KanbLyjto €Bponeiicbkili hapmakonei) -
)Tal OHOBNEHWiA cepTUdikar Bif yxe
Tabnetk 3aTBEPKEHOIO BUPOOHMKA - MOAAHHS
y OHOBJIEHOTO cepTudikaTa
aueTtunc BiNOBIgHOCTI E€Bponelicbkilt
aniymno thapmakonei: (3aTBepaxeHo: R1-CEP
BOI 2000-042 Rev 04; 3anponoHoBaHo:
KncnoTn CEP 2000-042 Rev 05) gns Adl

aueTuncaniyuiosa KnucaoTa Big yxxe
3aTBepAxeHoro BupobHuka The
Andhra Sugars Limited, India.
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
16. | ACMNIPO3A Rosuvas | 1 C10B Kancysv TBepai no 5 MpAT YkpaiHa BUPOGHMLTBO, Monbwa BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/18799/01/01
® tatin and | kancyna | X05 Mr/100 wmr, no 10 "®apmaue nepBUHHe Ta marepianis: 3miHu | Tuny - 3miHK 3 peyenm
acetylsal | micTuTtb Kancyny énictepi, BTUYHA BTOPWHHE NaKyBaHHS, aKkocTi. CepTudpikat BignosigHOCTI/TE- oM
icylic AOBi no 3 6nictepu B ipma KOHTPO/b cepii, cepTtudikaT BifnoBigHOCTI
acid Tabnetk nauuj "NapHuus” BUMNYCK cepii: Agames €Bponeicbkili
n: dapma C.A., MNonbLua; thapmakonei/MmoHorpadii. NMogaHHsA
-1 nepBrHHE Ta HOBOro abo OHOB/IEHOr0 cepTudpikata
Tabnetk BTOPWHHE NaKyBaHHS: BiANOBIAHOCTI 260 BUMYyYEHHS
y Apamvep ®apma C.A., cepTugikaTa BigNoBIAHOCTI
po3sysac MonbLa €Bponevicbkinn hapmakonei: ana Adl;
TaTuHy ANSA BUXiAHOro
=y mMartepiany/peareHTy/npoMiKHOro
BUrNAL NPOAYKTY, WO BUKOPUCTOBYIOTHCH Y
po3yBac BMPOGHMUTBI A®I; AN 4ONOMIXKHOT
TaTuHy peyoBUHM (cepTudikaT BiANOBIAHOCTI
KaubLyjto €Bponeiicbkin hapmakonei) -
)Tal OHoBeHWii cepTudikaT Bif yxe
Tabnetk 3aTBEPAKEHOTO BUPOBHMKA - NOAAHHS
y OHOBJIEHOTO cepTudlikaTa
aueTunic BiANOBIAHOCTI E€BpoNechbkili
aniumno thapmakonei: (3aTBepaxeHo: R1-CEP
BOI 2000-042 Rev 04, 3anponoHoBaHo:
KUCMIOTK CEP 2000-042 Rev 05) ans Adl
aueTuncaniuunosa KucnoTa Bif yxe
3aTBEpPKEHOro BUpo6HMKa The
Andhra Sugars Limited, India.
17. | AODOUNIA ibuprofe | ibynpocd | MO1A | TabneTku, BKpUTI Henbta Weeiiua | ANIKANOIL AL Ckore | NMiBHiuHa BHECEHHSA 3MiH 10 peecTpaLiitHnx 6e3 UA/17783/01/01
MAKC n eH EO1 NNiBKOBOKO Megiken pis Makego | matepianis: TexHidyHa nomunka (3rigHo | peyernm
060/10HKO, Mo 400 Mpomoyw Hist Haka3y MO3 Big 23.07.2015 Ne 460). a
mr; no 10 TabneTok H3 Al BunpasneHHsa TeXHIYHOT NOMUSIKN Y

y 6nicTtepi; no 1
6nictepy y
KapTOHHI Kopobuj

3aTBEPMAKEHNX PEECTPALIAHNX
[OKyMeHTax BinoBiAHO A0 BUMOT
Mopsagaky ,po3gin VI, n. 2.4., 3a. n. 4)
nomunkn y MKA, nos'sasaHi 3
nepeHeceHHAM iHchopmaLii y
cneuudikauii , 30kpema LUudposi
(3miHn 3aTBEepAKeHi Hakazom MO3 Big
08.11.2024p. Ne 1877). Y
cneuudikaLii npu BUMYycKy Ta
MpoTarom TepMiHy NpuAaTHOCTI
[0NyLEeHO NOMUIIKY NPy NepeHeceHHi
LMhpoBUX 3HaYEHb KPUTEPITB
NPUIRHATHOCTI NOKa3HMKa
OfHOpiAHICTb A030BaHWX OAVHULL
(Po3paxyHKOBO- Barosuii Meton):
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3aTBepmxeHa pegakuis: OgHOpIAHICTb
[1030BaHVX 0AnHWLbL (PO3paxyHKOBO-
Barosuii Mmeton): AV < 15, 0 % -
3anponoHoBaHa pefakuis:
OpHOPIAHICTb A030BaHNX OAVNHULb
(Po3paxyHKoBO- BaroBuii meton): AV <
15,0 %
18. | ALETANC acetylcy | auetwny | RO5C NOPOLLOK AN TOBAPUC | YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHuX Ges UA/4634/01/01
steine UCTEIH BO1 0pasiIbHOro PO34NHY, TBO 3 OBMEXEHOIO marepianis: 3MiHu | TUNy - 3MiHK 3 peyenm
100 mr/3r,no3r OBMEXE BIANOBIAANBHICTHO SIKOCTi. [O0TOBWIA Nikapcbkuii 3acib. a
NOPOLLKY B NakeTi; HOIO «KOPIMOPALIA 3MiHM y BUPOOHMLTBI. 3MiHa po3mMipy
no 10 naketiB a6o 5 BIANOBIA «300POB'A» cepii (BkIOYaOuM fianasoH posmipy
crapeHnx nakeTiB y ANbHICT cepii) roToBOro nikapcbKoro 3acoby
KapTOHHI Kopo6ui 10) (3MeHwWweHHA 1o 10 pasis) - BBeAEHHSA
«KOPIMNOP [04aTKoBOro po3mipy cepii N3 ans
ALIA [o3yBaHHst 100 mr/3 1 (PN Ne
«340POB UA/4634/01/01) ana ynakosku Ne 10
"A» (1x10) Bupo6HMKa TOBAPUCTBO 3
OBMEXXEHOIO
BIANOBIJANBHICTIO
"KOPMOPALIA
"300POB A".3aTBepmkeHo: Liex Mo
- Poawmip cepii cknagae: 4,203 Tuc. yn.
y naketax Ne 10 (1x10) abo y nakeTax
crnapeHnx Ne 10 (2x5) (126,100 «r).
3anponoHoBaHo: Liex M1d. Po3mip
cepii cknagae: 4,203 Tuc. yn. y
naketax Ne 10 (1x10) a6o y nakeTax
cnapeHnx Ne 10 (2x5) (126,100 «r) -
2,133 tuc. yn. y naketax Ne 10 (1x10)
(64,000 kr)
19. | AULU® acetylcy | auetwny | RO5C TabneTky Wwunydi no CaHpo3 CnoseHi BMNYCK cepil: Himeyun BHECEHHS 3MiH [j0 peecTpaLiiiHnX 6e3 nionsie | UA/15591/01/01
NOHIr steine UCTETH BO1 600 mr; no 1 Papmacb ] Cantotac ®apma Ha MaTepianis: 3miHu | TUNy - 3MiHK peyenm ae
NTMMOH TabneTyj y cawe; no 1oTikan3 'M6X, HimeuunHa,; oo 6e3nekn/edeKTMBHOCTI Ta a
6, 10 abo 20 cawe y a.a. thapmakoHarnsgy. 3MiHa y KopoTkili

KapTOHHiI Kopobuj

BMPOGHMLTBO in bulk,
nakyBaHHS,
TecTyBaHHS, BUNYyCcK
cepii:
Xepmec dapma MmbX,
Himeuunna

XapaxkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynspHO OHOBJIOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpavuiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefieHnX BigNoBiAHO A0 NnaHy
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

neajatpnyHux gocnigpkens (PIP) (iHwi
3MiHN) -
3MiHM BHECEHO A0 IHCTPYKLUIT Ans
MeMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby 4o po3ginis
"MpoTmnokasaHHs", "Cnocio
3acTocyBaHHsa Ta gosu" Ta "fitn"
BiANOBIAHO A0 OHOBMEHOI iHGOpMaLii
3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3aco6y. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 micauis nicns
3aTBEPMKEHHSA. 3MiHN | TNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuit 3acib.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 fofaBaHHA BUPOOHMKA, L0
BiANOBIAaE 3a BBe3eHHs Ta/abo
BMNYCK cepii) - He Bkoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBefeHHs foAaTkoBOro BUPOGHYKa,
BiANOBIAA/ILHOTO 3a BMMNYCK cepil
Hermes Pharma GmbH, Germany.
3MiHM BHECEHO B iHCTPYKLitO ANs
MeAMYHOro 3aCTOCYBaHHS /likapCbKoro
3aco6y B po3ainn "BMpo6HUK",
"MicLe3HaxomkeHHs BUPOGHVKa Ta
agpeca MicLs NpoBaXeHHS oro
LisnbHOCTI" (BBEAEHHA LOAATKOBOMO
BMPOGHWKA) 3 BiAMOBIAHMMN 3MiHaMK B
TEKCTi MapKyBaHHS yNakoBOK
NiKapcbkoro 3acoby.

TepMmiH BBELEHHS 3MiH - NPOTArom 6
MicSLIB MicnsA 3aTBEpKEHHS. 3MiHM |
TMNYy - 3MiHK WoA0
6e3nekn/eeKTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHK) - 3MiHK
BHECEHO B iHCTPYKLl0 415 MEAUYHOIO
3acTOCyBaHHS MikapcbKoro 3acoby B
po3ain "MobiuHi peakwyji” woao
Ba&XX/IMBOCTI 3BiTYyBaHHSA Npo
nigo3proBaHi No6iyHi peakuii. TepmiH
BBE/EHHS 3MiH - NPOTArom 6 MicsiLis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHK) - 3MiHK
BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOI (MyHKTKM 3, 8, 11, 14, 15, 17)
Ta NepBUHHOI (NyHKTU 4, 6) yNnakoBKu
nikapcbkoro 3acoby. TepmiH BBe,eHHS
3MiH - NpoTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.

20.

BAMPE

pregabal
in

nperaba
NiH

NO3A
X16

Kancysv no 75 mr,
no 10 kancyny
6nicTepi; no 3
6nictepn y
KapTOHHiIn KopooL,i

letepo
Na63
Nimiteq

IHais

leTepo Na63 fimiteq,

IHais

BHECEHHSA 3MiH 10 peecTpaLiitHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3neku 3acTocyBaHHSA
NiKapcbKoro 3acoby B
nicnspeecTpavyiiHuii nepiog, abo sk
pesynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
NpoBeAEeHX BigNoBigHO A0 MiaHy
negiatpuyHux gocnigxeHs (PIP)
(3MiHY Y3ro)kKeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpPraHom) - 3miHu
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NikapCbKoro 3acoby B
po3ainu "Ocob6aMBOCTi 3aCTOCyBaHHS",
"Mo6iuHi peakuii" BignoBigHO A0
OHOB/IEHOT iHhopMmalLii 3 6e3nekn
Lit0Y0i pevyoBuHN. BBeAeHHS 3MiH
NpOTArom 6-Tu MicALiB nicas
3aTBEPAKEHHS

3a
peyenm
om

He
niosnsie
ae

UA/19101/01/01

21.

BAMPE

pregabal
in

nperaba
NiH

NO3A
X16

Kancysm no 150 mr,
no 10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

eTtepo
Nab63
Nimiteq

IHgis

leTepo N1a63 Jlimiteq,

IHgis

BHECEHHS 3MiH 0 peecTpaLiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLj nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpavjiiiiuii nepiog, abo sk

3a
peyenm
om

He
nionsie
ae

UA/19101/01/02
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n/n

Hassa MixHap
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hename | pe4yosu
HmosaH HU
a
Ha3sa*

Hassa

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(3MiHY Y3ro)kKeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeaNYHOro
3aCcTOCyBaHHS MikapcbKoro 3acoby B
po3ginu "OcobnnBOCTi 3acToCyBaHHS",
"Mo6iyHI peakuii" BigNOBIAHO A0
OHOB/IEHOT iHdhopmalLiii 3 6e3nekn
Aito40i pevoBuHN. BBeaeHHS 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

22,

BANPE pregabal | nperaba

in NiH

NO3A
X16

kancynu no 300 mr,
no 10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHI Kopobuj

Fetepo
Na63
Nimiten

IHAjsA

leTepo /1a63 JlimiTepq,

IHAjA

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | Tuny - 3MiHn
oo 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapaxkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpnyHnx gocnigxeHs (PIP)
(3MiHy Y3ro[pKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHK
BHECEHO [0 IHCTPYKUIT 4719 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
po3ainu "OcobaMBOCTi 3acTOCyBaHHSA",
"Mo6ivHI peakujii" BigNoBigHO A0
OHOBJ/IEHOT iHGhopMmalLii 3 6e3nekn
Aito4oT pevoBuHN. BBeeHHS 3MiH
nNpoTsirom 6-Tu MicALiB nicas
3aTBEPAKEHHS

3a
peyenm
om

He
nionsie
ae

UA/19101/01/03

23.

BIKONAMIJ, | bicaluta

Gikanyta
mide i

mig

L02BB
03

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKot0, No 50
mr; no 10 TabneTok
y 6nicTtepi; no 3
6nictepu B
KapTOHHii Kopobui

MicTtpan
Kenitan
MeHexm
eHT
Nimiteq

AHrnis

CiHTOH Xicnaniga, C.J/1.

IcnaHis

BHECEHHS 3MiH 1O peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU
nNikapcbKoro 3acoby.
3MiHa Ha3BW NiKapCbKoro 3acoby.
3ATBEP)KEHO: BIKANYTAMIA-
BICTA (BICALUTAMIDE-VISTA).

3a
peyenm
om

He
niosnsie
ae

UA/15136/01/01




ITpojoBXeHHs fojaTKa 3

42

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3AMPOMNOHOBAHO:
BIKONAMIZ (BICOLAMID). TepMiH
BBEJEHHS 3MiH - MPOTAroM 6 MicALiB
nicns 3aTBepPAKEHHS.
24. | BIKONAMIA | bicaluta 6ikanyta | LO2BB | Tabnetku, BKpUTI MicTtpan AHrNIA CiHTOH XicnaHis, C.J1. IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHuX 3a He UA/15136/01/02
mide Mmig 03 NNiBKOBOK Kenitan martepianis: 3miHu | Tuny - peuenm | nidnse
060/10HKO10, Mo 150 MeHemxm AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK om ae
mr; no 10 TabneTok eHT nikapcbkoro 3acoby.
y 6nicTepi; no 3 Nimiten 3MiHa Ha3BW NikapcbKoro 3acoby.
6nictepu B 3ATBEPI)KEHO: BIKANYTAMIA-
KapTOHHI Kopo6ui BICTA (BICALUTAMIDE-VISTA).
3AMNPOMNOHOBAHO:
BIKONAMIZ (BICOLAMID). TepMiH
BBEJEHHS 3MiH - MPOTAroM 6 MicALiB
nicnsa 3aTBepkKeHHs.
25. | BIMATONP | bimatopr | 6imaton | SO1lE Kpanni oyHi, 0,3 dapmareH Ipeuis BMPOGHMLTBO Bonrapi BHECEHHS 3MiH 0 peecTpaLiiHnX 3a He UA/18300/01/01
OCT-COHA | ost poct EO3 Mmr/mn; no 3 Mny C.A. Hepo3dhacoBaHoro A martepianis: 3MiHu | Tuny - peuyenm | nionse
dhNaKoHi- nikapcbkoro 3acoby, AfMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BMK oM ae

KpanenbHu; no 1
hNakoHy-
KpanenbHuui y
KapTOHHI Kopo6Lyi

nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib AKOCTi Ta
BUMYCK CepiiA:
BankaHtapma-
Pasrpag AL

nikapcbkoro 3acoby.
3MiHa Ha3BM NiKapCbKoro 3acoby.
3ATBEPKEHO: BIMATOMPOCT-
SAPMATEH (BIMATOPROST-
PHARMATHEN).
3AMNPOMNOHOBAHO:
BIMATOIMPOCT-COHA
(BIMATOPROST-SONA). BBefieHHsi
3MiH NnpoTarom 6 micsauiB nicns
3aTBepMKEHHA. SMiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHNYOI AiNbHUL (BKNOYa0UN
AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro slikapCbkoro
3aco6y, AinbHULI 4119 NpoBeAEHHS
nakyBaHHs!, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepil,
MicLie NpOBEAEHHSA KOHTPOSIIO cepil)
ab0 nocTavyasibHMKa BUXiAHOrO

marepiany, peareHTy abo AONOMKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE).

BunyyeHHs BupobHuka dapmareH
C.A., I'peuisa (Pharmathen S.A.

Greece) BignoBiga/ibHOro 3a BTOPUHHE
nakyBaHHs, KOHTPO/Ib SIKOCTi Ta BUMYCK

cepii, BAPOOHUK, LLLO 3a/IMLLAETHLCA
BWKOHYE Ti X pyHKLUi, L1O I
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
BUyYeHUIA. 3MiHN BHECEHO B
IHCTpYyKLUil0 415 MeauyHOro
3aCTOCyBaHHA B PO34isin "BMPOBHUK"
Ta "Micue3HaxomKeHHs BUPOOHMKa Ta
agpeca MicLsA NpoBaXEHHS oro
LOiSNbHOCTI" y 3B'A3KY 3 BUSTYYEHHSIM
OfIHOTO 3 BUPOGHWKIB 3 BiANOBIAHUMY
3MiHaMK B TEKCTi MapKyBaHHS
ynakoBOK. BBefileHHs 3MiH NpoTArom 6
MiCALIB MiC/1SA 3aTBEPKEHHS.
26. | BICcONPON | bisoprol 6iconpo CO7A Tabnetkv no 5 mr; AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/3214/01/01
® ol ny BO7 10 TabneTtoKy "®Papmak” marepianis: 3MiHu | TUNy - 3MiHK 3 peyenm
ymapa 6nicTepi; no 2, 3 abo sKocTi. CepTudoikaT BignoBigHOCTI/lE- om

T

5 6nicTepiB y nayui

cepTuduikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHs
HoBOro abo OHOBMIEHOro cepTudikara
BiAANOBIAHOCTI 260 BUNYyYEHHSA
cepTugikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ansa BuxigHoro
mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWiA cepTUdikar Bif yxe
3aTBepKEHOro BUPo6HUKa - MogaHHA
OHOBJIEHOTO cepTudikaTy
BiNOBIgHOCTI E€Bponelicbkilt
tpapmakonei Ne CEP 2009-044 Rev 02
(3aTBepmxeHo: R1-CEP 2009-044-Rev
01) ana gitoyoi peyosuHM Bisoprolol
fumarate Big, BXe 3aTBEpAKEHOrO
BMpo6Huka MOEHS CATALANA S.L.,
IcnaHis. 3MiHu | TUNY - 3MiHKM 3 SKOCTI.
A®I. KoHTposnib A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneundikayisx Ha Adl, abo
BUXi4HVIA/NPOMIXHWIA
npoayKT/peareHT, LWo
BUKOPWCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumgikaLii HOBUM NMOKa3HUKOM
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
AKOCTI Ta BiAMNOBIAHMM METOA0M

BMNPOO6YBaHHS) - [loNOBHEHHS
cneundikaLii ansa AitoyHoi pevoBUHU
Bisoprolol fumarate HoBuM
NOKa3HMKOM SIKOCTi «Pymaposa
Kucnota» Big 14,8% po 15,4% Ta
MeToA0M BUNPOGYBaHHS (EP, APY,
2.2.20) BignoBigHO 40 BUMOT
BUPOGHMKA. 3MiHK | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
mMeToAax BUNpobyBaHHs AD| abo
BMXiAHOro MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP| (HE3HAUHI 3MIHK Y
3aTBEPKEHUX MEeTOoAax
BUNpoGyBaHHS) - He3HauHi 3MiHn y
3aTBEPAKEHNX METOAAX
BMNPOBYBaHHA A4/15 AiH040i PEYOBUHM
Bisoprolol fumarate Bupo6HuuTBa
MOEHS CATALANA S.L., IcnaHisi 3a
nokKasHUKoM «CynpoBigHi AOMILLKW», a
came BUy4eHo nocunaHHa Ha C3.
IHchopMaLis WoA0 AKOCTi CTaH4apTHUX
3paskiB, LLLO BUKOPUCTOBYHOTLCS MpH
aHanisi cybcTaHuii HaBeeHa B po3aini
3.2.S.5 CtaHaapTHi 3pasku abo
npenapaty peecTpauiiniHoro 4OoChE;
[0[laHO NocuaHHa Ha €E*,. 3MiHn |
TMny - 3MiHK 3 AKOCTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €Bponechbkili
thapmakonei/MoHorpadii. 3miHu,
noB'aA3aHi 3 HEOOXIAHICTIO NPVBEAEHHS
Y BigNoBigHICTb A0 MOHorpadii 4dY
abo Esponelicbkoi hapmakonei, abo
iHLWOT HaLioHanIbHOT thapmakonel
aepxasu €C (iHLWi 3MiHN) -
MpuBeneHHs cneunikaLii Ta
aHaNiTMYHOT MeTOAMKN ANA AitYol
peuoBuHM Bisoprolol fumarate
BMpo6HULUTBa MOEHS CATALANA
S.L., Icnanisa y BiANOBIAHICTL A0 BUMOT
MoHorpadii EP*, BuyyeHo chopmyny
po3paxyHKy Ta A0AaHO NOCUIaHHA Ha
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ITpojoBXeHHs fojaTKa 3
Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
EP*.
27. | BIcONPON | bisoprol 6iconpo CO7A Tabnetkv no 10 wmr; AT YkpaiHa AT "dapmax" YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHuX 3a UA/3214/01/02
® ol ny BO7 10 TabneTtoKy "dapmak” marepianis: 3miHu | TUny - 3MiHK 3 peyenm
ymapa 6nicTepi; no 2, 3 abo sKocTi. CepTudoikat BignosigHOCTI/lE- om
T 5 6nicTepiB y nayui cepTuduikaT BiANOBIAHOCTI

€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHs
HoBOro abo OHOBMIEHOro cepTudikata
BiAANOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BignoBigHOCTI
€Bponelicbkiil hapmakonei: ans Adl;
Ansa BuxigHoro
mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWiA cepTUdikaT Bif yxe
3aTBepKEHOro BUPo6HUKa - MogaHHA
OHOBJIEHOTO cepTudikaTy
BiNOBIgHOCTI E€Bponelicbkilt
tpapmakonei Ne CEP 2009-044 Rev 02
(3aTBepmxeHo: R1-CEP 2009-044-Rev
01) ana gitoyoi peyosuHM Bisoprolol
fumarate Big, BXe 3aTBEpAKEHOrO
BMpo6Huka MOEHS CATALANA S.L.,
IcnaHis. 3MiHu | TUNY - 3MiHKM 3 SKOCTI.
A®I. KoHTposnib A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneuundikayisx Ha Adl, abo
BUXigHWA/NPOMIXHWIA
npoayKT/peareHT, LWo
BUKOPWCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta BignoBigHNM MeToA0M
BUMNPOOYBaHHS) - [loNOBHEHHS
cneumdikaLlii 415 Aito4oi peyoBUHM
Bisoprolol fumarate HoBum
NOKa3HMKOM SIKOCTi «Pymaposa
kucnota» Bif 14,8% pno 15,4% Tta
METOLOM BMNPOOYBaHHA (€D, AdY,
2.2.20) BignoBsigHO A0 BUMOr
BMPO6HMKA. 3MiHU | TUNY - 3MiHK 3
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3aco6y Hename | pe4osu

HmosaH HU
a

Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

akocTi. A®l. KoHTponb A®L. 3miHa y
mMeToJax BUNpobyBaHHs AD| abo
BMXiAHOro MaTepiany/npomikHOro

NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI

BMpo6HULUTBA AP| (HE3HAUHI 3MIHK Y

3aTBEPKEHUX MeToAax

BUNpoGYBaHHSA) - He3HauHi 3MiHn y

3aTBEPMKEHNX METOAAX

BMNPOBYBaHHA 415 AiH040i PEYOBUHM
Bisoprolol fumarate Bupo6HuuTBa

MOEHS CATALANA S.L., IcnaHis 3a

noKasHUKoM «CynpoBifHi AOMILLKM», a
came BUy4eHo nocunaHHa Ha C3.
IHchopMaLis WoA0 AKOCTi CTaH4apTHUX
3paskiB, LLLO BUKOPUCTOBYHOTLCS MpH
aHanisi cybcTaHuii HaBeeHa B po3aini
3.2.S.5 CtaHaapTHi 3pasku abo
npenapaty peecTpauiiniHoro 4OoChE;

[0[laHO NocuiaHHa Ha €EP*, 3MiHn |

TMny - 3MiHK 3 AKOCTi. CepTudikat

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€Bponechbkili
thapmakonei/MoHorpadii. 3miHu,
noB'aA3aHi 3 HEOOXIAHICTIO NPVBEAEHHS

Y BigNoBigHICTb A0 MOHorpadii Y

abo Esponelicbkoi hapmakonei, abo
iHLWOT HaLioHanIbHOT thapmakonel
aepxasu €C (iHLWi 3MiHN) -
MpuBeneHHs cneunikaLii Ta
aHaniTMYHOT METOAMKN ANA AitoYol
peuoBuHM Bisoprolol fumarate

BMpo6HULUTBa MOEHS CATALANA

S.L., Icnanisa y BiANOBIAHICTL A0 BUMOT

MoHorpadii EP*, BuyyeHo chopmyny

po3paxyHKy Ta A0AaHO NOCUNaHHA Ha
EP*,

28.

BICOMPON | bisoprol | 6iconpo
® ol ny
hymapa
T

CO7A
BO7

Tabnetkv no 2,5 wmr;
10 TabneTok y
6nicTepi; no 2, 3 abo
5 6nicTepiB y nayui

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | TUNy - 3MiHK 3
sKocTi. CepTudpikaT BignoBigHOCTI/lE-
cepTuduikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHs
HoBOro abo OHOBMIEHOro cepTudikaTa
BifANOBIAHOCTI 260 BUNYyYEHHS

3a
peyenm
om

UA/3214/01/03
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a

Ha3sa*

cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHULUTBI API; An1a ONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHWMKA - MogaHHsA
OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI E€Bponeiichkili
thapmaxonei Ne CEP 2009-044 Rev 02
(3atBepmxeHo: R1-CEP 2009-044-Rev
01) ana gitoyoi pevosuHu Bisoprolol
fumarate Big, BXe 3aTBEpAKEHOrO
BMpo6Huka MOEHS CATALANA S.L.,
IcnaHis. 3miHu | TMNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BWXi4HVIA/NPOMIXHWIA
NpoAyKT/peareHT, o
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumdikayii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M
BMNPOO6YBaHHS) - [loNOBHEHHS
cneundikaLii ansa AitoyHoi pevoBUHU
Bisoprolol fumarate HoBuM
NOKa3HMKOM SIKOCTi «Pymaposa
Kucnota» Big 14,8% po 15,4% Ta
MeToA0M BUNPOGYBaHHSA (EP, APY,
2.2.20) BignoBigHO 40 BUMOT
BUPOGHMKA. 3MiHK | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
mMeToAax BUNpobyBaHHs AD| abo
BMXiAHOro MaTepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULUTBA AP| (HE3HAUHI 3MIHK Y
3aTBEPMKEHNX MeTofax
BUNpoGYBaHHSA) - He3HauHi 3MiHn y
3aTBEPAKEHNX METOAAX
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BMNPOBYBaHHA A4/15 AiH040i PEYOBUHM
Bisoprolol fumarate Bupo6HuuTBa
MOEHS CATALANA S.L., IcnaHisi 3a
nokKasHUKoM «CynpoBigHi AOMILLKW», a
came BUy4eHo nocunaHHa Ha C3.
IHchopMaLis WoA0 AKOCTi CTaH4apTHUX
3paskiB, LLLO BUKOPUCTOBYHOTLCS Mpu
aHanisi cybcTaHuii HaBeeHa B po3aini
3.2.S.5 CtaHaapTHi 3pasku abo
npenapaty peecTpauiiniHoro 4oChE;
[0[laHO NocuaHHa Ha €E*,. 3MiHn |
My - 3MiHK 3 AKOCTI. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €Bponechbkili
thapmakonei/MoHorpadii. 3miHu,
noB'aA3aHi 3 HEOOXIAHICTIO NPVBEAEHHS
Y BigNoBigHICTb A0 MOHorpadii Y
abo Esponelicbkoi hapmakonei, abo
iHLWOT HaLioHanIbHOT thapmakonel
aepxasu €C (iHLWi 3MiHN) -
MpuBeneHHs cneunikaLii Ta
aHaniTMYHOT METOAMKN ANA AitoYol
peuoBuHM Bisoprolol fumarate
BMpo6HULUTBa MOEHS CATALANA
S.L., Icnanisa y BiANOBIAHICTL A0 BUMOT
MoHorpadii EP*, BuyyeHo chopmyny
po3paxyHKy Ta A0AaHO NOCUNaHHA Ha
EP*.

29.

BITYB®

isoniazid

i30Hia3mn
il

JO4AC
01

PO3YUH NS iH'EKLN,
100 mr/mn; no 5 mn
B amnyni; no 5
amnys1 y KOHTYpHii
YapyHKOBIl
ynakoBLii; no 2
KOHTYPHi YapyHKOBI
YyNakoBKMW B nauLli

TOB
"HOpisi-
Papm"

YKpaiHa

TOB "lOpis-Papm”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | TUNy - 3MiHK 3
SIKOCTi. [O0TOBWMIA Nikapcbkuii 3acib.
Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa po3mipy ynakoBKu roTOBOro
nNikapcbKoro 3acoby (BUyYeHHS
yNakoBKW NEeBHOI0 Po3mipy))
BU/TYYEHHS YNaKOBOK NEBHOTO
po3mipy, a came no 5 mn y dhiakoHax
no 10 a6o 30 ¢pnakoHis B nauLi -
Litoya pepgakuis - Mo 5 M y donakoHn
3aKynopeHi Npobkamn ryMoBMMmn Ta
OBTUCHYTI KOBNavykamu antoMiHIEBUMM
abo KoBnaykamu asloMiHieBO-
nnactmkosumu. Mo 10 a6o 30
(h/1aKOHIB 3 IHCTPYKLEK 3 MEANYHOIO

3a
peyenm
om

He
nionsie
ae

UA/13377/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

3acTocyBaHHs y nauui. Mauku
NoMILLalOTb Y KApPTOHHI Awmku. Mo 5
M1 amnysn cknsaHi. Mo 5 amnyn 'y
KOHTYPHIli KOMipYacTiil ynakosL,i, no 2
KOMipyacTi ynakoBK/ 3 IHCTPYKLI€EIO 3
MeAMYHOro 3acTOCYBaHHS B nav.
Maykn nomiwatTb y KAPTOHHI ALLVKN.
Ha dhnakoHn Ta ALWMKN HakneTb
eTUKETKN caMokeliku. [lonyckaeTbca
HaHeCeHHs! TEKCTY Ha NePBUHHY
ynakoBky. [lonyckaeTbCsA HAHECEHHS
Ha hnakoH, amnyny Ta eTUKeTKy-
caMOK/IeikKy efleMeHTIB 3axXuCTy.
MponoHoBaHa pegakuis
Mo 5 mn B amnynax cknaHux. Mo 5
amnyn y KOHTYPHIi YapyHKOBIl
YNaKoBLj, MO 2 KOHTYPHi YapyHKOBI
yNakoBKM 3 IHCTPYKLiEl0 3 Mean4HOro
3acTocyBaHHs B nayui. Mayku
noMmiLLaloTh B ALLVKN KapTOHHI. Ha
ALLMKM HAKeTb caMokeuy
eTUKeTKy.
JonyckaeTbCsi HAHECEHHS Ha amnyny
Ta CaMOK/1eloUy eTUKETKY efleMeHTIB
3axmCTy. 3MiHVM BHECEHO B iHCTPYKL,iIO
AN MeAnYyHOro 3acTocyBaHHs
niKapcbKoro 3acoby y po3ain
"YnakoBka" y 3B'A3Ky 3 BUSTyHEHHAM
NeBHOro PO3Mipy ynakoBku, K
HacnifokK - BUTyYEHHS TEKCTY
MapKyBaHHS BifMoBigHOT yNakoBKu.
3MiHN BHECEHO B KOPOTKY
XapakTepucTuky y po3sain "6.5. Tun ta
BMICT MEPBVHHOI yNakoBKu".
BBE/I€HHS 3MiH MPOTSAroM 6-Tu MicsLiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). 3MiHK
BHECEHO B TEKCT MapKyBaHHS
BTOPUHHOI YNakoBKM NikapCbKoro
3acoby y nyHktn 7, 8, 11, 13, 17 Ta B
TEKCT MapKyBaHHSA NepBUHHOT
ynaKkoBKM y MyHKTK 8, 13, 17.
BBE/I€HHS 3MiH MPOTSAroM 6-Tu MicsLiB
nicns 3aTBepKEeHHS.
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
30. | BIEMAPEH - KncnoT G04B TabneTky Wwunydi; no Ecnapma Himeuun NabopaTopioc Icnanis BHECEHHS 3MiH 40 peecTpaLiiHNX 6e3 UA/9419/01/01
® JIIMOHH C 20 wmny4mx M6X Ha MepgikameHTOC marepianis: 3miHu | Tuny - 3miHK 3 peyenm
a Tabnetoky IHTepHacboHanec, AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. a
6e3B0aH noninponineHoBomy C.A. KOHTpO/b fOMOMDKHUX PEHOBUWH (iHLUi
a; KOHTeliHepi; no 4 3MiHW) -BUTYYEHHS KOHTPO/IIO BTpaTK
TpuHaTpi ab6o 5 KoHTelHepiB y Macu Npu BUCYLLYBaHHI ANs
10 KapTOHHiIn KopooL,i L0NOMDKHOT peyoBUHA
unTpar pasom 3 «ApoMaTn3aTop IMMOHHUIA.
6e3B0aH iHAMKaTOPHUM
nia; nanepom i
Kanito KOHTPO/IbHUM
rigpokap KaneHgapem
6oHat
31. | BPIMIKA® Formote | axknignHi | RO3AL | nopoluok ans BEP/IH- Himeuun IHoacTpiac IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/17683/01/01
D)KEHYEWP | rol and 10 05 iHransauii 340 mkr/12 XEMI AT Ha dapmaceyTikac marepianis: 3miHu | TUny - 3MiHK 3 peyenm
® aclidiniu | 6pomig; MKr; no 60 go3 Anwmipan C.A. AKOCTi. A®I. KoHTponb AdI (iHwwi om
m copmoT NOPOLLKY B 3MiHK) - BHECEHHS 3MiH A0 po3ainy
bromide | epony iHranaTopi; no 1 aéo 3.2.S.5. a came: OHOB/IEHHSI ONUCY
ymapa no 3 iHrasiATopn B eTa/IoHHOoro ctaHaapTy 3-(R)-
Y aloMiHiEBOMY Quinuclidinol Glycolate 3 «TBepawii
avrigpat naMiHoBaHoOMy MOPOLLIOK Bif, POXEBOro 0

nakeTi KOXXeH pa3om
i3 nakeTuKom 3
ocyllyBayem B
KOpOO6Li 3 KAPTOHY

KOPUYHEBOIO KOJIbOPY» Ha «TBepauii
MOPOLLIOK, Big, 6i710ro O poXeBoro
KONbOpPY» Ta BUNPAaBEHHA HE3HAYHOT
LpYyKapcbKoi NOMUAKA. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3MmiHa y napameTpax cneuudikawii
Ta/abo gonyCcTUMUX MEX, BUSHAUYEHNX
y cneyudikauisix Ha Adl, abo
BUXIAHUA/NPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYIOTbCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYYEHHS
He3HaYHOro MokKasHuKa siKoCTi
(Hanpuknag BUyYeHHs 3acTapiforo
nokasHuka)) - BunyyeHHst nokasHuka
AKOCTI «Badkki meTanm» 3i
cneuudikaLii gito4oi peyoBUHU
akniguHito 6pomigy.
3MiHu | TMRY - 3MiHK 3 AKOCTI.
CepTudoikat BignosigHocTi/l'E-
cepTtudikaT BifnoBIgHOCTI
€Bponencokiin
thapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOBXIAHICTIO NPUBEAEHHS
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

y BifnoBigHiCTb [0 MoHorpadii AdPY
abo Esponelicbkoi hapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei
Aepxasun €C (3miHa y cneuudikauisx,
nos'sizaHa 3i amiHamu B J®Y, a6o
€Bponeiicbkiin hapmakonei, abo iHLwii
HauioHaNbHIN hapmakonei gepxasu
€C) - MNpuBeAeHHS BUMOT
cneuungikauii A®I choopmoTeposny
dhymapaTy gurigpart y BifnoBigHICTb
[0 YMHHOT Bepcii MoHorpadpii Ne 1724
(«chopmoTepony tymapary avrigpar»)
€sponelicbkoi hapmakonei (Ph. Eur.).
3MmiHu | TURY - 3MiHK 3 gKocTi. AdI.
Bupo6HMLTBO. 3MiHA BUPOGHMKa
BWXi4HOro/MpoMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPOGHMKaA
(Bkntovaroun, ge HeobxigHo, Micue
npoBeAeHHs KOHTPOSo AkocTi) APl (3a
BifACYTHOCTI cepTudikara
BiANOBIAHOCTI E€Bponechbkili
chapmakonei y 3aTBepKeHOMY [0ChE)
(3MiHM o 3axopis, MOB'A3AHUX 3
KoHTponiem A®l, abo foaaBaHHs
LOinbHULI, Ae NPOBOAUTLCA
KOHTPO/Ib/BUNPOBYBaHHA cepil) -
JoaaBaHHs AinbHUui Lusochimica
S.p.A., Via Giotto, 9, 23871 Lomagna,
Italy, wo BignoBiganbHa 3a KOHTPO/b
SIKOCTi Ta AOCNIAKEHHS cTabiNbHOCTI
(thizuko-ximiyHi) ans opmoTtepony
ymapaTty gurigpaty. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudpikar
BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
BMPOGHMLTBI API; ANS 4ONOMIKHOI
peyoBuHM (cepTudikat BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei) - Howi
cepTudikaT Bif HOBOro BUPOGHYMKa
(3amiHa abo [OMOBHEHHS)-
MogaHHA HOBOro cepTudikaTy
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei CEP 2011-262 Rev 02
onsa A®l choopmoTtepony cymapaty
avrigparty Bif, HOBOro BMPOGHMKa
Lusochimica S.p.A., ltaly.
32. | BYCTPUKC | Pertussi | audptepi | JO7AJ | cycneHsia ans FnakcoCwmi | Benuka nakcoCmiTKNAiiH ®paHuisa BHECEHHSA 3MiH 10 peecTpaLiiHnx 3a UA/14955/01/01
KOMBIHOB | s, AHWI 52 iH'ekuin, 0,5 TKnanH BpuTaHi Bionogxikans, / martepianis: 3miHu | Tuny - peuyenm
AHA purified aHaToKc Mn/po3y; no 1 nosiy Ekcnopt A PpaHuin Benbrisa AAMiHICTpaTVBHI 3MiHW. BuyyeHHs oM
BAKUMHA antigen, uH (D)% nonepegHL0 Nimiten (PopmyBaHHs, BMPOGHUYOI AiNbHUL (BKNOYaOUN
ansa combina | npaBueB HaMnoBHEHOMY HaMoOBHEHHS B LinbHULi gns APl NnpoMibKHOTo
MPO®INAK | tions nia wnpwui; no 1 nonepeaHL0 npoAaykTy abo roToBOro /likapCbKoro
TUKN with aHaTokc nonepegHL0 HarnoBHEHiI LWNpuL, 3acoby, AinbHULI 4719 NpoBeAEeHHSA
ONDTEPII, toxoids nH (T)Y HaMnoBHEHOMY MapKyBaHHS Ta nakyBaHHs1, BUPOOHUKa,
NPABLA, Bordetell LINPULY Y KOMNNEKTI nakyBaHHs1, KOHTPO/1b BiANOBIAA/ILHOIO 3a BUNYCK Cepil,
KALLJTFOKY a pertus 3 1BOMAa rosikamu B AKOCTI); MicLie NpOBEAEHHSA KOHTPOSIIO cepil)
(ALENONA SIS Kawn naacTMKoOBOMY nakcoCwmiTKnsiiH ab0 nocTavyasibHMKa BUXIAHOTO
PHNA IOKOBI KOHTelHepi; no 1 Bionogxikans C.A., marepiany, peareHTy abo AONOMiXHOT
KOMIMNOHE aHTureH KOHTEWHepy y Benbris (HanoBHeHHS PEYOBUHY (AKLLO 3a3HAYEHO Y [1OCLE) -
HT) n: KapTOHHiIn kKopooL,i B nonepegHLo BunyyeHHs1 BUpo6bHuka «GSK
(AACOPBO KaLLsoK HanoBHEeHI LWnpuLi, Vaccines GmbH», Map6ypr,
BAHA, 3I oBWiA MapKyBaHHA Ta HimeuuunHa, Ansa fitounx peyosuH
SMEHLUEH aHaToKC nakyBaHHs1, KOHTPO/1b andgptepiiHnii aHaTokeuH (Diphtheria
nm uH (PT)Y; AKOCTI); Toxoid, DT) Ta npaBLeBUiA aHaTOKCUH
BMICTOM hiname nakcoCmiTKNAiiH (Tetanus Toxoid, TT), a Takox
AHTUTEHIB HTO3HWI Bionogxikans C.A., NMPOMIXXHOroO NMPOAYKTY aAcop6oBaHui
) remarso Benbrist (KoHTponb KOHLeHTpaT AudTepiiiHoro Ta
TUHIH (F SAKOCTI, BUNYCK cepil) npasuesoro aHaTtokcuHis (Diphtheria
HA)Y; and tetanus adsorbed concentrate,
neprakT DTcc).
1H (PRN
)1
ladcop6
osaHull
Ha
aMmoMiHi
0
2iopokcu
0i

(AI(OH);
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
) ma
a1oMIHI
10
¢hocepa
mi
(AIPO.,)
33. | BABICMO faricima | dpapyum | SO1LA | po3umH ans iv'ekuiin, | TOB "Pow | YkpaiHa Bupo6HMLTBO Lseliya BHECEHHS 3MiH 40 peeCcTpaLiiHNX 3a UA/20151/01/01
b Mab 09 120 mr/mn; no 0,24 YkpaiHa" nikapcbKoro 3acoby pis MaTepianis: 3miHu Il TUny - 3MiHu 3 peyenm
Mn (28,8 mr) y (BKHOYAIOUM akocTi. A®I. MpoekTHWI NpocTip Ta oM
chnakoHi; pasoBa HanoBHEHHSI/NEPBVHHE nicnsipeecTpauiiHnii NPOTOKON
no3a 0,05 mn (6 mr), nakyBaHHs), ynpas/iHHA 3MiHaMW. BHECEeHHSA 3MiH Y
no 1 donakoHy y BMNPOBYBaHHSA nicnspeecTpavyjiiiHnii NpoToKon
KOMMEKTi 3 FONKOH KOHTPO/IIO B NMPOLECI ynpaB/iiHHA 3MiHaMmu gns APl -
3 oiNbTPOM, BMPOOHMLTBA, BnpoBagpkeHHs NpoTOKoy
ynaKoBaHoto B BMNPOBYBaHHSA ynpas/iHHA 3MiHaMu nicns
6nicTep y KapTOHHIl KOHTPOJIO SIKOCTi Npu 3aTtBepaxeHHs (PACMP) 3 meTot0
Kopo6L BUMYyCKy Ta [ofaBaHHA albTePHATUBHOIO MeToay
cTabinbHOCTI, Kpim ifeHTudikauii nig yac BunpobysaHb Ha
MiIKPOCKOMNI4YHOro BUMYCK — NENTWUAHOrO KapTyBaHHSA 3
MeToAy BU3HAYEHHS BUKOpYCTaHHAM Lys-C Ta mac-
4acTokK, 36epiraHHs cnekTtpomeTpuyHoro (MC)
NiKapcbKoro 3acooy, [OEeTEKTyBaHHS 4151 aKTUBHOTMO
BTOPVHHE MakKyBaHHS, thapMaLeBTUYHOrO iHrpegieHTa Ta
BWMNYCK rOTOBOrO NPOMDKHUX aHTUTIA. 3MiHw Il TNy -
NiKapcbKoro 3acoby: 3MiHuM 3 SIKOCTi. [0TOBWMIA NikapCbKni
. XohdpmaHH-/15 Polu 3aci6. MpoekTHWiA npocTip Ta
NiTp, Wseliuapis; nicnsipeecTpauiiHnii npoTokon
Bunpo6yBaHHs ynpaBAiHHA 3MiHaMW. BHECEHHST 3MiH
KOHTPOJI0 AKOCTi Npu nicnsa 3aTBepkKeHHs NPOTOKOsY
BUMYyCKy Ta ynpasAiHHA 3MiHaMK /151 FOTOBOTO
CTabiNIbHOCTI TiNbKM nikapcbKoro 3acoby - BnpoBagKeHHs
0151 MiKPOCKOMiYHOro NPOTOKO/Y YNpaBs/liHHA 3MiHaMu nicns
MeToAy BU3HAUYEHHA 3areepmxeHHss (PACMP) 3 meToto
yacTtok: Coniac AT, [oJaBaHHA a/ibTePHATUBHOIO MeTo4y
LLiBeiiuapis iaeHTVgiKaLii roToBoT NpoayKuii npu it
BUMNYCKY — NENTUAHOIO KapTyBaHHS
Lys-C 3 MC- feTeKTyBaHHSAM.
34. | BAPIIPUK Varicella | »xwBuii JO7BK | niodpinizar gns nakcoCwmi | Benuka nakcoCmiTKnsiAH PpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHnX 3a UA/15966/01/01
c™| , live ateHyiio | 01 PO34MHY ANS iH'eKLil TKNAiAH Bputani Bionopxikans C.A., / marepianis: 3miHu | TUny - 3miHK 3 peyenm
VARILRIX™ | attenuat | BaHuii no 1 gosi; 1 donakoH Ekcnopt A Benebris (Bunyck cepii | Benbris/ AKOCTI. [0TOBWIA Nikapcbknii 3acib. oM
BAKUVHA ed Bipyc 3 niodpinizatom Ta 1 Nimiten roTOBOrO NPOAYKTY, Cnonyy KOHTPO/1b rOTOBOrO NiKapcbKoro
ana BITPSAHOI amnyna 3 BUMYyCK cepil eHi 3acoby. 3miHa napameTpis
MPO®DINAK BiCcnM PO34YMHHKKOM (BOAA PO34YMHHKKA B LWTatn cneumdikauin Ta/abo gonycTUMmx
TUKN (wtam ONs iH'eKUi) B amnynax ta Amepuk MeX r0TOBOr0 NiKapCbKoro 3acoby
BITPAHOI OKA)* Nna1acTMKOBOMY Lwnpuuax); " (BUTyYEHHS HE3HAYHOIO NOKa3HUKa
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
BICn lompum KOHTeliHepi B (Hanpuknag, 3actapifioro NokasHvika,
XXUBA aHul KapTOHHI kopobuy; "nakcoCmiTKnsiiH TaKoro sk 3anax Ta cmak, abo
ATEHYINOB Wi/ISIXOM 1 donakoH 3 Bionopxikans, ifeHTuikalisa 6apBHUKIB UM CMAKOBUX
AHA PO3MHO niogpinizatom Ta 1 ®paHuis (MapkyBaHHS [06aBoK))- 3miHn fo cneumdikayii Ha
JKEHHS1 8 nonepeaHL0 Ta nakyBaHHs PO34YMHHYKK (BOAa ANA iH'eKUiR) , a
ounsoid HanoBHEeHUIA WnpuLy PO34MHHVKA B came BWUNyYEHHS NOKa3HUKa
HUX 3 PO3YMHHMKOM amnynax. MapkyBaHHs "KncnoTHicTb abo nyxHicTb". TepMiH
KaimuHa (Bofa Ans iH'exuii) y Ta nakyBaHHs BBE/EHHS 3MiH- NPOTArom 6-Tu MicALiB
X KOMN/eKTi 3 ABOMa PO34MHHVKA B nicns 3aTBepmKeHHs. 3MiHn | Tuny -
JIIOOUHU rofikamu B wnpuuax. 3MiHM 3 aKoCTi. [O0TOBWIA NiKapCbKuii
(MRC-5) nnacTVKoBOMy MapkyBaHHs Ta 3aci6. KoHTpoib roTOBOro Nikapcbkoro

KOHTEliHepi B
KapTOHHIi kopobuy;
100 chnakoHiB 3
niocpinizatom Ta 100
amnyn 3
PO34MHHKKOM (BOAA
Ons iH'ekuin) (8
YapyHKOBIl
yMakKoBLji) B OKpeMUX
KapTOHHMX KOpo6Kax

nakyBaHHA roToBOro
NPOAYKTY);

nakcoCmiTKnsiiH
Bionogxikans C.A.,
Benbria (MapkyBaHHS
Ta nakyBaHHs
PO3UYMHHYKA B
amnysax, KOHTpOsb
AIKOCTi PO3YMHHMKA B
amnysax, MapKyBaHHs
Ta nakyBaHHs
PO34YMHHIKA B
Lnpuuax, KOHTPosb
AKOCTI PO3YMHHKKA B
LwinpuLax, NpoBeAeHHs
KOHTPOJTH0 SIKOCTI
BaKLHWN, MapKyBaHHs
i NaKyBaHHs roTOBOro

npoaykTy);

Kopikca KopnopeiiH
n6a MakcoCMiTKnanH
BakuwnHs, CnonyuyeHi
Ltatn Amepukun
(PopmyBaHHs
BaKLMHW, HANOBHEHHSA
Ta niodpinizavis
BaKLHK);

dinia PapmachboTidi
C.n.A., lITania
(PopmyBaHHS,
HanoBHEHWS,

3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonyctummx
MeX roTOBOrO JliKapCbKOro 3acoby
(BMNYyYEHHSI HE3HAYHOTO NOKa3HKKa
(Hanpviknag, 3acTapifioro nokasHuka,
TaKoro sk 3anax Ta cmak, abo
ifeHTuikauis 6apBHUKIB UM CMAKOBUX
[06aBoK)) - 3MiHM o cneuudikauii Ha
PO34YMHHYK (BOAA ANA iH'eKUiR) , a
came BWUNyYEHHS NOKa3HUKa
"Xnopugn". TepmiH BBEEHHS 3MiH-
npoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHN | TNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuit 3acib.
KOHTpPO/1b rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonyctumMmx
MeX roTOBOrO JliKapCbKOro 3acoby
(BMNYyYEHHSI HE3HAYHOTO NOKa3HKKa
(Hanpviknag, 3acTapifioro nokasHuka,
TaKoro sk 3anax Ta cmak, abo
ifeHTuikalis 6apBHUKIB UM CMAKOBUX
[06aBoK)) - 3MiHM Ao cneundikauii Ha
pO34nHHYKK (BoZa ANs iH'EKL), a came
BU/TyYEHHS nokasHuka "CynbgaTn'.
TepMmiH BBEEHHS 3MiH- NPOTATrOM 6-Tu
MicSLB MicnsA 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX FOTOBOTO
NikapcbKoro 3acoby (BUy4YeHHs
He3Ha4yHoro nokasHuka (Hanpuknag
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
niocpinizavis BakLMHM, 3acTapifioro NokasHmKa, Takoro siK

BMPOGHMLTBO
PO34YMHHIKA B
amnynax, MapkyBaHHs
Ta nakyBaHHs
PO34YMHHIKA B
amnynax, KOHTpo/b
AKOCTI PO3YMHHKKA B
amnynax (3a BUHATKOM
TecTiB PO3YMHHICTb Ta
laeHTudikauisa
HaTpito);

fencbapm Typ,
PpaHuin
(BupobHuuTteo
PO34MHHVKA B
amnynax, MapkyBaHHs
Ta nakyBaHHs
PO34MHHVKA B
amnynax, KOHTpo/b
AKOCTI PO3YMHHMKA B
amnynax);

KataneHTt Bengxiym,
Benbris
(Brpo6HULTBO
PO34YMHHVKA B
LUNpYLUax, KOHTPOSb
AKOCTi PO3YMHHUKA B
Lwnpuuax);

AcneH Hotp-Aam-[e-
BoHaBinb, PpaHuisn
(BupobHuuTteo
PO34MHHVKA B
LUNpYLUax, KOHTPOSb
AKOCTi PO3YMHHMKA B
wnpuLax)

3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKOBUX 406aBOK)) -
3MiHn fo cneymdikauii Ha PO3UYNHHUK
(BoZa Ans iH'eKuiit), a came
BU/TyYEHHS nokasHuka "Coni aMoHito".
TepMmiH BBEEHHS 3MiH- NPOTArOM 6-Tu
MicSLIB MicnsA 3aTBEpKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX FOTOBOTO
nNikapcbKoro 3acoby (BUyYeHHs
He3Ha4yHOro nokasHuka (Hanpuknag
3acTapifioro NokasHmKa, Takoro siK
3anax Ta cMak, abo igeHTudikauis
6apBHYUKIB YN CMakKoBUX A06aBOK)).
3MiHn fo cneymdikauii Ha PO3UYNHHUK
(BoZa Ans iH'eKuiin), a came
BU/TyYEHHS MOKasHKKa "Kanbuiin Ta
MarHii". TepmiH BBE4EHHS 3MiH-
npoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHN | TNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuit 3acib.
3MiHM Yy BUPOGHULTBI. 3MiHK
BMNPO6YyBaHb a60 AONYCTUMUX MEX,
BCTaHOBNEHUX Y cneuudikaisx, nig,
yac BMPOGHMLITBA FOTOBOTO
niKapcbKoro 3acoby (BUIyYEHHS
HeCcyTTEBOro BUNpobyBaHHA B NMPOLECi
BMPOGHULITBA) - BuganeHHs
He3Ha4yHoro napameTpy, a came
nokasHuka "Hitpatn" B npoueci
BMPOGHMNYOTO MOHITOPYHTY B
pPO3noAiNbHOMY KOHTYpI BOAU ANs
iH'ekuin ("WFI loop level"). TepmiH
BBE/EHHS 3MiH- NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHNA.3MiHK | Tvny -
3MiHN 3 aKoCTi. [O0TOBWIA NiKapCbKuii
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHN
BMNPO6YBaHb a60 AONYCTUMUX MEX,
BCTaHOBNEHUX Y cneuudikauisx, nig,
yac BMPOGHMLITBA FOTOBOTO

NiKapcbKoro 3acoby (BUyYeHHs
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

HeCcyTTEBOro BUNpobyBaHHA B NMPOLECi
BMPOGHULTBA)-BrnaaneHHs
He3HayHoro napameTpy, a came
nokasHuka "Hitpatn" B npoueci
BMPOGHNYOr0 MOHITOPUHIY npu QD
("Quality Decision tests performed
during WFI formulation") gns "bulk"
BOAW ANS iH'eKLi. TepmiH BBEAEHHS
3MiH- NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
3MiHW Y BUPOOHULTBI. 3MiHU
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig,
yac BUPOGHMLTBA FOTOBOTO
nNikapcbKoro 3acoby (iHLWi 3MiHM) -
NasIeHHA He3HaYHOro napameTpy, a
came nokasHuka "Hitpatn" B
PYTUHHOMY MOHITOPWHIY BUPOGHNYOTO
npouecy B po3nofi/lbHOMY KOHTYpI
BOAM ANs iH'ekuiin ("WFI loop level").
TepMmiH BBEEHHS 3MiH- NPOTATrOM 6-Tu
MicSLIB MicnsA 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[LOMYyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikavisx, nig yac BUpobHULTBA
roTOBOrO /likapcbKoro 3acoby (iHLwi
3MiHK) - JlofaBaHHsA
He3apeecTpoBaHuX
BHYTPILLHbOTEXHOOTIYHNX
BMNPOBYBaHb, MPeACTaBNeHUX Ha
canti Catalent gns "bulk" Bogn ons
iH'EKLLR.

TepMiH BBEEHHS 3MiH- NPOTArom 6-Tu
MiCALIB MiCN1SA 3aTBEPLKEHHS.

35.

BUAAHON
®

tranexa
mic acid

TpaHeKCc
amMmoBa
Kuncnorta

BO2A
A02

TabneTkn, BKpUTI
060/10HKO0, No 500
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 6nictepis y
KapTOHHIl ynakoBLii

TOB
"KYCyMm"

YKpaiHa

BVMPOGHMLTBO,
NepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS,

KOHTPO/b SIKOCTI,
BUNYCK cepii abo
BMPOBHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP

IHais/
YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: yTOYHEHHSA
peecTpauiiiHoi npoueaypy B Hakasi
MOS3 Ykpainu Ne 1583 Bipg,
14.10.2026 -3MiHu | TUNY - 3MiHK
oo 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby,

3a
peyenm
om

UA/14215/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
MBT NTA, IHgis; TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans

BTOPUHHE NaKyBaHHA,

BMNYyCK cepii 3
npoaykuii in bulk:
TOB «KYCYM»,

YKpaiHa,;
KOHTPO/Ib SIKOCTI:
TOB «KYCYM»,

YkpaiHa

MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

JocnifmkeHb 3 6e3nekn 3acToCyBaHHs

niKkapcbkoro 3acoby B
nicnsapeecTpavuinHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negjarpnuHux gocnigxeHs (PIP)
(3MiHY Y3rO[pKEHO 3 KOMMNETEHTHNUM
YNOBHOB&XXEHUM OpraHom) - 3miHu

BHECEHO 0 IHCTPYKLiT 4719 MeANYHOro

3aCTOCyBaHHS NiKapcbKoro 3acoby Ao

po3ainy "Mo6iyHi peakyii" woao
6e3nekn 3acTocyBaHHs fitouol
PEeyOoBVHM TpaHeKkcaMoBa K1ucioTa
BiANOBIAHO A0 pekomeHAaaLiin PRAC.
BBefeHHs 3MiH npoTarom 12 micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
3asBHMKa (BNacHvka peecTtpauiiiHoro
NoCBiYEHHS) - 3MiHa HaliMEHyBaHHS
3asBHVKa (Bf1acHMKa peecTpauiiiHoro
noceigyeHHs), 6e3 3MiHW pUaNYHOT
ocobu: 3aTBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",

YKpaiHa. 3MiH1 BHeceHo A0 IHCTpyKLi

[ONs MeAnYHOro 3acToCyBaHHSA
nNikapcbKoro 3acoby A0 po3gainy
"Bypo6HUK". 3aTBEpAXEHO: BUPOBHUK.
TOB «MMEOSAPM NTO».
3anponoHoBaHo: Bupo6Huk. TOB
«KYCYM». Ta sk Hacnigok 3mMiHu Ao
TEKCTY MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby BeBeaeHHs 3MiH
npoTAarom 12-tu micsAuis nicns
3aTBepMKEHHS. 3MiHu | Tuny -
AZMiHIiCTpaTMBHI 3MiHWU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BkaYaun
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

AinbHULI BUNYCKy cepii abo micue
NPOBeEHHA KOHTPOJIO SKOCTI.
(gisnbHICTb, 3a SKy Bignosigae

BMPOGHMK/IMNOpTEp, BKIOYaUM

BUMYCK Cepiid) - 3MiHa HaliMeHyBaHHS
BMPO6HUKa, 6e3 3MiHV MicLs
BMPOGHMLTBA: 3aTBepakeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. 3MiH1 BHeceHo A0 IHCTpyKui
AN MeAnYyHOro 3acToCyBaHHsA
niKapcbKoro 3acoby Ao posainy
"Bnpo6HuK". 3aTBEpKEHO: BUPOGHUK.
TOB «MMEAPAPM NTO».
3anponoHoBaHo: Bupo6Huk. TOB
«KYCYM». Ta sk Hacnigok 3mMiHu o
TEKCTYy MapKyBaHHSA yNakoBKM
nikapcbKoro 3aco6y 3MiHM BHECEHO [0
IHCTPYKUIiT AN MeanyHoro
3aCTOCyBaHHSA NiKkapcbKoro 3acoby Ao
po3ziny "Micue3HaxomXeHHs
BMpO6HMKA Ta agpeca micusa
NPOBaKEHHS 0o AissibHOCTI". Ta K
HacnifoK 3MiHW [0 TEKCTY MapKyBaHHSA
yNaKoBKM NiKapCbKoro 3acoby Ao
BiANOBIAHMX po34iniB. BBeAEHHS 3MiH
npoTAarom 12-tu micsAuis nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
3MiHM Y BUPOBHULTBI. 3amiHa abo

BBE/EHHS 40AAaTKOBOI AifIbHUL

BMPOGHMLTBA [/151 YaCTWHN ab0 BCbOro
BMPOGHMYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHuus ans
BTOPVHHOIO MakKyBaHHS) - BBEAEHHS
[o4aTkoBOro Bupo6Huka TOB
«KYCYM», YKPAIHA 3a agpecoto
08039, YkpaiHa, KniBcbka 0bnacTb,
ByuaHcbkuii palioH, Makapiscbka
TepuTopiasibHa rpomaga, ceno
CesepuHiBka, Byn. [Mepemoru,
6yavHOK 2B, Lo 3gilicHioBaTUME
BTOPUHHE NakyBaHHS 3 MPOAYKL,i in
bulk, BUrotoBNeHoi BUpo6GHUKOM
KYCYM XEJNTXKEP MBT NTA4 /
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n/n

JliKapcbKoe2
0 3acoby

00Ha

a

MixHap Hassa

Hename pe4dosu
HmMosBaH HU

Ha3sa*

diroyoi

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep

peecmpayitiHo
20

nocsioYyeHHs

36.

BUOAHON

tranexa

TpaHekc

KUSUM HEALTHCARE PVT LTD, 3
MeTO ONTMMiI3aL,ii BUpobHULTBA
BBeneHHA 3MiH NpoTArom 12-tu
MicsLiB NicnsA 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMYCKY cepii Ta
KOHTPOJIH0 SAKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo JofaBaHHsA
OiNbHULI, Ha SIKI 34iACHI0ETLCSA
KOHTPO/b/BUNPOBYBaHHSA cepii) -
BBE/EeHHS 40AaTKOBOI AinbHuui TOB
«KYCYM» 3a agpecoto 02149,
YkpaiHa, M. Kuis, npocnekt Mukonmn
BaxaHa, 38, Ha Akili 34ilicHI0ETbCA
KOHTPO/Ib SAKOCTi BBEAEHHS 3MiH
npoTAarom 12-tu micsAuis nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BUNYCKY Cepii Ta KOHTPO/IIO AKOCTI
roToBOro Jlikapcbkoro 3acoby (3aMiHa
abo gofasBaHHs BUPOOHUKA, LLIO
BiAnoBifga€e 3a BBe3eHHs Ta/abo
BUNycK cepii) - He BkItovarouun
KOHTPO/b/BMNPOBYBaHHSA cepii -
BBEJIeHHA [0AaTKOBOro BUPOOHMKA
TOB «KYCYM», YKPAIHA 3a
agpecoto 08039, YkpaiHa, Kuiscbka
obnacTtb, ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasbHa rpoMaga,
ceno CesepuHiBka, Bys. lMepemoru,
6yavHOK 2B, Lo 34ilicHioBaTMMe
BUNYyCK cepii 3 npoaykuii in bulk,
BUrOTOB/IEHOI BUPO6HMKOM KYCYM
XENTXKEP MBT NTA / KUSUM
HEALTHCARE PVT LTD. BBegeHHs
3MiH npoTarom 12 micAuis nicns
3aTBEPMKEHHS.

®

mic acid

amoBa
Knucnorta

TabneTku, BKpUTI
060510HKO0, Mo 500
mr in bulk no 10

TOB
"KYCYyM"

TabneTok y 6ictepi;

YkpaiHa

KYCYM XE/TTXKEP
nBT NTL,

IHais

BHECEHHSA 3MiH 10 peecTpaLiiHnx
MaTepianiB: yTOUHEHHs
peecTpauiiiHoi npoueAypu B Hakasi

MO3 YkpaiHu Ne 1583 Big

UA/19694/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

no 150 6nictepiB y
KapTOHHI Kopo6Lyi

14.10.2026 - 3miHu | Tuny -
AZMiHIiCTpaTMBHI 3MiHWU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu

3asBHVKa (Bf1acHMKa peecTpauiiiHoro
NoCBiAYEHHS) - 3MiHa HaliMEHyBaHHS
3asBHUKa (BNacHNKa peecTpauiiioro
nocsigyeHHs), 6e3 3MiHW pPUINYHOT
ocobu: 3aTBepmkeHo: TOB
"TAEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. BBegeHHs 3miH npoTtsrom 12
MicAILiB NicNs 3aTBEPAKEHHS.

37.

BIArPA®

sildenafil

cungeHa
thiny
umTpar

G04B
EO3

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, N0 25
Mr; M0 4 TabneTkm y
6nicTepi; no 1
6nictepy B
KapTOHHiIn kopooL,i

Biatpic
CnewenTi
nnc

CLA

dapeBa Ambyas

dpaHuis

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHM [0 y3araslbHEHUX AaHuX Npo
cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnx npo cucTemy
hapmakoHarnagy, smiHa
yMNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOT ocobm 3
thapmakoHarnsgy 3assHuka gns
34iicCHEeHHSs hapmakoHarisgy B
YKpaiHi, AKL0 BOHa BiAgMiHHA Bif,
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
hapmakoHarnagy (Bkitovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MileHHI MacTep-goaiina cuctemm
thapmakoHarnagy) fditoya pegakuis: Dr
Eiko Soehlke. MNMponoHoBaHa pepakuis:
Andrea Oliva.
3MiHa KOHTaKTHUX faHnX
YNOBHOBaXEHOI 0CO6U 3asBHIIKA,
BigNoBiAa/IbHOI 3a hapMakoHarnsga.
3MiHa MicLie3HaxoKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34iCHEHHS1 OCHOBHOT
AiSIbHOCTI 3 chapmakoHarniagy.

3a
peyenm
om

UA/18004/01/01

38.

BIArPA®

sildenafil

cungeHa
iny
umTpar

G04B
EO3

TabneTku, BKpUTI
NNiBKOBOKO
06010HKot0, No 50
mr; no 1 a6o no 4

BiaTpic
CnewenTi
nnc

CLWA

dapesa Ambyas

®paHujsa

BHECEHHS 3MiH 1O peecTpaLiiHnx
mMarepianis: 3miHu | TUny - 3MiHK
Loao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo

3a
peyenm
om

UA/0313/01/02




ITpojoBXeHHs fojaTKa 3

61

n/n

Hassa MixHap
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hename | pe4yosu
HmosaH HU
a
Ha3sa*

Hassa

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHnx npo cucTemy
thapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOT ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jliCHEeHHs1 hapmakoHarnaay B
YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
yMOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) firoya pegakuis: Dr
Eiko Soehlke. MNponoHoBaHa pepakuisi:
Andrea Oliva.
3MiHa KOHTaKTHWX AaHnX
YMOBHOB&XEHOI 0CO6M 3as1BHIIKa,
BignoBigasIbHOI 3a hapMakoHarnsg.
3MiHa MicLle3Hax04KEHHSI MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa MicLA 3AiACHEHHSI OCHOBHOT
[ISNbHOCTI 3 hapmakoHarisay.

39.

BIATPA® sildenafil | cungeHa

thiny
unTpart

G04B
EO3

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 100
mr; no 1, a6o no 2
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobuy;
no 4 Tabnetkny
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHI Kopobuj

BiaTpic
CnewenTi
nnc

CLWA

dapeBa Ambyas

PpaHuis

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | Tuny - 3mMiHK
oo 6esnekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEHUX AaHuX npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHNX faHnx npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy sassBHuka ans
3[jiCHEeHHs hapmakoHarnagy B
YkpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
hapmakoHarnsagy (Bkaovaoum
KOHTaKTHI JaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-thaiina cuctemu
hapmakoHarnsgy) firoya pegakuisi: Dr

3a
peyenm
om

UA/0313/01/03
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

Eiko Soehlke. MNponoHoBaHa pegakuis:
Andrea Oliva.
3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapMakoHarnsg.
3MiHa MicLle3HaxopKeHHsA MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSIbHOCTI 3 hapmakoHarnagy.

40.

BIArPA®
oDT

sildenafil

cungeHa
thiny
umtpar

G04B
EO3

TabneTku, Wo
AncnepryoTses B
POTOBIn NOPOXHWHI,
no 50 mr no 2 a6o
no 4 Tabnetkny
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6ui

Biatpic
CnewenTi
nnc

CLA

dapeBa Ambyas

dpaHuis

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cucTemy thapmakoHarnsgy (sBefieHHs
y3ara/ibHeHuX faHnx npo cucremy
hapmakoHarnagy, smiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHuka gns
3iicCHEeHHSs hapmakoHarisgy B
YKpaiHi, AKLO BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnagy (Bkiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLeHHI MacTep-goaiina cuctemm
hapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6Y 3asBHIIKA,
BigNoBiAa/IbHOI 3a hapMakoHarnsga.
[Oitoua pepakuin: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea Oliva.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0CO6W 3asiBHIIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
3MiHa MicLle3Hax0o4KEHHSI MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa MicLs 34iiCHEHHSA OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsgy

3a
peyenm
om

UA/0313/02/01

41.

BIHMOLET
NH-
DAPMAK

vinpoceti
ne

BiHMoue
TVH

NO6B
X18

KOHLeHTpaT Ans
PO3unHy ans
iHcpysin 0,5 %, no 2
M1 B amnyni; no 10
amnyn B navui 3

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHnX

marepianis: 3miHu | Tuny - 3MiHK

oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHun) - 3MiHK
BHECEHO /10 IHCTPYKLii 418 MeAnyHOro

3a
peyenm
om

He
nionsie
ae

UA/0507/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

KapTOHY; Mo 2 MN B
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nicTepu B nauu;j 3
KapToHY

3aCcTOCYyBaHHS NMikapCbKoro 3acoby y
po3gain "MobiuHi peakwyji” woao
Ba&XX/IMBOCTI 3BiTyBaHHSA Npo
nigo3proBaHi No6iuHi peakuii Ta B
po3ain "YnakoBka" (y3rogkeHHs 3
peecTpaLiiiHUM NOCBIAYEHHSIM).
TepMmiH BBEA,EHHS 3MiH- NPOTArom 6
-TW MicsILiB Nicns 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/epeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
NiKapCbKnx 3acobiB Nic/1si BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapart (3MiHa He noTpebye
HaaHHs XXOAHVX HOBWX [0AATKOBUX
AaHuX) - 3MiHW BHECEHO [0 IHCTPYKLl
AN MeAnYHOro 3acTocyBaHHsA
nikapcbKoro 3acoby y po3aim
"MpoTnnokasaHHsa", "OcobamBocCTi
3acTocyBaHHs" Ta "3acTocyBaHHA y
nepiog BaritTHocTi abo rogyBaHHs
rpyAAto” BignosigHo Ao iHdopmauii
00 MEAMYHOIO 3aCTOCyBaHHS
pethepeHTHOrO /likapCbKOro 3acoby
(KaBiHTOH). TepMmiH BBE,€HHS 3MiH -
NpoTArom 6 Micauis nicns
3aTBEPKEHHS.

42.

BOBEH3U
M

naHkpea
TUH;
nanai;
6pomen
aiH;
Tpuaymn
rniyepo
nninasa;
aminasa;
TpUNCcYH
XimoTpun
NCUH;
pyTo3ug

MO9A

Tabnetkn
KMLUKOBOPO3UMHHi;
no 20 TabneTok y
6nicTepi; no 2 abo
10 6nicTepiB y
KapTOHHI KOpo6Lyj;
no 800 TabneTok y
6aHKax

MYKOC
Papma
m6X i Ko.
Kl

Himeuun
Ha

MYKOC
EmynbcioHcresennbiu
aT M6X

Himeuun
Ha

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | TUny - 3MiHK 3
SKOCTi. A®I. BUpoGHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO
NpoAyKTy/peareHTy, LWo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY
npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntovaroun, fie HeobxigHo, MicLe
npoBeAeHHs KOHTPOAO SkocTi) Al (3a
BiJCYTHOCTI cepTudikata
BiNOBIgHOCTI E€Bponelicbkilt
thapmakonei y 3aTBepakeHOMY AOCLE)
(iHLWi 3miHW) - BigobpaxeHHs
BMPOBHMKA NPOMIXXHOTO NPOAYKTY AKUIA

6e3
peyenm
a

UA/2842/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3aBxav 6yB, ane He Bifobpaxascs y
[OCbE Ta OHOB/IEHHS BUPOGHMYOT
YaCTUHU AOCbE. 3MiHM | TUNY - 3MiHN 3
akocTi. A®l. BupobHuuTBO. 3MiHN B
npoueci BupobHuutea A®I (iHwwi
3MiHK) - OHOBJ/IEHHA 6/10K-CXeMU Ta
onucy BMpobHuyoro npouecy ans Adl
pyTo3ugy 6e3 3MiHW NpuHLMNY
BUPOGHMYOro npouecy. 3MmiHu | Tuny -
3MmiHu 3 sKocTi. APl. BupobHuLTBO.
3MiHu BUNpobyBaHb abo AoMyCTUMUX
MeX y npoueci BupobHuutea Adl, wo
BCTaHOB/EHi y cneumdikayisx (iHwi
3MiHW) - BK/HOYEHHS 40 AOCLE BCbOro
BiANOBIAHOIO BHYTPILLHLONPOLECHOTO
KoHTposito (IPC) 6e3 3miHn
BMPOBHMYOro npouecy
43. | BOBEH3U - naHkpea | MO9A Tabnetku MYKOC Himeuun MYKOC Himeuun BHECEHHS 3MiH [j0 peecTpaviiiHnx be3s UA/2842/01/01
M TWH; B KMLIKOBOPO3YMHHI; dapma Ha EmynbcioHcresennblu Ha mMaTtepianis: 3miHu | TUny - 3MiHKM 3 peuyenm
nanain; no 20 TabneTok y v6X i Ko. apt M6X AKoCTi. A®Il. KoHTponb AdL. 3miHa y a
6pomen 6nicTepi; no 2 abo KIr napameTpax cneuudikauii Ta/abo
aiH; 10 6nicTepiB y O0ONYCTUMUX MEX, BUSHAYEHUX Y
Tpuaumn KapTOHHI kopobuy; cneumdikauisix Ha Adl, abo
rniyepo no 800 TabneTok y BUXigHWIA/NPOMIXHWIA
nninasa; 6aHKax npoayKT/peareHT, Wwo
aminasa; BUKOPWCTOBYIOTbCS Y NPOLEC
TPUMCUH BMPOGHMLTBA AD| (3BY>KEHHS
; JONYCTUMUX MEX, BUSHAUYEHUX Y
XimoTpu cneundikauii). 3miHa Mex
NCUH; cneumdikauii 418 nokasHuka
pyTo3ug, 30BHiLIHBLOTO BUrAgy A®l ninasu:

3aMiHa “nopoLUoK KPeMOBOrOo A0
CBIT/10-KOPUYHEBOIO KOMbOPY” Ha
“nopoLuokK Big 6i710ro 40 KPEeMOBOTO
Konbopy”. 3MiHu | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTtpax cneuudikauin Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikadisx Ha Adl, abo
BUXIAHWA/MPOMDKHWIA
NpoAyKT/peareHT, Wwo
BVKOPUCTOBYIOTHCSA Y MPOLECI
BMpo6HMLUTBa AD| (4ONOBHEHHS
cneumdikavii HOBVUM NOKa3HUKOM
AKOCTI Ta BiANOBIAHUM METO0M
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Hassa

Hassa

MixHap Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

BMNpo6yBaHHS). [logaBaHHSA HOBOrO
nokasHuka «laeHTudikauis nakrosu
MOHoOrigpaty» oo cneundikauii ans
A®| aminasu pasom i3 BiANOBIAHUM
MeTOoA0M BUNPOGYBaHHSA
(3anponoHoBaHo: Lactose
monohydrate (Ph. Eur. 2.2.24) IR
Spectrum must comply with Lactose
monohydrate CRS). 3miHu | Tuny -
3MiHn 3 aKocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikawii
Ta/abo AoNyCTUMUX MEX, BUSHAUEHUX
y cneuudikauisx Ha Adl, abo
BWXi4HVIA/NPOMIXHWIA
NpOAyKT/peareHT, o
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumdikayii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M
BMNpo6yBaHHS). [logaBaHHSA HOBOrO
nokasHuka «lgeHTtudikauis nakrosm
MoOHorigpaty» o cneuudikauii ans
A®| nina3u pa3om i3 BigNoBIAHNM
MeTOA0M BUNPOGYBaHHSA
(3anponoHoBaHo: Lactose
monohydrate (Ph. Eur. 2.2.24) IR
Spectrum must comply with Lactose
monohydrate CRS). 3MiHn | Tuny -
3MiHu 3 sKocTi. A®I. KoHTponb AdIL.
3miHa y napameTpax cneuudikadii
Ta/abo gonyCcTUMUX MEX, BUSHAUEHNX
y cneyudikauisix Ha Adl, abo
BUXigHWA/NPOMIXHWIA
npoagyKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NpOLEC
BUpOGHMUTBa AP| (BUYUYEHHS
He3HayHOro nokKasHuka siKocTi
(Hanpuknag BuIyYeHHs 3acTapiforo
nokasHuka)). BunyyeHHs HecyTTeBOro
napameTpy «PO34MHHICTb»
(ceHcopHwuiA TecT) 3i cneumdikayii AdI
aminasun. 3miHu | Tuny - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAYEHUX Y
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
cneumdikauisx Ha Adl, abo

BWXi4HVIA/NPOMIXHWIA
NpOAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro nokasHuka sKocTi
(ranpuviknag BuyYeHHs 3actapisioro
nokasHuka)). BunyyeHHs HecyTTeBOro
napameTpy «AKTUBHICTb aMinasu
(cneuucpikauis 36epiraHH:A)» 3i
cneuudikauii A®l aminasu.
3MiHu | TUNY - 3MiHK 3 AKoCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo gonycTUMmX
MeX, BU3HaYeHuX y cnewumdikadisx Ha
A®I, ab0 BUXIAHWIA/NPOMDKHWIA
NpoAyKT/pearexT, o
BMKOPWCTOBYIOTbLCS Y NpOLEeC
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro NokasHuka sIKoCTi
(Hanpuknag BUyUYeHHs 3acTapinoro
nokasHuka)). BunyyeHHss HecyTTeBOro
TecTy «Ad1aTOKCUHW»: OCKISTbKN
hepMeHT 3MilyeTbCA ANns
cTaHAapTv3aL,ii akTUBHOCTI, | TOMY
KiNbKICTb aminasu CTaHoBUTb He
6inbLue 15% Bif 3arasibHOT KiIbKOCTI,
TecT Ha adnaToKCHN 6yB
cKacoBaHWiA. 3MiHM | Tuny - 3MiHKW 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y
napameTtpax cneuudikauin Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneuungikauisax Ha A®l, abo
BUXigHWA/NPOMIKXHWIA
NpoAyKT/pearexT, o
BMKOPWCTOBYIOTbLCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro NokasHuka sIKoCTi
(Hanpuknag BUyUYeHHs 3acTapinoro
nokasHuka)). BunyueHHs He cyTTeBOro
TecTy «1ecTuuman»: OCKINTbKN
hepMeHT 3MilyeTbCA ANns
cTaHAapTv3aL,ii akTUBHOCTI, | TOMY
KiNbKICTb aminasu CTaHoBWTb He

6inblue 15% Bif 3arasibHOI KiIbKOCTI,
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

TeCT Ha nectTuuman 6yB ckacoBaHWA.
3MmiHu | TURY - 3MiHK 3 gKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTumMmx
MEX, BU3HA4YeHX y crneumdikaLisax Ha
A®I, a60 BUXigHWIA/NPOMIKHWIA
npoagyKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NpOLEC
BUpOGHMUTBa AP| (BUTYUYEHHS
He3HayHOro nokKasHuka sIKocTi
(Hanpuknag BUIyYeHHs 3acTapinoro
nokasHuka)). BunyyeHHs HecyTTeBOro
napameTpy «3anax» (CeHCOpHUIA TecT)
3i cneyndpikauii A®I ninaswu, ockinbkn
3rigHo 3 BiANOBIAHMMU thapmakonesiMu
ab0 iHCTpYKLisMK, Lieil napaMeTp He €
060B'A3KOBUM A/151 NiKAPCbKUX
peyoBUH. 3MiHK | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BWXi4HVIA/NPOMIXHWIA
NpoAyKT/peareHT, o
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro nokasHuka siKocTi
(ranpviknag BuyYeHHs 3actapisioro
nokasHuka)). 3miHa nogaeTbes y
3B'A3KY 3 BU/IyYEHHSAM HECYTTEBOTO
napameTpy «PO34MHHICTb»
(ceHcopHwuiA TecT) 3i cneumdikayii AdI
ninasun. 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BWXi4HVIA/NPOMIXHWIA
NpOAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro nokasHuka sKocTi
(ranpviknag BuyYeHHs 3acTapisioro
nokasHuka)). BunyyeHHs HecyTTeBOro
napameTpy «AKTVBHICTb flinasu
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

(cneuucpikauis 36epiraHHNA)» 3i
cneuudikauii A®I ninasu.
3MiHu | TUNY - 3MiHK 3 AKOCTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTUMmX
MeX, BU3HaYeHuX y cneumdikadisx Ha
A®I, ab0 BUXIAHWIA/NPOMDKHWNIA
NpoAyKT/pearexT, o
BMKOPWCTOBYIOTbLCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro NokasHuka sIKoCTi
(Hanpuknag BUIyUYeHHs 3acTapinoro
nokasHuka)). BunyyeHHst HecyTTeBOro
TecTy «Ad1aTOKCUHM»: OCKISTbKA
hepMeHT 3MilyeTbCA ANns
cTaHAapTv3aL,ii akTUBHOCTI, | TOMY
KiNbKICTb Ninasu CTaHOBUTb He BinbLue
3% Bif, 3arasibHOI KiNIbKOCTI, TECT Ha
achnatokcuHn ckacosaHo. 3MiHu | Tuny
- 3MiHu 3 sKocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikadii
Ta/abo gonyCcTUMUX MEX, BUSHAUEHNX
y cneuudikauisix Ha Adl, abo
BUXigHWA/NPOMIXHWIA
npoagyKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NPOLEC
BUpOGHMUTBa AP| (BUTYUYEHHS
He3HayHOro nokKasHuka siKocTi
(Hanpuknag BuIyYeHHs 3acTapiforo
nokKasHuka)). BunyyeHHam
HecyTTEBOro TecTy «llecTuunan»:
OCKi/TbKM hepMeHT 3MillyeTbes Ans
cTaHAapTu3aLil akTUBHOCTI, | TOMY
KiNbKIiCTb Ninasu He nepesuLlye 3% Big
3araibHoi KifIbKOCTi, TeCT Ha
nectuumam 6yno ckacosaHo. 3miHu Il
TUny - 3MiHK 3 AKocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPO6HUKaA
BUXiAHOTrO/NPOMIXXHOr0
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKA
(Bkntovaroun, ge HeobxigHo, MicLe
npoBefieHHs1 KOHTPOso skocTi) A®I (3a
BifiICYTHOCTI cepTudikaTa
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

BiANOBIAHOCTI €BpONenchbkili
chapmakonei y 3aTBepKeHOMy [0CbE)
(3miHa B A®I 6ionoriyHoro
NoXoMKeHHs1 abo BUXIAHOMY
matepiani/peareHTi/MpoMixXHOMY
NPOAYKT, L0 BUKOPUCTOBYHOTLCS AN1A
BMPOGHMLITBA
6i0N0riyHoro/iMyHosI0r4YHOro
niKkapcbKoro 3acoby ). 3anponoHoBaHo
3aMiHUTK Komnarito extrakt chemie,
Dr. Bruno Stellmach GmbH & Co. KG,
Blyinghausen 8, 31655 Stadthagen,
HimeuuunHa, sika Hapasi
3apeecTpoBaHa sik BUPo6HUK Ad| ans
eTany BUPOOHMLUTBA «3MillyBaHHA»
ninasu, Ha Mucos
Emulsionsgesellschaft mbH, Miraustr.
17, 13509 Berlin, HimeuunHa (Takox
3apeecTpoBaHy sk BUPOGHMK roTOBOI
npoAaykuii). BBeAeHHs 3MiH NpoTArom
6-TN MiCALIB Nic/1A 3aTBEPAKEHHS.
3MiHn Il Tuny - 3miHK 3 akocTi. AdL.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiAHOTrO/NPOMIXXHOr0
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKA
(Bkntovaroun, ge HeobxigHo, Micue
npoBefieHHS KOHTPOso sikocTi) Al (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
chapmakonei y 3aTBepKeHOMY [0CbE)
(3miHa B A®I 6ionoriyHoro
NoxXoMxeHHs1 abo BUXiAHOMY
matepiani/peareHTi/MpoMixxXHOMY
NPOAYKT, L0 BUKOPUCTOBYHOTLCS A5
BMPOGHMLITBA
6i0n10riyHoro/iMyHos0r4YHOro
nikapcbKoro 3acoby )
3anponoHoOBaHO 3aMiHUTX KOMMaHito
extrakt chemie, Dr. Bruno Stellmach
GmbH & Co. KG, Blyinghausen 8,
31655 Stadthagen, HimeuunHa, sika
Hapasi 3apeecTpoBaHa K BUPOOHMK

Ad| ans eTany BUPOGHULITBA
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
«3MilyBaHHA» aMinasn, Ha Mucos
Emulsionsgesellschaft mbH, Miraustr.
17, 13509 Berlin, HimeuunHa (Takox
3apeecTpoBaHy sk BUPO6HMK roTOBOI
npoaykuii).
BBefeHHSA 3MiH NPOTAroMm 6-Tu MicsLiB
nicns 3aTBeppkKeHHs
44. | BOPUKOHA | voricona | BopukoH | JO2AC | TabneTku, BKpUTI Akkopg, IcnaHis BMPOGHMLTBO IHais/ BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/20312/01/01
30n zole ason 03 NNiBKOBOO Xerckea nikapcbKoro 3acoby, Benuka marepianis: 3MiHu | TUNy - 3MiHK 3 peyenm
AKKOPL, 060/10HKO10, Mo 200 C.NYy. NnepBrHHE Ta BpuTaHi sKocTi. CepTudpikaT BignoBigHOCTI/lE- om
Mr no 14 TabneTtok 'y BTOPWHHE NakKyBaHHS, al cepTuduikaT BiANOBIAHOCTI
6nicTepi; no 1 KOHTPO/Ib AKOCTI cepii: | Manbta/ €Bponeichbkiii
6nictepy abo no 2 IHTAC ITania/ thapmakonei/moHorpadii. NMogaHHs
6nicTepy B navwi PAPMACBIOTIKANC Monbwa | HoBoro abo OHOBMEHOro cepTudikata
NIMITEL, IHais; BiAANOBIAHOCTI 260 BUNYyYEHHS

LiNbHULS 3 KOHTPOSTKO
akocTi: ACTPOH
PECbLOPY NIIMITEA,
Benvka BputaHis;
AiNbHULA 3 KOHTPOIO
AKocTi: Papmagoke
Xenckea N114,,
ManbTa,;
fopartkosa AiflbHUUA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHs: AKKOP/,
XENCKEA NIMITEL,
Benvka bputaHis;
fopartkosa AiflbHUUA 3
BTOPVHHOTO
nakysaHHs: AKKOP /-
FOKEM NIMITEA,
Benvka BpuTaHis;
fojatkosa finbHUUA 3
BTOPWHHOTO
nakyBaHHs: A4
CAMI YEWH (ITanis)
CNA, Itanis;
BignoBigasibHWi 3a
Bunyck cepii: AKKOP/,
XENCKEA NIMITEL,
Benvka BpuTaHis;
Akkoppg Xenckea
Moncka Cn. 3 0.0.,

cepTugikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ansa BuxigHoro
mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHULTBI API; AN 4ONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWiA cepTUdikar Bif yxe
3aTBEPKEHOro BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTudikaTy
BiNOBIAHOCTI E€Bponelicbkilt
papmakonei R1-CEP 2011-387-Rev
01 Big, BXe 3aTBEPAKEHOr0 BUPOOHMKA
MSN Laboratories Private Limited
Ait040T pe4yoBMHY BOPUKOHA30/
(3aTBepmxeHo: R1-CEP 2011-387-Rev
00; 3anponoHoBaHo: R1-CEP 2011-
387-Rev 01).
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

Monbla

45,

FEMA-
MEPL,

L-
OPHITUHY
-L-
acnaprta
T

A05B

KOHLIeHTpaT Ans
pO3unHy ans
iHdysin, 5 /10 mn
no 10 mn B amnyi;
no 10 amnyny
KapTOHHiIn kKopooL,i

Mepy
Papmacb
toTiKauiC
meX

Himeuun
Ha

Mpoaykuis in bulk,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTpO/b siKoCTi: b.
BpayH MencyHreH AT,
HimeuunHa; BTopuHHe
nakyBaHHS:
MpecTix MNpomoyLH
BepkaydcdoepaepyH
r & Bepbecepsic
'M6X, HimeuyunHa,;
Bunpo6yBaHHs
KOHTpO/H0 AKOCTi: B.
BpayH MencyHreH AT,
HimeyunHa; bioxem
Na6op drop Bionorive
YHp, XeMile AHaniTuk
vm6X, HimeuunHa,; idn
— MpiBatec IHCTUTYT
dotop MpopakTkBaniteT
M6X, HimeyunHa;
Na6opaTopi o
AHanisic op
Bionogpxukanni Extis
KomnoyHac flaTeiaH
IHCTITBIOT O OpraHik
CiHTesic, /laTsis;
Na6op NC CE & Ko.
K, HimeuuunHa; XBI
thapma cepsicec
M6X, HimeuunHa;
'BA ®apma 'mM6X,
HimeuunHa; EBOHik
OnepeiiwHe M'M6X —
Na6op MpogakT SlaiiH
AHanitike, HimeuuunHa;
EBoHik OnepeliliHc
'M6X, HimeuunHa,;
Bunpo6yBaHHs
KOHTPOSIIO AKOCTi Ta
BMMNYCK cepii: Mepy,
dapma 'm6X i Ko.
KlraA, HiveyunHa

Himeuun
Ha/
NartBis

BHECEHHS 3MiH [0 peecTpavLiiiHuX
marepianis: 3miHu Il Tuny - 3miHK 3
AKOCTi. A®I. (iHWi 3MiHW) - OHOBJ/IEHHS
mavictep-ghainy (ASMF) ans Adl L-
OPHITUHY-L-acnapTarty Bif, BUPOOHUKaA
Evonik Rexim S.A.S.

3a
peyenm
om

UA/0039/01/01

46.

FEPLUENTN

trastuzu

TpacTy3

LO1FD

PO34MH ANA iH EKLi,

TOB

YkpaiHa

Brpo6HuuTBO

Lseiiuya

BHECEHHS 3MiH 10 peecTpaLiiHnx

3a

He

UA/14303/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
H® mab ymab 01 600 mr/5 mn 1 «Poww Hepo3cacoBaHo| pis marepianis: 3miHu | Tuny - 3miHK peyenm | nidnse
bN1aKoH 3 pO34YHOM YkpaiHa» NPOAYKLii, NaKyBaHHs, Loao 6e3nekn/edeKTUBHOCTI Ta oM ae
Y KapTOHHiIli Kopoo6Li BUNPOGYBaHHSA thapmakoHarnagy (iHwi 3miHun). 3MiHK
KOHTPOJTO SIKOCTI, BHECEHO [0 IHCTPYKUIT 4719 MeANYHOro
BUNYCK cepii: 3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
. XodhdpmaHH-/15 Polu po3ainy "OcobnnBoCTi 3aCTOCyBaHHA".
Ntp, Weeiiuapis; BBefeHHs1 3MiH NpoTArom 6 micsuis
BunpobysaHHs nicns 3aTBepayKeHHs.
KOHTPOJTIO AKOCTi:
®.XochdmaHH-/15 PoLu
NTa, Wseiiuapis
47. | TNAHOYM benzyda | 6eH3nga | AO1A cnpeii Ans poToBOi TOB YkpaiHa MPAT YkpaiHa BHECEHHSA 3MiH 10 peecTpaLiiHnx 6e3 UA/17869/01/01
mine MiHy D02 NOPOXHWHYK, 1,5 «®APMIC "XIMOGAPM3ABO/, mMaTtepianis: 3miHa 3asiBHMKa /13 peuyenm
riapoxno mr/mn; no 30 mny NTa» "YEPBOHA 3IPKA" (MIBIM) (BNacHWka peecTpaujiiHoro a
pua chnakoHi 3i cnpeii noceifyeHHsn) (3rigHo Hakasy MO3 Big,

Hacocom Ta
Hacafgkow
NoBOPOTHOIO; Nno 1
dnakoHy y nauui

23.07.2015 Ne 460). TepMiH BBEAEHHS
3MiH NPOTArom 6 MicAuiB nicns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHK
oo 6esnekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEHUX AaHuX npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0COo6M,
BiANOBiAA/bHOT 3a 3AiICHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy sassBHuka ans
3[jiCHEeHHs hapmakoHarnagy B
YkpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOBaXXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
hapmakoHarnsagy (Bkaovaoum
KOHTaKTHI JaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-thaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHNMKA,
BiAnoBigasIbHOT 3a hapMakoHarnsg,.
[itoya pepakuis: boHpgap Hatanis
BopucisHa. MNponoHoBaHa pegakuis:
MaTteHko Mapraputa OxixagisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U 3aBHNMKA,
BiAnoBigasIbHOT 3a hapMakoHarnsg,.
3MiHa MicLe3HaxoMKeHHs MacTep-
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
dhaiina cuctemun thapmakoHarnsgy Ta
ioro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsgy Ta iioro
Homepa.
48. | TNATUPAM | glatiram rnatupa | LO3AX | po3uvH gns iH ekuii, Mictpan AHrnis BMPOGHMLTBO, Yuni/ BHECEHHSA 3MiH 10 peecTpaLiiHnx 3a UA/16792/01/02
EPY er mepy 13 40 mr/mn; no 1 mny Kenitan nakyBaHHS: Icnanis/ martepianis: 3miHu | Tuny - peuyenm
ALIETAT- acetate auetar nonepegHb0 MeHeKm CiHTOH Yuni NiTga., Higepna AAMiHICTpaTVBHI 3MiHW. BuyyeHHs oM
BICTA HanoBHeHOMY eHT Yuni; HAaw/ BMPOGHUYOI AiNbHUL (BKNOYaOUN
wnpwvyi; no 1 Nimiten ManbTta/ LinbHULi gns APl NnpoMibKHOro
Lwinpuuy B 6nicTepi; BiANOBigabHUI 3a Yecbka npoAaykTy abo roToBOro /ikapcbkoro
no 12 6nictepis y BUMYCK Cepii: Pecny6n 3acoby, AinbHULI 4719 NpoBeAEeHHSA
KapTOHHiIn KopooL,i CiHTOH XicnaHis, C.J1., ika nakyBaHHs1, BUPOOHUKa,
IcnaHis; BiANOBIAA/ILHOIO 3a BUNYCK Cepil,
abo MicLie NPOBEAEHHSA KOHTPOSIIO cepil)
BignoBigasibHWi 3a ab0 nocTavyasibHMKa BUXIAHOTO
BMNYCK cepil: marepiany, peareHTy abo JONOMiXHOT
CiHTOH BB, PEeYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE)-
HigepnaHgu; BunyyeHHsa anbTepHaTUBHOI

KOHTPO/Ib SAKOCTI:
dapmagokc Xenckea
n1a., ManbTa;

KOHTPO/Tb SIKOCTI:
CiHTOH, C.p.0., Yecbka
Pecny6nika;
KOHTPO/Tb SIKOCTI:
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika,;

KOHTPO/Ib AKOCTI:
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika

BMPOGHUWYOT AinbHNLi EypodpiHc
Baktimm B.B., Hinepnanam (Eurofins
Bactimm B.V., Netherlands), wo
BiAnoBifae 3a KOHTPO/Ib AKOCTI
(mikpo6ionoriynwnit), 3 BigNOBIAHMM
3MiHamMu 40 po3giny
3.2.P.3.1.Bupo6HuK(1). 3MiHu | TUny -
AOMIHICTpaTMBHI 3MiHWU. BunyyeHHs
BMPOBGHNYOT AiNbHULI (BKIOYAOUN
LinbHUU ons APl NPOMIKHOIO
NPOAYKTY ab0o roTOBOro NiKapCbKoro
3aco6by, AiNbHWLi 4715 MTPOBEAEHHS
nakyBaHHs1, BUpOOHYKa,
BiZINOBIfA/IbHOTO 3a BUMYCK CePiid,
MicLie MPOBeAEHHS KOHTPO/IIO cepii)
abo nocTtavasibHVKa BUXiAHOMO
martepiany, peareHTy abo AONOMDKHOT

PEYOBMHY (SIKLLO 3a3HAYEHO Y OCLE) -

BunyyeHHst BUPO6HUYOI AinbHULi PoBi
®apma IHgacTpian Cepsices,
C.A. IcnaHist (Rovi Pharma Industrial
Services, S.A., Spain), Lo Bignosigae
3a BUPOOHMLITBO, NakKyBaHHS,
KOHTPO/Ib SIKOCTI, 3 BignoBigHMMN
3MiHamMu [0 po3ainy
3.2.P.3.1.Bupo6HuK(K).




ITpojoBXeHHs fojaTKa 3

74

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHs! BUPOGHWYOT AibHUL
(BKNtOYaoumn ginbHULi ons Adl,
NPOMIXXHOro NPoAyKTy abo rotToBoro
nikapcbKoro 3acoby, AinbHNLi Ans
npoBefeHHA NakyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BMUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IHO cepil)
ab0 nocTavyasibHUKa BUXIAHOIO
marepiany, peareHTty abo AONOMKHOT
PEYOBVHY (SKLLO 3a3HAYEHO Y [JOCBE) -
BunyyeHHs BUpOGHMYOT ginbHUL PoBi
®apma IHgacTpian Cepsices,
C.A.,IcnaHist (Rovi Pharma Industrial
Services, S.A., Spain) W0 BignoBigae
3a BTOPMHHE NakKyBaHHS Ta KOHTPO/b
SKOCTI, 3 BiANOBiAHUMN 3MiHAMK [0
po3giny 3.2.P.3.1.BUpo6HUK(K).
49. | TNIATOH® choline XOJTiHY NO7A PO34MH OpasIbHUIA, AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/19540/01/01
alfoscer | anbthoc | X02 600 mr/7 mnno 7 mn | “"®apmax”, mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
ate Lepar y donakoHi; no 5 akocTi. A®l. KoHTponb A®L. 3miHa y oM
nakoHiB y 6nicTepi; napameTtpax cneuudikauin Ta/abo
no 2 6nictepn y [0NYCTUMUX MEX, BU3HAUYEHUX Y
nauui; no 70 mny cneuunagikauisax Ha Adl, abo
chnakoHi; no 1 BUXIAHWA/MPOMKHWIA
hnakoHy y nauuj; no npoagyKT/peareHT, Wwo
7 MN 'y nakeTu- BVKOPUCTOBYIOTbCSA Y MPOLEC
cawe; no 10 a6o 30 BUpO6HMUTBA AP (iHLWi 3MiHW) -
nakertis-calle y 3MiHa A0 cneuumadikawii agjiro4oi
nauui pevoBUHM X0NiHY anbdocuepat
Bupo6Huka VAV LIPIDS PVT LTD,
India y 3B’AA3Ky 3 NpUBEAEHHAM Y
BIZANOBIAHICTb A0 3aTBEPAYKEHNX
aHaNNiITUYHMX METOAMK.
50. | rPUMIO paraceta | napauet | NO2B rpaHynu ans TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [j0 peecTpaLiiiHnX 6e3 nionsie | UA/16501/01/01
XOTMIKC® mol, amon, E51 OpasIbHOro PO34NHY "KYCyM" NBT NTA marepianis: 3minu | Tuny - peyenm ae
combina | dheHine 3i CMaKoM MoNyHUL AOMiHICTpaTMBHI 3MiHWU. BunyueHHs a
tions hpuHy no5ry cauwe, no5 BMPOBOHUYOT AiNbHULI (BKNOYAKOUN
excl. rigpoxno ab6o no 10, a6o no LinbHUUi gns APl NpoMiKHOTO
psychole | pwug; 20, a6o no 50 cawe npoAaykTy abo roToBOro ikapcbkoro
ptics Kucnora Y KapTOHHiIli 3aco0by, AiNbHUL 4718 NPOBEAEHHS
ackop6iH ynakoBLj nakyBaHHs, BUPOOHUKa,
oBa BiANOBIAA/ILHOIO 3a BMUMYCK Cepil,

MicLLe NpOBeEeHHS KOHTPOSIIO cepii)
abo nocTavasibHVKa BUXiAHOrO
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
marepiany, peareHTty abo AONOMKHOT
PEYOoBMHM (SIKLLLO 3a3HAYEHO Y [OCHE).
BunyyeHHs1 BUPOGHMYOT AiTbHUL
CrI1-289 (A), PMKO IHgacTpian apea,
YonaHki, Bxisagi, [ict, AnBap
(PapxacTaH), IHAiS BUpO6HMKA
KYCYM XENTXKEP MBT NTA, IHAis,
3a/MWAETLCA a/IbTEPHATBHA
OiNbHULSA LbOro X BUPOBHMKA, L0
BMKOHYE Ti X OYHKL,T LLO 11 BUTyYeHa.
Y 3B'A3Ky 3 BUJIyHEHHAM OfHI€ET 3
BUPOBHNYMX AiNTbHULE BUSTYYEHO
IHCTPYKLUi0 415 MegnyHOro
3aCTOCYBaHHA Ta TEKCT MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby ans uiel
BMPOGHWYOI AiNTbHULL.
51. | TPUMIO paraceta | napauet | NO2B rpanynu ans TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [j0 peecTpaLiiiHuX - UA/21049/01/01
XOTMIKC® mol, amon, E51 0Opas1IbHOro PO34NHY "KYCyM" NBT NTA marepianis: 3minu | Tuny -
combina | cheHine 3i CMakoMm nosyHuLj, AAMIHICTpaTVBHI 3MiHW. BryyeHHs
tions hpuHy in bulk: Ne 1500 BMPOGHWYOI AiNbHUL (BKIOHAKUN
excl. rigpoxno (1x1500) cawe: no 5 AinbHUU ana A®l, npomixHoro
psychole | pwvg; ry cawe; no 1500 NPOAYKTY abo roTOBOrO NiKapCbKoro
ptics KucnoTa calle y KapTOHHiiA 3acoby, AiNbHULI 4719 NPOBeAEHHS
ackop6iH Kopo6ui; in bulk: Ne nakyBaHHs, BUPOOHUKa,
oBa 800 (1x800) cawwue: BigNoBigasIbHOro 3a BMMYCK Cepii,
no 5ry cate; no MicLile NpOBeAEeHHSA KOHTPOSIIO cepil)
800 cawey ab0 nocTavyasibHMKa BUXIAHOIO
KapTOHHiIn kopooL,i marepiany, peareHTty abo AONOMIKHOT
PEYOBVHM (SKLLLO 3a3HAYEHO Y [OCHE).
BunyyeHHs BUPOGHWYOT fibHNL
Cn-289 (A), PMKO IHgacTpian apea,
YonaHki, bxisagi, Aict, Ansap
(PamxacTtaH), |HAis BUpO6HUKa
KYCYM XENTXKEP NBT NTA, IHais,
3a/MWAETbCA a/IbTEPHATBHA
AINBHULA LbOTo X BUPOBHYKA, L0
BUKOHYE Ti X (pyHKUIT O i BUIyYeHa.
52. | rPUMTO paraceta | napauet | NO2B rpaHynu ans TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [j0 peecTpaLiiiHnX - UA/21050/01/01
XOTMIKC® mol, amon, E51 OpasIbHOro PO34NHY "KYCyM" NBT NTA marepianis: 3minu | Tuny -
combina | dheHine 3i CMakoM JIMMOHa, AOMiHICTpaTMBHI 3MiHWU. BunyueHHs
tions hpuHy in bulk: Ne 1500 BMPOBOHUYOT AiNbHULI (BKNOYAKOUN
excl. rigpoxno (1x1500) cawe: no 5 AinbHUUi ana A®l, npomixkHoro
psychole | pwug; ry cawe; no 1500 npoAaykTy abo roToBOro ikapcbkoro
ptics Kucnora calle y KapTOHHIlA 3aco0by, AiNbHUL 4718 NPOBEAEHHS

ackop6iH

Kopo6bLi;

nakyBaHHsi, BUPOBHYKa,
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
oBa in bulk: Ne 800 BiANOBIAA/IbHOrO 3a BMUNYCK Cepil,
(1x800) cawe: no 5r MicLie NpoBeAEHHS KOHTPO/IHO cepil)
y cauue; no 800 ab0 nocTavyasibHUKa BUXIAHOIO
calle y KapTOHHii marepiany, peareHTty abo AONOMKHOT
KOpOO6Lji PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE).
BunyyeHHs1 BUPOGHWYOT AiNTbHUL
CrI-289 (A), PMKO IHgacTpian apea,
YonaHki, Bxisagi, [ict, AnBap
(PapxacTaH), IHAiS BUPO6HMKA
KYCYM XENTXKEP MBT NTA, IHAis,
3a/IMWAETbCA a/IbTEPHATBHA
OiNbHULSA LbOro X BUPOBHMKA, L0
BMKOHYE Ti X OYHKLI LU0 11 BUyYeHa.
53. | rPUMIO paraceta | napauet | NO2B rpanynu ans TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [j0 peecTpaLiiiHuX 6e3 nionsie | UA/16502/01/01
XOTMIKC® mol, amon, E51 OpasibHOro PO34nHY "KYCyM" NBT NTA marepianis: 3miHu | Tuny - peyenm ae
combina | cheHine 3i CMakoM /IMMOHa AAMIHICTpaTVBHI 3MiHW. BryyeHHs a
tions hpuHy no5ry cauwe, no5 BMPOGHNYOI AiNbHUL (BKIOYAKUN
excl. rigpoxno abo no 10, a6o no LinbHUUI ons APl NpoOMiXHOIO
psychole | pwvg; 20, a6o no 50 cawe NPOAYKTY abo roTOBOrO NiKapCbKoro
ptics Kucnora Y KapTOHHiIl 3acoby, AiNbHULI 4519 NPOBeAEHHS
ackop6iH ynakoBLj nakyBaHHs, BUPOOHUKa,
oBa BigNoBigasIbHOro 3a BMMYCK Cepii,
MicLile NpoBeAEeHHSA KOHTPOSIIO cepil)
abo noctavasibHVKa BUXIAHOMO
marepiany, peareHTy abo AONOMIKHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE).
BunyyeHHs BUPOGHWYOT fibHNL
Cn-289 (A), PMKO IHgacTpian apea,
YonaHki, bxisagi, Aict, Ansap
(PamxacTtaH), |HAis BUpO6HUKa
KYCYM XENTXKEP NBT NTA, IHais,
3a/MWAETbCA a/IbTEPHATBHA
AINBHULA LbOTo X BUPOBHYKA, L0
BUKOHYE Ti X (pyHKUIT O 11 BUyYeHa.
Y 3B'A3KY 3 BUTYYEHHSAM OfHI€ET 3
BVMPOGHNYMX AiNIbHULIL BUTYYEHO
IHCTPYKLiO A1 Me4MYHOro
3aCTOCYBaHHA Ta TEKCT MapKyBaHHS
yMakoBKM NMiKapCbKOro 3acoby Ans el
BMPOBHMYOT AiNbHNLL.
54. | TPUNOMEQ, | paraceta | napauet | NO2B NOPOLLOK AN TOB YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHnX 6e3 UA/16531/01/01
® XOT mol, amon, E51 OpasIbHOro PO34NHY «®APMIC "XIMOGAPM3ABO/, marepianis: 3miHa 3asBHuka /13 peyenm
combina | ackop6iH 3 M&/IMHOBUM NTh» "YEPBOHA 3IPKA" (MIBM) (BnacHuka peectpawjiiniHoro a
tions oBa CMakoMm; no 5ry noceigyeHHs) (3rigHo Hakasy MOS3 Bif
excl. KncnoTa, cawe; no 5 a6o 10 23.07.2015 Ne 460). 3miHa 3asiBHMKa
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

psychole
ptics

heHipam
iHy
maneat

cawle y nayuj

nNiKkapcbkoro 3acoby (BnacHuka
peecTpayiiiHOro NocBig4YeHHs), SK
HacnifoK — BHECEHO 3MiHU B TEKCT
MapKyBaHHs BTOPVHHOI (MyHKTK 11,
17) Ta nepBUHHOI (MYHKTK 5, 6)
ynakoBoK. TepMiH BBEAEHHS 3MiH
npoTArom 6 micauis nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx npo cuctemy
thapmakoHarnsgy, 3amiHa
YMNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jificHeHHs chapmakoHarnsay B
YkpaiHi, AKLL0 BOHa BiAMIHHA BiJ
YMOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsagy (Bka4arnum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3mileHHi MacTep-thaiina cuctemu
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[itoua pepakuis: boHgap Hatanis
BopucisHa. MNponoHoBaHa pefakuis:
Matenko Mapraputa [dxixagiBHa.
3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa Micus 34iliCHEHHS OCHOBHOT
LisnbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs macTep-thainna
cmucTeMu chapmakoHarnsgy Ta ioro
Homepa.

55.

rPUNOMEQ
® XOT

paraceta
mol,
combina
tions
excl.
psychole

napauet
amon,
ackop6iH
oBa
Kucnota,
heHipam

NO2B
E51

NOPOLLIOK ANsi
0pasIbHOTO PO3UYUHY
3 JIMMOHHUM
CcMakoMm; no5ry
cawe; no 5 a6o 10
calue y nayuj

TOB
«PAPMIC
NTh»

Ykpaina

MPAT
"XIMOAPM3ABO/[,
"YEPBOHA 3IPKA"

YKpaina

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHa 3asBHuKa /13
(MIBIM) (BnacHWka peecTpavjiiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). 3miHa 3asBHUKa
NiKapcbkoro 3acoby (BnacHuka

6e3
peyenm
a

UA/16532/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

ptics

iHy
manear

peecTpavuiiiHOro NocBigYeHHs), K
Hacniflok — BHECEHO 3MiHW B TEKCT
MapKyBaHHS BTOPUHHOI (MyHKTN 11,
17) Ta NnepBUHHOI (MYHKTK 5, 6)
ynakoBoK. TepMiH BBe4EHHS 3MiH
npoTArom 6 Micauis nicns
3aTBEPMKEHHS. 3MiHKM | TNy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHuX Npo
cuctemy chapmakoHarnagy (BefeHHs
y3arasibHeHUX faHnX npo cucTemy
thapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jliCHEeHHs1 hapmakoHarnaay B
YkpaiHi, AKL0 BOHA BiAMIHHA Bif
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkiovarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0CO6M 3as1BHIIKA,
BignoBigaIbHOI 3a hapMakoHarnsg.
[itoya pepakuis: boHgap Hatanis
BopucisHa. MponoHoBaHa pefakuis:
MaTteHko Mapraputa [xixagisHa.
3MiHa KOHTaKTHWX AaHnX
yMOBHOBaXeHOT 0cobw,
BignoBigasIbHOI 3a hapMakoHarnsg.
3MiHa Micus 3AiACHEHHS OCHOBHOT
OisnbHOCTI 3 dhapmakoHarnagy. 3MiHa
MiCLLe3HaXOAKEHHSI MacTep-thaiina
cmcTeMu chapmakoHarnsgy Ta oro
Homepa.

56.

LOEKBA/IHI
0 Xnorpna

dequalin
ium

naexsani
Hilo
xnopug,

NOPOLLIOK
(cybeTaHuin) B
MiLLKax
nonieTuIeHoBMX
NoABinNHMX 4s
BMPOGHMLITBA
HECTEPUIbHUX

AT
«Papmak»

YkpaiHa

OnoH eC.ni.Ei.

ITanis

BHECEHHSA 3MiH 10 peecTpavLiiiHnx
mMaTtepianis: yTOUHEHHsS1 B HaKasi
MOS3 Ykpainu Ne 1060 Bipg,
31.07.2026 (yTOYHEHHS fath Ha
HOMEpY Hakasy Ha TUTYJIbHI CTOPIHLI
MK$) B npoueci BHeceHHs 3MiH (3MiHK
| TMnNy - AOMIHICTpaTMBHI 3MiHU. 3MiHA

UA/10547/01/01




ITpojoBXeHHs fojaTKa 3

79

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
nikapcbkux hopm HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka peecTpauiiiHoro
nocBiaYeHHs). 3MiHa HaliMeHyBaHHS
Ta agpecu 3asBHMKa (BlacHUKa
peecTpauiiiHOro NocBifYEHHS). 3MiHN
11 Tuny - 3miHK 3 AkocTi. AP, (iHwi
3MiHM). OHOBNEHH: Bepcii DMF gitouoi
PeYOBMHY AeKBaniHilo x10puay
BUpo6HMKa Olon S. p, A., ITanis)
57. | AXOIHT®/1 | glucosa rnokosa | MO1lA PO34MH AN iH'EKLR, TOB YkpaiHa | TOB "BIOJIIK PAPMA" | YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHNX 3a He UA/19713/01/01
EKC mine MiHy X05 200 mr/mn, no 2 mMn "BIOJIIK martepianis: 3miHu | Tuny - peyenm | nionse
cynbar PO34mnHy B amnyni 3 DPAPMA" AfMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BMK oM ae
y HaTpito 3a6apB/ieHOro ckna nNiKapcbKoro 3acoby
xnopug, (amnyna A) y 3MiHa Ha3BW NikapCcbKoro 3acoby:
KOMMAeKTi 3 1 M 3arBepmxeHo: APTIMA -
PO34YMHHMKA B 3anpornoHosaHo: IKOIHT®IEKC
amnyni 3
6e36apBHOro ckna
(amnyna B), no 5
amnyn Atano5
amnyn B y nayuj; no
5amnyn Atano5
amnyn By
6nictepax, no 1
6nictepy 3
amnynamm A tano 1
6nictepy 3
amnynamu B B nauui
58. | AUMETUN dimethyl | anmeTn LO4AX | kancynu AT YkpaiHa | AT "®apmak”, YkpaiHa | YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHnX 3a UA/20897/01/01
DYMAPAT- | fumarate | ndymap | 07 racTpopesnCTeHTHI "®apmak” (BTOPYHHE NakKyBaHHS, marepianis: TexHiyHa nomunka (3rigHo | peyenm
PAPMAK aT TBepai, no 120 mr no MapKyBaHHS, Haka3ly MO3 Big 3.07.2015 Ne 460). oM
7 kancyny énictepi; KOHTPO/Ib SIKOCTI, BunpasneHHsA TeXHIYHOT NOMW/IKN B
no 3 6nictepu B BUMYCK cepii 3 MKA N3 AumeTtundymapat-dapmak,
nauu,i npoaykuii in bulk Karcynm racTpopesncTeHTHi TBepai, No
hipMn-BMpobHUKa 120 mr, a came npu ApyLi JOKYMEHTIB
CaHosenb Inay Canai 6yN0 JONYLWEHO TEXHIYHY MOMUIIKY,
Be Tugxapet A.LL., YyacTuHa TeKCTY BifCYTHS, B po34ini
TypeyunHa «METOAWN KOHTPO/HO», 3a
(BUpOGHMLTBO, nokasHnkamm «5. PO3UnMHeEHH:A» Ta «8.
nakyBaHHS, KOHTPO/Tb KinbkicHe BU3HaUeHHs» . 3a3HaveHe
AKOCTi Ta BUMYCK BUNPaB/IeHHs BignoBigae marepianam
cepii)) peecTpavuiiHoro focke, siki
npeacTasneHi B apxisi (po3ain
3.2.P.5.2. AHaniTU4HI MeToaMKN)
59. | AOP30MNTU | Timolol, nopsona | SO1E Kpani O4Hi, po34vH dapmaues | lNonbLya Padapm C.A. peuis BHECEHHS 3MiH 10 peecTpaLiitHnx 3a He UA/18413/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
K KOMBI combina | mig (y D51 20 mr/mn+5 mr/mn; 5 TUYHWIA MaTepianis: 3miHu | TUNy - 3MiHn peuyenm | nidnse
EKO tions BUrNAAj M1 PO3UMHY B 3aB0[, Loao 6e3nekn/edeKTUBHOCTI Ta om ae
nopsona nonieTuneHosomy «MONb®A thapmakoHarnagy (iHwi 3MiHW)-3MiHK
Migy dnakoHi- PMA> BHECEHO B |HCTPYKL,i0 4151 MEANYHOTO
rigpoxsno KpanenbHuLi C.A. 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
puay) Ta MICTKiCTIO 5 Mn1 3 po3giny «Oco6anBOCTi 3aCTOCYBaHHA»
TMMOJI0 KPULLIKOKO 3 BigNoBigHO A0 iHhopmaLi 3 6e3nekn
n(y rapaHTiiHUM 3aCTOCyBaHHS NikapcbKoro 3acoby.
BUrNAAI Kinbuem. no 1 a6o 3 3MiHu | TUNY - 3MiHK Woao
TMMOJ10 dhnakoHu B 6e3nekn/edeKTMBHOCTI Ta
ny KapTOHHI Kopo6Lyi thapmakoHarnsgy. 3MiHa y KopoTkili
Maneary XapakTepucTuLi nikapcbkoro 3acoby,
) TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpavuinHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO A0 naHy
negjarpnuHux gocnigxeHs (PIP)
(3MiHY Y3rO[pKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVUM OpraHom) - 3miHu
BHECEHO B IHCTPYKLitO 415 MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3sginy «lMobiuHi peakuii» BignoBsigHO
iHchbopMmawii woao 6e3neku
3aCTOCYBaHHSA Ajil04nX PEYOBUH 3rifAHO
pekomeHgauii PRAC.
60. | AOLEETAKC | docetax | gouetak | LO1C KOHUEeHTpAaT ans AKKOpA, Icnanis BUPOGHMLTBO, IHgis/ BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/17408/01/01
ENT AKKOPJ, | el cen D02 pPO34nHYy AN Xernckea KOHTPO/1b SIKOCTI, Benvka mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
iHdpy3iid, 20 mMr/mn no CYy. nepBrHHe Ta BputaHi AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. oM
1 mn (20 mr) a6o 4 BTOPWHHE NaKyBaHHS: s/ 3MiHM Yy BUpO6HMUTBI. 3amiHa abo
M (80 mr) abo 8 mn IHTac Yropuu BBElE€HHA A404aTKOBOI AiNbHUL
(160 mr) y dapmacboTikanc Ha/ BMPOGHULITBA /15 YACTUHU ab0 BCLOTO
chnakoHax, no 1 Nimiteq, IHAis; IHTac Monbwa BMPOBHMYOrO NpoLEecy roToBOro
hnakoHy B PapmacbtoTikasc / nikapcbKoro 3acoby (AinbHUUS ons
KapTOHHIN navui Nimiten, IHAjs; ManbTta/ BTOPUHHOTIO NaKyBaHHA) fofaBaHHs
BTOPWHHE NaKyBaHHS: Ipeuis LOiNbHUL BiANOBIZa/IbHOT 32 BTOPUHHE

Akkoppg Xenckea
Nimiten, Benuka
BpwvTtaHisi; CuHonTn3
IHpacTpian Cn.3 0.0.,
MonbLya; KOHTPOsib

nakyBaHHa Akkoppg, Xenckea CiHrn
Mewmb6ep C.A., (64-i km HaujioHanbHoT
npoporn AdiHun, Nlamisi, Cximarapi,
320009, 'peuis) /Accord Healthcare
Single Member S.A,, (64 th Km
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
AKOCTI cepii: €BpochiHC National Road Athens Lamia,
Bio®apma MpogakT Schimatari, 32009, Greece). 3miHu |
TecTiHr Byganewt MYy - AGMIHICTPaTUBHI 3MiHW. 3MiHa
KcpT., YroplumHa; HallMeHyBaHHs Ta/abo agpecu micus
dapmagokc Xenckea NPOBa/KEHHS AiANbHOCTI
Nta., ManbTa; BMpO6HMKa/iMnopTepa rotoBoro
BVMPOGHMLTBO, nikapcbKoro 3acoby, BkIovaoun
nepBUHHe Ta AinbHULI BUNYycKy cepii abo micue
BTOPVHHE MaKyBaHHS: NPOBeAEHHS KOHTPOJKO SKOCTI.
OHko Inak CaH. Be (@isnbHICTb, 3a Ky BignoBigae
Tipx. A.C., BMPOGHMK/IMNOpTEpP, He BK/IYaum
TypeyuunHa; KOHTPO/b BUMYCK cepiii) 3MiHa Ha3BW AiNSHKA,
AKOCTI cepii: BiANOBIAA/IbHOI 3@ KOHTPO/Ib cepii
dapmaBanig K., rotoeoro npoaykty 3 PHARMAVALID
YropLmHa; Ltd. Microbiological Laboratory,
BiANOBIAaIbHMI 3a Hungary Ha Pharmavalid Kft.,
BUNYCK cepii: AKKopa Hungary. NpuBeaeHHA HanncaHHa
Xenckea Moncka Cn. 3 aapecy y BignosigHicTb o GMP.
0.0. Cknag Imnoprepa, dakKTUyHe MicLe3HaxXoMKeHHS Ta
MonbLa; BTropmHHe agpeca 3a/mLaTbes 6e3 3MiH. 3MiHu
nakyBaHHS: AKKOpZ, | TMNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa
Xenckea CiHrn HallMeHyBaHHs Ta/abo agpecu micus
Mewmb6ep C.A., Ipeuis NPOBAKEHHS AiS/IbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKAYaumn
AinbHULI BUNYycKy cepii abo micue
NPOBeAEHHS KOHTPOJKO SKOCTI.
(@isnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEpP, He BK/IYaum
BUMYCK cepiii) 3MiHa Ha3BW AiNSHKA,
BiANOBIAA/IbHOI 3@ KOHTPO/Ib cepii
roToBoro npoAykTy 3 Eurofins
Analytical Services Hungary Kift.,
Hungary Ha Eurofins BioPharma
Product Testing Budapest Kift.,
Hungary. NpuBeaeHHA HanncaHHA
agpecw y BignoBigHicTb o GMP.
daKTNUHe MiCLe3Hax0MKEHH:A Ta
ajpeca 3anvwalTbes 6e3 3MiH
61. | AYOAOAPT tamsulo | gytacte | G04C Kancysm Teepgi no nakcoCwmi | Benuka KataneHT [xepMeHi Himeuun BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a He UA/13330/01/01
sin and pua; A52 0,5 mr/0,4 mr; no 30 TKnsiH BpuTaHi LLlopHaopd M6X Ha mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm | nionse
dutasteri | Tamcyno abo no 90 kancyn y Ekcnopt A oo 6e3nekn/edheKTMBHOCTI Ta oM ae
de 3UHY chnakoHi; no 1 Nimiten thapmakoHarniagy (iHwi 3MiHn) - 3MiHK
rigpoxno hnakoHy B BHECEHO B iHCTPYKLi0 A1 MeAUYHOro
pua KapTOHHI Kopobui

3aCTOCYBaHHs /liKAPCbKOro 3acoby B
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

po3ginu: "MNo6ivHi peakuii" woa0
BaXX/IMBOCTI 3BITYyBaHHS Npo
nigo3proBaHi NoGiYHI peakuii,
"MicLe3HaxomkeHHs BUPOGHMKa Ta
oro agpeca Micusi NPoBaKEHHS
AisnbHOCTI" (pepakuiive
BMMpPaB/IeHHs), [0AaHO pPo3ainv
"MpeAcTaBHUK 3aABHMKA" Ta
"Micue3Haxo4KeHHs npeAcTaBHuKa
3asBHMKA" 3 3a3HAYEHHAM KOHTaKTHUX
JaHUX 4Ns MOXMBOCTI NOBIAOMIEHHS
npo nigo3ptoBaHi NOBIYHI peakLii.
TepMmiH BBELEHHS 3MiH - NPOTArom 6
MicSLIB NicnsA 3aTBEpKEHHS. 3MiHM |
TMNYy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbkoro 3acoby B
nicnsapeecTpauinHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negjarpnuHux gocnigxeHs (PIP)
(3MiHY Y3rO[pKEHO 3 KOMMNETEHTHNUM
YNOBHOB&XXEHUM OpraHom)- 3MiHu
BHECEHO B iHCTPYKL,iO0 4719 MEeANYHOro
3aCTOCYyBaHHS NikapcbKoro 3acoby B
po3ain "OcobnmnsocTi 3acTocyBaHHA"
BiANOBIAHO A0 OHOBMEHOI iIHGhOpMaL,ii
o0 6e3nekn 3acToCyBaHHS Aito4oi
peyoBUHM NiKapCbKOro 3acoby. TepMmiH
BBE/EHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
AAMiHICTpaT1BHI 3MiHW. 3MiHa Ha3BU
NiKapcbKoro 3acoby. 3miHa Ha3Bu
nikapcbkoro 3acoby. 3aTBepmaxeHo:
OYOOAPT (DUODART™,).
3anponoHoBaHo: AYOOAPT
(DUODART). TepMiH BBEAEHHS 3MiH -
npoTArom 6 Micauis nicns
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3aTBEPKEHHS.
62. | EBETPEKC ezetimib | eseTumi C10A Tabnetku no 10 mr; letepo IHAjsA leTepo /1a63 JlimiTepq, IHAjA BHECEHHS 3MiH [0 peecTpavLiiiHuX 3a UA/19716/01/01
e 6 X09 no 7 TabneTok y Na63 marepianis: 3miHu | TUny - 3MiHK 3 peyenm
6nictepi; no 4 Nimiten SIKOCTi. [O0TOBWMIA Nikapcbkuii 3acib. om
6nictepn y 3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy
KapTOHHI Kopobuj cepii (BkOYaoun fianasoH posmipy
cepii) roToBOro nikapcbKoro 3acoby
(36inblueHHst fo 10 pasiB NOPIBHSHO i3
3aTBEPHKEHNUM PO3MIPOM) BBELEHHSA
[04aTKoBOro po3mipy cepii 13 200 kr
(2000000 TabneToK) B AOMNOBHEHHS A0
BXE 3aTBEPPKEHOro po3mipy cepii 40
Kr (400 000 TabneToK). 3aTBEPOKEHO:
40 kg/400 000 Tablets
3anponoHoBaHo: Minimum / Standard
Batch size 40 kg/400 000 Tablets;
Maximum batch size 200 kg — 2 000
000 Tablets.
63. | EKCOOPX Valsarta | amnogn | C09D TabneTkn, BKpUTI HoBaprTic LLiseiiua Brpo6HMLUTBO 3a ITanis/ BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/8102/01/01
nand niHy BO1 NNiBKOBOKO Papma Al pis NOBHUM LK/IOM: PymyHis mMartepianis: 3miHu | TUny - 3MiHK 3 peuyenm
amlodipi | 6ecunar 060/10HKOI0, 5 Mr/80 HosapTic ®apma AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. oM
ne Ta Mr; no 14 TabneTok C.n.A,, Itanis; 3MiHM Yy BUPOGHMLTBI. 3MiHa
BasicapT y 6nicTepi; no 1 abo iMnopTepa/3miHu, L0 CTOCYTbCSA
aH no 2 6nictepu B Bnpo6HMLTBO, BUMYCKY Cepii Ta KOHTPO/IIO AKOCTI

KOpoo6Li

KOHTPO/Ib SIKOCTI,
nepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS:

3irdopig, Bapbepa,

C.J1., IcnaHis;

KoHTponb skocTi:
HosapTic
PapmacboTrKanc
C.P.J1., PymyHis

roTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 gofaBaHHs AiNbHWULI, Ha Kl
3[jACHIOETbCS
KOHTPO/Ib/BMNPOBYBaHHSA cepil) -
[JopaasaHHA BUPOOHMKaA
BiINOBI4A/ILHOrO 3a KOHTPO/Ib AKOCTI,
a came: CaHgos C.P.J1., PymyHis (Byn.
NiBe3seHi, 7A, 540472, Tupry MypeLu,
okpyr Mypeuu, PymyHis) / Sandoz
S.R.L., Romania (Str. Livezeni nr. 7A,
540472, Targu Mures, Jud. Mures,
Romania). 3miHu | Tuny -
AfMiHiCTpaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKoYaun
AiNbHULI BUNYCKY cepii abo micue
NpPOBeAEHHS KOHTPOJO SIKOCTI.
(oisnbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEP, HE BKKYayn
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BWMYCK Cepiii) - 3MiHa Ha3BuK Ta
YTOYHEHHS afpecy HOBOro BUPOBHMKa
BiAMNOBIAA/ILHOIO 3a KOHTPO/Ib AKOCTI.
[itoua pepakuis: CaHgos C.P.J1. /
Sandoz S.R.L. Byn. NliBe3eHi, 7A,
540472, Tupry MypeLu, okpyr MypeLu,
PymyHis / Str. Livezeni nr. 7A, 540472,
Targu Mures, Jud. Mures, Romania.
MponoHoBaHa pepfakuis: HosapTic
dapmacbtoTukanc C.P.J1. / Novartis
Pharmaceuticals S.R.L. Byn. JliBe3eHi,
7A, MyHiumnaniteT Tupry MypeLu,
OKpyr MypeLu, NoLTOBWiA iHAEKC
540472, PymyHis / Str. Livezeni nr. 7A,
Municipiul Targu Mures, Judet Mures,
post code 540472, Romania

64.

EKC®OPX

Valsarta
nand
amlodipi
ne

amnoau
niHy
6ecunar
Ta
BasicapT
aH

C09D
BO1

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI, 5
Mr/160 mr; no 14
TabneTtok y 6nictepi;
no 1 a6o no 2
6nicTepy B KOPOOLi

Hosapric
Papma Al

LLiBelina
pis

Brpo6HMUTBO 3a

MOBHUM LK/IOM:

HosapTic ®apma
C.n.A., Itanis;

BrpobHuuTBO,
KOHTPO/Ib AKOCTI,
NepBUHHE NakKyBaHHS,
BTOPWHHE NaKyBaHHS:
3irdopig Bapbepa,
C.J1., IcnaHisi;

KoHTponb skocTi:
Hosapric
dPapmacbloTrKanc
C.P.J1., PymyHia

ITania/
Icnanis/
PymyHis

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | TUny - 3MiHK 3
SIKOCTi. [O0TOBWIA Nikapcbkuii 3acib.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTbCA
BMMNYCKY Cepii Ta KOHTPOJIHO SIKOCTi
roTOBOrO JlikapcbKoro 3acoby (3amiHa
abo fofaBaHHA AiNbHUL, Ha SAKIRA
3[jACHIOETbCSA
KOHTPO/Ib/BUNPOBYBaHHs cepil) -
[onaBaHHA BUPOBOHMKaA
BiAMOBIAA/IbHOIO 3a KOHTPO/Ib SIKOCTI,
a came: CaHpgo3s C.P.J1., PymyHis (Byn.
NiBeseHi, 7A, 540472, Tupry MypeLu,
okpyr Mypew, PymyHist) / Sandoz
S.R.L., Romania (Str. Livezeni nr. 7A,
540472, Targu Mures, Jud. Mures,
Romania). 3mitm | Tuny -
AAMiHICTpaT1BHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BkYaun
LOiNbHUL BUNYCKY cepii abo micue
NpOoBeAeHHS KOHTPOJO SKOCTI.
(AisnbHIiCTb, 3a AKy Bignosifae
BMPOGHMK/IMNOPTEP, HE BK/OYAOUM
BWMYCK cepiii) - 3MiHa Ha3BM Ta
YTOYHEHHS aZjpecy HOBOro BUPOGHMKA

3a
peyenm
om

UA/8102/01/02
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BiANOBI4A/IbHOrO 3a KOHTPO/Ib SIKOCTI.
[itoua pepakuis: CaHgos C.P.J1. /
Sandoz S.R.L. Byn. JliBeseHi, 7A,

540472, Tupry MypeLu, okpyr MypeLu,

PymyHis / Str. Livezeni nr. 7A, 540472,

Targu Mures, Jud. Mures, Romania.
MponoHoBaHa pegakuis: HoBapTic

dapmacbioTukanc C.P.J1. / Novartis

Pharmaceuticals S.R.L. Byn. JliBe3eHi,
7A, MyHiuvnaniteT Tupry MypeLu,
oKpyr MypeLu, NOLWTOBWiA iHAEKC

540472, PymyHis / Str. Livezeni nr. 7A,

Municipiul Targu Mures, Judet Mures,

post code 540472, Romania

65.

EKCDOPX

Valsarta
nand
amlodipi
ne

amnoam
niHy
6ecunar
Ta
BasicapT
aH

C09D
BO1

TabneTku, BKpUTI
NAiBKOBOO
060/10HKoto, 10
Mr/160 mr; no 14
TabneTtok y 6nictepi;
no 1 a6o no 2
6nicTepy B KOPOO6L

HosapTic
dapma Al

LBeiiua
pis

Brpo6HMUTBO 3a

MOBHUM LIK/IOM:

Hosaprtic ®apma
C.n.A,, lTanis;

B1po6HMUTBO,
KOHTPO/b SIKOCTI,
NepBUHHE NaKyBaHHs,
BTOPVHHE MaKyBaHHS:
3irdopig, Bapbepa,
C.J1., IcnaHis;
KoHTponb skocTi:
Hosapric
dPapmacboTrKanc
C.P.J1., PymyHia

ITania/
Icnanis/
PymyHis

BHECEHHSA 3MiH 10 peecTpaLiiiHnx
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
3MiHW Y BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTbCS
BMNYCKY Cepii Ta KOHTPOHO AKOCTI
roTOBOrO /liKapCcbkoro 3acoby (3amiHa
ab0 fofaBaHHA AiNbHUL, Ha SKIR
3/iiCHIOETbCSA
KOHTPO/Ib/BUNPOBYBaHHA cepil) -
[ofaBaHHsi BUPOOHUKaA
BiAMNOBIAA/IbHOIO 3a KOHTPO/Ib AKOCTI,
a came: CaHgos C.P.J1., PymyHis (Byn.
NiBeseHi, 7A, 540472, Tupry MypeLu,
okpyr MypeLwu, PymyHist) / Sandoz
S.R.L., Romania (Str. Livezeni nr. 7A,
540472, Targu Mures, Jud. Mures,
Romania). 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEeHHA Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotosoro
NiKapCcbKoro 3acoby, BK/AUaumn
AOinbHULI BUNYyCKy cepii abo micue
NpoBefieHHS KOHTPOJIHO AKOCTI.
(@isinbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, He BK/IYaum
BUMYyCK cepili) - 3mMiHa Ha3BW Ta
YTOUYHEHHS afjpecy HOBOro BUPOBHMKa
BiAMNOBIAA/IbHOIO 3a KOHTPO/Ib AKOCTI.
[itova pepakuis: CaHgos C.P.J1. /

3a
peyenm
om

UA/8102/01/03
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
Sandoz S.R.L. Byn. JliBeseHi, 7A,
540472, Tupry MypeLu, okpyr MypeLu,
PymyHis / Str. Livezeni nr. 7A, 540472,
Targu Mures, Jud. Mures, Romania.
MponoHoBaHa pepakuis: HoBapTic
dapmacbtoTukanc C.P.J1. / Novartis
Pharmaceuticals S.R.L. Byn. JliBe3eHi,
7A, MyHiumnaniteT Tupry MypeLu,
oKpyr MypeLl, NOLITOBUIA iHAEKC
540472, PymyHis / Str. Livezeni nr. 7A,
Municipiul Targu Mures, Judet Mures,
post code 540472, Romania
66. | EMNIPYBIUW | epirubici | enipy6iy | LO1DB | po3unH gns iH'eKLil, Mepak Himeuun | BTOpuHHe nakyBaHHs, | Himeuun BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/10941/01/01
H MEAAK n NHY 03 2 mr/mn, no 5 mn, lesenblia Ha MapKyBaHHS, Ha/ mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm
rigpoxno a6bo no 10 mn, abo T hrop KOHTPO/1b Ta BUMYCK Yecbka oo 6e3nekn/edheKTMBHOCTI Ta oM
pna no 25 mn, a6o no 50 KNiHiwe cepii: Mepgak Pecny6n hapmakoHarnisgy. BeegeHHs abo
M, abo no 100 mny | LWneuianb esenbliadT rop ika 3MiHM [0 y3arasibHeHX JaHux npo
hnakoHi; no 1 npenapar K/iHiLe cucTemy thapmakoHarnsgy (sBefieHHs
hnakoHy B KOpooL,i e M6X LLneuianbnpenapare y3araJlbHeHUX AaHUxX Npo cUcTemy
M6X, HimeuuunHa; hapmakoHarnagy, smiHa
Bnpo6HMUTBO "in YMNOBHOBaXeHOI 0cobu,
bulk", nakyBaHHs, BiANOBIAA/IbHOT 32 34iCHEHHS
MapKyBaHHS Ta dhapmakoHarnsgy; KOHTakTHoi ocobm 3
KOHTPO/b cepii: thapmakoHarnsgy 3assHuka gns
OHkoTek ®apma 34iicCHEeHHSs hapmakoHarisgy B
MpogakwH MvéX, YKpaiHi, AKL0 BOHa BiAgMiHHA Bif,
HimeuuunHa; YNOBHOBaXEHOI 0cobu,
Brnpo6bHMuTBO "in BiANOBIAA/IbHOT 32 34iNCHEHHS
bulk", nakyBaHHs, hapmakoHarnagy (Bkitovarouu
MapKyBaHHsA Ta KOHTaKTHI faHi) Ta/abo 3MiHn y
KOHTPO/Ib Cepil: pO3MileHHI MacTep-goaiina cuctemm
OHKomep, hapmakoHarnagy) - 3MiHa KOHTakTHOT
MeHblohekyepiHr a.c., 0Cco6U 3asBHMKA, BiANOBIAA/ILHOI 38
Yecbka Pecny6nika hapMakoHarsiag B Ykpaini. Jirova
pepakuisa: Aranos Bnagucnas
Oneroswuy. MponoHoBaHa pefakuis:
[opoLeHko AHHa IropiBHa. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3aaBHVIKa, BiNOBifaIbHOI 3a
dhapmakoHariag B YKpaiHi.
67. | EPEN3I etanerce | etaHepy | LO4AB | po3uuH Ans iH'eKUild, CaHpo3 ABCTpiIs Bunyck cepii: CaHgo3s | AscTtpis/ BHECEHHS 3MiH [j0 peecTpaLiiiHnX 3a UA/21193/01/01
pt ent 01 50 mr/1 mn (50 mr); M6X M6X — Bnpo6Huua Himeuun marepianis: 3miHu | TUny - 3miHK 3 peyenm
no 1 mMn po3ynHy y AiNbHWUSA ACenTuyHi Ha/ akocTi. CepTtudikaT BignosigHocTi/lE- oM
nonepegHb0 Nikapcbki 3acobu Lseiina cepTuduikaT BiANOBIAHOCTI
HanoBHEHOMY LWadTeHay (AcenTnuHi pisi/ €Bponechbkiii
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Hassa

MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
wnpuui; 4 N3LW), AscTpis; CnoBeHi thapmakonei/moHorpadii. 3miHu,
nonepeaHL0 BMPOGHMLTBO in bulk, A noB's3aHi 3 HEOOXIAHICTIO NPVBEAEHHS
HaMoBHEHI LWINpUUKn y nakyBaHHs1, BUMYCK y BiZNOBIAHICTb A0 MOHorpadii 4PY
6nictepax y cepii, KOHTPOb cepii: abo E€sponelicbkoi thapmakonei, abo

KapTOHHI Kopo6Lyi

HoBaprTic
PapmacbloTikas
MaHydhakTypiHr TM6X,
ABCTpISl; BTOPMHHE
nakyBaHHs, KOHTPO b
cepii: A [j Ti
Bionorika MM6X,
HimeyumHa; KOHTPOsb
cepii: HoaprTic
dapmacbloTikan
MaHydakTypiHr TM6X,
ABCTPIsi; KOHTPONb
cepii: €BpodcpiHc PACT
'M6X, HimeyuunHa;
KOHTPO/b cepii:
HoBapTic ®apma
LLTaiiH AT,
LLIBefiLapisi; KOHTPOb
cepii: HoBapTic ®apma
Ar, LWBeliyapis;
KOHTPO/b cepii:
HoBaprTic
PapmacbloTikas
MaHydaktypuHr JI1IC,
CnoBeHif; KOHTPO/b
cepii: EiieHOEM
CrtabTecT Jlabop iop
AHaNITUK yHA
Lta6iniTeTnprodpyHre
H F'm6X, HimeuunHa

iHLIOT HaLjioHanbHOT thapmakonei
nepxasun €C (3MiHa y cnevudikauii
HedhapmakoneiiHoro A®I gns
npuBELEHHS Y BiANOBIAHICTb 40 BUMOT
Loy abo €sponelicbkoi hapmakone,
ab0 iHWoi HauioHasbHOI hapmakonel
fepxasu €C) - lonomixHa
peyoBUHa/BUXIQHWIA MaTepian aAns
BMpO6HMLTBA AP - 3MmiHa y
cneuudikaLii 3 METO NMPUBEAEHHS Y
BiANOBIAHICTL 4O BUMOr €BponelicbKol
thapmakonei 4na pekoMbiHaHTHOro
noacekoro (hr) iHcyniHy, Wwo
BUKOPVCTOBYETLCA B NpoLeci
NiAroTOBKM iHOKYNATY/KYIbTUBYBaHHSA
KNMITUH fjt040T pevyoBUHU. 3MiHIOETLCSA
nocuiaHHA 3 BNacHUX cneuudikadii
Ha Bumory €®. 3MiHu | Tuny - 3miHn 3
akocTi. A®l. BUpo6HMLUTBO. 3MiHM
BUNpPOByBaHb ab0 AONYCTUMUX MEX Y
npoueci BupobHuutea A®l, o
BCTaHOB/EHI y cneumdikalisx
(nofaBaHHSA HOBOTO BMNPOBYBaHHA Ta
[ONyCTUMUX MeX) - [lofaBaHHs
BU3HAYEHHA MiKOMasmm 3a
ponomoroto NAT (Nucleic Acid
Amplification Techniques)(MN/P y
peasibHOMY 4aci) y SKocTi
anbTepHaTUBHOIO
BHYTPILLUHbOTEXHO/IOMYHOro TECTY, WO
3aCTOCOBYETLCA Mif, Yac BUPOOHULTBA
Lito40T pevyoBMHN. BcTaHOBNEHO
HOpMyBaHHs1 «Mikonia3ma He
BusIBNeHa». 3MiHu | Tuny - 3MiHu 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y
meTofdax BunpobysaHHs AD| abo
BUXiAHOro Marepiany/npomixxHOro
npoAayKTy/peareHTy, Lo
BMKOPVICTOBYETLCS y NpoOLieCi
BMPOGHMLTBA ADI (iHLWi 3MiHN Y
MeToAax BunpobysaHHs (BKoYatoun
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

3amiHy abo fonoBHeHHs) Ad| abo
BUWXi4HOro/MpoMKHOro NpoAayKTy) -
3MiHM [0 npoueaypy BUNpPobyBaHHS
6GioHaBaHTaXKEHHS, L0
BMKOPVCTOBYETbLCA A1 Aito4oi
peyoBUHMW, OHOB/IEHHA NapamMeTpiB
iHKy6auii Ta gogasaHHs meToay "The
pour-plate method", sk anbTepHaTnBK
[ANA 3aranbHOro nigpaxyHky aepobHux
MiKpoopraHiaMiB. 3MiHu | TURy - 3MiHN
3 AKocTi. [oToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHK Y npoLeci
BMPOGHMLITBA rOTOBOTO NiKapCbKOro
3aco6y, BK/IHOHAKYN NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU
BVMPOGHMLTBI FOTOBOTO NiKapCbKoro
3aco6y (iHLWi 3MiHK) - 3miHa
BUPOGHNYOTrO NpoLecy MikapCbKoro
3acoby, BUpo6bHKoM Novartis
Pharmaceutical Manufacturing GmbH,
3 METOI NOJOBXEHHS Yacy 36epiraHHs
roTOBOro NPOAYKTY B
Hepo3dacoBaHoMy BUrnAAi (micns
MiKpO6ioNorivyHoi hinbTpauii) 3a
KIMHaTHOI TemnepaTypu 3 < 72 rog, Ao
< 142 rog, a TakoX NoAoBXeHHS Yacy
npouecy po3nuey 3 < 24 rof Ao < 48
rofi. 3miHum | Tmny - 3miHn 3 AKOCTI.
A®I. Bupo6bHuLTBO. 3MiHM B NpOLIECI
BUpo6HMUTBa AP| (He3HAYHA 3MiHa Y
npoteci BupobHuuTea APIl) - He3HauHi
3MiHM Y BUPOBHNYOMY NpoLEeCi
aKTVBHOT PEYOBUHM eTaHepLenT:
BrpoBafKeHHs HoBoro PBK,
BUrOTOB/IEHO 3 BUKOPUCTAHHAM
yA0CKOHaNeHoro npotiecy. Moaynb
3.2.5.2.3 6yB OHOB/EHWI1 BiANOBIAHO.

68.

ECCEHLJA
NE®H

«EcceHu,
iasbHI
cdocchon
inigm»®=
EPL®-
cybcTaH
Lis
(gpocdho

A05B

PO34MH NS iH'EKLN,
250 mr/5 mn, Ne5: no
5 mn B amnyni; no 5
amnyJs1 y KOHTYpHii
YapyHKOBIl ynakoBLi
B KAPTOHHIlA Kopoobui

TOB
"Onenna
Xenckea
YkpaiHa"

YKpaiHa

nakyBaHHS,
MapKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii: AT
"Tanuucpapm",
YKpaiHa,;
BVMPOGHMLTBO,
nakyBaHHs,

YkpaiHa/
IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
MaTtepianis: TexHiuyHa noMunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) -

BUNPAaB/IEHHS TEXHIYHOT NOMUKN
3rigHo n.2.4. nn. 5 po3giny VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne 426

(y pepakuii Hakazy MO3 YkpaiHu Big,

23.07.2015 p Ne 460) y 38’A3Ky i3

3a
peyenm
om

UA/8626/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
ninign i3 MapKyBaHHs, Pi3HOUNTAHHAM Y MYHKTI 9
COEBYX KOHTPO/Tb Ta BUMYCK 3aTBEPMKEHVX METOAIB KOHTPOSIO
606iB cepii: PAMAP XEJIC AKOCTI NlikapcbKoro 3acoby 3a
(93 % KEAP CEPBICI3 NoKasHMKOM «BakTepiasibHi
(3-sn- MAOPWVA, C.ALY., EHAOTOKCUHM», a caMe B MeToax
occhat IcnaHis KOHTPO/IH0 HEKOPEKTHO 3a3HaYeHo
NanN)Xo BMICT 6akTepianbHVX eHA0TOKCHHIB
NiHy), (mae ctaHoBuTM Makc. 35 OE/mn)
AKi 3aMiCTb KOPEKTHOro (Ma€ CTaHOBUTU
MIiCTATb Makc. 14 OE/mn), siK 3a3Ha4eHO B
a- po3gaini Cneumdikayis MKA N3.
Tokodhep 3asHaueHe BUNpaB/ieHHs Bignosigae
on, mMaTepianam peecTpaviiHoro gocke
eTaHon (po3ain Cneuundpikauis MKA N13).
96 %)
69. | ECUMNTANO | escitalop | ecuntan | NO6A TabneTkn, BKpUTI [xy6inaHt IHais [xy6inanT [yxeHepikc IHais BHECEHHS 3MiH 0 peecTpavLiiiHuX 3a He UA/15698/01/02
NMPAM ram onpamy B10 nNiBKOBOKO [hxeHepikc NimiTen mMartepianis: 3miHu | Tuny - peuenm | nidnse
okcanar 060510HKO10, Mo 10 Nimiteq AfMiHiCTpaTMBHI 3MiHW. 3MiHa Ha3BK oM ae
Mr; no 10 TabneTok nikapcbkoro 3acoby- 3miHa Ha3Bu
B 6nicTepi; no 3 nNiKapcbKoro 3acoby. 3aTBepKeHo:
6nictepu B EMPAKA/. 3anponoHoBaHo:
KapPTOHHIi1 kopobui ECLINTANOMPAM
70. | ECUMNTANO | escitalop | ecuntan | NOBA TabneTku, BKpUTI [xy6inant IHais [bxy6inanT [xeHepikc IHais BHECEHHS 3MiH [0 peecTpaviiHux 3a He UA/15698/01/03
NMPAM ram onpamy B10 nAiBKOBOO [xeHepikc Nimiten marepianis: 3miHu | Tuny - peyenm | nidsse
okcanaTt 060/10HKO10, No 15 Nimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU oM ae
mr; no 10 TabneTok niKapcbKoro 3acoby- 3miHa Ha3Bsu
B 6nicTepi; no 3 NiKapcbKoro 3acoby. 3aTBepaKeHo:
6nictepu B EMPAKA/. 3anponoHoBaHo:
KapTOHHIi Kopobui ECUMTANOMNPAM
71. | ECUMNTANO | escitalop | ecuntan | NOGA TabneTkn, BKPUTI Lxy6inant IHgis Lbxy6inaHT [xeHepikc IHZis BHECEHHS 3MiH 40 peecTpaLiiHNX 3a He UA/15698/01/04
NMPAM ram onpamy B10 NNiBKOBOKO [hxeHepikc NimiTen martepianis: 3miHu | Tuny - peuyenm | nionse
okcanar 060/10HKO10, MO 20 Nimiteq AfMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BMK oM ae
mr; no 10 TabneTok NiKapcbKoro 3acoby- 3miHa Ha3Bu
B 6nicTepi; no 3 nikapcbKoro 3acoby. 3aTBepakeHo:
6nictepu B EMPAKA/. 3anponoHoBaHo:
KapTOHHiI1 kopobui ECLINTANOMPAM
72. | ECUMNTANO | escitalop | ecuutan - TabneTku, BKPUTI Ixy6inant IHais Lxy6inaHT [xeHepikc IHais BHECEHHS 3MiH [j0 peecTpaviiiHnx - UA/15699/01/01
NMPAM ram onpamy nAiBKOBOO [xeHepikc Nimiten marepianis: 3miHu | Tuny -
okcanar 060/10HKO10, M0 5 Mr; Nimiten AfMiHiCTpaTMBHI 3MiHW. 3MiHa Ha3BM
in bulk: Ne 5000 y nikapcbKkoro 3acoby- 3miHa Ha3Bu
nonieTuneHoBomy nikapcbKoro 3acoby. 3aTBepikeHo:
nakeri EMPAKA/. 3anponoHoBaHo:
ECLUTAIONPAM
73. | ECUMATANO | escitalop | ecumTan - TabneTku, BKpUTI [bxy6inaHt IHAis [xy6inanT [xeHepikc IHAaisn BHECEHHS 3MiH [0 peecTpaLiiHnX - UA/15699/01/02
NMPAM ram onpamy NNiBKOBOK L[bKeHepikc NlimitTeqn martepianis: 3miHu | Tuny -
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
okcanar 060/10HKO10, Mo 10 Nimiteq AfMiHiCTpaTMBHI 3MiHW. 3MiHa Ha3BMK
mr; in bulk: Ne 5000 nikapcbkoro 3acoby- 3miHa Ha3Bu
y nonieTnneHoBoMy NikapcbKoro 3acoby. 3aTBepaxeHo:
nakeri EMPAKA/L. 3anponoHoBaHo:
ECLUNTAIONPAM
74. | ECUATANO | escitalop | ecumtan - TabneTku, BKpUTI [bxy6inaHTt IHAin [xy6inanT [pxeHepikc IHAain BHECEHHSA 3MiH 10 peecTpaLiiHnx - UA/15699/01/03
NMPAM ram onpamy NNiBKOBOKO [hxeHepikc Nimiteq martepianis: 3miHu | Tuny -
okcanaTt 060/10HKot0, Mo 15 Nimiteq AAMiHICTpaT1BHI 3MiHW. 3MiHa Ha3BU
mr; in bulk: Ne 5000 niKapcbKoro 3acoby- 3miHa Ha3Bsu
y nonieTn1eHoBOMY NiKapCcbKoro 3acoby. 3aTBepaKeHo:
nakeri EMPAKA/. 3anponoHoBaHo:
ECLUNTATIONPAM
75. | ECUMATANO | escitalop | ecumTan - TabneTkn, BKpUTI [oxy6inaHTt IHgis [xy6inanT [yxeHepikc IHgis BHECEHHS 3MiH [0 peecTpavLiiiHnX - UA/15699/01/04
NMPAM ram onpamy NNiBKOBOKO [xeHepikc NimiTen martepianis: 3miHu | Tuny -
okcanar 060710HKO10, MO 20 Nimiteq AfMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BMK
mr; in bulk: Ne 5000 nikapcbkoro 3acoby- 3miHa Ha3Bu
y nonieTnneHoBomy nikapcbkoro 3acoby. 3aTBepaxeHo:
nakeri EMPAKA/L. 3anponoHoBaHo:
ECLTAIONPAM
76. | ECUMNTANO | escitalop | ecuntan | NOBA TabneTku, BKpUTI [bxy6inaHT IHais [bxy6inaHT IxeHepikc IHais BHECEHHS 3MiH [j0 peecTpaviiiHux 3a He UA/15698/01/01
NMPAM ram onpamy B10 NAiBKOBOO [xeHepikc Nimiten marepianis: 3miHu | Tuny - peyenm | nionse
okcanar 060/10HKOI0, M0 5 Mr; Nimiteq AZMiHICTpaTWBHI 3MiHW. 3MiHa Ha3BM om ae
no 10 TabneTtok B nikapcbKkoro 3acoby- 3miHa Ha3Bu
6nicTepi; no 3 nikapcbKoro 3acoby. 3aTBepikeHo:
6nictepu B EMPAKA/. 3anponoHoBaHo:
KapTOHHIi Kopobui ECLUUTANOMNPAM
77. | ETUWIMETIN - eTunver - NOPOLLIOK TOB HB® | YkpaiHa BUNYCK cepii, He YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHNX - UA/19542/01/01
nrigPoKcu WArigpoK (cybcTaHuis) y «MIKPOXI BK/IOYAK0UN marepianis: 3miHu | Tuny -
niPNANHY mnipuam noABiNHMX M>» KOHTPO/b/BUNPOGYBaH AOMiHIiCTpaTuBHI 3MiHWU. BunyyeHHs
CYKUMHAT HY nonieTuIeHoBmxX HS cepii: BMPOGHNYOI AiNbHUL (BKNOYAOUN
CyKUMHa Milkax gns TOB HB® OinbHUUi ana A®l, npomikHoro
T hapmaLeBTUYHOro «MIKPOXIM>» NPOAYKTY ab0o roTOBOro NiKapcbKoro
3aCcTOCyBaHHA YKkpaiHa, 3aco6y, AinbHULI 4719 NpOBeAEHHS

BignoBigasbHWi1 3a
BMPOGHULITBO Ta
KOHTPO/b/BMNpo6yBaH
HS1 cepil, He
BK/IKOHAL0UM BUNYCK
cepii:
AkuioHepHe
ToBapucTeo
"papmack”,
YkpaiHa

nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepil,
MicLie NpoBeAeHHS KOHTPOSIIO cepil)
ab0o nocTavyasibHMKa BUXiAHOrO
martepiany, peareHTy abo AONOMDKHOT
PEeYoBUHM (SKLLO 3a3HAYEHO Y [0CbE)
-BUNTYYEHHS OYHKLIT «BignoBigansHWi
3a KOHTPO/1b/BUNPOBYBaHHA cepii»
ans ginbHnyi TOB HB® «MIKPOXIM»
3a agpecoto: YkpaiHa, 93000,
JlyraHcbka 0611., M. PybixHe, By.
JleHiHa, 6yA. 33. 3miHuM | TUNy - 3MiHK
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

3 aKocTi. A®l. Bupo6HuuTBO. 3MiHa
BMPOGHMKA BUXIZHOr0/MPOMIXXHOIO
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpOGHYMKa
(BKOYarouK, fe HeobXigHO, Micue
npoBefEeHHs KOHTPOso skocTi) APl (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponeiichkili
thapmakonei y 3aTBepAKeHOMY AOCLE)
(iHLWi 3MiHW)- 3MiHa agpecy BUPO6HUKa
NiKapcbKoro 3acoby, sKuii BUKOHYE
yHKLUT «BiANOBIAANBHOTO 3a BUMYCK
cepii» ansa ginbHuui TOB HB®
«MIKPOXIM», sika 3Haxoaunach 3a
agpecoto: YkpaiHa, 93000, JlyraHcbka
061., M. PybixHe, Byn. fleHiHa, 6ya. 33
(3anponoHoBaHo: YkpaiHa, 01013, M.
Kwis, Byn. BygiHaycTpii, 6ya. 5)

78.

30HIK

pregabal
in

npera6ba
NiH

NO02B
F02

PO34UH OpasTbHUIA,
20 mr/mn no 100 mn
Y CK/IIHOMY (D1aKOHi
TEMHOr0 KO/bopy 3
KPULLIKOIO 3
KOHTPOJ/IEM NEPLLOro
BiAKPWTTS; KOXEH
h/1aKOH Y KapTOHHIiiA
ynakoBLji pasom i3
LINpULIOM-
[03aTopoM 06'eMOM
5 mn Ta agantepom
4ns wnpvua; no 100
My CKNSAHOMY
hnakoHi TeMHOro
KOMbOPY 3 KPULLKOHO,
HefoCTYNHO AN
BigKPUTTA AITbMU;
KOXeH hNnakoH y
KapTOHHI ynakoBL,i
pasom i3 WnpuLom-
[03aTopoM 06'eMoM
5 mn Ta agantepom
ANns wnpyua

TOB
"KYCyMm"

YKpaiHa

TOB "KYCYM ®APM",
YkpaiHa abo
TOB «KYCYM»,
YkpaiHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHuX
marepianis: 3miHu | TUNy - 3MiHK 3
SIKOCTi. [O0TOBWMIA Nikapcbkuii 3acib.
Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa napameTpiB cneungikawin
Ta/abo [oMyCTUMUX MeX NEPBUHHOI
yMNakoBKW rOTOBOTO NikapCbKOro
3aco6by (fONOBHEHHS cneumdikavii
HOBMM MOKa3HUKOM 3 BifnoBigHNM
MeTOoA0M BUNPOBYBaHHS) - [lofaBaHHsA
BMNPOOGYBaHHS «IponyckaHHs CBiTNna»
3 BiANOBIAHVM METOLOM KOHTPOIO A0
cneuudikaLii 418 CKNAHWUX 1akoHiB 3
TEMHOro ckna. 3miHa 06yMoB/IeHa
HeoObXiAHICTIO NpUBeAEHHS
cneuucikaLii y BignoBsigHicTb [0
hapmakoneiHnx BUMOT LLOAO CKASIHNX
KOHTEeWHepiB 3 TEMHOrO ckna. 3miHu |
TNy - 3MiHK 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTposib roToBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOBYBaHHA rOTOBOIO J1iKAPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX
BMNPoBYBaHHSA) - BHeCEHHA He3HaYHoI

3a
peyenm
om

He
nionsie
ae

UA/20659/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3MiHM Y BUNPO6YyBaHi «CynpoBigHi

[OMILLKV» B METOAAX KOHTPO/IHO
SAAKOCTI, Y 3B’13Ky 3 HEOOXIiAHICTIO
YTOYHEHHS METOAY KOHTPOSI0
nokasHuka «CynpoBigHi JOMiLLKny». [o
NYHKTY «[pUroTyBaHHs cTaHAapTHOro
PO3unHy» [0AAHO iHchopmaLito Woao
hiNbTpyBaHHSA PO34MHY MOPIBHAHHSA
BiANOBIAHO A0 BanigauiinHol
[OKyMeHTauji. 3mMiHa € pegakuiiHum
YTOYHEHHSM Ta He BMN/IMBAE Ha AKICTb,
6e3neky i e)eKTUBHICTb NliKkapCbKOro
3aco6y. 3miHu | Tuny -
AZMiHIiCTpaTMBHI 3MiHWU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, Bkvaun
AinbHULI BUNYCKy cepii abo micue
NPOBeEHHA KOHTPOJIO SKOCTI.
(gisnbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOpTEp, BKIOYaUM
BWMYCK Cepiit) - 3MiHa HaliMeHyBaHHs
BMPOOHUKa, BiANOBIAa/IbHOTO 3a
[ISNbHICTb, BKIOYAOUY BUMYCK CEPIiA,
3 TOB «JIEA®APM NTA» Ha TOB
«KYCYM». FOpuamyHa ocoba Ta
agpeca Micusi NpoBaKEHHS
LisNIbHOCTI 3aMWwatTbes 6€3 3MiH.
[itova pegakuis: BUpo6HUK, kpaiHa:
TOB «KYCYM ®APM», YKPAIHA a6o
TOB «MEAPAPM NTA», YkpaiHa.
[MponoHoBaHa peakLis: BUpoBOHUK,
KpaiHa: TOB «KYCYM ®APM»,
YKPAIHA a60 TOB «KYCYM»,
YKPAIHA. 3MiHn BHECEHO B
IHCTPYKLUi0 415 MegnyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3zin «BUpo6HWK» 3 BiANOBIAHUMMU
3MiHaMu B TEKCTi MapKyBaHHS
yMaKoBOK MiKapCbKoro 3acoby (3MiHa
Ha3BY BUPOOHUKaA). BBEAEeHHS 3MiH
npoTtarom 12-Tu micAuis nicns
3aTBEPMHKEHHA. SMiHK | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hername | pe4yosu
HmosaH HU
a
Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

HaliMeHyBaHHS1 Ta/abo agpecu
3asBHMKa (BNacHvka peecTpauiiiHoro
NOCBIJYEHHS) - MiHA HAa3BW 3asiBHMKA

(BnacHvika peecTpadiiHoro
nocsigyeHHs) 3 TOB «NEADPAPM
NTO» Ha TOB «KYCYM» 6e3 3MiHn

IOPUAMYHOI 0CO6M Ta agpecwy,

BiANOBIAHO [0 BUTArY 3 EAMHOIO

[lepXXaBHOT0 PEECTpy PUANYHUX OCI6.

[itoya pepakuis: 3asBHUK, kpaiHa:
TOB «MIEA®APM NTO», YkpaiHa.
MponoHoBaHa pepakuis:
3asBHUK, KpaiHa: TOB «KYCYM»,
YkpaiHa. BBegeHHsi 3MiH npoTsirom 12-
TW MicALIB Nic/sa 3aTBePAKEHHS

79.

IBYNPOM ibuprofe | ibynpoc
ANnA AITEN n €eH

MO1A
EO1

CYCMeH3isi OpaUibHa,
no 100 mr/5 mn no
100mn, 150 mn abo
200 M1y dh/1aKoHi;
no 1 pnakoHy y
KOMMNEKTI 3i
LLINPULIOM-
[o3atopom no 5 mn
B KAPTOHHI Kopoobuj

KOHinao,

CLA

BrpobHuuTBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/Tb SIKOCTI,
BMNYCK Cepii roTOBOro
NPOAYKTY:
dapmacbeppa
MaHydekuypiH, C.J1.,
IcnaHis; BupobHuuTeo,
nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib AKOCTI,
BMNYCK CEpii rOTOBOr0O
NPOAYKTY:
[Oencbapm Bnagen
B.B., HigepnaHnaw;
KoHTposb sKocTi (3a
BUHATKOM
MikpoG6io/IoriYHoro
KOHTPO/I0), BUMYCK
cepii roToBOro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis; BupobHuuTeo,
nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/1b AKOCTI:

Icnanis/
Higepna
HAaw/
Monbla

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMaTepianis: yTOYHEHHS
peecTpauiiiHoro Homepa B Hakasi
MOS3 Ykpaiiu Ne 1583 Bip,
14.10.2026 B npoueci BHeCEeHHs
3MiH (3MiHK | TUNY - 3MiHK 3 AKOCTI.
CepTudoikat BignosigHocTi/l E-
cepTuduikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHs
HoBOro abo OHOBMIEHOro cepTudikara
BiAANOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BignoBigHOCTI
€Bponelicbkiil hapmakonei: ans Adl;
Ansa BuxigHoro
mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
BunyueHHs cepTudikatis (3a
HasABHOCTI My/NIbTUMIETHOrO
cepTudikaTa Ha marepian) -
BunyyeHHs ceptudikata
BignosigHocTI E® gnsa APl I6ynpodeH
Bif 3aTBEpAXeHOro BupobHuka (Sl
Group, INC, USA). Y 3B'a3ky 3

Epegapm, C.J1., NPUNVHEHHAM criBnpaLi 3
IcnaHis; Bupo6HMKom A®I SI Group, INC,
AnbTepHaTnBHa USA). Peflakuis B Hakasi -

6e3
peyenm
a

UA/15878/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
AinbHUUA Ans UA/15878/01/02. BipHa pegaxuis -
npoBefeHHs UA/15878/01/01.
Mikpo6iosioriyHoro
KOHTpOsIH0 (cy640roBip
3 BUPOGHUKOM
dapmanigep, C.A.):
Biona6 C.J1., IcnaHis;
Bunyck cepii rotoBoro
npoaykty: TOB KOC
dapmauis, Monbua
80. | IBYNPOHE ibuprofe | ibynpoc | MO1A Kancynu xxenatuHosi | lMNpuBaTHe | YkpaiHa CobTrens Xenckep IHais BHECEHHS 3MiH [j0 peecTpaLiiiHuX 6e3 nionsie | UA/20884/01/01
KC n eH EO1 M'siki no 400 mr, no aKLjioHepH MeT. /114, marepianis: 3miHu | Tuny - 3MiHn peyenm ae
10 kancyny e oo 6e3nekn/edhekTMBHOCTI Ta a
6nicTepi; no 2 TOBapucTB thapmakoHarnsgy. 3MiHa y KopoTkili
6nictepu B o] XapakTepucTuLi nikapcbkoro 3acoby,
KapTOHHiIn kKopooL,i thapmaueB TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
TMYHa MeAMYHOro 3acToCyBaHHA Ha nigcTasi
habpuka perynspHo OHOB/IKOBAHOIO 3BITY 3
"Biona" 6e3nekun nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiogd, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpnyHnx gocnigxeHs (PIP)
(3MiHY Y3ro[KEHO 3 KOMMNETEHTHUM
YMNOBHOBaXEHVM OpraHom)
3MiHV BHECEHO A0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro
3acoby A0 po3ainis "Oco6/mMBOCTi
3acTocyBaHHsA" Ta "lMo6ivHI peakuii”
o0 6e3nekun 3acTocyBaHHS Aito4oi
peyvyoBUHYM iBYNPOEH BiAMNoBigHO A0
pekomeHgauin PRAC. IHCTpyKuis gns
MeAMYHOro 3acTOCYBaHHS NikapCbKoro
3acoby (eCTD Bepcist 0005)
81. | IBIKMIH Mineral HaTpito AO6A KOHLIeHTpaT Ans MANONI PpaHuis MANONI IHAYCTPI ®paHujsa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a He UA/14703/01/01
salts in cynbar | D10 0pasIbHOro PO34NHY; DPAPMA marepianis: 3MiHu | Tuny - peuyenm | nionse
combina | 6e3sogH 6113bKo 176 M PPAHC AfMiHICTpaTMBHI 3MiHWU. 3MiHa oM ae
tion niA; KOHUEeHTpaTy Ans HalilmeHyBaHHs Ta/abo agpecu
MarHito 0pasIbHOrO PO3YMHY 3asBHUKa (BNacHNKa peecTpauiliioro
cynbar y nAAwWLj; no 2 noceigyeHHs). 3miHa Ha3Bu i agpecu
, NAALWKN Y KOMNAEKTi 3as1BHMKA, OCKi/IbKM Lie NMOB’A3aH0 3
rentarig, 3 04HUM MapKeTVHrOBO MOITUKOK KOMMAHIT.
par; CTakaH4MKoM 3 3MiHM BHECEHO [10 IHCTPYKLUIT Ans
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

Kanito
cynbgar

MipHOIO JTHIEI, Y
KapTOHHI Kopo6Lyi

MeMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3aco6y Ao po3ainis "3asBHUK",
"Micue3Haxo4KeHHs 3asBHMKA".
BBefeHHs1 3MiH NpoTArom 6 micsuis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
AAMiHICTpaTBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu micus
NPOBAKEHHS AiS/IbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKAYaumn
AinbHULI BUNYycKy cepii abo micue
NPOBeAEHHS KOHTPOJO SKOCTI.
(@isnbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/IOYaoUn
BWMYCK Cepiit). 3MiHN BHECEHO A0
IHCTPYKLUii 415 MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainis "Bupo6bHuk",
"MicLe3HaxomkeHHs BUPOGHVKa Ta
agpeca MicLs NpoBaXeHHS oro
LiSNbHOCTI" Ta NyHKTY 5 TeKCcTy
MapKyBaHHs NepBUHHOT YNakoBKu
nikapcbKoro 3acoby Ta A0 NyHkTy 11
TEKCTY MapKyBaHHA BTOPUHHOT
yMakoBKM MiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6 micsiyis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). 3MiHK
BHECEHO [0 NyHKTIB 2, 3, 4, 6, 8, 9, 13,
16, 17 TeKkCTy MapKyBaHHS BTOPUHHOT
YyNakoBKM Ta A0 MyHKTIB 3, 4, 6 TekCTy
MapKyBaHHS NepPBUHHOT YNaKkoBKU
nikapcbkoro 3acoby. BBefeHHs 3MiH
npoTsArom 6 micauis nicns
3aTBEPKEHHS.

82.

IBIK/TIH

Mineral
salts in
combina
tion

HaTpito
cynbar
6e3soaH
niA;
MarHito
cynbat
rentarig
par,

AOGA
D10

KOHLeHTpaT Ans
OpasIbHOTO PO3UMHY;
6113bKo 176 M
KOHUEeHTpaTty Ans
0pasIbHOTO PO3YNHY
y nnAwj; no 2
NAALWKN Y KOMMAEKTi
3 04HUM
CTakaH4yMKOM 3

MAVONI
DAPMA
®PAHC

DdpaHuin

MANOI IHAYCTPI

dpaHuis

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOBHMUTBI. 3MiHa po3mipy
cepii (BktoYatoun gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby
(36inbLeHHs 4o 10 pasiB NOPIBHSAHO i3
3aTBEPKEHNM PO3MIPOM) - 3MiHa
pO3Mmipy nNapTii roTOBOro JliKapcbKoro

3a
peyenm
om

UA/14703/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
Kautito MipHOI0 NiHi€lo, y 3aco6y y ABa pa3u NOPIBHSHO 3
cynbgar KapTOHHI Kopo6Lyi

noYaTKOBO 3aTBEPAKEHUM PO3MiIPOM
napTii. 3aTBepaxeHo: 2862,81 kr.
3anponoHoBaHo: 2862,81 «kr, 5 725,62
Kr. 3MiHu | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkumii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco6y, BK/IHOUYAKUM NPOMIKHUIA
NpOAYKT, L0 3aCTOCOBYETLCSA NpH
BVMPOGHMLTBI FOTOBOrO NiKapCbKOro
3acoby (He3HauHa 3MiHa y npoueci
BMPOOHMLITBA) - BHECEHHS HE3HAYHUX
3MiH 0 BUpOGHMYOro npouecy
roTOBOrO NlikapcbKoro 3acoby,
30Kkpema: Ha eTani A: - 06’egHaHHsA
BBE/IeHHS1 BOAW OYVLLEHOI: Tenep
BOJa [0JA€ETbCA OAMH pas, 3aMiCTb
TOro wo6 gogasartnca Ao i nicas
HaTpito cynbaty 6e3B0AHOIO; -
cykpasiosa Ta apomartm3artop (cocktail
flavour) Tenep BBOAATLCA
6e3nocepeiHbo y BUPOGHNYMIA Bak,
3aMiCTb nonepeaHbLOro OKPEMOTo
3MiLyBaHHSA. BunpaBneHHs
ApyKapcbKol NOMUIIKN Y po3aini
3.2.P.3.3. Onwuc BUpo6HMYOro npoLiecy
Ta KOHTPO/IIO Npouecy, 30KpemMa:
KOPEKTHE 3a3HaYeHHs OANHULb BUMIpY
npy KOHTPOJi 3aKPYUYBaHHS KPULLIOK.
3artBepmkeHo: A torque testing of caps
is also performed to check their
closure. Acceptance criterion: 60 to
199 N. m.
3anponoHoBaHo: A torque testing of
caps is also performed to check their
closure. Acceptance criterion: 60 to
199 N. cm.
3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkmit 3aci6. KoHTposb
roTOBOrO /likapcbKoro 3acoby (iHLwi
3MiHW) - NPUBEAEHHSA 3aTBEPKEHNX B
YkpaiHi MKA 13 go matepianis
peecTpaujiiiHoro AockbeE,

3aTBEpPKEHOro B KpaiHax €C Ta o
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
BMMOT YMHHOIO 3aKOHOaBCTBa
Ykpainu. BBegeHHs 3MiH npoTsarom 6
MiCALiB Nicns 3aTBepMKEHHS
83. | IBIKMIH Mineral HaTpito AO6A KOHUEeHTpAaT ans Maiioni DdpaHuin MANONI IHAYCTPI dpaHuis BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/14703/01/01
salts in cynbar | D10 OpasIbHOro PO34NHY; Papma mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm
combina | 6e3soaH 6113bKo 176 M ®paHc oo 6e3nekn/edheKTMBHOCTI Ta oM
tion nia; KOHUEeHTpaTy A5 hapmakoHarnisgy. BeegeHHs abo
MarHito 0pasIbHOTO PO3YNHY 3MiHW [0 y3araslbHEHUX AaHnX Npo
cynbat y NAAWL; no 2 cuctemy papmakoHarnsagy (BBefeHHs
, NAALWKN Y KOMNAEKTi y3ara/ibHeHuX JaHnx npo cucremy
renTarig 3 04HUM hapmakoHarnagy, smiHa
parT; CTakaH4MKoM 3 YNOBHOBaXEHOI 0cobu,
KauTito MipHOI0 NiHi€l, y BiANOBIAA/IbHOT 32 34iCHEHHS
cynbar KapTOHHI Kopo6ui thapmakoHarnsay; KOHTakTHOT 0cobu 3

thapmakoHarnsgy 3asBHuka gns
34iicCHEeHHSs hapmakoHarisgy B
YKpaiHi, AKL0 BOHa BiAgMiHHA Bif,
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
hapmakoHarnagy (Bkiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MileHHI MacTep-goaiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOBaXEHOI 0CO6Y 3asBHIIKA,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnagy. ditova pegakuis:
Cinbais CicmoHgo / Sylvie Cismondo.
MponoHoBaHa pepakuis: Hikonac
®eppapi / Nicolas Ferrari.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6U 3aBHNMKA,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
hapmakoHarnsagy. 3MiHa KOHTaKTHOT
0cobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3[jiCHEeHHs hapmakoHarnagy B
YkpaiHi. fitova pegakuis: LWanka
OneHa BonogmmupisHa.
MponoHoBaHa pegakuis: MpaconeHko
tOnis BanepiisHa. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CO6YM 3asiBHMKA,
BignoBigasibHOT 3a papmakoHarnsg B
YkpaiHi. 3miHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarniagy. 3miHa
MicLIe3Hax0oPKeHHsi MacTep-ghaiina
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
cmcTeMu chapmakoHarnsgy Ta oro
Homepa
84. | IBOMNJMIA3MI | electroly | Hatpito BO5B PO34MH ANa iHdysili TOB YkpaiHa TOB "lOpis-®apm”, YkpaiHa BHECEHHSA 3MiH 10 peecTpavLiiiHnx 3a He UA/21327/01/01
n tes xnopug, | BO1 no 250 mi1 a6o no "Opis- YkpaiHa MaTtepianis: 3miHu | TMNy - 3MiHn peuyenm | nidnse

Kautito 500 My nnswkax Papm"” BUNYCK cepil, Loao 6e3nekn/edeKTUBHOCTI Ta oM ae

xnopug, noniMepHuX KOHTPO/Ib AKOCTI; hapmakoHarnagy (iHwi 3MiHu) -

MarHito BMPO6HMLTBO /13 B 3MiHM BHeceHo y n. 17. IHLWE TekcTy

xnopugy KOHTelHepax MapKyBaHHS YNakoBKW NikapcbKoro

rekcarig, noniMepHUX, KOHTPO/b 3ac06y Wo0 HaHECEHHS

par, SIKOCTi 3a i3nko- YNbTPagioNneToBoro efnemMeHTa

HaTpito XiMiYHUMUN 3axucTy.

auerary nokasHuKkamu BBefeHHs 3MiH NpoTsArom 6-Tv MicAuiB

Tpurigpa nicns 3aTBepMHKEHHS. 3MiHn Il Tuny -

T, 3MiHu 3 sKoCTi. [O0TOBWMIA NikapCbkuii

HaTpito 3aci6. Cuctema

TNIIOKOHa KOHTeliHep/3aKynoptoBasibHWIA 3aci6.

T

3MiHa po3Mipy ynakoBKu roToBOro
nNiKkapcbkoro 3acoby (3MiHa
Macu/06'eMy BMICTy KOHTeliHepa
6araTto,030BOro CTEPU/ILHOIO
nikapcbkoro 3acoby (a6o
0[iHOA,030BOr0, YacTKOBOIO
BMKOPWCTaHHS) Ta 6araTto030B0Oro
NikapcbKoro 3acoby
6i0/10r4YHOro/iMyHO/10TYHOTO
NOXOKEHHS 4151 NapeHTepasibHOro
3aCTOCYBaHHS) - 3MiHa po3Mipy
yMakoBKM FOTOBOTO NiKapCbKOro
3acoby, 3aTBEpAKEHO: YNakoBKa: no
500 mMn y nAswkax noniMepHuXx i3
noninponifieHy, repmMeTUYHO 3anasHmx
KpULLKaMM1 3aX1CHUMUN MONIMEPHUMU.
3anponoHoBaHo: Ynakoska: no 250 mn
a60 no 500 mA y nasiwKax nosiMepHNX
i3 noninponineHy, repMeTn4Ho
3anasHMX KpULKaMm 3aXnCcHUMUN
nosliMepHMU. 3MiHN BHECEHO B
po3ain "Ynakoska" B iHCTPYKLilO Ans
MeAMYHOro 3aCTOCYBaHHA Ta B PO3fin
6.5 "Tvn Ta BMICT NEPBUHHOI
yMakoBKN" B KOPOTKY XapakTepucTuky
NiKapcbKoro 3acoby y 3B'A3Ky 3
BBEJEHHSAM A04aTKOBOrO PO3Mmipy
yMakoBKM Ta siK HaCNifoK -
3aTBEPKEHHS TEKCTY MapKyBaHHS
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3aco6y Hename | pe4osu
HmosaH HU
a

Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Homep

peecmpayitiHo

20
nocsioYeHHs

[04aTKOBOro pO3Mipy yNakoBKW
nikapcbkoro 3acoby.
BBefeHHSA 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepPAKEHHS.

85.

IHCYNIH insulin iHCYniH
NOACBKA (human) | noAcbkK
n n
BIOCVHTE GIiOCUHT
TUYHUN eTUYHUIA

MopOLLOK
(cybeTaHuis) y
CK/ISIHMX 6aHKax A4
thapMaLeBTUYHOIO
3acTOCyBaHHSA

Eni Ninni
eHf
KomnaHi

CLWA

Eni Nlinni eng Komnawi

CLIA

BHECEHHS 3MiH [0 peecTpaLiiiHuX
marepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. A®I. KoHTponb AdI (iHwwi
3MiHW) - NPYBEAEHHA METOLIB
KOHTPOJIIO SIKOCTI Y BiANOBIAHICTb A0
BMMOT YMHHOTO 3aKOHOAaBCTBa
YKpaiHu, Wwo nonsrae y nepeknagi
MeTO/iB KOHTPOJO AKOCTi Ha
YKpalHCbKy MOBY, Ta rapMoHi3auii
iHcpopmawii, BUknageHoi y
3aTBEPKEHUX METOAAX KOHTPOSIIO0
SIKOCTi, 3 AaHUMW peecTpauiitHoro
[0CbE, LLIO CTOCYIOTbCA Y3rOAKEHHS
BUKNAAEHHA iHdopMaLii y po3ginax
«CTpyKTypHa chopmyia»,
«Cneuudpikauis», «YnakoBka»,
«MapkyBaHHs» Ta «YMOBU
36epiraHHs». 3anponoHoBaHO
OHOBWTW hopMaT BUKNAAEHHS
aHaniTMyHnx metoauk (Posgin MKA
"MeToan KOHTPO/IK") 3 METOH
Y3ro[pKEHHs 3 hopmaTom posginy
focke 3.2.S.4.2 AHasTiITUYHI METOAMKMN.

UA/15372/01/01

86.

IHPY30/14, | linezolid | niHe3oni
® A

JO1XX

PO3uuH ANs iHdysil,
2 mr/mn; no 300 mn
y nakeTi
nosniMepHomy,
NnoMiLLleHoMy y
naker 3
MeTanizoBaHNM
NOKPUTTAM

MNpuBaTHe
akuioHepH
e
TOBapuCTB
o]

"Indpysia”

Ykpaina

MpusaTHe akLuioHepHe
TOBapucTBo "IHdy3ia"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLj nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IKOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnapeecTpavjiiiHunii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHDb,
npoBeeHVX BifnoBigHO 40 naHy
negjiarpnyHux gocnigxeHs (PIP)
(3MiHY Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)-
3MiHVM BHECEHO A0 iHCTPYKUIT Ans

3a
peyenm
om

He
nionsie
ae

UA/17022/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

MeMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby B po3ain "MNo6iyHi peakuyii"
BiANOBIAHO A0 OHOB/IEHOT iIHChopmaLii
3 6e3neku filoyoi peyoBuHW. 3MiHK |
UMy - 3MiHN LWOA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(u) Ao 3060B'A3aHb Ta YMOB
BMAAui peecTpaviliHoro NocBifg4YeHHs,
BKtOYatoun MnaH ynpaeniHHA
pv3vkamm (iHWi 3MiHK) - 3aABHUKOM
Ha/iaHO OHOB/IEHWIA NNaH ynpaBiHHA
pu3snkamm Bepcia 2.0
3MiHN BHECEHO [J0 YaCTUH:
| «3aranbHa iHhopmaLis»,

Il «Cneundikauis 3 6e3nekm»,

Il «MnaH 3 chapmakoHarisgy»,
IVV»lnaHu Wwoao nicnsipeectpayinHnx
AoCnNigpKeHb edheKTUBHOCTI,

V «3axoay 3 MiHiMi3auii pu3ukiB»,
VI «Pe3tome nnaHy ynpasniHHA
pusnKamm»

VIl «Jopatkm»

y 3B'AA3Ky 3 OHOB/IEHHSIM cnevumdikaLi
3 6e3nekun Ail4oi pevoBUHN
niHesonigy, BiANOBIAHO A0 aKkTyanbHOI
pedrepeHTHOI iHdhopMaLlil, a TakoX Y
3B'A3KY i3 3MiHOO chopmarty BiANOBIAHO
0o sumor Evaluation Guidance on the
format of the risk management plan
(RMP) in the EU — in integrated
format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines).

Pestome nnaHy ynpasniHHA pusnkamu
Bepcis 2.0 foaaeTbes.
3MiHn | TUny - 3miHK Wwoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHariagy. 3miHn y KopoTkin
XapakTepucTuLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT Ansa
MeZJMNYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMx/6ionoaibHmNx
NiKapCbKUX 3ac06iB Nic/1 BHECEHHS
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

Tiel camoi 3MiHN Ha pedyepeHTHWI
npenapar (3miHa He noTpebye
HalaHHS XOAHVX HOBMX AOAATKOBUX
JaHnx) - 3MiHN BHECEHO A0 iIHCTPYKL,i
AN MeAnYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby y po3aim
"B3aemogis 3 iHWMMW fiKkapCbKuMn
3acobamu Ta iHWi BUay B3aemMogii”,
"Oco61BOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta fo3un", "MobiyHi
peakujii* 3rigHo 3 iHdhopmaLlieto LWoao
MeAMYHOro 3acTOCyBaHHS
pediepeHTHOrO /ikapCbKOro 3acoby
(3uBOKC, pO34nH ANA iHAY3il, 2 mr/Mn
no 300 mn, 3aaBHUK Pfizer Inc.).

87.

IPIHOTEK
AH
AKKOP[,

irinoteca
n

ipMHOTEK
aHy
rigpoxno
pray
Tpurigpa
T

LO1CE

KOHLeHTpaT Ans
NpUroTyBaHHs
pO3unHy ans
iHdpysin, 20 mr/mn;
no 5 mn (100 mr)
abo no 15 mn (300
Mr) y doiakoHi, no 1
hnakoHy B navwj

AkKopf,
Xenckea
Moncka
Cn. 3.0.0.

MonbLwa

BignoBigasibHWi 3a
BUNYCK cepii: AKKopA,
Xenckea Moncka Cn. 3
0.0. Cknag ImnopTepa,
MNonbLia;
BMPOGHMLITBO
NiKapcbKoro 3acooy,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTI: IHTac
PapmacbtoTikasc
Nimiten, IHAjs;
[o4aTKoBe BTOPUHHE
naxyBaHHs:
AKKOP/[, XENCKEA
NIMITEA, Benuka
BpuTaHis; CuHonTn3
IHpactpian Cn. 3 0.0.,
MonbLa; KOHTPOs1b
AKOCTI: €BPOIIHC
Ananitikan Cepsices
XaHrepi K.,
YropuuHa;
SAPMABANIA NTL.
Mikpo6ionoriuHa
nab6oparopis,
YropLivHa; BTOpUHHE
nakyBaHHA Ta
KOHTPO/Ib AKOCTI:
Akkopg, Xenckea CiHrn

MonbLa
[ IHgisa/
Benuka
BpuTaHi
al
Ipeuis

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
hapmMakoHarnisgy. 3mMiHu y KOpoTkii
XapakTepucTuLj fnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyYHuX/ribpuaHMx/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/si BHECEHHS
Tiel camoi 3MiHM Ha pedhepeHTHMI
npenapar (3miHa He NoTpebye
HaaHH$ XOAHVX HOBWX A0AATKOBUX
OaHunx). 3MiHM BHECEHO A0 iIHCTPYKL,i
AN MeAnYyHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ginu
"dapmakosIorivyHi BAacTUBOCTi",
"Moka3aHHA", "TIpoTMnoKasaHHsa",
"Oco6nmBoCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta go3sun”, "MobiyHi
peaxuii™ 3rigHo 3 iHchopmadieto LWwoao
Me[MYHOro 3aCTOCYBaHHS
pethepeHTHOrO /likapCbKoro 3acoby
(Campto 20 mg/ml concentrate for
soution for infusion Aventis Pharma
Limited, United Kingdom (presently
Pfizer Limited)).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB
nicns 3aTBEPAKEHHS.

3a
peyenm
oM

He
nionse
ae

UA/19933/01/01




ITpojoBXeHHs fojaTKa 3

102

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
Mewmb6ep C.A., Ipeuis
88. | KANMbLIN - Kanbuito | A12A TabneTkv XyBasbHi AciHo LLiBeiiua Ackep KoHTpakT Hopseri BHECEHHS 3MiH [0 peecTpavLiiiHuX 6e3 UA/10610/01/01
-43 KapboHa | X no 30 a6o 100 Papma Al pist MaHyekuepiHr AC A marepianis: 3miHu | TUny - 3MiHK 3 peyenm
HIKOMEL 3 T, TabneTokK y dh1akoHi; sKocTi. CepTudoikat BignosigHOCTI/lE- a
M'ATHAM Xonekasn no 1 dpnakoHy B cepTuduikaT BiANOBIAHOCTI
CMAKOM bUmndep KapTOHHI Kopobui €Bponeiicbkili
on thapmakonei/moHorpadii. NMogaHHs
(BiTaMmiH HOBOro abo OHOBMEHOro cepTudikata
D3), wo BiAANOBIAHOCTI 260 BUNYYEHHS
BignoBig, cepTugikaTa BignoBigHOCTI
ae €Bponelicbkiil hapmakonei: ans Adl;
xonekan [ONs BUXIQHOTO
bumdep mMaTtepiany/peareHTy/MpoMiKHOro
ony NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
KOHLEHT BUPOGHMLTBI A®I; AN 4ONOMIKHOT
party* peyoBUHM (cepTudiikaT BiANOBIAHOCTI
*Cknag, €Bponeiicbkili hapmakonei) -
XosneKaui OHOBNEHWiA cepTUdikaT Bif yxe
bumdep 3aTBEPKEHOIO BUPOOHMKA - MOAAHHS
ony OHOBJIEHOTO cepTudikaTa
KOHLEHT BiiNoBigHOCTI €BpONeicbKol
paty: papmakonei Ne CEP 2015-199-Rev 01
xonekasn pna Cholecalciferol concentrate
bLmncep (powder form) Big 3aTBEPAYKEHOTO
on, DL- BMpo6bHMKa DSM Nutritional Products
a- Ltd., Switzerland (3aTBepmxkeHo: R1-
ToKOohep CEP 2015-199-Rev 00;
on, 3anpornoHoBaHo: CEP 2015-199-Rev
Tpurniue 01). 3miHa Ha3BM BUpo6HUKa A®I Ha
puan DSM Nutritional Products AG,
cepeiHb Switzerland. 3MiHu | TUny - 3MiHK 3
oro AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
naHutora 3MiHN Yy BUPOGHULTBI. 3MiHa po3Mipy
, cepii (BK/HOYalouM gianasoH po3mipy
Kpoxmasn cepil) roToBOro Nikapcbkoro 3acoby
b (3MeHLweHHs ao 10 pasis) -
KYKYpYy A, 3MEHLLEHHS BUPOOHMLTBA
39HUIA rpaHynboBaHOro kasblLito 3 780 Kr Ao
MoANIK 776 «r.
oBaHwui,
caxapos
a,
HaTpito
ackopba

T,
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n/n

Hassa MixHap
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hename | pe4yosu
HmosaH HU
a
Ha3sa*

Hassa

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

KPEMHito
niokeng
KonoigH
ni
6e3B0AH
niA

89.

KAPBOMNA | carbopla
TUH tin
MEOAK

Kapo6on
aTuH

LO1XA

KOHLleHTpaT Ans
PO34unHy ans
iHdpy3ii, 10 mr/mn;
no 5 mn a6o 15 mn,
a6o 45 mn, abo 60
M, abo 100 mny
chnakoHi; no 1
hnakoHy B
KapTOHHI Kopobuj

Mepak
[e3enblia
T hiop
KniHiwe
LWneujanb
npenapar
e M6X

Himeuun
Ha

BTOpuHHE NakyBaHHs,

MapKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii: Mepgak
esenbliadT rop
KniHiwe
LLineuianbnpenapare
M6X, HimeuumnHa;
Brpo6HMUTBO "in
bulk", nepBrHHe
nakyBaHHs Ta
KOHTPO/Ib Cepiii:
OHkoTek ®apma
MpogakwH MvéX,
HimeuuunHa

Himeuun
Ha

BHECEHHS 3MiH 40 peeCcTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHM [0 y3araslbHEHUX AaHuX Npo
cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnx npo cuctemy
hapmakoHarnagy, smiHa
YMNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHuka gns
34iicCHEeHHs hapmakoHarisgy B
YKpaiHi, AKL0 BOHa BiAMiHHA Bif,
yMNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnagy (Bkiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLeHHI MacTep-goaiina cuctemm
hapmakoHarnagy) - 3MiHa KOHTakTHOT
0Cco6U 3asBHMKa, BiANOBIAA/ILHOI 38
hapMakoHarsiag B Ykpaini. firova
pepakuisa: Aranos Bnagucnas
Oneroswuy. MponoHoBaHa pefakLis:
[opoLeHko AHHa IropiBHa. 3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
3aaBHVIKa, BifNOBifaIbHOI 3a
dhapmakoHarsing B YKpaiHi.

3a
peyenm
om

UA/10829/01/01

90.

KEMMNPA® levetirac

etam

neseTup
auetam

NO3A
X14

TabneTku, BKPUTI
060/10HKOH, M0 250
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHI nauui

HOCb
Papma
C.A.

Benbrisa

HOCB ®apma

Benbris

BHECEHHS 3MiH [j0 peecTpaLiiiHnX
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHun) - 3MiHK
BHECEHO [0 IHCTPYKLi 418 MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro 3acoby y
po3ain "OcobnmneocTi 3acTocyBaHHA"
o0 6e3nekun 3acTocyBaHHSA
[OMOMDKHOT PEYOBUHY, @ TaKoX
pefaryBaHHsi TEKCTY y po3gini
"Mo6iyHi peakuii”. BeeeHHS 3MiH

3a
peyenm
om

He
nionsie
ae

UA/9155/01/01
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3aco6y Hename | pe4osu

HmosaH HU
a

Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

npoTArom 6 micauis nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpayiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 Mean4YHOro
3aCcTOCYyBaHHS NMikapCbKoro 3acoby y
po3gin "3acTtocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”
3rigHo pekomeHgauii PRAC.
BBefeHHs1 3MiH NpoTArom 6 micsiyis
nicns 3aTBepKeHHs

91.

levetirac
etam

KEMMNPA® neseTup

aueTtam

NO3A
X14

TabneTkn, BKPUTI
060/10HKO0, Mo 500
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHIN navui

HOCBb
dapma
C.A.

Benbris

HOCB ®apma

Benbris

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHK
BHECEHO [0 iHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3ain "OcobnnBocTi 3acToCyBaHHA"
LL0A0 6e3nekn 3acTocyBaHHS
[OMOMDKHOT PEYOBUHW, & TaKoX
pefaryBaHHsi TEKCTY y po3g4ini
"Mo6iyHi peakuii”. BBeAeHHS 3MiH
npoTArom 6 micauis nicns
3aTBEPKEHHSA. 3MiHM | TUNY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[IMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IHOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3nekn 3acTocyBaHHs

3a
peyenm
om

He
nionse
ae

UA/9155/01/02
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

nikapcbkoro 3acoby B
nicnspeecTpavyiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
negjatpnuHux gocnigxeHs (PIP)
(3MiHy Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHu
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby y
po3ain "3acTocyBaHHA y nepiog
BariTHocTi abo rogyBaHHs rpyaat”
3rigHo pekomeHgaLii PRAC.
BBefeHHs1 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs

92.

KEMMNPA®

levetirac
etam

nesetup
auetam

NO3A
X14

TabneTku, BKpUTI
060/10HKO0, No 1000
Mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHI nayui

OCb
Papma

Benbris

HOCB ®apma

Benbris

BHECEHHSA 3MiH 10 peecTpaLiiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 3MiHun
BHECEHO [0 IHCTPYKUIT 4715 MeANYHOro
3acToCyBaHHS NikapCbKoro 3acoby y
po3ain "OcobnmnsocTi 3acTocyBaHHA"
040 6e3nekn 3acTocyBaHHS
[0NOMIDKHOT PEYOBMHU, & TakoX
peparyBaHHs TEKCTY y po3gini
"Mo6iyHi peakuji”. BBeAeHHS 3MiH
npoTArom 6 Micauis nicns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHK
oo 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapaxkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeZMYHOro 3aCTOCYBaHHs Ha NiacTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[OcnigpKeHb 3 6e3MneKn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNoBIAHO 40 nnaHy
negiatpnyHnx gocnigxeHs (PIP)
(3MiHy Y3roKeHo 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpPraHoMm) - 3MiHK
BHECEHO [0 IHCTPYKUIT 4715 MeANYHOro
3acTOCyBaHHS NikapCbKoro 3acoby y
po3gin "3acTocyBaHHs y nepioa

3a
peyenm
om

He
niosnsie
ae

UA/9155/01/03
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BariTHOCTi abo rogyBaHHA rpyaar”
3rigHo pekomeHaauii PRAC.
BBefeHHs 3MiH NpoTArom 6 micAuis
nicns 3aTBepkeHHs

93.

KEMNMPA®

levetirac
etam

neseTup
aueTam

NO3A
X14

PO34UH OpasTbHUIA,
100 mr/mn; no 300
M1y dh1akoHi; no 1
hNakoHy 3 MipHUM
N1acTUKoBUM
LINPULOM Y Nauli 3
KapTOHY

OCb
Papma
C.A.

Benbrisa

Hekctdapma CAC

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHuX
marepianis: 3miHu | Tuny - 3mMiHK
oo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO /10 IHCTPYKLi 418 MeuyHOro
3acTOCyBaHHS MikapCbKOro 3acoby y
po3gin "OcobnuBoCTi 3aCTOCyBaHHA"
o0 6e3nekun 3acTocyBaHHS
[0MNOMIDKHOT PEUYOBMHM, @ TaKoX
pefaryBaHHs TEKCTY y po3gini
"Mo6iyHi peakuii”. BBefeHHS 3MiH
nNpoTsArom 6-Tu MicALiB nicas
3aTBepKEHHSA. 3MiHU | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkin
XapakTepucTuLj fnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHS Ha MiacTaBi
perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo Ak
pe3ynbTaT OLiHKM 3BITY 3 AOCAIOKEHD,
npoBeeHVX BifnoBigHO 40 naHy
negjiarpnyHux gocnigpxkeHs (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YNOBHOB&XEHWUM OpraHom) - 3miHu
BHECEHO /10 IHCTPYKLi 418 MeuyHOro
3acTOCyBaHHS NikapCbKOro 3acoby y
po3ain "3acTocyBaHHA y nepiog
BariTHOCTi abo rogyBaHHA rpyaat”
3rigHo pekomeHgauii PRAC.
BBefeHHA 3MiH NPOTArom 6-Tu micALiB
nicns 3aTBepkeHHs.

3a
peyenm
om

He
nionsie
ae

UA/9155/02/01

94.

KNABAM

Amoxicill
in and
beta-
lactama
se
inhibitor

amMokcuL,
WNiH
HaTpito,
Knasysna
HaT
Kanito

JO1CR
02

MOPOLLIOK A5
PO34UnHY Ansi
iH'ekuiid, 1000
Mr/200 wmr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHIN ynakoBL,i

Ankem
Na6oparto
pi3 14

IHgis

Ankem JlabopaTopi3
nrtp

IHgis

BHECEHHS 3MiH 0 peecTpaLiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy chapmakoHarnsgy (BBefeHHs

3a
peyenm
om

UA/4469/01/02
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n/n

Hassa MixHap
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hename | pe4yosu
HmosaH HU
a
Ha3sa*

Hassa

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

y3arasibHeHVX AaHnx npo cuctemy
thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHeHHs hapmakoHarnagy B
YkpaiHi, AKLL0 BOHa BiAMIHHA BiJ
YMOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bka4aroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MiLeHHI MacTep-oaiina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[itoua pepakuis: Ambrish Kumar
Shivastava. MponoHoBaHa pefakLis:
Rahul Somani. 3MiHa KOHTaKTHUX
[aHnXx ynoBHOBaXeHOI 0co6u
3asBHVIKa, BignoBiganbHOI 3a
hapmakoHarnag. 3miHa KOHTakTHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmMakoHarnag B YKpaii.
[itoua pepakuis: Zinchenko Liudmyla.
MponoHoBaHa pepakuisi: Zhyliaiev lhor
VVolodymyrovych. 3miHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CO6Y 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YKkpaiHi. PekomeHf0BaHO 0
3aTBEPAKEHHSA

95.

KNABAM Amoxicill
in and
beta- HaTpito,
lactama | knaByna
se HaT

inhibitor KauTito

amMokcuL,
WNiH

NOpOLLOK ANst
PO34mnHy ansi

iH ekuid, 500 mr/100
mr in bulk: no 25
NaKoHiB y
KapTOHHiIn kKopooL,i

Ankem
Nab6opaTo
pi3 /itg,

IHAjsA

Ankewm laboparopi3
nra

IHAjA

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | Tuny - 3mMiHK
oo 6esnekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araJlbHEHUX faHuX npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHNX faHnx npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy sassBHuka ans
3[jiCHEeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHa BiAMIHHA BifJ

UA/11092/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

YMNOBHOBaXeHOI 0cobw,
BiANOBiAA/IbHOI 3a 3AiCHEHHS
thapmakoHarnagy (Bkitovarouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y

po3MileHHi MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.
Litoyva pepakuia: Ambrish Kumar
Shivastava. NponoHoBaHa pefakuis:
Rahul Somani. 3MiHa KOHTaKTHMX
[aHnX ynoBHOBaXEHOT 0co6U
3asBHVIKa, BigNOBiAabHOI 3a
dhapmakoHarnsg,. 3mMiHa KOHTaKTHOT
0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a
thapmakoHarnsg B Ykpaii.
[itoua pepakuis: Zinchenko Liudmyla.
MponoHoBaHa pepakuis: Zhyliaiev Ihor
VVolodymyrovych. 3miHa KOHTaKTHMX
JaHNX KOHTaKTHOI 0CObM 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YKpaiHi. PekomeHgoBaHO J0
3aTBEPAKEHHSA

96.

KNABAM

Amoxicill
in and
beta-
lactama
se
inhibitor

amokcuLy
WNiH
Hartpito,
Knaeyna
HaT
Kaniro

NopOLUOK A/1A
PO3unHy ans

iH ek, 1000
Mr/200 wmr in bulk: no
25 onakoHiB y
KapTOHHI Kopo6ui

Ankem
NabopaTo
pi3 Nitg,

IHais

Ankem Jlabopatopi3
nrg

IHais

BHECEHHSA 3MiH 10 peecTpaLiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHVX AaHuX Npo
cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHnx npo cuctemy
hapmakoHarnagy, smiHa
YNOBHOBaXEHOI 0co6Y,
BiJNOBIAANbHOI 3@ 3jACHEHHS
hapMakoHarsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiicCHeHHs hapmakoHarnagy B
YKpaiHi, K0 BOHa BigMiHHA Bif
YNOBHOBaXEHOI 0co6Y,
BiJNOBIAANbHOI 3@ 3jACHEHHS
thapmakoHarnagy (Bkiovaroumn
KOHTaKTHi faHi) Ta/abo 3MiHu y
po3MilLEeHHI MacTep-haiina cuctemu
thapmakoHarssgy) - 3miHa
YMOBHOBaXEHOI 0CO6W 3asiBHIIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.

UA/11092/01/02
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
[itoua pepakuis: Ambrish Kumar
Shivastava. lNponoHoBaHa pefakuis:
Rahul Somani. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOi 0cobu
3as1BHMKA, BiAgnoBiAa/IbHOI 3a
hapmakoHarnag. 3miHa KOHTakTHOT
0co6u 3asBHMKa, BiANOBIAA/ILHOI 3a
thapmakoHarnsg, B Ykpaii.
Litova pepgakuis: Zinchenko Liudmyla.
MponoHoBaHa pepakuis: Zhyliaiev lhor
Volodymyrovych. 3miHa KOHTaKTHMX
[JaHNX KOHTaKTHOI 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. PekomeHzoBaHo f0
3aTBEPAKEHHS
97. | KNABAM Amoxicill | amokcuy, | JOICR | nopoluok gns Ankem IHgis Ankem JlabopaTtopi3 IHais BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/4469/01/01
in and WNiH 02 pPO34nHYy AN Na6oparto nrp, mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm
beta- Hatpito, iH'ekuiid, 500 mr/100 pi3 itg, oo 6e3nekn/edpekTMBHOCTI Ta om
lactama | knaByna mr; 1 donakoH 3 hapmakoHarnisgy. BeegeHHs abo
se HaT MOPOLLKOM Y 3MiHW [0 y3araslbHEHUX AaHnX Npo
inhibitor Kaunito KapTOHHI ynakoBL,i

cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnX npo cuctemy
thapmakoHarnagy, smiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3assHuka gns
34iicCHEeHHs hapmakoHarisgy B
YKpaiHi, AKL0 BOHa BigMiHHA Bif,
yMNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
hapmakoHarnagy (Bkitovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLeHHI MacTep-goaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0CO6U 3asBHIIKA,
BigNoBiAa/IbHOI 3a hapMakoHarnsga.
Litova pepakuis: Ambrish Kumar
Shivastava. MNponoHoBaHa peAakuis:
Rahul Somani. 3MiHa KOHTaKTHKX
[aHnXx ynoBHOBaXeHOI 0co6u
3aaBHVIKa, BifNOBifaIbHOI 3a
thapmakoHarnag. 3miHa KOHTakTHOT
0co6u 3asiBHMKA, BiANOBiAa/ibHOI 3a
hapmakoHarnsg B Ykpaii.
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
[itoua pepakuis: Zinchenko Liudmyla.
MponoHoBaHa pepakuisi: Zhyliaiev lhor
VVolodymyrovych. 3miHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CO6YM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi. PekomeHf0oBaHO J0
3aTBEPAKEHHSA
98. | KOMBILUUT paraceta | napauet | NO2B NOPOLLOK AN AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHuX 6e3 UA/19918/01/01
POH mol, amon, E51 0OpasibHOro PO34nHY "dapmak” marepianis: 3MiHu | TUNy - 3MiHK 3 peyenm
combina | cheHine no 13,60 r B cawe; sKocTi. CepTudpikaT BignoBigHOCTI/lE- a
tions hpuHy no 10 cawe y nauui cepTuduikaT BiANOBIAHOCTI
excl. rigpoxno €Bponeiicbkili
psychole | pwvg, thapmakonei/moHorpadii. NMogaHHs
ptics heHipam HOBOro abo OHOBMEHOro cepTudikata
iHy BiAANOBIAHOCTI 260 BUNYyYEHHS
Masnear, cepTugikaTa BignoBigHOCTI
Kucnora €Bponelicbkiin hapmakonei: ans Adl;
ackop6iH Ansa BuxigHoro
oBa mMaTtepiany/peareHTy/MpoMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHULTBI API; AN 4ONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - Houii
cepTudikaT Bif HOBOro BUPOBHYKa
(3amiHa abo AONOBHEHHS)
nojaHHsA HOBOro cepTudiikarta
BiNOBIAHOCTI E€Bponelicbkilt
tpapmakonei Ne CEP 2022-066 - Rev
01 ans pjtoyoi peyoBuHu Ascorbic acid
Bif HoBOro BMpo6HMka NORTHEAST
PHARMACEUTICAL GROUP CO.
LTD. 3MiHu | TUNy - 3MiHK 3 AKOCTI.
A®I. KoHTposb APl. 3miHa y
napameTtpax cneuudikauinn Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikadisx Ha Adl, abo
BUXIAHWA/MPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTHCSA Y MPOLECI
BUpO6HMUTBa ADI (iHLWi 3MiHK) - 3MiHa
y napameTpax cneumdikauii gns
Aitoyoi pevosnHn Ascorbic acid
BnpobHuka Northeast Pharmaceutical
Group Co. Ltd., Kutaii, a came gns
nokasHuka «lgeHtudikauis. pH
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
po3unHy S» (metog Ph. Eur. / A®Y
2.2.3) Ta «lgeHTudikauis. 14-
cnekTpodgoTomeTpia» (metog Ph.
Eur. / A®Y 2.2.24) nonaetbes
NpUMITKa «BU3HAYeHHS ifeHTUdiKaLil
NPOBOAMTLCS Ha CepefiHiii Npobix».
99. | KOPBANAW | Barbitur | etunosn | NO5C Kpansi opaibHi; No AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peeCcTpaLiiHNX no 25 He UA/2553/01/01
H® ates in 1 edpip B02 25 Mn y hnakoHi; no "®apmak” mMaTtepianis: 3miHu | TUNY - 3MiHK M - 6e3 | nidnsie
combina | O- 1 donakoHy B naul; oo 6e3nekn/edpekTMBHOCTI Ta peuyenm ae
tion with | 6pomiso no 50 mn y donakoHi; hapmMakoHarnisgy. 3miHa y KopoTkin a; no 50
other Basiepia no 1 dpnakoHy B XapaKTepucTuLi Nikapcbkoro 3acoby, M1 — 3a
drugs HOBOI naJui TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans peyenm
K1cnoTu, MeAMYHOro 3aCTOCyBaHHS Ha MiacTaBi om
theHoba perynsipHo OHOB/IOBAHOrO 3BITY 3
p6itan, 6e3nekun nikapcbkoro 3acoby, abo
M'ATU [ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
onis, nikapcbkoro 3acoby B
onis nicnapeecTpavjiiiHuii nepiog, abo sk
XMento pe3ynbTaT OLiHKM 3BITY 3 AOCAIOKEHD,
npoBeAeHVX BifnoBigHO 40 naHy
negjiarpnyHux gocnigpxkeHs (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YNOBHOB&)XEHNM OPraHoMm)
3MiHM BHECEHO B iHCTPYKLit0 AN
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby fo posainy "B3aemopis 3
IHLWIMMKM NikapcbKMKM 3acobamu Ta
iHLWIi BUAM B3aEMOgili" BigNoOBIigHO 40
OHOBJIEHOT iHChopMaLil LWoao 6e3nekn
3aCTOCYBaHHS fjitl040T pevyoBUHN 3rigHO
3 pekomeHpgauieto PRAC. BBeaeHHs
3MiH NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHK
oo 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHK
BHECEHO B iHCTPYKLitO 4719 MeANYHOro
3acToCyBaHHS fikapcbkoro 3acoby Ao
po3gainy "Mo6iyHi peakuii” wono
noBifloMNEHb NPO NiA03ptoBaHi NOGIYHi
peakuii. BBeeHHs 3MiH npoTsirom 6
MicALiB Nicns 3aTBEpPKEHHS.
100. | KOPBA/ON - etunosn | NO5C Kpanni opanbHi, No AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx Ges UA/3684/01/01
®H 1 edpip X 25 mn 'y hnakoHi 3 "®apmak” marepianis: 3miHu | TUny - 3miHK 3 peyernm
0- npo6koto- aKocTi. A®l. Cuctema a

6pomizo

KpanesibHuuero; no 1

KOHTelHep/3akynopoBasibHWiA 3acio
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
Basiepia hnakoHy B mauu,i 3 (iHWi 3MiHWN) BHECEHHS 3MiHN 80
HOBOI KapToHYy po3gainy 3.2.S.6 «Cuctema
Kncnotu, ynakoBka/ykynopka» ana A®| Banigon
pPO3unH (PO34MH MEHTO/TY B MEHTWUIOBOMY
MEHTONy ecpipi KucnoTK i3oBasiepiaHoOBOT)
B BUPO6HMLTBA AT «®apmMak», a came
MEHTUMN0 BHECEHHS BUPOOHMKa hnsir
BOMY antomMiHieBux Tournaire SAS, ®paHujs.
eqipi [Litoua pepakuis - ®NsArv astoMiHieBi
KMCnoTu Brpo6Huk AT "AntoMuHuin MeTanypr
isoBane Pyc", pociiicbka dhefepauis” -
piaHoBOI MponoHoBaHa pefakuis - nsru
, M'TU a/loMiHiEBI - Tournaire SAS, ®paHuis.
onis, 3MmiHu | TURY - 3MiHK 3 gKocTi. AdI.
onist Cucrtema
XMeno KOHTeliHep/3akKynoptoBasibHuiA 3aci6.
3MiHu napameTpiB cneuudikawii
Ta/abo JoNyCTUMUX MEX, 3a3HaYEHUX
y cneuudpikalisix, gns
6e3nocepeHbol ynakoBky A®| (iHwwi
3MiHW) - YHicbikauis po3giny 3.2.S.6.
Cuctema
KOHTeliHep/3akKynoptoBasibHWii 3acib Ha
mMartepian — asary astoMiHieBy;
BHECEHHS 3MiH 0 cneumdikauii Ha
hnArv antoMiHieBi.
3MiHu | TUNY - 3MiHK 3 AKoCTi. AdI.
Cuctema
KOHTeliHep/3aKynopoBabHWii 3acio
(iHWi 3MiHW) - BHECEHHS 3MiHW [0
po3giny 3.2.S.6 «Cuctema
ynakoBka/ykynopka» gns A®l Banigon
(PO341H MEHTO/TY B MEHTU/IOBOMY
echipi kKncnoTu i3oBasiepiaHoOBOT)
BMpOGHMLUTBa AT «®apmak», a came
BWUTYYEHHSI BUPOOHMKa hnsr
antomMiHieBux AT "ANOMUHNI
MeTanypr Pyc", pociiicbka dhefepaduis.
101. | TAHOTAH® | timolol, natadon | SO1E Kpanni O4Hi, pO34nH; AT YKpaiHa AT "®apmak” YKpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx 3a UA/14936/01/01
T combina | pocr, D51 no25mny "dapmak” mMaTtepianis: 3miHu | TUny - 3MiHKM 3 peuyenm
tions TUMOJ10 chnakoHi; no 1 aKocTi. CepTudikar BignosigHOCTI/lE- oM
ny hnakoHy y nauui 3 cepTugikaT BiANOBIAHOCTI
Manear KapTOHY €Bponencokiin

thapmaxonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikata
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hername | pe4yosu
HmosaH HU
a
Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
ANns BUXigHOro
marepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMLTBI A®I; AN 4ONOMIKHOI
peyoBuHM (cepTudikat BiANOBIQHOCTI
€Bponeiickbkili hapmakonei) -
OHoBMeHWin cepTuddikaT Bif yxe
3aTBEPPKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei Ne CEP 1998-147-Rev 12
ons airoyoi peyosuHu Timolol maleate
Bifl BXX€ 3aTBEPAXEHOr0 BUPO6HUKa. B
pamkax oHoBneHoro CEP 3miHeHO
Ha3By/agpecy BnacHuka CEP (3 Teva
Pharmaceutical Industries Ltd. Ha
TAPI NL B.V.). 3miHeHo Ha3By ofHiei 3
BUPOGHMYUMX AibHULG (3 PLIVA
Croatia Ltd. Ha TAPI Croatia Industries
Ltd.), chakTuyHe micue po3TallyBaHHs
3aULLEeHO 6e3 3MiH. 3aTBepAXeHO:
R1-CEP 1998-147-Rev 11.
3anponoHoBaHo: CEP 1998-147-Rev
12

102.

NEBAHA® - neBaHa
IC (mMoHo-
[v-
6pom-2-
OKCO-5-
(2-
xnopde
Hin)-2,3-
avrigpo-
1H-
6eH30[1,
4)piazen
iH-3-
inJcykum
HaTy
MOHOTiJ,
party)

NO5C

Tabnetkv no 0,5 wmr;
no 10 TabneTok y
6nictepi; no 2
6nicTepy B nayuj 3
KapTOHY

ToBapuct
BO 3
[04aTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

Ykpaina

ToBapucTBO 3
[0AaTKOBOIO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YKpaina

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa oopmm abo
po3mipiB nikapcbkoi hopmm (TabneTkm
3 HeraliHUM BUBINIbHEHHAM, Kancyu,
cynosuTopii Ta necapii) - CynyTHsi
3MiHa 3MiHu 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOOHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneuudikavisx, nig yac BUpobHULTBA
rOTOBOrO JliKapCbKOro 3acoby (iHwWi
3MiHW) - 3MiHa chopmMu TabneTku i3
NI0CKOLMNIHAPUYHOT chopmu 3
hackol Ha TabneTkn TPUKYTHOT
hopMM 3 ABOONYK/I0K0 MOBEPXHELD, 3i
CKOLLEHVMMW KpasiMu, 3 BiANOBIgHUMM

3a
peyenm
om

He
nionse
ae

UA/11175/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

3MiHaMu 3a NOKa3HUKOM «Onue»
Cneuudpikauii /13 i meTogax
KOHTPOI0, BiAMNOBIAHO, Ta CynyTHA
3MiHa: BigNoBiAHI 3MiHN BHOCATLCS B
cneuudikawii NPOMiXXHWUX MPOAYKTIB
«Tabnetkun B npoLeci TabnetyBaHHs»
(TecTn «Onuc», «FeomMeTpuYHi
po3mipu» Ta «Hepo3sdacoBaHi
Tabnetkn» (Tect «OnNuUc»). 3MiHK
BHECEHO B po34in "OcHOBHI i3nKo-
XiMiYHi BNacTBOCTI" B IHCTPYKLil0 ANs
MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro
3acoby. BBefeHHs 3MiH NpoTsArom 3-x
MicAUIB Micna 3aTBepAKEHHS. 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6.
3miHa hopmun abo posmipy
KOHTelHepa 4n 3aKynoptoBasIbHOro
3aco6y (MepBMHHOT yNakoBKK)
(HecTepunbHi Nikapcbki 3acobu) -
CynyTHS 3MiHa - 3MiHK 3 SKOCTi.
['oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHUi 3acio
(IHLWi 3MiHW) - 36iNbLUEHHSR
reoMeTPMYHOro PO3Mipy NEPBUHHOT
ynakoBku (6nictepa) /13, Ta cynyTHsA
3MiHa: 36i/IbLUEHHS TEOMETPUYHOTO
pO3Mipy BTOPUHHOT YMakoBKM (Nauku).
MaTepiasin nepBUHHOT Ta BTOPUHHOT
yNakoBKW He 3MiHUNCA. BBeaeHHs
3MiH npoTarom 3-x MicAuiB nicns
3aTBEPKEHHS.

103.

NEBAHA®
IC

nesaHa
(mMoHo-
[v-
6pom-2-
OKCO-5-
(2-
xnopde
Hin)-2,3-
avrigpo-
1H-
6eH30[1,
4]niazen

NO5C

Tabnetkv no 1 mr:
no 10 TabneTok y
6nictepi; no 1
6nicTepy B naui 3
KapTOHY

ToBapuct
BO 3
[04aTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

Ykpaina

ToBapucTBO 3
[0AaTKOBOIO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YKpaina

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa oopmm abo
po3mipiB nikapcbkoi hopmm (TabneTkm
3 HeraliHuM BUBINIbHEHHAM, Kancyu,
cynosuTopii Ta necapii) - CynyTHsi
3MiHa 3MiHu 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOOHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneumdikaLisix, nig yac BUpobHULTBA

3a
peyenm
om

He
nionse
ae

UA/11175/01/02
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep

peecmpayitiHo
20

nocsioYyeHHs

iH-3-
injcykum
HaTy
MOHOTIf,
party)

rOTOBOrO /iKapCcbKoro 3acoby (iHLwui
3MiHW) - 3MiHa chopmMu TabneTku i3
NAOCKOLUMMIHAPUYHOT chopmu 3
hackol Ha TabneTkn TPUKYTHOT
chopmu 3 BOONYK/IOK NMOBEPXHELD, 3i
CKOLLEHVUMY KpasiMu, 3 BigNOBIAHUMM
3MiHaMu 3a NOKa3HUKOM «Onue»
Cneuudpikauii /13 i meTogax
KOHTPOI0, BiAMNOBIAHO, Ta CYynyTHA
3MiHa: BigNoBiAHI 3MiHN BHOCATLCS B
cneuudikawii NPOMiXXHWUX MPOAYKTIB
«Tabnetkun B npoLeci TabnetyBaHHs»
(TecTn «Onuc», «FeomMeTpuYHi
po3mipu» Ta «Hepo3sdacoBaHi
Tabnetkn» (Tect «OnNuUc»). 3MiHK
BHECEHO B po3g4in "OcHOBHI i3nKo-
XiMiYHi BNacTBOCTI" B IHCTPYKLil0 ANs
MeAMYHOro 3aCTOCyBaHHSA NiKapCbKoro
3acoby. BBefeHHs 3MiH NpoTsArom 3-x
MicAUIB Micna 3aTBepMKEHHS. 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
3miHa hopmu abo po3mipy
KOHTelHepa 4n 3aKynoproBasIbHOro
3aco6y (MepBMHHOT yNakoBKK)
(HecTepunbHi Nikapcbki 3acobu) -
CynyTHS 3MiHa - 3MiHK 3 AKOCTi.
['oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHUi 3acio
(IHLWi 3MiHW) - 36iNbLUEHHSN
reoMeTPMYHOro PO3Mipy NePBUHHOT
ynakoBku (6nictepa) /13, Ta cynyTHsA
3MiHa: 36i/IbLUEHHS TEOMETPUYHOTO
pO3Mipy BTOPUHHOI YMakoBKM (Nauku).
MaTepiasin nepBUHHOT Ta BTOPUHHOT
yNakoBKW He 3MiHUNCA. BBeaeHHs
3MiH npoTarom 3-x MicAuiB nicns
3aTBEPKEHHS.

UA/11175/01/03

104.

NEBAHA®
IC

nesaHa
(mMoHo-
[v-
6pom-2-
OKCO-5-

NO5C

TabneTkv no 2 mr:
no 10 TabneTok y
6nictepi; no 1
6nictepy B navi 3
KapTOHY

ToBapuct
BO 3
[04AaTKOBO
10
Bignosiga

Ykpaina

NBHICTIO

ToBapucTBO 3
[0AaTKOBOIO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YKpaina

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa oopmm abo
po3mipiB nikapcbkoi hopmm (TabneTkm

3a
peyenm
om

He
nionse
ae

3 HeraiHUM BUBISIbBHEHHSIM, Kancynu,

(2-




ITpojoBXeHHs fojaTKa 3

116

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
xnopdoe "IHTEPXI cynosuTopii Ta necapii) - CynyTHs
Hin)-2,3- m" 3MiHa 3MiHu 3 sikocTi. [oToBWMIA
ourigpo- nikapcbkuii 3aci6. 3MiHN Y
1H- BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
6eH30[1, [OMYCTUMNX MEX, BCTAHOB/IEHNX Y
4]piasen cneundikavisx, nig yac BUpo6HULTBA
iH-3- rOTOBOrO JliKapCbKOro 3acoby (iHwWi
injcykum 3MiHW) - 3MiHa chopMu TabneTku i3
Haty NAOCKOLMMIHAPUYHOT chopmu 3
MOHOTIf, hackoto Ha TabneTkn TPUKYTHOI
party) chopmu 3 BOONYK/IOK NMOBEPXHELD, 3i

CKOLLEHUMU KpasiMu, 3 BigNOBIAHUMM
3MiHaMu 3a NOKa3HUKOM «Onue»
Cneuudpikauii /13 i meTogax
KOHTPOI0, BiAMNOBIAHO, Ta CynyTHA
3MiHa: BigNoBiAHI 3MiHN BHOCATLCS B
cneuudikawii NPOMiXXHWX MPOAYKTIB
«Tabnetkun B npoLeci TabnetyBaHHs»
(TecTn «Onuc», «FeomMeTpuYHi
po3mipu» Ta «Hepo3sdacoBaHi
Tabnetkn» (Tect «OnNuc»). 3MiHK
BHECEHO B po3gain "OcHOBHI i3nKo-
XiMiYHi BNacTBOCTI" B IHCTPYKLil0 ANs
MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro
3acoby. BBefeHHs 3MiH NpoTsArom 3-x
MicAUIB Micna 3aTBepMKEHHS. 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6.
3miHa hopmu abo po3mipy
KOHTelHepa 4n 3aKynoproBasIbHOro
3aco6y (MepBMHHOT yNakoBKK)
(HecTepunbHi Nikapcbki 3acobu) -
CynyTHS 3MiHa - 3MiHK 3 SKOCTi.
['oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHUi 3acio
(IHLWi 3MiHW) - 36iNbLUEHHSR
reoMeTPUYHOro Po3Mipy NEPBUHHOT
ynakoBku (6nictepa) /13, Ta cynyTHsA
3MiHa: 36i/IbLUEHHS TEOMETPUYHOTO
pO3Mipy BTOPUHHOI YMakoBKM (Nauku).
MaTepiasin nepBUHHOT Ta BTOPUHHOT
YyNakoBKW He 3MiHUNCA. BBeaeHHs
3MiH npoTarom 3-x MicAuiB nicns
3aTBEPKEHHS.
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
105. | IEPKAMEH | Enalapril | nepkai co9B TabneTku, BKpUTI MeHapiHi INiokcem PekopgarTi IHgycTpia ITanisa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/13569/01/01
® ANo and avniHy B02 NAiBKOBOO IHTepHeLw 6ypr Kimika e marepianis: 3miHu | Tuny - 3miHK 3 peyenm
10/20 lercanidi | rigpoxno 060/10HKOI0; No 14 oHan PapmayeyTtuka C.n.A. AKOCTi. A®l. BUpo6HULTBO. 3MiHa oM
pine pug Ta Tabnetok y 6nictepi; | Onepeiww BMPOGHMKA BUXIAHOrO/MPOMIXHOIO
eHananp no 2 6nictepu B OHC npoaykTy/peareHTy, Lo
nny KapTOHHI Kopo6Lyi Tokcemby BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY
Manear pr C.A. npoueci A®l, abo 3miHa BUPOGHYVKa

(Bkntovaroun, ge HeobxigHo, Micue
npoBeAeHHs KOHTPOSo AkocTi) APl (3a
BiAACYTHOCTI cepTudikara
BiANOBIAHOCTI E€BpoNechbkili
chapmakonei y 3aTBepKeHOMY [0ChE)
(3MiHM o 3axopis, MOB'A3AHUX 3
KoHTponiem A®l, abo foaaBaHHs
LOinbHULI, Ae NPOBOAUTLCA
KOHTPO/b/BUNPOBYBaHHA cepil) -
[0[aBaHHs Ai/bHULI BiANOBIAA/IbHOT
3a quality control retest of Active
Substance enalapril maleate
LabAnalysis Life Science S.r.l.Via
Europa, 5 - 27041 Casanova Lonati
(PV) Italy. 3miHun | Tvny - 3miHKn 3
akocTi. A®l. BUpo6HMUTBO (iHLLI 3MiHK)
- floAaBaHHA po3ainis peecTpauiiHoro
pocbke 3.2.S.4-Applicant Ta 3.2.S.5-
Applicant gna A®l eHananpuny
Manearty. 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikaui Ta/abo
[0NYyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BWXi4HVIA/NPOMIXHWIA
NpoAyKT/peareHT, o
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumdikayii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M
BMNPOGYBaHHS) JONOBHEHHS
cneumaikaujii/meToAis BUNpobyBaHHS
nokasHukom “Particle size” Ha A®I
Enalapril maleate Bupo6HuuTBa
Zhejiang Huahai Pharmaceutical Co.,
Ltd. 3miHu | TUNY - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AonycTUMKX
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

MeX, BU3Ha4YeHX y crneumdikaLisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHWIA
NpOAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro nokasHuka sKocTi
(ranpuviknag BuyYeHHs 3actapisioro
noKasHUKa)) - BUMyYEHHs 3acTapinoro
[0[aTKOBOro nokasHuka sikocti “Bulk
Density” 3i cneundikauii Ha Al
eHananpuy maneary BUpobHuULTBa
Dr. Reddy’s Laboratories Ltd. 3miHu |
TUny - 3MiHn 3 skocTi. A®I. KoHTposb
A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AonycTUMMX
MeX, BU3Ha4YeHX y crneumdikaLisx Ha
A®l, ab0 BUXIigHWIA/NPOMDKHWIA
NpOAyKT/peareHT, o
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro nokasHuka siKocTi
(ranpviknag BuyYeHHs 3actapisioro
NOKa3HMKa)) - BUNYYEHHS KOHTPOJTHO 3a
3a/IULLIKOBUMMW PO3YNHHUKAMM
Petroleum Ether Ta Toluene 3i
cneuudikauii Ha A®| eHananpuny
Maneaty Bupo6HuuTBa Dr. Reddy’s
Laboratories Ltd. 3miHu | Tuny - 3miHK
3 aKkocTi. CepTudpikar
BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANS 4ONOMIKHOI
peyoBuHM (cepTudikat BiANOBIQHOCTI
€Bponeiickkili hapmakonei) -
OHoBeHWin cepTuddikaT Bif yxe
3aTBEPPKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BiANOBIAHOCTI €BpONenchbkili
thapmakonei R1-CEP 2000-053-Rev
06 (3atBepaxeHo: R1-CEP 2000-053-
Rev 05) ana A®l Enalapril maleate Big,
yXe 3aTBepKeHOro BUpo6HUKa
Zhejiang Huahai Pharmaceutical Co.,
Ltd. 3miHn | TUNY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponencokiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANS 4ONOMIKHOI
peyoBuHM (cepTudikat BiANOBIQHOCTI
€Bponeiickbkili hapmakonei) -
OHoBeHWin cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHMKA NOAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei CEP 2000-053-Rev 07
ans A®l Enalapril maleate Big, yxe
3aTBepKeHOro BupobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd.

106.

NIHE3O/IA

linezolid

niHesoni
il

JO1XX

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO0, Mo 600
Mr no 5 a6o no 10
TabneTtok y 6nictepi;
no 1 6nictepy y
nauj i3 KapToHy

MpAT
"TexHonor

YkpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHSA 3MiH 10 peecTpavLiiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCToCyBaHHA Ha NiacTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neku 3acTocyBaHHS
NiKapcbKoro 3acoby B
nicnspeecTpayiiHuii nepio, abo sk
pesynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
NpoBeAEeHX BigMNoBigHO A0 MaHy
negiatpuyHux gocnigxeHs (PI1P)
(3MiHY Y3ro)keHO 3 KOMNETEHTHUM

3a
peyenm
om

He
niosnsie
ae

UA/21169/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
YNOBHOB&XEHNM OpraHoMm) - 3MiHu
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3gain "Mo6iuHi peakwii" BignoBigHO
[0 OHOBJIEHOI iHhopMaLii 3 6e3nekn
L0401 peYOBUHN.
107. | NOUEPUN® | amorolfi | amopon DO1A nak gns Hirtie Fangepva | LWseliya NABOPATOPII dpaHuis BHECEHHS 3MiH 40 peeCcTpaLiiHNX 6e3 UA/14681/01/01
ne DiHy E16 nikyBanbHuit, 50 CA pis FTANJEPMA mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
rigpoxno mr/mn, no 1,25 mn, AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. a
pna abo 2,5 mn, abo 5 KOHTPO/1b AONOMIKHMX PEYOBUH.
M1y donakoHi; no 1 3miHa y MeToAax BUNpobyBaHHS
nakoHy (B [OMNOMDKHOT peYOBUHY (IHLLI 3MiHW Y
KkomnnekTi 3 30 MeToZax BUNpOoOyBaHHS (BK/IOUAKUM
oyuLLyBaNbHUMU 3amiHy abo JofaBaHHs)) - 3MmiHa
TamnoHamu, 10 MeToAy BUNPOOYBaHHA [OMOMDKHOT
wnarensvu Ta 30 PEYOBUHM NiKAPCbKOro 3acoby -
nuaovkamu ans aMOHIliHO-MeTaKp1NaTHOro
HIrTiB) B KAPTOHHIl cononimepy (Tvn A).
Kopo6bui; no 1,25 mn,
a6o 2,5 mn, abo 5
My h1aKkoHi 3
KPWLLIKOIO 3
annikatopom; no 1
hnakoHy (B
KomnnekTi 3 30
ounLLyBaIbHUMM
TamnoHamu Ta 30
nuaoukammn ans
HirTiB) B KAPTOHHIl
KOpoo6Li
108. | MEAIATOP | ipidacrin | inmigakpn | NO7A PO34UH ANS iH KL, MNAT YkpaiHa MAT "Tanuucpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/15375/01/01
H® e HY A 15 mr/mn, no 1 mn B "Tanuua mMartepianis: 3miHu | TUny - 3MiHKU 3 peuyenm
rigpoxno amnyni; no 10 amnyn pm" AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. oM
puay Y KOHTYPHIiA Onuc Ta cknag. 3miHa y cknagi
MOHOTif, YapyHKOBIl (8oNoMXHMX peyoBUHaX) roTOBOro
part ynakosuj; no 1 NikapcbKoro 3acoby (iHLWi 3MiHK) -
KOHTYPHIl BHECEHHS iHthopmaii Lwoao

YapyHKOBIli ynakoBLyi
B navui

MOX/IMBOCTI KOpeKLUii pH B po3gin
3.2.P.3.2. Cknag Ha cepito. Ockinbkn
KOpPEeKLisi MPOBOAUTLCS HE B YCiX
BUNagKax, AONOBHEHHA NPO KOPEeKL;ito
3a3Ha4YeHo y BUrNSALI NPUMITKY - "npu
HeobxigHoCTi - kopekuis pH 0,1 M
PO34MHOM X/TOPUCTOBOAHEBOT
kucnotu". 3minm Il Tuny - 3MiHm 3
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hername | pe4yosu
HmosaH HU
a
Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

akocTi. A®l. Bupo6HmuTBO. 3MiHa
BMPOGHMKA BUXIZHOr0/MPOMIXXHOIO
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpOGHYMKa
(BKOYarouK, fe HeobXigHO, Micue
npoBefEeHHs KOHTPOso skocTi) APl (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponeiichkili
thapmakonei y 3aTBepAKeHOMY AOCLE)
(BBEAEHHSA HOBOrO BMPOGHMKa AP 3
HafaHHsM MacTep-haiina Ha AdI) -
BBEJEHHS HOBOrO BMpo6HMka TOB
"®APMXIM", YkpaiHa gnsa Adl
InigakpuHy rigpoxnopuay MoHorigpat
3 HajaHHAM MacTep-halina Ha AdI
(Bepcis 1 Big kBiTHA 2025).
3arBepmokeHo: «Menadiona S.L.»,
Icnanis 3anponoHosaHo: «Menadiona
S.L.», Icnanis; TOB «DAPMXIM»,
YKpaiHa

109.

MEAOKNAB | Amoxicill
in and WNiH
beta- HaTpito
lactama | Ta

se Knasysna
inhibitor HaT

KauTito

amMOoKcuLy

JO1CR
02

MOPOLLOK A/1A
PO34YUHY NS iH'eKLi
abo iHdysiid, 1 1/0,2
r; 10 chnakoHis 3
MOPOLLKOM Y
KapTOHHI Kopobuj

Megokemi
Nimiteq

Kinp

Bnpo6HMLTBO 3a
MOBHUM LK/IOM:
Mepokemi Nlimiteq,
Kinp;
Brpo6HMLTBO
roTOBOrO /iKapCbKOro
3acoby (acenTuyHe
HarnoBHEHHSA).
Crepunisauisi CKISHUX
hNakoHIB i ryMOBMX
nNpo6oK, NepBUHHE Ta
BTOPVHHE MaKyBaHHS.
KoHTposib
cTabinbHOCTI:
Mepokemi (Pa IcT)
Nn1a., B'eTHam

Kinp/
B'eTHam

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUpO6HMUTBI. 3amiHa abo
BBE/E€HHA A04aTKOBOI AiNbHUL
BMPOGHULITBA /15 YACTUHU ab0 BCLOTO
BMPOBHNYOro nNpouecy rotosoro
nikapcbKoro 3acoby (AinbHWLS, Ha AKil
npoBoAATLCA By/b-AKi BUPOOGHWUYI
cTagji, 3a BUHATKOM BUMYCKy cepil,
KOHTPOJI0 AKOCTi Ta BTOPMHHOTO
nakyBaHHS 415 CTEPUNBHUX
nikapcbknx 3acobis (BkIOYAUN
BMPOG/IEHi acenTMYHUM MeToA0M),
KpiM nikapcbkux 3acobis
6i0/10r4YHOro/iMyHO/10TYHOTO
NMOXO[KEHHR) BBELEHHSA BUPOOHMKA
Mepokemi (®a IcT) NiTA., B'eTHam, wo
BignoBigae 3a BUPOOHULTBO (Mpouec
acenTVYHOrO HaNOBHEHHS) Ta
nepBrHHe nakyBaHHs M13.
3asHaueHHs hyHKLiT BXe
3aTBEpPIKEHOr0 BUPOBHUKA. 3MiHN |
TNy - 3MiHKW 3 AKocTi. FoTOoBUIA

3a
peyenm
om

UA/4428/02/01
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hername | pe4yosu
HmosaH HU
a
Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeEHHS
[04aTKOBOI AiNbHULI BUPOBHULTBA

[ANs YacTyHM abo BCbOro BUPOOHUYOTO
npoLecy roToBOro MikapCbKoro 3acoby

(ginbHUUSA AN BTOPUHHOTO

nakyBaHHs1) BBEA,EHHS BUPOOHUKA
Mepokemi (Pa IcT) iTa., B'eTHam, wo
BiNOBigAaE 3a BTOPUHHE NaKyBaHHA
'N3. 3miHn | TMNY - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkumii 3aci6. 3miHN Yy
BUPOGHMLTBI. 3MiHa iMNopTepa/3MiHu,
LLIO CTOCYOTbCS BUMYCKY Cepii Ta
KOHTPOJT0 AKOCTi FOTOBOTO J1iKapPCbKOro
3acoby (3amiHa abo foaaBaHHSA
[iNbHULI, Ha 5K 34iCHI0ETbCSA
KOHTpPO/Ib/BUNPOBYBaHHSA cepir)
BBeJEHHS BUpobHMKa Megokemi (dPa
IcT) NI74., B'eTHam, wWo Bignosigae 3a
TeCTyBaHHS KOHTPO/IO CTabifIbHOCTI
FN3. 3MiHK | TURY - 3MiHN 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKOro
3ac06y, BK/IHOHYAKUN NPOMDKHWIA
NPOAYKT, L0 3aCTOCOBYETHCA NpK
BUPOGHMLTBI rOTOBOrO NikapCbKoro
3aco6y (He3HayHa 3MiHa y npoueci
BUPOGHMNLITBA) BHECEHHA HE3HAYHUX
3MiH Yy npouec Bupo6HuuTBea MN3.

110.

MEAOKNAB | Amoxicill
in and WNiH
beta- HaTpito
lactama | Ta

se Knasysna
inhibitor HaT

KauTito

amMOoKcuLy

JO1CR
02

MOPOLLOK A/1A
PO34UHY NS iH'EKLi
abo iHdpysiid, 1 1/0,2
r; 10 chnakoHis 3
MOPOLLKOM Y
KapTOHHI Kopobuj

Megokemi
Nimiteq

Kinp

Megokemi NlimiTeq,

Kinp

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOBHMUTBI. 3MiHa po3mipy
cepii (BktOYatouM gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby
(36inbLeHHsA 4o 10 pasiB NOpPIBHSAHO i3
3aTBEPKEHVM PO3MIPOM) -
36inbLUEHHA 3aTBEPKEHOr0 PO3Mipy
cepii (6e3 3MiHN TexHonorii
BMPOGHMLITBA Ta MPOMMC/I0BOrO
obnagHaHHs).
3arBepaXeHo:
Minimum batch size: 10kg
Maximum batch size: 100kg

3a
peyenm
om

UA/4428/02/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
Minimum batch size: 5kg
Maximum batch size: 150kg
(Present scope in Cyprus and Greece)
3anponoHoBaHo:
Minimum batch size: 100kg
Maximum batch size: 250kg
Minimum batch size: 100kg
Maximum batch size: 250kg
111. | MEJIOKCUK | meloxica | menokcn | MO1A PO3YUH NS iH'EKLN, ®apmaues | MNonbLa dapmaLeBTUYHNI MonbLla BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/13584/01/01
m Kam Co06 15 mr/1,5 mn; no 1,5 TUYHUIA 3asog «[Monbthapmar» marepianis: 3MiHu | TUNy - 3MiHK 3 peyenm
M/1 B amnyni; no 3 3aBog C. A sKocTi. CepTudoikaT BignoBigHOCTI/lE- om
a6o 5 amnyn B «Monbtha cepTuduikaT BiANOBIAHOCTI
KOHTYPHIlA pma» C. €Bponeichbkiii
YapyHKOBIl A. thapmakonei/moHorpadii. NMogaHHs
ynakosi; no 1 HOBOro abo OHOBMEHOro cepTudikata
KOHTYPHIlA BiAANOBIAHOCTI 260 BUNYyYEHHSA

YapyHKOBIl ynakoBLji
B KapTOHHI nauui

cepTugikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ansa BuxigHoro
mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWiA cepTUdikar Bif yxe
3aTBepKEHOro BUPo6HUKa - MogaHHA
OHOBJIEHOTO cepTudikaTy
BiNOBIgHOCTI E€Bponelicbkilt
thapmakonei CEP 2009-184-Rev 01
Bifl BXXe 3aTBEpAKEHOro BUPOOHMKa
SUN PHARMACEUTICAL
INDUSTRIES LIMITED gitouoi
PEeyYOoBMHN MefIOKCUKaM B 3B'A3KY 3i
3MIHOI Ha3BM BUPOOHMKA NPOMIKHOIo
NPOAYKTY i HE3HAYHWUM YTOUYHEHHAM
HanucaHHs agpecu (3aTBepaKeHo:
R1-CEP 2009-184-Rev 00, RAMDEV
CHEMICAL PVT. LTD;
3anponoHoBaHo: CEP 2009-184-Rev
01 IPCA LABORATORIES LIMITED).
BBegeHHS 3MiH NPOTArom 6-Tu micsuis
nicns 3aTBepikeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. CepTudpikar
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€Bponeichbkili
hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BigNoOBIAHOCTI
€Bponevicbkinn hapmakonei: gna Adl;
ONs BUXIOHOTO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTbLCH Y
BVMPOGHMLUTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoB/eHWii cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKa - MogaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI E€BpoNechbkili
thapmakonei CEP 2009-184-Rev 02
Bifl BX€e 3aTBEpKEHOro BUPO6HMKaA
SUN PHARMACEUTICAL
INDUSTRIES LIMITED gitouoi
PEeYOBUHN METOKCUKaM B 3B'A3KY 3i
3MiHOI Ha3BM MicTa fje po3TalloBaHe
BMPOBGHULITBO Ail0YOI peyoBUHU, MicLe
BVMPOGHMLTBA HE 3MIHN/10Cb.
BBefeHHs 3MiH NpoTArom 6-Tn MicsauiB
nicns 3aTBepKeHHS.

112.

MEHOBA3
VH

MeHTO,
HoBoOKal
H
(npokaiH
y
rigpoxno
pna),
aHecTe3
WH
(6eH30k
aiH)

MO2A

po3uunH Ans
30BHILIHLOIO
3aCTOCyBaHHS,
crnmpToBuii no 40 mn
y thnakoHax; no 40
My dhnakoHi; no 1
hnakoHy B mauui; no
50 Mn y donakoHi
cksiHoMy abo
noniMepHomy 3
MeXaHi4YHUM
po3nuntosayem; no
1 donakoHy B mauw;
no 100 mny
hnakoHax CKNSHUX
abo noniMepHux; No
100 mn y chnakoHi
cksiHoMy abo

MpAT
dapmaues
TUYHA
habpuka
"Biona"

Ykpaina

MpAT
dapmaLeBTUYHa
habpuka "Biona"

YKpaina

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTtudikaTa BiANoOBIAHOCTI
€ponevicbkili hapmakonei: gns Adl;
LA BUXIQHOrO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMUTBI A®I; AN 4ONOMIKHOT
peyoBuHM (CepTudikat BiANOBIAHOCTI
€Bponeiicbkiii chapmakonei) - HoBuia
cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo JONOBHEHHS)

6e3
peyenm
a

UA/7484/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
nonimepHomy; no 1 nojaHHsa HOBOro cepTuduikata
hnakoHy B nadui; no BiANOBIAHOCTI E€Bponeichbkili
200 M1y hnakoHax hapmaxonei Ne R1-CEP 2012-390 -
CKNAHUX, Rev 01 gns gitoyvoi peyoBMHN MEHTONY
YKyMOpeHux Bif, HOBOTO a/lbTEePHATVBHOIO
KpuvLikamu; no 200 BUpo6HMKa BAC® CE, HimeuunHa/
MY dhakoHi BASF SE, Germany.
CKNISIHOMY,
YKyrnopeHomy
KPULLIKOIO; Mo 1
dhnakoHy B nadui; no
200 mn 'y hnakoHax
noniMepHuXx,
YKyMOpeHux
KpuLLKamy abo
Hacagkamu Ta
Kpukamu; no 200
MY hnakoHi
noniMepHomy,
YKyrnopeHomy
KPULLKO abo
Hacafkoto Ta
KpWLLKOIO; no 1
dhnakoHy B nayuj
113. | METAAOH- | methado | metagoH | NO7B po3unH opanbHuii, 5 | TOBAPUC | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a He UA/13189/01/02
3H ne y Cco02 mr/mn no 200 mn TBO 3 06MexeHo mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm | nionse

rigpoxno a6o no 1000 mny OBMEXE BiANOBIAA/ILHICTIO oo 6e3nekn/edheKTMBHOCTI Ta oM ae

pna hnakoHax pasom 3 HOKO "XapkiBcbke hapmakoHarnisgy. 3miHa y KopoTkin
BignoBigHoOO BIANOBIA hapmaueBTUyHe XapaKTepucTuLi Nikapcbkoro 3acoby,
KiNIbKICTIO [O3YHOUNX ANbHICT nignpPUEMCTBO TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
NpUCTPOIB; 0 "300p0oB'A Hapogy" MeAMYHOro 3aCTOCyBaHHS Ha MiacTaBi
no 200 mn abo no «KOPMOP perynspHo OHOB/IKOBAHOIO 3BITY 3
1000 mn y dprakoHi; ALlIA 6e3nekun nikapcbKoro 3acoby, abo
no 1 cpnakoHy «340POB [ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
pasom 3 [o3yUnM "FA» nikapcbkoro 3acoby B

NPUCTPOEM Y
KOpOO6Li 3 KAPTOHY

nicnapeecTpavjiiiHuii nepiog, abo Ak
pe3ynbTaT OLiHKM 3BITY 3 AOCAIOKEHD,
npoBeeHVX BifnoBigHO 40 naHy
negjiarpnyHux gocnigpxkeHs (PIP)
(3MiHY Y3ro)keHO 3 KOMNETEHTHUM
YNOBHOB&)XEHNM OPraHoMm)
3MiHWM BHECEHO A0 IHCTPYKLIT AnA
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby Ao posainis "OcobmBocTi

3acTocyBaHHs", "3acToCyBaHHsA y
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
nepiog BaritTHocTi abo rogyBaHHs
rpyaat”, "Cnocib 3actocyBaHHs Ta
no3n", "MobivHi peakuii” woao
6e3nekn 3acTocyBaHHs fitouol
PeyoBMHN METaZOoHy rigpoxnopus
BiANOBIAHO A0 pekomeHAauiin PRAC.
114. | METAAOH- | methado | metagoH | NO7B po3unH opanbHuii, 1 | TOBAPUC | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peeCcTpaLiiHNX 3a He UA/13189/01/01
3H ne y Cco02 mr/mn no 200 mn TBO 3 06MexeHo mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm | nionse
rigpoxno a6o no 1000 mny OBMEXE BiANOBIAA/ILHICTIO oo 6e3nekn/edheKTMBHOCTI Ta oM ae
pna hnakoHax pasom 3 HOKO "XapkiBcbke hapmMakoHarnisgy. 3miHa y KopoTkin
BignoBigHoOO BIANOBIA hapmaueBTUyHe XapaKTepucTuLi Nikapcbkoro 3acoby,
KiNIbKICTIO [O3YHOUMNX ANNbHICT nignpPUEMCTBO TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
NpUCTPOIB; 0 "300p0oB'A Hapogy" MeAMYHOro 3aCTOCyBaHHS Ha MiacTaBi
no 200 mn abo no «KOPMOP perynspHo OHOB/IKOBAHOIO 3BITY 3
1000 mn y dprakoHi; ALlIA 6e3nekn nikapcbKoro 3acoby, abo
no 1 cpnakoHy «340POB [ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
pasom 3 [o3yoUnM "A» nikapcbkoro 3acoby B
NPUCTPOEM Y nicnapeecTpavjiiiHuii nepiog, abo sk
KOpOO6Li 3 KAPTOHY pe3ynbTaT OLiHKM 3BITY 3 AOCAIOKEHD,
npoBeAeHVX BifnoBigHO 40 naHy
negjiarpnyHux gocnigpxkeHs (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YNOBHOB&)XEHNM OPraHoMm)
3MiHWM BHECEHO A0 IHCTPYKLIT AnA
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby fo posainis "OcobmBocTi
3acTocyBaHHsA", "3acToCyBaHHA Yy
nepiog BariTHOCTi abo rogyBaHHs
rpyaaro”, "Cnocib 3actocyBaHHs Ta
no3n", "MobivHi peakuii” woao
6e3rnekn 3aCTOCyBaHHs A4ito4oi
peyvoBMHN MeTafoHy rigpoxnopus
BiiNOBiAHO 0 pekomeHaaLin PRAC.
115. | METOOXXE methotre | meTtoTpe | LO4AX | po3uuH Ans iH'EKUIN, Mepak Himeuun BMPOGHWK, LLO Himeuun BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/5873/01/02
KT® xate Keart (y 03 50 mr/mn no 0,15 mn | lesenba Ha Bignosigae 3a Ha mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenm
BUrNAAI (7,5 wr), a6o no 0,20 T dorop BTOPVHHE MaKyBaHHS, oo 6esnekn/edpekTMBHOCTI Ta oM
MeToTpe mn (10 wmr), abo no KniHiwe MapKyBaHHS, thapmakoHarnsgy. BeegeHHs abo
Kcary 0,25 mn (12,5 wmr), LWneuianb KOHTPO/Ib/BUNpO6YBaH 3MiHW [0 y3ara/ibHeHUX JaHux npo
onHaTpi a6o no 0,30 mn (15 npenapat HS cepil Ta 3a BUNycK cuctemy thapmakoHarnsagy (BBefeHHs
10) mr), a6o no 0,35 mn e M6X cepii: y3arasibHeHVX AaHnX Npo cucTemy
(17,5 wr), abo no Mepak 'esenbliadt hapmMakoHarnagy, smiHa
0,40 mn (20 mr), abo dotop KniHiwe yNOBHOBaXEHOI 0Ccobu,
no 0,45 mn (22,5 LLineujanbnpenapare BiANOBIAA/IbHOT 32 34iCHEHHSA

Mr), a6o no 0,50 mn
(25 mr), abo no 0,55

M6X, HimeuunHa;
BMPOGHUK, LLLO

thapmakoHarnsay; KOHTakTHOT 0co6u 3
chapmakoHarnagy 3asiBHvka s
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
M (27,5 mr), abo no Bignosigae 3a 3[jliCHEHHST dhapMakoHarnisgy B
0,60 mn (30 mr) BMPOGHMLTBO YkpaiHi, AKLL0 BOHa BiAMIHHA BiJ
PO3UMHY Yy nikapcbkoro 3acoby, YNOBHOBaXXEHOI 0CO6MU,
nonepegHbL0 nepBrHHE NakKyBaHHS, BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
3anoBHeEHOMY KOHTPO/Ib/BMUNpO6YBaH hapmakoHarnsagy (Bka4arum
wnpwui; no 1 HS cepil: OHKOTeK KOHTaKTHI faHi) Ta/abo 3MiHn y
LUNpULlY pa3om i3 dapma MpogakLuH po3mileHHi MacTep-thaiina cuctemu
BOy0BaHO M6X, HimeuunHa; hapmakoHarnsgy). 3miHa KOHTaKTHOI
iH'EKLIIHOIO TO/TKO BUPOGHUK, LLLO 0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a
B KOHTYPHOMY BiAnosigae 3a thapmakoHarnsg, B Ykpaii.
4yapyHKOBOMY BTOPVHHE MaKyBaHHS: [itova pepakuis: Aranos Bnagucnas
6nictepi; no 1 LteremaHH M'M6X & Oneroswuy. NponoHoBaHa pefakuis:
6nictepy B Ko. KI., HimeuunHa; [lopowieHko AHHa IropiBHa. 3miHa
KapTOHHI Kopo6Lyi Mepak esenbwadT KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
dotop KniHiwe 3asBHVIKa, BignoBiganbHOI 3a
LLineujanbnpenapare thapmakoHarnsg B Ykpaii.
M6X, HimewunHa
116. | MIHIPUH desmopr | gecmon HO1B niogpinizat PeppiHr Lseliua BMPOGHMLTBO, Benunko6 BHECEHHSA 3MiH 1O peecTpaviiiHx 3a He UA/5118/02/01
MENT essin pecuHy A02 opasibHWiA No 60 mkr, | IHTepHew pis NnepBrHHE NakyBaHHsA, | putaHis/ mMaTtepianis: 3miHu | TUny - 3MiHKM 3 peuyenm | nidnse
auertar no 10 niocpinizatiBy | H CeHTep KOHTPO/1b SAKOCTI: Lseiina AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. oM ae
6nicTepi; no 3 abo CA KartaneHTt O.K. pisi/ Cucrtema
no 10 6nicTepiB y CaiHgoH 3igic Mlimitea, | Himeuun KOHTeliHep/3aKynoptoBasibHWIA 3aci6.
KapTOHHI Kopobui BenukobpuTaHis; Ha 3MiHa po3Mipy ynakoBKu roToBOro
BTOPVHHE MaKyBaHHS: NikapcbKoro 3acoby (BUyYeHHs
deppiHr IHTepHeLWHN yNaKoBKM MEBHOIO PO3Mipy)
CeHTtep CA, BWIy4YeHHS nakyBaHHA NelO(1x10) ans
Lseliuapis; nikapcbkoro 3acoby MiHipuH MenT,
BignoBigasibHWi 3a niocpinizat opanbHuUii no 60 Mkr, No
KOHTPO/1b SIKOCTI, 120 mkr Ta no 240 MKr. 3MiHV BHECeHi
BMNYCK cepil: B IHCTPYKLiIO 4719 MeANYHOro
deppiHr MM6X, 3acTOCyBaHHS NMikapCbKoro 3acoby y
HimeuunHa po3ain «YnakoBkay, AK HAcNifgoK —
BU/YYEHHS YNaKOBKM NMEBHOIO
po3Mipy. TakoX BUIy4aETbCSA
IHCTPYKLiA 4N MeguyHoro
3aCTOCYBaHHSA POCICLKOI0 MOBOIO.
BBegeHHS 3MiH NPOTArom 6-Tu micsuis
nicns 3aTBepKeHHs.
117. | MIHIPUH desmopr | gecmon HO1B niogpinizat ®eppiHr Lseliua BVMPOGHMLTBO, Benunko6 BHECEHHSA 3MiH 0 peecTpavLiiiHx 3a He UA/5118/02/02
MENT essin pecuHy A02 opasibHuii o 120 IHTepHeLw pis NepBMHHE NakyBaHHSA, | puTaHia/ marepianis: 3miHu | TUny - 3miHK 3 peyenm | nidnse
auertar MKr, no 10 HN CeHTep KOHTPO/1b SAKOCTI: Lseiina AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. oM ae
niocpinizaTiB y CA KaTtaneHT HO.K. pisi/ Cucrema
6nicTepi; no 3 abo CsiHgoH 3igic Nimiten, | Himeuun KOHTeliHep/3aKynoptoBasibHWiA 3aci6.
no 10 6nicTepiB y BenukobpuTaHis; Ha 3MiHa po3mipy ynakoBKu roToBOro

KapTOHHii Kopobui

BTOPUHHE NaKyBaHHA:

NikapcbKoro 3acoby (BUyYeHHs
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
®eppiHr IHTepHeLwHn yMNakoBK1 MNEBHOIO PO3Mipy)
CeHtep CA, BWyYeHHs nakyBaHHSA Nel0(1x10) ans
LLIeiiuapis; nikapcbkoro 3acoby MiHipuH MenT,
BiANOBIAaIbHMI 3a niogpinizaT opanbHWin No 60 MKr, No
KOHTPO/Ib AKOCTI, 120 mkr Ta no 240 MKr. 3MiHW BHECEHI
BMNYCK cepil: B IHCTPYKLUitO AN19 MeANYHOro
deppiHr MM6X, 3acTOCyBaHHS NMikapCbKoro 3acoby y
HimeuunHa po3ain «YnakoBka», K HAC/iJoK —
BU/TYYEHHS YNakoBK1 NeBHOI0
po3mipy. Takox BUIyYa€ETbCA
IHCTPYKLiA AnA MeAnYHOro
3aCTOCYBaHHSA POCICLKOI0 MOBOIO.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepKeHHs.
118. | MIHIPUH desmopr | gecmon HO1B niogpinizat PeppiHr Lseliua BMPOGHMLTBO, Benunko6 BHECEHHSA 3MiH 10 peecTpaviiHx 3a He UA/5118/02/03
MENT essin pecuHy A02 opasibHuiA no 240 IHTEepHeLw pis NnepBrHHE NakyBaHHs, | putanis/ mMartepianis: 3miHu | TUny - 3MiHKM 3 peuyenm | nidnse
auertar MKr, no 10 HN CeHTep KOHTPO/1b SAKOCTI: Lseiina AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. oM ae
niocpinizaTiB y CA KaTtaneHT HO.K. pisi/ Cucrema
6nictepi; no 3 abo CaiHgoH 3igic Mlimitea, | Himeuun KOHTeliHep/3aKynoptoBasibHUIA 3aci6.
no 10 6nicTepiB y BenukobpuTaHis; Ha 3MiHa po3Mipy ynakoBKu roTOBOro
KapTOHHI Kopobuj BTOPWHHE NaKyBaHHA: NikapcbKoro 3acoby (BUyYeHHs
deppiHr IHTepHeLWHN yNaKoBKM MEBHOIO PO3Mipy)
CeHTtep CA, BWIyYeHHs nakyBaHHA NelO(1x10) ans
Lseliuapis; nikapcbkoro 3acoby MiHipuH MenT,
niocpinizat opanbHuii no 60 Mkr, No
BignoBiganbHWi 3a 120 mkr Ta no 240 MKr. 3MiHN BHECEHI
KOHTPO/Ib SIKOCTI, B IHCTPYKLiO 4719 MeANYHOro
BMNYCK cepil: 3acTOCyBaHHS NMikapCbKoro 3acoby y
®eppiHr TM6X, po3Ain «YnakoBka», AK HacNifgoK —
HimeuunHa BW/TYYEHHS YMaKOBKW NMEBHOIO
po3Mipy. TakoX BUIyYaETbCSA
IHCTPYKLiA 4N MeguyHoro
3aCTOCYBaHHSA POCICLKOI0 MOBOIO.
BBegeHHS 3MiH NPOTArom 6-Tu micsuis
nicns 3aTBepKeHHs.
119. | MOKCU®DN moxiflox | mokcud | JO1IM TabneTku, BKpUTI TOBAPUC | YkpaiHa TOB "dAPMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx 3a UA/16662/01/01
OKCALMH- | acin nokcaun | Al4 060s10HKO10, Mo 400 TBO 3 reyn" marepianis: 3miHu | TUny - 3miHK 3 peyernm
DAPMEKC HY Mr; no 5 TabneTok y OBMEXE AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. oM
rigpoxno 6nicTepi, no 1 abo HOIO 3MiHN Yy BUPOGHULTBI. 3MiHa po3mipy
pug no 2 6nictepv B BIANOBIA cepii (BkHOYAKOUM giana3oH po3mipy
KapTOHHI kopobuy; ANbHICT cepil) roToBOro Nikapcbkoro 3acoby
no 10 Tabnetok y 0 (iHWi 3MiHW)- BBEAEHHS [,OAATKOBOrO
6nicTepi, no 1 «KOPIOP po3mipy cepii , a came: 24,50 kr abo
6nictepy B AlIA 35,000 Tuc. TabneTtok, abo 7,000 Tuc.
KapTOHHii Kopobui «310POB ynakoBok Ne5 (5x1), a6o 3,500 Tuc.
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Homep

peecmpayitiHo

20
nocsioYeHHs

"HA»

ynakoBok Nel0 (5x2), a6o 3,500 Tuc.
ynakoBok Nel0O (10x1).
[Litova pepakuis
Po3wmip cepii cknagae:
2,00 kr abo 2,857 Tuc. Tabnetok, abo
0,571 Tnc. ynakoBok Ne5 (5x1), abo
0,285 Tunc. ynakosok Nel0 (5x2), abo
0,285 Trc. ynakoBok Nel0 (10x1);
6,00 kr abo 8,571 Tuc. Tabnetok, abo
1,714 1nc. ynakoBok Ne5 (5x1), a6o
0,857 Trc. ynakoBok Nel0 (5x2), abo
0,857 Tnc. ynakoBok Ne10 (10x1);
49,00 kr a6o 70,000 Tuc. TabneTok,
ab6o 14,000 tuc. ynakoBok Ne5 (5x1),
a6o 7,000 Tuc. ynakoBok Nel0 (5x2),
ab6o 7,000 Tuc. ynakoBok Nel0O (10x1)
MponoHoBaHa pegakuis
Po3mip cepii cknapae:
2,00 kr abo 2,857 tuc. Tabnetok, abo
0,571 Tnc. ynakoBok Ne5 (5x1), abo
0,285 Turc. ynakoBok Nel0O (5x2), abo
0,285 Trc. ynakoBok Nel0 (10x1);
6,00 kr abo 8,571 Tuc. Tabnetok, abo
1,714 tuc. ynakoBok Ne5 (5x1), abo
0,857 Tnc. ynakosok Nel0 (5x2), abo
0,857 Tnc. ynakoBok Nel0 (10x1);
24,50 kr ab6o 35,000 Tuc. TabneTox,
abo 7,000 Tuc. ynakoBok Ne5 (5x1),
a6o 3,500 Tuc. ynakoBok Nel0 (5x2),
ab6o 3,500 Tuc. ynakoBok Nel0 (10x1);
49,00 kr a6o 70,000 Tuc. TabneTok,
ab6o 14,000 tuc. ynakoBok Ne5 (5x1),
a6o 7,000 Tuc. ynakoBok Nel0 (5x2),
abo 7,000 Tuc. ynakoBok Nel0 (10x1).

120.

MOPKBWU
ANKoI
nnopais
EKCTPAKT
PIAKNIA

MOpPKBHU
AnKol
nnogis
eKCTpaKT
pigKunii
(fructuu
m Dauci
sativi)

eKCTpakT piakunii
(cybeTaHuis) y
604Kax NoAIMEPHNX
ANsi BUPOGHMLTBA
HecTepuIbHNX
nikapcbkux chopm

MAT
"Tanuuca
pm"

YKpaiHa

MAT "Tanuudapm”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3MiHu | TUNy - 3MiHK 3
sKocTi. CepTudpikaT BignoBigHOCTI/lE-
cepTuduikaT BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO NPYBEAEHHS
y BinoBigHiCTb [0 MoHorpadii APY
abo €Bponeicbkoi hapmakonei, abo
iHLWOT HaLjioHasTbHOT thapmakonel
Aepxasun €C (3miHa y cneumdikauisx,

UA/12462/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
nos'sizaHa 3i 3miHamu B J®Y, abo
€Bponeiicbkin dhapmakonei, abo iHLii
HaLjioHasbHIl hapmMakonel fepxasu
€C) - - npuBeaeHHs cneuudikauii i
meTogiB koHTponto ETAHON (96%) go
MoHorpadii «kETHANOL (96 PER
CENT)», €E®, gitoue BugaHHs. [lo
MOHorpaddii NPYBOAATLCA NMOKA3HUKU:
«Onne», «PO3YMHHICTb,
«lpeHTudikauis», «Mpo3opicTb»,
«KonbopoBicTb», «KncnoTHicTb abo
NYXHICTb», «BigHOCHA rycTuHa,
«J1eTki 4OMILLKM», «ONTUYHA ryCTUHa»,
«Cyxuii 3a/mwok», «O6'eMHa YacTka
eTaHony», «MikpobionoriyHa
yncToTar». BunyyeHo nokasHuk «Bakki
mMeTanu».
121. | MO®ILUVH moxiflox | mokcud | JOIM po3unH ana iHdpysii, | TEXHOMA | IpnaHgis AH®APM XENINAC Ipeuis BHECEHHSA 3MiH 10 peecTpavLiiiHnx 3a UA/19742/01/01
acin nokcaun | Al4 400 mr/250 mn, no K C.A. mMaTtepianis: 3miHu | TUny - 3MiHKM 3 peuyenm
H (Y 250 M1 pO3UnHY y MAHY®E aKocTi. CepTudikar BignosigHOCTI/lE- oM
BUrNAAI hnakoHax, no 1 KYE cepTtudikaT BifnoBIgHOCTI
MOoKcUgp dnakoHy y NIMITEL €Bponencokiin
nokcauu KapTOHHI Kopobui thapmaxonei/moHorpadii. NMogaHHA
HY HOBOro abo OHOBMEHOro cepTudpikata
rigpoxno Bi4MOBIAHOCTI 260 BUTYYEHHS
puay) cepTugikaTa BignNoBigHOCTI

€sponeiicbkili hbapmakonei: gnsa Adl;
L1151 BUXIAHOTO
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI A®I; 4ns AONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmaxonei) -
OHoBeHWin cepTudpikar Big yxe
3aTBEPPKEHOrO BUPOBHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
Bi4NOBIAHOCTI €BpONENiChKil
hapmaxonei Ne CEP 2014-101-Rev 02
ons aiodoi peyosnHu Moxifloxacin
hydrochloride Monohydrate Big, Bxe
3aTBEPIKEHOr0 BUPOOHNMKA, KN
3MiHMB Ha3By 3 ARAGEN LIFE
SCIENCES PRIVATE LIMITED, IHgjs
Ha ARAGEN LIFE SCIENCES
LIMITED, Ingis. 3aTBepmkeHo: R1-
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
CEP 2014-101-Rev 00
3anponoHosaHo: CEP 2014-101-Rev
02
122. | MYKO®PAN Ispaghul | Ispaghul | AOGA rpanysnu, 3,25 r/5r; Op. ®anbk | Himeuyun BignoBigasibHWI 3a Himeuun BHECEHHS 3MiH 40 peeCTpaLiiHNX 6e3 UA/6104/01/01
bK a (psylla | ahusk Co1, no 5rrpanyny Papma Ha BUMNYCK Cepiii Ha mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
AMENIbCUH | seeds) (nysra C10A nakeri; no 20 6X KiHLLEeBOro MpoAyKTY: sIKoCTi. FOTOBWiA Nikapcbkuii 3aci6. a
HaCiHHA X NakeTiB y KApPTOHHIl [p. ®anbk dapma Cuctema
noaopo KOpoo6Li M6X, HimeuunHa; KOHTeliHep/3aKynoptoBasibHuii 3aci6.
XHUKa BUPOOBHVK 4,030BaHOI 3MiHa nocTavasibHMKa nakyBasbHUX
Plantago pOopMM Ta KOHTPO/Ib mMaTepianiB abo KOMNAEKTYUMX (KO
ovata [KocTi: JlozaH ®apma 3a3HayeHo B 0CbE) (BUSTyHEHHS
Forssk.) M6X, HimeyuunHa,; nocTavyasibHvKa) BUNyYEHHS

BUPOGHMKN,
BignoBiganbHi 3a
nepBUHHe, BTOPUHHE
nakyBaHHs Ta
KOHTPO/Ib AKOCTI:
Ninpochapm MmoéX,
HimeuumnHa; NlosaH
dapma 'mbX,
HimeuuunHa;
BUPOGHMKN,
BignoBiganbHi 3a
KOHTPO/Ib SIKOCTI:
XeHkenb ATl i Ko.
KlraA, HimeuunHa;
Na6op NNC CE i Ko. KT,
HimeuumHa; IMK -
IHCTUTYT
MiKpO6io/I0rivyHOro
3abe3neyeHHs AKoCTi
rvM6X, HimeuunHa

NOCWNAHHA Ha NocTavyasibHUKIB
NepBUHHOT yNakoBku 3 po3giny 3.2.P.7
Cucrema
KOHTeliHep/3aKynoptoBasibHWIA 3aci6.
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUIA 3aci6.
3miHa napameTpiB cneuudikaiii
Ta/abo fonyCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO NiKapCbKOro
3aco0y (BMTlyYEeHHA HE3HAYHOrO
nokasHuka (Hanpuknag, sactapinoro
NoKasHUKa))

BU/TyYEHHS HE3HAYHOrO NoKasHMKa 3
cneuudikaLii NepBMHHOI yNakoBKu
«lgeHTUYHICTb: AntoMiHil» (Identity:
Aluminium). 3miHu | TUNY - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoptoBasibHuii 3aci6.
3MiHa napameTpiB cneumdikauii
Ta/abo fonyCTMMUX MEeX NEPBUHHOI
yNakoBKW rOTOBOTO NiKapCbKOro
3aco06y (BWU/TyYEHHSI HE3HAUYHOTO
nokasHuka (Hanpuknag 3acTtapisnioro
nokasHuKa)) BUTyYeHHA HEe3HaYHOro
nokasHuka 3 cneumdikavii nepBuHHOT
ynakoBku «LunpuHax» (Width). 3miHn |
TUny - 3MiHK 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3aci6.
3miHa napameTpiB cneuudikawiii
Ta/abo foNyCTUMUX MEeX NEPBUHHOI
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

yMakoBKM rOTOBOTO NikapCbKOro
3aco6y (BUyYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisnoro
NoKasHUKa))

BUJTyYEHHS HE3HAYHOrO NoKas3HMKa 3
crneundikaLii nepBMHHOT ynakoBku
«Bara» (Weight). 3miHu | Tvny - 3miHn
3 AKocTi. [oToBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasibHWii 3aci6.
3miHa napameTpiB cneuudikawiii
Ta/abo fonyCTUMUX MEX NEPBUHHOI
yMakoBKM rOTOBOTO NikapCbKOro
3aco6y (BUYyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisnoro
noKasHuKa)) BUNyYEHHS HE3HAYHOTO
nokasHuka 3 cneumdikawii nepBUHHOT
ynakoBkn «KOHTPOSIbHI TOUKU»
(Control points). 3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
Cucrema
KOHTeliHep/3aKynoptoBasibHuii 3aci6.
3miHa napameTpiB cneuudikawiii
Ta/abo fonyCTUMUX MEeX NEPBUHHOI
yMakoBKM rOTOBOTO NikapCbKOro
3aco6y (BUYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag 3actapinoro
NoKasHUKa))

BUJTyYEHHS HE3HAYHOrO NoKasHMKa 3
crneundikaLii nepBMHHOT ynakoBku
Wipe-test. 3MiHu | TURY - 3MiHN 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasibHWii 3aci6.
3miHa napameTpiB cneuudikawiii
Ta/abo fonyCTUMUX MEX NEePBUHHOI
yMakoBKM rOTOBOTO NikapCbKOro
3aco6y (foNoBHEeHHs cneuudikauil
HOBWM MOKa3HMKOM 3 BifNOBiAHNM
MEeToA0M BUNPOOGYBaHHS) AONOBHEHHS
cneuudikauii NepBMHHOI yNaKoBKu
(dbonbru-catle) napameTpom:
"Grammage" 3 BifnoBigHVM MEeTOL0M
BUNpobyBaHHs. MapaveTp

BM3HAYAETHCA LWAAXOM (pi3nyHOro
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

ornagy. Mepernauyto p. 3.2.P.7
«Cucrema
KOHTeliHep/3aKynopoBasibHWii 3aci6»;

BHECEHO pefakLiiHi 3MiHn [0

cneuudikaLii NepBMHHOI YNaKoBKW.

Cknaf, NepBUHHOTO NakyBaslbHOro

MaTepiany Ta napameTpu
cneumdikauii 3amwarTbes
HEe3MiHHUMMW.

123.

HA®TUSNH
®

naphazo
line

Hadaszo
NiHy
HiTpar

RO1A
AO8

Kpansi HasasbHi
0,05 %; no 10 mny
nakoHi; no 1
dhnakoHy B mavu,i 3
KapTOHY

AT
"®Gapmak”

Ykpaina

AT "®dapmak"

YKpaina

BHECEHHS 3MiH 40 peecTpaLiiHNX
martepianis: 3miHu | Tuny -
AIMiIHICTpaTuBHI 3MiHWU. BunyyeHHs
BMPOGHNYOT AiNbHULI (BKIOYAOUN
OinbHUUi ons APl NPOMIKHOIO
NPOAYKTY abo roTOBOro NiKapCbKoro
3aco6by, AiNbHULi 4715 MTPOBEAEHHS
nakyBaHHs1, BUpOOHYKa,
BiZiNOBIfA/IbHOTO 3a BUMYCK CePiid,
MicLie MPOBeAEHHS KOHTPOSIHO cepii)
abo nocTtavasibHVKa BUXiAHOMO
martepiany, peareHTy abo AONOMDKHOT
PEYOBMHY (SIKLLO 3a3HAYEHO Y OCLE) -
BunyueHHsi BUpo6bHuka AdI
HadpasoniHy HiTpat - LOBA
Feinchemie GmbH, Austria.
3arBepaxeHo:LOBA Feinchemie
GmbH, Austria; AT «®apmak»,
YkpaiHa
3anponoHoBaHo: AT «®apmak»,
YKpaiHa

6e3
peyenm
a

UA/3332/01/01

124.

HA®TUSUNH
®

naphazo
line

Hadhaso
NiHy
HiTpar

RO1A
A08

Kpanni HaszanbHi 0,1
%; no 10 MmNy
hnakoHi; no 1
dhnakoHy B navui 3
KapTOoHY

AT
"®Gapmak”

Ykpaina

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
martepianis: 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHWU. BunyyeHHs
BMPOGHNYOI AinbHML (BKIOYAKOUN
LinbHUUI ons APl NPOMIKHOIO
NPOAYKTY abo roTOBOro NiKapCbKoro
3aco6y, AiNbHULI 4518 NPOBeAEHHS
nakyBaHHs1, BUPOGHMKa,
BiZiNOBIfA/IbHOTO 3@ BMMYCK Cepiid,
MicLie NpoBeAeHHS KOHTPOSIHO cepil)
ab0o nocTayasibHMKa BUXIAHOrO
martepiany, peareHTy abo AONOMKHOT
PEUOBUHY (SKLLLO 3a3HAYEHO Y [JOCBE) -
BunyueHHsi BUpo6bHuka AdI
HadpasoniHy HiTpat - LOBA

6e3
peyenm
a

UA/3332/01/02
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
Feinchemie GmbH, Austria.
3aTtBeppxeHo:LOBA Feinchemie
GmbH, Austria; AT «®apmak»,
Ykpaina
3anponoHoBaHo: AT «dapmak»,
YKpaiHa
125. | HEBIAP® nebivolol | He6iBon | CO7B TabneTkn, BKPUTI TOB YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peeCcTpaLiiHNX 3a UA/17352/01/01
nnroc and on(y B12 NNiBKOBOKO "APTEPIY "KuiBmegnpenapart”, mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
thiazides | dopmi 060/10HKO10, N0 5 M AaTa" YkpaiHa akocTi. CepTtudikaT BignosigHocTi/lE- oM
Heb6iBoN mr/12,5 mr; no 10 (BMPOGHNLTBO cepTugikaT BiANOBIAHOCTI
ony TabneTok y 6nictepi; (dbacyBaHHs) 3 €Bponeiicbkili
rigpoxno no 3 6nictepu B npoAykuii in bulk thapmakonei/moHorpadii. NMogaHHA
puay); nauuj ipMn-BMpo6GHMKa HOBOro abo OHOB/IEHOro cepTudpikata
riapoxno ®daiiH dyac eHg BiANOBIAHOCTI 260 BUMYyYEHHS
priasug, PapmacboTikanc cepTtudpikaTa BiANoOBIAHOCTI
H.T.M. C.M.A., ITanisa €ponevicbkili hapmakonei: gns Adl;
(BpO6HMLTBO, LA BUXIQHOrO
nepBuHHE Ta mMartepiany/peareHTy/NpoMiKHOro
BTOPVHHE MaKyBaHHS, NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
KOHTPO/1b SIKOCTI, BMPOGHMUTBI A®I; AN ONOMIXKHOT
BUMYCK cepii)) peyoBuHM (CepTudikat BiANOBIAHOCTI
€Bponeickkin hapmakonei) -
OHOoBeHWii cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA. 3rigHo 3
HaJaHUMK MaTepiasiamm
peecTpauiiiHoro gocbe Ha N3
HEBIAP® MJIHOC, TabneTku, BKPUTI
NMiBKOBOK 060/10HKOI0, MO 5 Mr/12,5
MT MPOMOHYETLCA akTyanidysatn Py
BIZANOBIAHOCTI 1O AOKYMeHTaL,ii
BMPOGHUKa npoaykuii in bulk, a came:
oHoBrieHHst CEP Ha A®| He6iBonony
rigpoxnopug 3aTBepaKeHoro
BMpo6HMKa A®I «Hetero Drugs
Limited», IHgjA y 3B’A3Ky 3
oTpumaHHam CEP 2021-403-Rev 01
[Litoua pepakuis No. RO-CEP 2021-
403-Rev 00. NMponoHoBaHa pefaxLis
No. CEP 2021-403-Rev 01
126. | HEBIBO/IO | nebivolol | HebiBon - TabneTkn, BKpUTI TOB YkpaiHa BVMPOGHMLTBO, ITanisa BHECEHHS 3MiH 0 peecTpaLiiHnX - UA/17339/01/01
ni and on (y NNiBKOBOO "APTEPIY nepBrHHe Ta mMartepianis: 3miHu | TUny - 3MiHKn 3
rigPoxno thiazides | dopmi 060/10HKOI0, N0 5 M AaTa" BTOPUHHE NaKyBaHHS, akocTi. CepTudpikaT BignosigHocTi/lE-
PTIA3NA, He6iBon mr/12,5 wr; in bulk: KOHTPO/Ib SKOCTI, cepTtudikaT BifMnoBIgHOCTI
ony 15kr+10 % BUMNYyCK cepii: PaiiH €Bponeicbkili
rigpoxno Tabnetok y dyac eHp dhapmakonei/moHorpadii. NMogaHHs
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
puay), nonieTuneHoBomMy dapmacbtoTikanc HOBOro abo OHOBMIEHOro cepTudikata
rigpoxsno nakeTi; no 1 nakeTy H.T.M. C.N.A. BiANOBIAHOCTI 260 BUMYyYEHHS
pTiasug, B NOJieTUNEHOBNIA cepTudikaTa BigNoBIAHOCTI
naket €Bponevicbkin hapmakonei: gna Adl;
ONs BUXIOHOTO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCH Y
BVMPOGHMLUTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoB/eHWii cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKA. MoaaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI €Bponechbkili
thapmakonei CEP 2021-403-Rev 01
ons A®l Hebisonony rigpoxnopug, Big
BXe 3aTBepKeHOro B1UpobHMKa
Hetero Drugs Limited, IHgjs .
3arBepmkeHo: RO- CEP 2021-403-
Rev 00 3anponoHoBaHo: CEP 2021-
403-Rev 01
127. | HE®GAM nefopam | Hedhona | NO2B PO34MH AN iH'EKLN, AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/18031/01/01
My G06 10 mr/mn, no 2 mn B "®apmak” MaTepianis: 3miHu Il TUny - 3MiHu 3 peyenm
rigpoxno amnyni, no 5 a6o 10 AKocTi. A®I. (HLi 3MiHW) - OHOBNEHHSA oM
pna amMnyn y nauuyi; no 2 Bepcii AM® Bupo6Hmka APl Nefopam
M/1 B amnyni, no 5 hydrochloride 3 Bepcii AP CTD v.8.0
amnyn y 6nictepi, no March 2024 po Bepcii AP CTD v.9.0
1 abo 2 6nictepn y January 2025.
nayui
128. | HE®OMNAM- | nefopam | Hechbona | NO2B po34nH ana in'exyiin, | TOBAPUC | YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx 3a He UA/17470/01/01
340POB'A My GO06 20 mr/2 mn1; no 2 mn TBO 3 BVMPOGHMLTBA, mMarepianis: 3miHu | Tuny - 3MiHK peyenm | nidnse
rigpoxno B amnyni, no 5 OBMEXE KOHTPO/Ib SIKOCTI, Loao 6e3nekn/edheKTUBHOCTI Ta oM ae
pua amnyn y KapToHHil HOKO BUMYCK Cepii: dhapmakoHarnsgy. 3miHa y KopoTkili
Kopoo6u;i 3 BIANOBIA TOBAPUCTBO 3 XapaKkTepucTuLi Nikapcbkoro 3acoby,
neperopoaxoto; no 2 AJTIbHICT OBMEXXEHOKO TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MmN B amnyni, no 5 0] BIANOBIAANBHICTHO MeJMYHOro 3aCTOCyBaHHA Ha nigcTasi
amnyn y 6nictepi, no | «KOPMOP «KOPIMOPAUIA perynsipHoO OHOB/IHOBAHOTO 3BiTY 3
1 6nictepy y ALlIA «300POB'A», 6e3nekn nikapcbkoro 3acoby, abo
KOpOOLL 3 KAPTOHY; «340POB YkpaiHa,; pocnimpkeHb 3 6e3nekn 3acTocyBaHHS
no 2 Mn 'y d1akoHi; "HA>» BCi cTagil nikapcbkoro 3acoby B
no 5 cpnakoHiB y BMPOGHMLTBA, nicnspeecTpayiiHuii nepiog, abo sk
KOHTYPHIlA KOHTPO/Ib AKOCTI, pe3ynbTaT OLiHKV 3BIiTy 3 AOC/IKEHD,
YapyHKOBIl BUMYCK Cepii: npoBefeHnX BigNoBIAHO A0 NnaHy
ynakosLi; no 1 ToBapucTBO 3 negiatpuyHux gocnigxeHs (PI1P)
KOHTYpHIli obmexeHo (3MiHY Y3ropKeHo 3 KOMNETEHTHUM
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
YapyHKOBIli ynakoBLyi BiANOBIAA/ILHICTIO YMNOBHOB&XEHVIM OpraHom)
B KapTOHHI1 kopobui "®APMEKC rPy1", 3MiHM BHECEHO [0 IHCTPYKUIiT Ans
YkpaiHa MeAMYHOro 3acTOCyBaHHS NikapcbKoro
3acoby A0 po3ginis "Oco6mMBOCTi
3actocyBaHHsa" Ta "lNob6iyHi peakuyii”
BiANOBIAHO A0 OHOBJ/IEHOT iHChopmaLLii
3 6e3neku 3acTocyBaHHs Aitoyol
peyvoBVHM
129. | HIMIA nimesuli | Himecyni | MO2A refib Ans TOB YkpaiHa BMPOGHMLTBO, Inpis/ BHECEHHSA 3MiH 10 peecTpaLiitHnx 6e3 nionse UA/7649/01/01
APTPOrENn | de i} A26 30BHILIHLOTO «KYCYM» NnepBrHHE NaKyBaHHS, YkpaiHa martepianis: 3miHu | Tuny - peuyenm ae
b 3acTocyBaHHs, 10 BTOPWHHE NakKyBaHHS, AAMiHICTpaTUBHI 3MiHW. 3MiHa a

Mr/r; Ans BUpOBHMKa
KYCYM XENTXKEP
MBT NTA, IHAia: no
30ra6o 100 rB
aloMiHieBIli abo
NaMiHOBaHi Ty6i; no
1 Ty6i y KapTOHHil
ynakoBLj; ans
BMpO6GHMKa TOB
"KYCYM", YkpaiHa:
no 30ra6o 100r B
NaMiHOBaHil Ty6i; no
1 Ty6i y KapTOHHil
ynakoBLj

KOHTPO/Ib AKOCTI,
BUNYCK cepii abo
BMPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
NBT NTA, IHais;
BTOPVHHE MaKyBaHHS,
BMNYyCK cepii 3
npoaykuii in bulk:
TOB «KYCYM»,
YKpaiHa,;
KOHTPO/Tb SIKOCTI:
TOB «KYCYM»,
YkpaiHa

HalimeHyBaHHs Ta/abo agpecu
3as1BHMKa (B/1acHMKa peecTpauiiiHoro
NoCBiAYEHHS) - 3MiHA HaliMEHyBaHHS
3asBHUKa (BNacHMKa peecTpauiiioro

noceigueHHs). 3aTBepaxeHHs: TOB
«NMEAPAPM NTA». 3anponoHOBaHO:
TOB «KYCYM». BBeieHHA 3MiH
npoTsArom 12-tu micsAuis nicas
3aTBEepPHKEHHSA. 3MiHW | TNy -

AfMiHICTpaTMBHI 3MiHWU. 3MiHa

HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaKeHHS Ais/IbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKAYaumn
AinbHULI BUNYycKy cepii abo micue
NPOoBeLeHHS KOHTPOJIHO AKOCTI.
(@isinbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTep, BKIOYaoUn
BUMYCK Cepili) - 3MiHa HaliMeHyBaHHs
BUpo6HWKa 3 TOB "TNIEAPAPM NTA",
YkpaiHa Ha TOB "KYCYM", YkpaiHa,
6e3 3MiHn MicLA BUPOBHMLTBA. 3MiHN
BHECEHO B iHCTPYKL,iI0 A1 MeguyHoro
3aCTOCYyBaHHSA NikapcbKkoro 3acoby B
po3ginv "BMpo6HuK",
"Micue3HaxomKeHHs1 BUPOGHMKa Ta
apeca MicLs NpoBapKeHHs /oro
AiSNbHOCTI" Y 3B'A3KY 3i 3MiHOKO Ha3BK
BMPOOHMKA Ta BBEAEHHS 40AATKOBOI
OiNbHUUI, AIK HACNIAOK - 3aTBEPKEHHS

TEKCTY MapKyBaHHs yNakoBOK
NiKapcbkoro 3acoby. BBegeHHs 3MiH

npoTArom 12-tu micAuis nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK 3
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

AKOCTI. [0TOBWIA NikapcbKnit 3acib.
3MiHU y BUPO6HMUTBI. 3amiHa abo
BBEJEHHS 40AATKOBOI Ai/TbHUL
BMPOGHMLITBA A4/15 YaCTUHU ab0 BCbOTO
BMPOBGHMYOro nNpouecy rotoBoro
nikapcbKoro 3acoby (4inbHuuA Ans
BTOPVHHOIO NaKyBaHHS) - BBEAEHHS
anbTepHaTMBHOrO BUpo6HKKa TOB
"KYCYM", Wo 3AilicHIOE BTOPUHHE
nakyBaHHs 3 npogykuii in bulk,
BMrOTOB/IEHOT BUPO6HUKOM KYCYM
XENTXKEP MBT NTA / KUSUM
HEALTHCARE PVT LTD B IHgii. ¥
3B'A3KY 3 BBE[EHHAM [J0A4AaTKOBOrO
BMpo6bHUka TOB "KYCYM", wo
3Haxo4mnTbCA 3a agpecoto: 08039,
YkpaiHa, KniBcbka 06n1acTb,
ByuaHcbkuii palioH, Makapiscbka
TepuTopiasibHa rpomaga, ceno
CesepuHiBka, Byn. [Mepemoru,
6yanHOK 2B, foaalnTbes 2 40AaTKOBI
TOproB.i ynakosku - no 30 r a6o no 100
I B 1amiHoBaHiii Ty6i; no 1 Ty6iy
KapTOHHI1 ynakoBLi. BBeAeHHS 3MiH
npoTtArom 12-Tu micAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BUNYCKY Cepii Ta KOHTPO/IKO AKOCTI
roTOBOrO /liKkapcbkoro 3acoby (3amiHa
ab0 fo4aBaHHA AiNbHUL, Ha SKiR
3[jCHI0ETbCS
KOHTPO/b/BUNPOBYBaHHA cepil) -
BBEAEHHS 404aTKOBOI AinbHuui TOB
«KYCYMp», L0 3HaxoanTbCa 3a
agpecoto: 02149, YkpaiHa, m. Kuis,
npocnekT Mukonn baxaHa, 38, Ha kil
3[jCHI0ETbCS
KOHTPO/b/BMNPOGYBaHHSA cepii.
BBefeHHs 3MiH npoTarom 12-1u
MicALiB nicnsa 3aTBepAKEHHS. 3MiHN |
TMny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y

BUPOGHMUTBI. 3MiHa iMNopTepa/3MiHu,
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

LLIO CTOCYOTbCS BUMYCKY Cepil Ta
KOHTPOJT0 AKOCTi FOTOBOTO J1iKapPCbKOro
3acoby (3amiHa abo goaaBaHHSA
BMPOGHMKA, LLIO Bignosigae 3a
BBE3EHHSA Ta/abo BMNyck cepii) - He
BK/TIOUAIOYN KOHTPO/Ib/BUNPOBYBaHHSA
cepii - BBeJeHHS 404aTKOBOrO
BMpo6HUKa TOB «KYCYM», YkpaiHa,
Lo 3HaxoauTbeA 3a agpecoto: 08039,
YKpaiHa, KviBcbka 061acTb,
ByuaHcbkmii paiioH, Makapiscbka
TepuTopiasibHa rpomaja, ceno
CeBepuvHiBKa, Byn. MNepemorny,
6yavHOK 2B, Lo 34ilicHioBaTMMe
BUNYyCK cepii 3 npoaykuii in bulk,
BUrOTOB/IEHOI BUPO6HMKOM KYCYM
XENTXKEP MBT NTA / KUSUM
HEALTHCARE PVT LTD. ¥ 38'A3ky 3
BBEJEHHSIM A0AATKOBOrO BUPOGHUKA
TOB «KYCYM» pgogatotbcs 2
[04aTKOBI TOPro.i ynakoBku - no 30 1
ab6o no 100 r B namiHoBaHii Ty6i; no 1
Ty6i y KApTOHHIlA ynakoBLj. 3MiHW
BHECEHO B iHCTPYKLl0 415 MEAUYHOIO
3acTOCyBaHHS MikapcbKoro 3acoby B
po3ginu "Bupo6HuK",
"Micue3HaxoxeHHs BUPO6GHMKa Ta
agpeca MicLs NpoBaKEHHs Moro
LOiSNTbHOCTI" y 3B'A3KY 3i 3MiHOK Ha3BK
BMPOGHMKa Ta BBEEHHSA [0AaTKOBOI
AiNbHULI, SIK HACNIAOK - 3aTBEPAKEHHS
TEKCTy MapKyBaHHS yNnakoBOK
NiKapcbkoro 3acoby.
BBefeHHs 3miH npoTarom 12-1n
MiCALIB MiC/1A 3aTBEPKEHHS.

130.

HIMIZ,
APTPOTEN
b

nimesuli
de

Himecyni
a

renb ons
30BHILUHLOTO
3acTocyBaHHs, 10
mr/r; in bulk: no 30 r
B 1aMiHOBaHiii Ty6i;
no 200 Ty6 y
KapTOHHI ynakoBLy;
no100rs
NaMiHOBaHil Ty6i; no
100 Ty6 y KapTOHHiiA

TOB
«KYCYM»

YkpaiHa

KYCYM XE/TTXKEP
nBT NTL,

IHais

BHECEHHSA 3MiH 10 peecTpaLiitHnx
martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (B/1acHMKa peecTpauiiiHoro
NoCBiAYEHHS) - 3MiHa HaliMEHyBaHHS
3asBHUKa (BNacHNKa peecTpauiiioro
noceigueHHs). 3aTBepaxeHHs: TOB
«NMEAPAPM NTA». 3anponoHOBaHO:
TOB «KYCYM». BBefieHHS 3MiH

UA/12014/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
ynakosL npoTarom 12-tu micauis nicns
3aTBEPKEHHS.
131. | HIMIA® nimesuli | Himecyni | MO1A rpaHynu, 100 mr/2 T, TOB YkpaiHa Kycym Xentxkep st IHAain BHECEHHSA 3MiH 10 peecTpavLiiiHnx - UA/12051/01/01
de i} X17 in bulk Ne 350 "KYCyM" NTp, martepianis: 3miHu | Tuny -
(1x350):no2rB AAMiHICTpaTUBHI 3MiHW. 3MiHa
caule, no 350 catle HalimeHyBaHHs Ta/abo agpecu
B KAPTOHHIl Kopoobui 3as1BHMKa (B/1acHMKa peecTpauiiiHoro
nocBigYeHHs) - 3MiHa HaliMeHyBaHHs
3asBHUKa (BNacHNKa peecTpauiliioro
NOCBIgYEHHST) 6€3 3MiHN PUANYHOT
ocobwm.
3aTBepaXeHo:
TOB "TNEAPAPM NTA"
YkpaiHa, 02092, m. Kviig, Bynuus
Anma-ATuHCbKa, 6yauHOK 58
3anponoHoBaHo:
TOB "KYCYM"
Ykpaina, 02092, m. Kuiis, Bynuus
Anma-ATuHCbKa, 6yauHOK 58
BBegeHHA 3MiH NpoTArom 12-tm
MiCALIIB MiCNSA 3aTBEPLPKEHHS.
132. | HIMIA® nimesuli | Himecyni | MO1A | rpaHynu, 100 mr/2 , TOB YkpaiHa BVMPOGHMLTBO, IHgis/ BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/4240/03/01
de i} X17 no 2 r B cawe; no 30 "KYCYM" NnepBUHHE NakyBaHHSA, YKpaiHa martepianis: 3MiHu | Tuny - peyenm
calle B KApPTOHHiIlA BTOPWHHE NaKyBaHHS, AfMiHICTpaTMBHI 3MiHWU. 3MiHa oM

yMakoBLi

KOHTPO/Ib SIKOCTI,
BUNYyCK cepii
abo
BMPOGHMLTBO
npogykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHgis;
BVMPOGHMLTBO,
NepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
KYCYM XENTXKEP
MBT NTA, IHais;
BVMPOGHMLTBO,
NepBUHHE NaKyBaHHS,
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
TOB «KYCYM
PAPM», YkpaiHa,

HalilmeHyBaHHs Ta/abo agpecu
3asBHUKa (BacHNKa peectpauiliioro
NocBiAYeHHs) - 3MiHa HaliMeHyBaHHS
3asBHMKa (BNacHvKa peecTtpauiiHoro

nocBigyeHHs) 6e3 3MiHW FpUANYHOT
ocobwm.
3arBepaKeHo:

TOB "TNEAPAPM NTA"
Ykpaina, 02092, m. Kuis, Byimusa
Anmva-ATuHCbKa, 6yanHOK 58
3anponoHoBaHo:

TOB "KYCYM"

Ykpaina, 02092, m. Kuis, Bynuus
Anma-ATuHCbKa, 6yaUHOK 58
BBefieHHs 3MiH npoTarom 12-1n
MicSLiB MicnsA 3aTBEPKEHHS. 3MiHM |
TMNYy - AGMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/TbHOCTI
BMpOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKAYaumn
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
BTOPWHHE NakKyBaHHS,

BMMYCK cepii 3
npoaykuii in bulk:
TOB «KYCYM»,

YKpaiHa,
KOHTPO/Ib AKOCTI:
TOB «KYCYM»,

YkpaiHa

AinbHULI BUNYCKy cepii abo micue
NPOBeEHHA KOHTPOJIO SKOCTI.
(gisnbHICTb, 3a SKy Bignosigae

BMPOGHMK/IMNOpTEp, BKIOYaUM

BWMYCK Cepiii) - 3MiHa HaliMeHyBaHHs
BMPO6HUKa, 6e3 3MiHV MicLs
BMPOGHMLTBA: 3aTBepakeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YKpaiHa. 3MiH1 BHECEHO B iHCTPYKLitO
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3aimv
"BMpO6GHMK", 3 BiANOBIAHUMYN 3MiHAMMN
B TEKCTi MapKyBaHHS yNaKkoBOK.
BBeneHHA 3MiH NpoTArom 12-tu
MicsLiB NicnsA 3aTBEPKEHHS. 3MiHN |
TUny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBeEHHS
[04aTKOBOT AiNbHULI BUPOOHMLTBA
[ANs YacTHM abo BCbOro BUPOBHNYOro
npoLiecy roToBOro Nikapcbkoro 3acoby
(@inbHUUSA ANA BTOPYHHOTO
nakyBaHHs1) - BBBeEHHA [04aTKOBOrO
BUPO6HUKA TOB «KYCYM>», YKPAIHA
3a agpecoto 08039, YkpaiHa, KuiBcbka
o6nacTb, ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa rpomaga,
ceno CesepyHiBka, ByN. [Mepemoru,
6yaMHOK 2B, Lo 3gilicHoBaTMME
BTOPUHHE NakyBaHHS 3 MPOAYKL,i in
bulk, BUrotoBNeHoi BUpo6GHUKOM

KYCYM XENTXKEP MBT NTA /

KUSUM HEALTHCARE PVT LTD, 3
MEeTOI ONTMMiI3aL,ii BUpobHULTBA.
BBeneHHA 3MiH NpoTArom 12-tu
MicsLiB NicnsA 3aTBEPKEHHS. 3MiHN |

TUny - 3MiHK 3 AKocTi. FoToBMIA

nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMYCKY cepii Ta
KOHTPOJIH0 SAKOCTi FOTOBOTO J1iKapCbKOro

3acoby (3amiHa abo JogaBaHHsA
OiNbHULI, Ha SIKI 34iACHI0ETLCSA

KOHTPO/1b/BUNPO6YBaHHSA cepil) - Y
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

3B'53KY 3 BUPOBGHMYOI0 HEOOXIAHICTIO
BBOAWTbLCS AoAaTkoBa AinbHuus TOB
«KYCYM» 3a agpecoto 02149,
YKkpaiHa, M. Kuis, npocnekt Mukonu
BaxaHa, 38, Ha siKili 3[jCHI0ETLCS
KOHTPONb/BUNPOGYBaHHS cepil.
BBefeHHs 3miH npoTarom 12-1n
MicSLIB MicnsA 3aTBEpKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUNYCKY cepii Ta
KOHTPO/110 SIKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo JofaBaHHsA
BMpO6HMKa, LLO BiANOBigaE 3a
BBE3EHHSA Ta/abo BuMnyck cepii) - He
BK/TIOHAI0YN KOHTPO/Ib/BUNPOBYBaHHSA
cepii - BBefileHHA 10AaTKOBOIO
BUPO6HUKA TOB «KYCYM>», YKPAIHA
3a agpecoto 08039, YkpaiHa, KuiBcbka
obnacTtb, ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa rpomaga,
ceno CesepyHiBka, ByN. [Mepemoru,
6yavHOK 2B, Lo 3gilicHioBaTUME
BWMNYCK cepii 3 npoaykuii in bulk,
BMrOTOB/IEHOT BUPO6HUKOM KYCYM
XENTXKEP MBT NTA / KUSUM
HEALTHCARE PVT LTD. 3MmiHu
BHECEHO B iHCTPYKL;t0 4151 MEAUYHOIO
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
po3zainu "BupobHuk",
"MicLe3HaxomKeHHs1 BUPOGHYVKa Ta
ajpeca MicLs NpoBaKeHHs oro
LisNbHOCTI" y 3B'A3KY 3i 3MIHOI Ha3BU
BUPOGHMKa Ta BBEEHHA [04aTKOBOI
OiNbHULI, K HACNIAOK - 3aTBEPKEHHS
TEKCTY MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTAarom 12-tu micsAuis nicns
3aTBEPKEHHS.

133.

HI®YPOKC
A3NL-
CMEPKO

nifuroxa
zide

Hidpypok
casuj,

AO7A
X03

Kancynu no 200 mr
no 12 kancyn s
KOHTeliHepi; no 1
KOHTelHepy B nauli
3 KapTOHY

CninbHe
YKparHCbK
0.
icnaHcbke
nignpvemc

YKpaiHa

CninbHe yKpaiHCbKO-
icnaHcbke
nignpPMeEMCTBO
"Cnepko YkpaiHa",
YkpaiHa (NoBHWIA Lmkn

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu Il Tuny - 3miHK 3
SKOCTi. A®I. BUpoGHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO
nNpoAyKTy/peareHTy, LWo

3a
peyenm
om

UA/8638/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

TBO
"Cnepko
YkpaiHa"

BMPOGHULITBA, BUMYCK
cepil; KOHTPO/b
AKOCTI)

BUKOPWCTOBYHOTHLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKOYarouK, fe HeobXigHO, Micue
npoBefeHHs KOHTPOso skocTi) APl (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichkili
hapmakonei y 3aTBepAKeHOMY AOCLE)
(BBEAEHHSA HOBOrO BMPOGHMKa AP 3
HaJaHHSAM mMacTep-chaiina Ha AdI)
BBE[EHHSI aNlbTepHATUBHOIO
BMPOGHMKa cybcTaHLii Hidyypokcasuay
JOYOCHEN CO., LTD, Kutai
(3aTBEpPMXEHI BUPOGHVKM thipma
"Coprima,S.L.", IcnaHis,
3anponoHoBaHo: "Coprima,S.L.",
Icnanisa, «JOYOCHEN CO., LTD»,
Kutait)

134.

HILEPIroni
H

nicergoli
ne

Hiuepron
iH

MOPOLLIOK
(cybeTaHuin) y
nonieTNeHoBUX
nakeTax gnsi
hapmaueBTUYHOTO
3acTOCyBaHHS

BE3
Papmaxe
M A.0.0.

XopsarTi
A

TAMI Yex IHpacTpi3
c.p.o.

Yecbka
Pecny6n
ika

BHECEHHSA 3MiH 10 peecTpavLiiiHnx
mMaTtepianis: 3miHu | TUny - 3MiHKM 3
aKocTi. CepTudikar BignosigHOCTI/lE-
cepTtudikaT BifnoBIgHOCTI
€Bponencokiin
thapmaxonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
Bi4MOBIAHOCTI 260 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI
€sponeiicbkili hbapmakonei: gnsa Adl;
L1151 BUXIAHOTO
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI A®I; 4ns AONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmaxonei) -
OHoBeHWin cepTudpikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA- NOAAHHS
OHOBJIEHOTO cepTudikaTa
Bi4NOBIAHOCTI €BpONENiChKil
thapmakonei Ne CEP 2003-198 - Rev
05 (3atBepgxeHo: CEP 2003-198 -
Rev 04; 3anponoHosaHo: CEP 2003-
198 - Rev 05). K Hacnigok 3miHa
Ha3BW BUPOO6HYKa. [itoya pefakuis:
Bunpo6HMK(1) BUPOBHMKM MiKapCbKOro
3acoby: TeBa Yex IHgacTpis c.p.o.,
Yecbka pecny6ika Teva Czech

UA/15078/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
Industries s.r.o., Czech Republic.
lMponoHoBaHa pepakuisi: BUpo6Huk(n)
BMPOBHUKM Nikapcbkoro 3acoby: TAIMI
Yex IHgacTpi3 c.p.o., Yecbka
pecny6nika TAPI Czech Industries
s.r.0., Czech Republic
135. | O3YPAEKC | dexamet | gekcame | S01B iMniaHTaT gnsa E66BI Himeuun AnnepraH Ipnangis BHECEHHS 3MiH 40 peeCcTpaLiiHNX 3a UA/12292/01/01
® hasone TasoH A01 iHTpaBiTpeasibHOro Hoiuneng Ha dapmachbioTikans mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
BBefleHHA, 700 MmKr, 'm6X i Ko. IpnaHgis aKocTi. CepTudpikat BignosigHOCTI/TE- om
no 1 annikatopy, o KIr cepTugikaT BiANOBIAHOCTI
MICTUTb iMNIaHTaT, €Bponeiicbkili
pasom 3 nakeTom- thapmakonei/moHorpadii. NMogaHHA
norsiMHayYemM BOJIOMN, HOBOro abo OHOB/IEHOro cepTudpikata
y nakerti i3 ponbru; BiANOBIAHOCTI 260 BUMYyYEHHS
no 1 nakety i3 cepTtudpikaTa BiANoOBIAHOCTI
0/IbIv B KAPTOHHIN €ponevicbkili hapmakonei: gns Adl;
KOpoo6Li LA BUXIQHOrO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMUTBI A®I; AN ONOMIXKHOT
peyoBuHM (CepTudikat BiANOBIAHOCTI
€Bponeickkin hapmakonei) -
OHOoBeHWii cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA. [MoaaHHA
OHOBJIEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponeiichbkili
hapmaxkonei Ne CEP 1996-019 - Rev
09 gns A®Il gekcameTasoH Bif BXe
3aTBepAXeHoro BupobHuka EUROAPI
France, ®paHuis
136. | OoMnocC Tamsulo | aytacte | G04C | kancynu, TBepgji, 0,5 | AJIKAJIOI | Pecny6n BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiHnX 3a He UA/19278/01/01
ayo sin and pug Ta A52 mr/0,4 mr; no 30 O AL ika NPOMIXHOI NPOAYKLT PymyHis mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenm | nionse
dutasteri | Tamcyno Kancyny cpnakoHi Ckon’e MiBHiYHa (ayTacTepig kancynm oo 6esnekn/edpekTMBHOCTI Ta om ae
de 3UHY (kancynn y Makego KenaTunHoBI M'aki), Ta thapmakoHarnsgy. 3MiHa y KopoTkili
rigpoxno nonieTuneHoBoMy HisA roTOBOIO J1iKapCbKOro XapaKTepucTuLi Nikapcbkoro 3acoby,
pua hN1aKkoHi 3 KPULLIKOIO, 3acoby; nepBMHHa Ta TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans

siKa MiCTUTb
ocyulyBay
cunikarens); no 1

hnakoHy y
KapTOHHI Kopo6Lyi

BTOPVHHA YNaKoBKa,
KOHTPO/Ib SIKOCTi
(XiMiYHMA/chiznyHNIA):
NABOPATOPIOC
NNEOH ®APMA C.A.,
IcnaHis;
BTOPVHHE NakKyBaHHSA
(anbTepHaTUBHUI
BMPO6HUK): ATAIC

MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IKOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

focnifpxeHb 3 6e3nekn 3acToCyBaHHs

nikapcbkoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHDb,
npoBeeHVX BifnoBigHO 40 niaHy
negjiaTpnyHnx gocnigxeHos (PIP)
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
DAPMA, C.J1., IcnaHis;

KOHTPO/Ib SIKOCTI
(mikpobionoriyHa
uncToTa):
NABOPATOPIO
EYEBAPHE, C.A.,
IcnaHis;
BUMYCK Cepii:
ANIKANOIQ AL Ckore,
Pecny6nika lMiBHiYHa
MakeaoHis;
BUPOBHULTBO
NMPOMDKHOI MpoAyKLii
(neneTtn TamcynosnHy
3 MoandpiKoBaHUM
BMBITbHEHHAM): K.O.
3EHTIBA C.A,,
PymyHis;
BTOPVHHE NakKyBaHHS
(anbTepHaTUBHUI
BUPOBHUK):
MAHAHTIAN
IHTETPA, C.J1.10.,
Icnamis;
KOHTPO/1b AKOCTI
(XiMiYHWIA/di3NUHNIA,
MiKpo6ionoriuHa
uncToTa):
HET®APMANAB
KOHCANTIHI
CEPBICEC, IcnaHis;
KOHTPO/Ib SIKOCTI
(XiMiYHWIA/Pi3NYHMIA):
dYHOACIOH
TEKHANIA PE3EAPY
EHJ, IHHOBATbLOH,
IcnaHis;
BMPOGHMLTBO
NPOMIXHOI NPOAYKLT
(nenetn TaMcyno3nHy
3 MoaudpikoBaHUM
BUBINIbHEHHSAM)
BTOPUHHE Ta
NepBUHHE MakyBaHHSA

(anbTepHaTUBHUI

(3MiHY Y3ro)kKeHO 3 KOMNETEHTHUM
YNOBHOB&)XEHNM OPraHoMm)
3MiHM BHECEHO A0 IHCTPYKLUIT Ans
MeMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby fo posgainy "OcobnmBocTi
3acTocyBaHHA" BignoBigHO A0
OHOB/IEHOT iHdhopmalLiii 3 6e3nekn
3aCTOCyBaHHS fil040T pevyoBUHU
(ayTacTtepup). IHCTpyKUisA Ans
MeJMNYHOro 3aCTOCYBaHHS NMIKapCbKOro
3acoby (eCTD-Bepcis 0006). TepmiH
BBEJEHHS 3MiH - MPOTAroM 6 MicALiB
nicns 3aTBepAXEHHS.
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ITpojoBXeHHs fojaTKa 3
Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
BUPOGHUK):
NNTABOPATOPIOC
JNIIKOHCA, C.A,,
Icnanis
137. | OPMAKC azithrom | asutpom | JO1FA | kancynu no 250 wmr; CninbHe YkpaiHa CnifnbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX 3a He UA/11108/01/01
ycin iLuH (y 10 no 6 kancyny YKparHCbK icnaHcbke marepianis: 3miHu | Tuny - 3mMiHK peyenm | niosnse
dopmi naacTMKoOBOMY o- nignpMeEMCTBO oo 6e3nekn/edhekTMBHOCTI Ta om ae
ourigpat KOHTelHepi; no 1 icnaHcbke "Cnepko YkpaiHa", thapmakoHarnsgy. 3MiHa y KopoTkili
y) KOHTelHepy B nau nignpyvemc YkpaiHa XapaxkTepucTuLi NikapcbKoro 3acoby,
3 KapTOHY TBO MOBHWIA LMKN TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
"Cnepko BUPOGHULITBA, BUNYCK MeAMYHOro 3acToCyBaHHA Ha nigcTasi
YkpaiHa" cepii; perynsipHo OHOB/IHOBAHOTO 3BITY 3

KOHTPO/b SKOCTI

6e3nekun nikapcbkoro 3acoby, abo
[ocnigpKeHb 3 6e3neKn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
negiatpnyHnx gocnigxeHs (PIP)
(3MiHY Y3roKeHo 3 KOMNETEHTHUM
YNOBHOBaXEHNM OpraHom). 3MiHu
BHECEHO [0 IHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainis "®apmakooriyHi
BNacTUBOCTI" (bapmakoguHamika,
hapmakokiHeTuka), "MokasaHHs",
"B3aemogis 3 iHWMMU fliKapCbKuMn
3acob6amu Ta iHWi BUAW B3aEMogjin",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepios BariTHOCTI
ab0 rogyBaHHs rpyaar”, "3aaTHicTb
BN/MBaTW Ha LUBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM abo
iHWKYMK MexaHi3mamun”, "Crocib
3acTocyBaHHs Ta gosu”,
"Mepeno3yBaHHs", "TMo6GIYHI peakwji”
BiAMNOBIAHO 4,0 OHOB/IEHOI iHChopmaLii
3 6e3neku Ail4oi pevoBUHN
(a3uTpomiuuHy) 3rigHo 3
pekomeHgauissmu PRAC. 3miHun | Tuny
- 3MiHU Woao 6e3nekn/eddeKTUBHOCTI
Ta hapmakoHarnsagy (iHLi
3MiHK).3MiHWN BHECEHO A0 iIHCTPYKL,i
[ANs MeAnyHOro 3acTocyBaHHS
NiKapcbKoro 3acoby Ao posainy
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
"Mo6iuHi peakuyii" (wWoao
NoBiAOM/IEHHS NPO MiZO3pHOBaHi
no6iyHi peakwii).
138. | MAKMNITAKC | paclitaxe | maknitak | LO1C KOHUEeHTpAaT ans EBEBE ABCTpIst MOBHWIA LMKN ABcTpisi/ BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/0714/01/01
EN | cen Do1 pPO34nHYy AN Papma BMPOGHMLTBA: Himeuun mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
"EBEBE" iHdpysiit, 6 Mr/mn; no lFec.m.6.X. PAPEBA YHTepax Ha akocTi. CepTtudikaT BignosigHocTi/lE- oM
5 mn (30 mr), abo Hdor. KI 'M6X, ABCTpIst; BUNYCK cepTugikaT BigNOBIAHOCTI

16,7 mn (100 mr),
ab6o 25 mn (150 wmr),
ab6o 35 mn (210 wmr),
a6o 50 mn (300 mr)
y donakoHi, no 1
hnakoHy B
KapTOHHI Kopo6ui

cepii: EBEBE ®apma
lec.m.6.X. Hopr. KT,
ABCTpIsi; TECTYBaHHS:
MM Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpIsi; TECTYBaHHS:
Na6op N1C CE & Ko.
KI, HimeuumnHa;
TeCTyBaHHS:
3eibepcaopd Nabop
M6X, ABCTpis

€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTtudpikaTa BiANoOBIAHOCTI
€ponevicbkiii hapmakonei: gns Adl;
LA BUXIQHOrO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BYKOPVCTOBYKOTHCH Y
BMPOGHMUTBI A®I; AN AONOMIKHOT
peyoBuHM (CepTudikat BiANOBIAHOCTI
€Bponeickkin hapmakonei) -
OHoBeHWii cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA. MoaaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBponechbkili
thapmakonei CEP 2019-346-Rev 06
Bi[, 3aTBEpAKEHOro BMPOGHMKa Indena
S.p.A., ITania gjto4oi pevyoBuHU
naksnitakcers, B 38'A3Ky 3 NepexofoM
Ha gpopmaT CEP 2.0 BignoBigHo go
YMHHOT nNpoueaypu EDQM ana CEP.
(3atBepmxeHo: RO-CEP 2019-346-Rev
05; 3anponoHoBaHo: CEP 2019-346-
Rev 06). 3miHu | TUNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l'E-
cepTugikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTtudikaTa BiANoOBIAHOCTI
€ponevicbkili hapmakonei: gns Adl;
LA BUXIQHOrO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, WO BYKOPVCTOBYKOTHCH Y
BMPOGHMUTBI A®I; AN 4ONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

€Bponeiicbkin hapmakonei) -
OHoBreHWii cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKA. MoaaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI E€BpoNeichbkili
thapmakonei CEP 2015-278-Rev 01
Bifl 3aTBEPKEHOr0 BUPOOHMKA
SCINOPHARM TAIWAN LTD gitouoi
pPEeYOoBUHY NakniTakcen, B 3B'A3KY 3i
3MiHOI MOLUTOBOrO iHAEKCY
(3atBepmxeHo: R1-CEP 2015-278-Rev
00; 3anponoHosaHo: CEP 2015-278-
Rev 01).

139.

MAHKPEAT
NH ®OPTE

Multienz
ymes
(lipase,
protease
etc.)

naHKpea
TUH

A09A
AO02

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3YMHHI,
no 10 TabneTok y
6nictepi; no 2, 4,5
abo no 6 6ricTepiB y
nauui 3 KapToHy

AT
"BITAMIH
u"

YKpaiHa

AT "BITAMIHW"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | Tuny - 3MiHn
oo 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapaxkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeZMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpKeHb 3 6e3neKn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpnyHnx gocnigxeHs (PIP)
(3MiHy Y3roKeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHK
BHECEHO [0 IHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ziny "OcobnmnBocTi 3acToCyBaHHA"
Ta [0 KOPOTKOI XapaKkTepucTukn
nikapcbKoro 3acoby Ao posginy "4.5
Oco06UBI 3aCTEpPEXeHHs Ta 3anobikHI
3axo04y Npwv 3aCTOCYBaHHI" BignoBigHO
[0 OHOB/EHOI iHdhopMaLji Woa0
6e3nekn 3acTocyBaHHs fito4ol
pey4oBuHW. BBEAEHHSA 3MiH MPOTArOM
6-TW MiCALB Nic/1A 3aTBEPAKEHHS.

6e3
peyenm
a

nionse
ae

UA/0337/01/01

140.

NMAHTEHON
-TEBA

dexpant
henol

ZekcnaH
TeHon

DO3A
X03

Masb 5 %; no 35r
Masi y Ty6i; no 1 Ty6i
Y KapTOHHiIli KOpoo6Li

TOB
«TeBa
YKpaiHa»

YkpaiHa

Bunyck cepii: Mepkne
vM6X, HimeyunHa;
Brpo6HMLTBO
Hepo3dgiacoBaHoi

Himeuun
Ha

BHECEHHS 3MiH 1O peecTpaLiiHnx
marepianis: 3miHu | TUny - 3miHK 3
aKocTi. CepTudpikar BignosigHOCTI/TE-
cepTtudikaT BifANoBIgHOCTI

6e3
peyernm
a

UA/7142/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
npoayKuii, nepBnHHa €Bponencbkil
Ta BTOPMHHA thapmakonei/moHorpadii. NMogaHHA
ynakoBka, KOHTPO/1b HoBOro abo OHOBMEHOro cepTudikaTa
AKOCTI: BiANOBIAHOCTI 260 BUMYyYEHHS
Mepkne 'm6X, cepTudikaTa BigNOBIQHOCTI
HimeuuunHa €Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMLTBI A®I; ANS 4ONOMIKHOI
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiickkili hapmakonei) -
OHoBeHWin cepTuddikaT Bif yxe
3aTBePKEHOro BUPO6HUKa - MNMogaHHA
OHOBJIEHOTO cepTudikaTa
signosigHocTti CEP 1997-113-Rev 04
Ha A®| [lekcnaHTeHON Big,
3aTBEpAKEHOro BUpo6HNka DSM
Nutritional Products (UK) Limited, UK
(3atBepmxeHo: R1-CEP 1997-113-Rev
03; 3anponoHosaHo: CEP 1997-113-
Rev 04). 3miHn y Ha3Bi BUPOGHMKA y
po3gini «Cknag» MKA N13 3 DSM
Nutritional Products (UK) Ltd (United
Kingdom) Ha DSM NUTRITIONAL
PRODUCTS (UK) LIMITED (United
Kingdom).
141. | NOCTEPU3 - ctaHgap | CO5A Cyno3nTopii; no 5 Op. Kage Himeuun [p. Kage Himeuun BHECEHHS 3MiH 40 peeCTpaLiiHNX 6e3 UA/4864/02/02
AH ®OPTE TM3oBaH | A Cyno3uTopiiB y dapmaues Ha dPapmaLeBTUYHa Ha mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
a CcTpuni; No 2 cTpunu TUYHa dabpuka MM6X aKkocTi. CepTudpikat BignosigHOCTI/TE- a
CyCneHsi B KAPTOHHIl navyi dabpuka cepTugikaT BiANOBIAHOCTI
A M6X €Bponeiicbkili
KynbTyp thapmakonei/moHorpadii. NMogaHHA
n HOBOro abo OHOB/IEHOro cepTudpikata
6akTepiii BiANOBIAHOCTI 260 BUMYyYEHHS
(micTuThb cepTtudikaTa BiANoOBIAHOCTI
1,0 x 10° €Bponeiicbkili hapmakonei: ans Adl;
E.coli, LA BUXIQHOrO
youTux i marepiany/peareHTy/npomiKHOro
3aKoHce NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
pBOBaHN BMPOGHMUTBI A®I; AN 4ONOMIKHOT
Xy peyoBuHM (CepTudikat BiANOBIAHOCTI
3pigKeH €Bponeickkin hapmakonei) -
oMy OHOoBeHWii cepTudikaT Bif yxe
deHoni), 3aTBEpPKEHOr0 BUPOOHWMKA - MogaHHs
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
rifpokop OHOBJIEHOTO cepTudlikaTa
TU30H

BiANOBIAHOCTI E€Bponeichbkili
thapmakonei R1-CEP 2002-220-Rev
02 ans BMpo6Huka AdI rigpoKopTU30H
PHARMACIA & UPJOHN COMPANY
LLC, Ta, K Hacnifgok, 3miHa Ha3Bu
BMPOGHMKa API. 3MiHN BHOCATLCSH B
MKA N3.
[Oitova pepakuin: R1-CEP 2002-220-
Rev 01 Pharmacia & Upjohn
Company, CLUA MNponoHoBaHa
pepakuisn: R1-CEP 2002-220-Rev 02
Pharmacia & Upjohn Company LLC,
CLUA. 3MmiHu | TMny - 3MiHW 3 AKOCTI.
CepTudoikat BignosigHocTi/lE-
cepTtudikaT BifgnoBigHOCTI
€Bponeicbkili
hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BigNoBIAHOCTI
€Bponevicbkin hapmakonei: gna Adl;
ONs BUXIOHOTO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCH Y
BVMPOGHMUTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoB/eHWii cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKa - MogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI €Bponechbkili
thapmakonei CEP 2019-166-Rev 03
Ans BupobHuka A®I rigpokopTN3oH
EUROAPI FRANCE (3aTBepgXeHo:
RO-CEP 2019-166-Rev 01;
3anpornoHoBaHo: CEP 2019-166-Rev
03).
3MiHu | TUNY - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA A®| abo BUXigHOro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI

BUpo6HULUTBA AP| (HE3HAYHI 3MiHK Y
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3aTBEPKEHUX MEeToAax
BUNPOBYBaHHS) -
HesHauHa 3miHa y meTogi
BMNpobyBaHHA "Po3mip yacTok" ans
A®I riipoKOpTM30H, a came 3MiHa
aHaniTMYHoro obnafHaHHA Ha
aHanoriyHe
142. | MOTEHLUIA sildenafil | cungeHa | GO4B TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/6415/01/02
nE iny EO3 060/10HKOI0 N0 50 "TexHonor martepianis: 3miuu | Tuny - peuyenm
uutpart MTF; M0 2 TabneTkm y " AAMIHICTpaTVBHI 3MiHW. BryyeHHs om
6nicTepi; no 1 abo BMPOGHWYOI AiNbHUL (BKIOYAKUN
no 2 6nictepu y AinbHUUI ana A®l, npomixkHoro
nauui 3 KapToHy; No NPOAYKTY ab0o roTOBOro NiKapCbKoro
1 Tabnetyiy 3acoby, AiNbHULI 4518 NPOBeAEHHS
6nicTepi; no 1 abo nakyBaHHs1, BUPOBHYIKa,
no 2, abo no 4 BigNoBigasIbHOro 3a BMMYCK Cepii,
6nicTepy y nauui 3 MicLile NpOBeAEeHHSA KOHTPOSIIO cepil)
KapTOHY abo noctavasibHVKa BUXIAHOMO
marepiany, peareHTty abo AONOMIKHOT
PEYOBUHY (SKLLO 3a3HAYEHO Y [JOCBE) -
BunyueHHs BupobHuka Ad|
cungeHadiny untpat «Maprimed
S.A.», ApreHTuHa. 3aTBepkKeHo:
Maprimed S.A., Argentina a6o MSN
Organics Private Limited, India.
3anponoHoBaHo: MSN Organics
Private Limited, India
143. | NOTEHLIA sildenafil | cunpgera | G0O4B TabneTkn, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/6415/01/01
ne ciny EO3 060/10HKO Nno 100 "TexHonor marepianis: 3MiHu | Tuny - peuyenm
uutpar Mr; N0 2 TabneTkn y " AOMiHICTpaTMBHI 3MiHW. BunyyeHHs oM

6nicTepi; no 1 abo
no 2 6nictepn y
nayuj 3 KapToHy; Nno
1 Tabnetuyiy
6nicTepi; no 1 abo
no 2, a6o no 4
6nictepu y nauui 3
KapTOoHY

BMPOGHWYOI AinbHML (BKIOYAOUN
LinbHUUI ons APl NPOMIKHOIO
NPOAYKTY abo roTOBOro NiKapCbKoro
3aco6y, AiNbHULI 4518 NPOBeAEHHS
nakyBaHHs1, BUPOGHMKa,
BiZiNOBIfA/IbHOTO 3@ BMMYCK Cepiid,
MicLie NpoBeAeHHS KOHTPOSIHO cepil)
abo nocTayasibHMKa BUXIAHOrO

marepiany, peareHTty abo AONOMKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y [JOCBE) -

BunyueHHsi BUpo6bHuka AdI
cungeHadiny uutpar «Maprimed
S.A.», ApreHTrHa. 3aTBepikKeHo:

Maprimed S.A., Argentina a6o MSN
Organics Private Limited, India.
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3anponoHosaHo: MSN Organics
Private Limited, India
144. | NPAKCBAW | idaruciz inapyun | VO3A po3uuH ans Bepinrep Himeuun Bupo6HMLTBO, Himeuun BHECEHHSA 3MiH 10 peecTpavLiiiHnx 3a UA/15467/01/01
HA® umab 3ymab B37 iH eKuii/indpysii, 2,5 IHrenbxaw Ha NnepBrHHE Ta Ha/ mMartepianis: 3miHu | Tuny - 3MiHKM 3 peuyenm
r/50 mn; no 50 mny M BTOPWHHE NakKyBaHHS, Benbrisa AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. oM
hnakoHi; no 2 IHTepHeLw KOHTPO/Ib AKOCTi Ta Cucrema
dnakoHn y HN TM6X BMNycK cepii: bepiHrep KOHTeliHep/3aKynoptoBasibHWIA 3aci6.

KapTOHHI Kopo6ui

IHrenbxanm ®apma
'm6X i Ko. KT,
HimeyuunHa;
AnbTepHaTmMBHa
naboparopia Ans
KOHTPOJTH0 SIKOCTI
NpPOTAroMm
BMNPOBYBaHHSA
cTabinbHOCTI: KBONITI
AccictaHc CA, benbris

3MiHa 6yapb-aKOi YacTrHK MaTepiany
NepBUHHOT YNakoBKU, LLIO HE KOHTAaKTYye
3 FOTOBUM NiKapCbKNM 3aCc060M
(Hanpukiag, Konip KpULLEYOK 3
KOHTPO/IEM NEPLLOro BiAKPUTTA, KOMip
KOA0BUX KineLb Ha amnynax,
KOHTeliHepa A1 ro/1oK (pi3Hi BUAn
nnacTMmacw) (3MiHa, sika He BnnBae
Ha KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby). BHeceHHs 3MiH
[0 NepBUHHOT ynakosku MN13: 3MiHa
po3Mipy (BMCOTKM) 3HIMHOTO KOBNauka.
PepakuiiiHi npaBku: yTOUHEHHS
maTepiasny BeHTUNsLjiiHOro thinbTpa
KOHTeliHepa A1s1 4io40T peyYOBUNHN — 3
nonitetpadtopetunery (PTFE) Ha
nonisiinigeHdTopug (PVDF). 3Minu Il
MRy - 3MiHK 3 AIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLTBA FOTOBOTrO MiKapCbKoro
3aco6y, BK/IHOHYAKUN NPOMIKHWIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA NpU
BMPOBHMLTBI TOTOBOTO /iKapCbKOro
3acoby (nikapcbkuii 3aci6 €
NikapcbK1UM 3ac060M
6i0/10r4YHOro/iMyHO/10TYHOTO
NOXO/PKEHHA Ta 3MiHa BUMarae
NpoBefeHHs NOPIBHANBHUX
pocnigpxeHs). logaBaHHs
a/bTepHaTUBHOI NiHii HANOBHEHHSA
roToBOro slikapcbKkoro 3acoby SM5 3
iHLUMM NPUHLMNOM HanOBHEHHA Ta
36iNbLLIEHUM po3MipoM cepii M/13.
CrepubHa BUpobHMYa NiHis 5
posTaluoBaHa B 6ygisni F113 Bxe
3aTBEPAKEHOro BUpobHMKa BepiHrep
IHrenbxaiim Papma m6X i Ko.Kr,
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
BipkeHgopdep LWTpacce 65, 88397
Bibepax/Puvcc, HimeuyunHa;
Ba/lifoBaHUiA AianasoH po3mipy cepii
ON15 KOMepLiliHOro BUPO6HMLTBa
36inbweHo 3 1 683-7 710 go 1 683—
11 208 donakoHiB.
145. | NPECTUNO | Perindo 6iconpo C09B TabneTkn, BKPUTI ne ®paHuis | BMPOGHUUTBO, aHaui3, | ®paHuis BHECEHHS 3MiH 40 peeCcTpaLiiHNX 3a UA/15827/01/02
n®e 10 pril and nony X02 NNiBKOBOKO NABOPAT nepBrHHE Ta / mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm
Mr/10 Mr bisoprol hymapa 060/10HKO10, 0 10 YAP BTOPVHHE MaKyBaHHSA, Ipnangis oo 6e3nekn/edpekTMBHOCTI Ta om
ol TTa Mmr/10 mr; no 30 a6o CEPB'E BMNYCK cepil: papMakoHarsisgy. 3miHa 4actoTn
nepuHAo 100 TabneTok y Na6opartopii Ceps'e Ta/abo TepMiHiB NoJaHHSA perynsipHo
npuny KOHTelHepi ans IHpacTpi, PpaHuis; OHOB/IIOBAHUX 3BITiB 3 6e3nekn
apriHiH Tabnetok; no 1 NnepBrHHE Ta NiKapCbKNx 3aco6iB - 3MiHA YacToTn
KOHTelHepy ans BTOPVHHE MakKyBaHHS, nofAaHHA perynspHoO OHOB/IOBAHOIO
TabneTok y KopoobLi BUNYyCK cepii: Ceps'e 3BITY 3 6e3neku:
3 KapTOHY (IpnaHgis) IHpacTpic Litoya pepakuis: Yactota nogaHHs
nakyBaslbHOro N1a, Ipnangisa perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun 5 pokis. KiHueBa fata ans
BK/IIOYEHHS gaHux go PO3b -
22.10.2025 p. farta nogaHHs -
20.01.2026p. NponoHoBaHa pefakLis:
YacTtoTa nofaHHs peryssipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn 7 pokiB
KiHueBa gata Ans BKIOYEHHS JaHNX
8o PO3b - 22.10.2032 p. fata
nogaHHa — 20.01.2033 p.
PekomeH0BaHO [10 3aTBEPIKEHHS
BiAMOBIAHO 4O NEPIOANYHOCTI MOAAHHS
perynspHoO OHOBJ/IOBaHWX 3BITiB 3
6e3nekun nikapcbkunx 3acobis y EC.
146. | NPECTUNO | Perindo 6iconpo | C09B TabneTkn, BKpUTI ne ®paHuis | BMPOOHWMUTBO, aHani3, | ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/15828/01/01
N® 10 Mr/5 | pril and nony X02 NNiBKOBOO NNABOPAT nepBrHHe Ta / mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenm
Mmr bisoprol ymapa 060/10HKO10, Mo 10 YAP BTOPWHHE NakyBaHHs, | lpnaHgis oo 6esnekn/edpekTMBHOCTI Ta om
ol TTa mr/5 wmr; no 30 a6o CEPB'E BUMYCK Cepii: thapmakoHarnsgy. 3MiHa yacToTu
nepvHao 100 TabneTok y Na6opartopii CepB'e Ta/abo TepMiHiB NoJaHHSA perynsipHo
npuny KOHTelHepi ans IHpacTpi, PpaHuis; OHOB/IIOBAHUX 3BITiB 3 6e3nekn
apriHiH Tabnetok; no 1 nepBUHHe Ta NiKapcbKunx 3acobiB - 3MiHa yacToTn

KOHTelWHepy ans
TabneTok y Kopobui
3 KapToHYy
nakyBa/lbHOro

BTOPVHHE MakKyBaHHS,
BUNYCK cepii: Ceps'e
(Ipnangis) IHgacTpic

Nta, Ipnangis

NoAaHHSA PerynsipHo OHOBJ/IHOBAHOTO
3BiTY 3 6e3neKku:

[itoua pepakuis: YactoTta nogaHHA
perynsipHo OHOB/IHOBAHOTO 3BiTY 3
6e3nekun 5 pokis. KiHuesa fata ans
BK/OYEHHS gaHux go PO3b -
22.10.2025 p. Oata nogaHHs -
20.01.2026p. NponoHoBaHa pefakLis:
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
YactoTa nofaHHs perysispHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn 7 pokiB
KiHueBa gata gns BKIOYEHHSA JaHNX
[o PO3Bb - 22.10.2032 p. faTa
nogaHHsa — 20.01.2033 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BIZANOBIAHO A0 NEPIOANYHOCTI NOJaHHSA
perynsipHoO OHOB/HOBaHMX 3BITIB 3
6e3neku nikapcbkux 3acobis y €C.
147. | NPECTUNO | Perindo 6iconpo C09B TabneTkn, BKPUTI ne dpaHuis | BMPOGHUUTBO, aHaui3, | ®paHuis BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/15829/01/01
N®5Mr/10 | priland nony X02 NiBKOBOO NABOPAT nepBrHHe Ta / mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm
Mmr bisoprol ymapa 060/10HKOI0, N0 5 YAP BTOPUHHE NaKkyBaHHA, | IpnaHgis oo 6e3nekn/edeKTMBHOCTI Ta oM
ol TTa mr/10 mr; no 30 a6o CEPB'E BMNYCK cepil: hapMakoHarnisgy. 3miHa 4actoTn
nepuHAo 100 TabneTok y Na6opartopii Ceps'e Ta/abo TepMiHiB NoJaHHSA perynsipHo
npuny KOHTelHepi ans IHpacTpi, PpaHuis; OHOB/IIOBAHUX 3BITiB 3 6e3nekn
apriHiH Tabnetok; no 1 NnepBrHHE Ta NiKapCbKnx 3aco6iB - 3MiHA YacToTn
KOHTelHepy ans BTOPVHHE MakKyBaHHS, nofAaHHA perynsapHoO OHOB/IOBAHOIO
TabneTok y Kopoobui BUNYyCK cepii: Ceps'e 3BITY 3 6e3neku:
3 KapTOHY (IpnaHgis) IHpacTpic Litoya pepakuis: Yactota nogaHHs
nakyBaslbHOro N1a, Ipnangisa perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun 5 pokis. KiHuesa fata ans
BK/IIOYEHHS gaHux go PO3b -
22.10.2025 p. farta nogaHHs -
20.01.2026p. MNponoHoBaHa pefakLis:
YacTtoTa nofaHHs perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn 7 pokiB
KiHueBa gata Ans BKIOYEHHS JaHNX
8o PO3b - 22.10.2032 p. [ata
nogaHHa — 20.01.2033 p.
PekomeH0BaHO [10 3aTBEPIKEHHS
BiAMOBIAHO 4O NEPIOANYHOCTI MOAAHHS
perynspHo OHOBJ/IOBaHWX 3BITiB 3
6e3nekun nikapcbkunx 3acobis y EC.
148. | NMPECTUNO | Perindo 6iconpo | C09B TabneTkn, BKpUTI ne ®paHuis | BMPOOHWMUTBO, aHani3, | ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/15827/01/01
Nn® 5 Mri/s pril and nony X02 NNiBKOBOO NNABOPAT nepBrHHe Ta / mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenm
Mmr bisoprol ymapa 060/10HKOI0, M0 5 YAP BTOPWHHE NakyBaHHs, | lpnaHgis oo 6esnekn/edpekTMBHOCTI Ta om
ol TTa mr /5 wr; no 10, 30 CEPB'E BUMYCK Cepii: thapmakoHarnsgy. 3MiHa yacToTu
nepuHAo a6o 100 TabneTok y Na6opartopii Ceps'e Ta/abo TepMiHiB NoJaHHSA perynsipHo
npuny KOHTelHepi ans IHpacTpi, PpaHuis; OHOB/IIOBAHUX 3BITiB 3 6e3nekn
apriHiH Tabnetok; no 1 nepBUHHe Ta NiKapcbKunx 3acobiB - 3MiHa yacToTn

KOHTelWHepy ans
TabneTok y Kopobui
3 KapToHYy
nakyBa/lbHOro

BTOPVHHE MakKyBaHHS,
BUNYCK cepii: Ceps'e
(Ipnangis) IHgacTpic

Nta, Ipnangis

NofaHHs perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neKku:
[itoya pepakuis: YactoTta nogaHHA
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun 5 pokis. KiHuesa fata ans
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*

BKJ/TIOYEHHA AaHux o PO3b -
22.10.2025 p. farta nogaHHs -

20.01.2026p. MponoHoBaHa pefakLis:
YactoTa nofaHHs perysispHo

OHOB/IHOBAHOrO 3BITY 3 6€3Mekn 7 pokiB

KiHueBa gata gns BKIOYEHHSA JaHNX
[o PO3Bb - 22.10.2032 p. flaTa

nogaHHsa — 20.01.2033 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BIZANOBIAHO A0 NEPIOANYHOCTI NOJaHHSA
perynsipHoO OHOB/HOBaHMX 3BITIB 3
6e3neku nikapcbkux 3acobis y €C.
149. | NPONIA® denosu neHocym | MO5B PO34MH AN iH'EKLN, AMIXKEH Higepna BMPOOBHMLTBO CuwA/ BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/12077/01/01
mab ab X04 60 mr/mn; no 1 mn €spona HOY Hepo3gacoBaHoT Higepna martepianis: 3miHu Il Tuny - 3miHn peyenm
PO34MHY B CKNSAHOMY B.B. NpoAyKLii, NnepBuHHe Han oo 6e3nekn/edheKTMBHOCTI Ta oM

nonepeaHs0
HanoBHEHOMY
LLNPULL 3 TONKOIO,
3aKpuTOH0
KOBMaykom, i3
3aXUCHUM
NPUCTPOEM Bif
BMNaAKOBOTO YKoy
rosikoto; no 1
nonepeaHs0
3anoBHEHOMY
LUNPULLY 3 3aXUCHUM
NPUCTPOEM B
6nicTepi; no 1
6nictepy B
KapTOHHI KOpo6Lyj;
no 1 mMn posyvHy B
CKNAAHOMY
nonepeaHs0
3anoBHEHOMY
LLUNPULL 3 TONKOIO,
3aKpuTOH0
KoBnaykom; no 1
nonepegHL0
3anoBHEHOMY
Lwnpuuy B 6nicTtepi
abo 6e3 6nicTepa,
nomileHomy B
KapTOHHY KOPOOKY

nakyBaHHS: AMIKeH
MaHydekuypiHr
Nimiten, CLUA,
BTOPUHHE MaKyBaHHS
Ta BUNyCK cepil:
AmaxeH €spona b.B.,
Higepnanan

hapmakoHarnsgy. BHeceHHs abo
3MiHa(u) Ao 3060B'A3aHb Ta YMOB
BMAAui peecTpaviiHoro NnocBifg4YeHHs,
BKtOYatoun MnaH ynpaeniHHA
pu3nKamm (3aCToCyBaHHS 3MiH(1),
AKi(a) BUMaratoTb(€) NofanbLLOro
06r'pyHTYBaHHS HOBUMW A04AaTKOBUM
[aHVMK, Lo MarTb HaJaBaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKM
BMMAaraeTbCs CyTTeBA OLjiHKa
KOMMETEHTHMM opraHom) 3asiBHUKOM
Ha/laHO OHOBJIEHWIA NNaH ynpaBiHHA
pusmkamm Bepcisa 33.1
3MiHV BHECEHO [0 YaCTUH:
| «3aranbHa iHopmaLis»,
Il «Crneundpikavis 3 6e3nekm»,
Il «MnaH 3 papmakoHarnsagy», V
«3axoay 3 MiHiMi3aLii pusnkis»,
VI «Pestome nnaHy ynpasniHHs
pv3nKamMms»

VIl «dopatkun» y 3B'A3KY 3
pe3ynbTatamy peTpocnekTUBHOIo
KOropTHOro gochnimkeHHs 20090522,
BWyYEHHS 3aBEPLIEHOro
pocnimpkeHHs kateropii 3 Ne 20090522
3 niaHy chapmakoHarnisgy Ta
HeoO6XiAHOCTI akTyanisaLii npodinto
6e3nekmn Nikapcbkoro 3acooy,
BUAANEHHSA Ta nepeknacudikaw;i
BaXK/IMBUX BUSIB/IEHUX PU3MKIB,
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Homep

peecmpayitiHo

20
nocsioYeHHs

NOTEHLiiHNX PU3VIKIB.
Pestome MYP Bepcis 33.1 norogxeHa
(eCTD nocnigosHicTb Ne 0009).

150.

NMPOCTAH

finasteri
de

iHacTe
pna

Go04C
BO1

TabneTkn, BKPUTI
060/10HKOK, N0 5 Mr
no 10 Tabnetok y
6nictepi, no 1 a6o 3
6nicTepy y nauui 3
KapTOHY

MpAT
"TexHonor

Ykpaina

MpAT "TexHonor"

YKpaina

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
hapmMakoHarnisgy. 3mMiHuM y KOpoTkii
XapakTepucTuLj nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyYHuX/ribpuaHMx/6ionoaibHmNX
NiKapcbKnx 3acobiB Nic/si BHECEHHS
Tiel camoi 3MiHM Ha pedhepeHTHMI
npenapar (3miHa He NoTpebye
HaaHH$ XOAHVX HOBKX A0AATKOBUX
LaHnX) - 3MiHN BHECEHO [0 iHCTPYKLT
AN MeAnYyHOro 3acTocyBaHHsA
nikapcbKoro 3acoby y po3aiimn
"dapmakosIorivyHi BAacTUBOCTi",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepios BariTHOCTI
ab0 rogyBaHHs rpyaar”, "3aaTHicTb
BMN/IMBATY Ha LWIBWAKICTb peakuii npm
KepyBaHHi aBTOTPaHCNOPTOM abo
iHWMMK MexaHismamn', "Cnoci6
3acTocyBaHHs Ta o3u", "TobiuHi
peakuji" 3rigHo 3 iHhopmaLjelo Woa0
MeAMYHOro 3aCTOCyBaHHSA
pethepeHTHOro Nikapcbkoro 3acoby
(PROSCAR® 5mg film-coated
Tablets). 3miHu | TUNY - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 3MiHu
BHECEHO [0 IHCTPYKUIT 4715 MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3gain "Mob6iyHi peakuii” woao
BaXX/IMBOCTI 3BiTyBaHHS MPO MOGIYHi
peaxuii.

3a
peyenm
om

He
nionse
ae

UA/8262/01/01

151.

MYPEMOH®

follitropi
n beta

doniTpo
niH 6eTa

GO03G
AO6

PO34MH ANA H'EKLNA,
833 MO/mn; no
0,420 mn (300
MO/0,36 mn) abo
0,780 mn (600
MO/0,72 mn) y
KapTpuaki; no 1

OpraHoH
CeHTpan
lcT TM6X

LLBeiiua
pis

Brpo6HnuTBO
Hepo3dacoBaHo|
npoaykuii Ta
nepBrHHA yNakoBKa,
KOHTPO/Ib SIKOCTI,
TecTyBaHHSA
CTepWIbHOCTI Ta

Himeuun
Ha/
Higepna
HAW

BHECEHHS 3MiH 1O peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/TbHOCTI BUPOGHMKA
(BkntOYaOuK, 3a HeOOXiAHOCTI, Micue
NpoBefEeHHS KOHTPOJII SAKOCTI), abo

3a
peyenm
om

UA/5023/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
KapTpuaxy y 6akTepiasibHNX B/1acHuKa mactep-cpaiina Ha Adl, abo
BiAKpUTOMY €HOO0TOKCUHIB noctavasnbHuka A®I/BMXigHOro
nn1acTMKOBOMY NTOTKY roTOBOrO J1iKapCbKOro mMartepiany/peareHTy/NpoMiKHOro
B KOMM/IEKTi 3 3acoby (KOHTpO/b NPOAYKTY, L0 3aCTOCOBYHTLCA Y
roskamu, no 2 SIKOCTi Ta TECTYBaHHS BMPOGHMLTBI API (SKLLO 3a3HaYEHO Y
KOMMMEKTWN FrONoK — 2 cTabinbHOCTI), [oCbe Ha nikapcbkuii 3acib) 3a
KapTOHHI KOPO6KM Bi3yasibHa iHCnekuis: BifACYTHOCTI cepTudikara
(KOXXEH KOMM/IEKT No BetTep ®apma- BiANOBIAHOCTI E€BpoNechbkili
3 ro/1IKn, KoXXHa ®epturyHr rméX i Ko. hapmakonei y 3aTBepyKeHOMY [0ChE,
rofika B K, HimeuuuHa; a60 BMPO6GHMKA HOBOI AOMOMIXHOT
iHOMBigyansHoMy KoHTponb sikocTi, PEYOBMHY (SIKLLO 3a3HAYEHO Y AOCHE) -
NNacTUKOBOMY TeCTyBaHHSA 3MmiHa Ha3Bu BUpobHUKa APl 3 MSD
KOHTeliHepi) y CTEepWIbLHOCTI Ta Biotech B.V., The Netherlands Ha N.V.
KapTOHHI nayui 6akTepiasibHNX Organon, The Netherlands.
€HOO0TOKCUHIB Micue3HaxokeHHs BUPOBHUUNX
rOTOBOrO /iKapCbKOro AiNbHULB Ta BCi BUPO6HUYI onepauii
3acoby (KOHTpOsb 3a/mwaTbes 6e3 3MiH.
AKOCTi Ta TECTyBaHHS
CTabinbHOCTI),
Bi3yasibHa iHCnekuis:
BeTTep ®apma-
®epturyHr Mmo6X i Ko.
KI, HimeuunHa;
BisyanbHa iHcnekujs:
BeTtep ®apma-
®epTuryHr M'mo6X i Ko.
K, HimeuyuuHa;
KoHTposb skocTi Ta
TeCTyBaHHs
cTabinbHoCTI,
BTOPUHHA yNakoBkKa,
[03BiN Ha BANYCK
cepii:
H.B. OpraHoH,
Higepnangn
152. | PAMIBEC® Ramipril | paminpun | C09B Tabnetku no 2,5 AT YkpaiHa AT "®apmak" YkpaiHa BHECEHHSA 3MiH 10 peecTpaLiitHnx 3a UA/12569/01/01
KOM and ni A05 mr/12,5 mr, no 10 "dapmak” martepianis: 3miHu | Tuny - peuyenm
diuretics | rigpoxso TabneTok y 6nictepi; AAMiHICTpaTVBHI 3MiHW. BuyyeHHs oM
poTiasung no 3 6nictepu B BMPOGHUYOI AiNbHUL (BKNOYaOUN

nauui 3 KapToHy

LinbHULi gns APl NnpoMibKHOTo
npoaykTy abo roToBOro slikapCbKoro
3acoby, AinbHULI 4719 NpOoBeAEeHHS
nakyBaHHs1, BUPOOHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepil,
MicLie NPOBEAEHHS KOHTPOSIIO cepil)
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep

peecmpayitiHo
20

nocsioYyeHHs

abo noctavasnibHVKa BUXiAHOMO

marepiany, peareHTy abo JONOMiXHOT
PEYOBVHY (SKLLO 3a3HAYEHO Y OCLE) -
BunyueHHs BupobHuka APl Paminpun,
a came Neuland Laboratories Limited,

India, BUpo6HuK L0 3anmnaeTbes

(AARTI Pharmalabs Limited, India)
BWKOHYE Ti X dOYHKLi LLLO /i BUNYYEHUIA.

UA/12569/01/02

153.

PAMIBEC®
KOM

Ramipril
and
diuretics

paminpu
ni
rigpoxno
poTiasung

Co09B
A0S

Tabnetku no 5 mr/25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nicTepu B nayu;j 3
KapTOHY

AT
"®papmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHSA 3MiH 10 peecTpaLiitHnx
martepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuyyeHHs
BMPOGHUYOI AiNbHUL (BKNOYaOUN
AinbHULi gns APl NnpoMibKHOTo
npoaykTy abo roToBOro slikapCbKoro
3acoby, AinbHULI 4719 NpoBeAEeHHS
nakyBaHHs1, BUPOOHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepil,
MicLie NpOBEAEHHSA KOHTPOSIIO cepil)
ab0 nocTavyasibHMKa BUXIAHOTO
maTepiany, peareHTy abo JOMOMiIXHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y [I0CLE) -
BunyyeHHs1 Bupo6bHuka A®| Paminpun,
a came Neuland Laboratories Limited,
India, BUpO6HYK LLO 3anaeTbes
(AARTI Pharmalabs Limited, India)
BWKOHYE Ti X dOYHKLi LLLO /i BUYYEHUIA.

3a
peyenm
om

UA/15545/01/02

154.

PAMIBEC®
KOM

Ramipril
and
diuretics

paminpu
ni
rigpoxno
poTiasung

Co9B
AO05

Tabnetkn, 5 mr/12,5
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y nauui

AT
"®apmak

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHNYOI AiNbHUL (BKNOYa0UN
AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro slikapCbkoro
3aco6y, AinbHULI 4119 NpoBeAEHHS
nakyBaHHs!, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepil,
MicLie NpOBEAEHHSA KOHTPOSIIO cepil)
ab0 nocTavyasibHMKa BUXiAHOrO
marepiany, peareHTy abo AONOMKHOT
PEYOBUHY (SKLLO 3a3HAYEHO Y [JOCLE) -
BunyueHHs BupobHuka A®I Paminpun,
a came Neuland Laboratories Limited,
India, BUpo6HYK L0 3anwaeTbes
(AARTI Pharmalabs Limited, India)
BWKOHYE Ti X OYHKLi L0 /i BUYYEHUIA.

3a
peyenm
om

3a

UA/15545/01/01

paminpu

C09B

Tabnetkn, 10 mr/25

AT

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiitHnx

155.

PAMIBEC®

Ramipril
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

KOM

and
diuretics

ni
rigpoxsno
poTiasung

A05

mr; no 10 TabneTok
y 6nicTtepi; no 3
6nictepy y nauyui

"dapmak”

marepianis: 3miHu | Tuny -
AZMiHIiCTpaTuBHI 3MiHW. BunyueHHs
BMPOBOHUYOT AiNbHULI (BKNOYAOUN
AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro slikapCbKoro
3aco6y, AiNbHUL 4718 NPoBeAEHHS
nakyBaHHs1, BUPOOHYKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepil,
MicLLe NPOBeAEHHS KOHTPOSIIO cepii)
abo noctavasnibHVKa BUXiAHOMO
marepiany, peareHTy abo JONOMiXHOT
PEYOBUHY (SKLLO 3a3HAYEHO Y [OCLE) -
BunyueHHs BupobHuka APl Paminpun,
a came Neuland Laboratories Limited,
India, BUpo6HuK L0 3anmnaeTbes
(AARTI Pharmalabs Limited, India)
BWKOHYE Ti X dOYHKLi LLLO /i BUNYYEHUIA.

peyenm
om

156.

PAMINPUN-
OAPHULA

ramipril

paminpu
n

CO09A
A0S

Tabnetky no 5 wr;
no 10 TabneTtok y
6nicTepi; no 3

6nictepu B nayw

MpAT
"Papmaue
BTUYHA
dipma
"fNapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
chipma "JapHuus”

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavLiiiHnx
mMaTtepianis: 3miHu | TUny - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepmiHax
npugaTtHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY NPUAATHOCTI
roToBOro Nikapcbkoro 3acoby) - A5
TOProBOi yNnakoBKW (MigTBEPMKYETLCS
[aHVMK peanbHOro yacy).
306ibLUEHHA TEePMiHY MPUAATHOCTI
'N3. Ajtoya pepakuis: TepMiH
npugaTHocTi 2 poku. MponoHoBaHa
peaakuist: TepmiH npuaaTHoOCTI 3 poku.
3MiHV BHeceHo B po3gin "TepmiH
npuaaTHOCTI" B IHCTPYKLiO A11A
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby. BBegeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNSA 3aTBEPLPKEHHS.

3a
peyenm
om

He
niosnsie
ae

UA/19736/01/01

157.

PAMINPUN-
OAPHULA

ramipril

paminpu
n

CO09A
A05

Tabnetkv no 10 wr;
no 10 tabnetok y
6nictepi; no 3
6nicTepy B navu,

MpAT
"®apmaue
BTUYHA
ipma
"fapHuus”

Ykpaina

MpAT
"GapmaueBTuyHa
dipma "JapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepmiHax
npuaAaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby
(36iNbLUEHHS TEepMiHY NpUaaTHOCTI
roToBOro Nlikapcbkoro 3acoby) - A
TOProBOi ynakoBku (NiATBEPHKYETbCA

3a
peyenm
om

He
nionsie
ae

UA/19736/01/02
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
[aHVMU peanbHOro vacy).
36i/bLUEeHHS TEPMiIHY NpUAATHOCTI
N3. Oitova pepakuisa: TepMiH
npugaTHocTi 2 poku. MponoHoBaHa
pefakuisi: TepMiH NpUAATHOCTI 3 POKK.
3MiHV BHEeCeHo B po3fin "TepmiH
npuaaTHOCTI" B IHCTPYKLiO Ans
MeAMYHOro 3aCTOCYBaHHS /likapCbKoro
3aco6y. BBefieHHs 3MiH NpOTArom 6-Tu
MiCALIB MiC/1SA 3aTBEPKEHHS.
158. | PANIPA® acetylcy | auetwny | RO5C TabneTky Wwunyyi no AT YkpaiHa E-dapma TpeHTo ITanis BHECEHHS 3MiH [j0 peecTpaLiiiHuX 6e3 nionsie | UA/19359/01/01
E®EPTAB steine UCTEIH BO1 600 mr; no 10 "®Papmak” C.N.A. marepianis: 3miHu | Tuny - peyenm ae
600 TabneTtok y Tybi, No AAMiHICTpaTVBHI 3MiHW. 3MiHa a
1 1y6i B nauui

HalilMeHyBaHHs Ta/abo agpecy mMicus
NPOBaKEHHS AiNIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKoUaun
AinbHULI BUNYCKY cepil abo micLie
NpoBefEeHHS KOHTPO/THO SKOCTI.
(OisanbHICTb, 3a Ky Bignosigae
BUPOGHMK/IMNOPTEP, BK/IOYAKOUM
BUNYyCK cepiii) - MNprBeaeHHs agpecu
BMpO6GHMKa 13 E-dapma TpeHTo
C.M.A.y BIiANOBIAHICTb 4,0 OHOB/IEHOTO
ceptugpikaty GMP, a came 3 dpasioHe
PasiHa - Bia NposiHa 2 - TpeHTO (TH),
ITanisa/ Frazione Ravina - Via Provina
2 - Trento (TN), Italy Ha Bia NpoBiHa, 2
- 38123 TpeHTo (TH), ITania / Via
Provina, 2 - 38123 Trento (TN), Italy.
Micue3HaxomKeHH BUPOOGHNYOT
LiNbHULI HE 3MIHUNOCL. 3MiHN BHECEHI
B IHCTPYKL|iO A8 MefuyYHOro
3acTOCyBaHHS NikapCbKOro 3acoby y
po3ain «Micue3HaxomKeHHsA
BMPOGHMKA Ta agpeca Micua
NPOBaYKEHHS IOTO AisANIbHOCTI»,
BifNOBiAHI 3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBKU /TiKapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH -
npoTArom 6 Micauis nicns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHK
oo 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHK

BHECEHI B iHCTPYKLIit0 4151 MeNYHOro
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
3aCcTOCYyBaHHS NMikapCbKoro 3acoby y
po3gin «YnakoBka» (BHECEHHS
pefakuiiiHoro BuNpaBnieHHs). TepMiH
BBE/EHHS 3MiH MPOTArom 6 micsuis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/IEHHSA TEKCTY MapKyBaHHs
yNakoBKM NiKapcbKoro 3acoby,
30Kpema BHECEHHS pefakLiiHnX
npaBoK MO TEKCTY.
TepMiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MiCN1SA 3aTBEPKEHHS.
159. | PEHANFAH | Pitofeno | metamiz | A03D Tabnetky; no 10 MpuBaTHe | YkpaiHa | [lpuBaTHe akuioHepHe | YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHuX 6e3 UA/1530/01/01
® ne and on A02 Tabnetok y 6nictepi; | akuioHepH TOBapUCTBO "“JleKxiM - marepianis: yTOYHEHHA HanucaHHsA peuyenm
analgesi | HaTpito, no 1 a6o 2 6nicrepu e Xapkis", YMOB BignycKy B Hakasi MO3 a
cs nitogpeH y naudi 3 KapToHy TOBapucTB YkpaiHa,; YkpaiHu Ne 1576 Big 13.10.2026 B
OHY 0 "Jlekxim MpAT "TexHonor", npoueci BHeCEHHA 3MiH (3MiHu |
rigpoxno - XapkiB" YkpaiHa MRy - 3MiHK WoA0
pua, 6e3nekn/edeKTUBHOCTI Ta
deHnise hapmakoHarnagy (iHwi 3MiHu) -
puHito OHOB/IEHO TEKCT MapKyBaHHs
6pomig, NepBUHHOI Ta BTOPUHHOI YNakKoBKu
nikapcbKoro 3acoby, a came:
BW/TyHYEHO iH(hopMaLLito, 3a3Ha4YeHy
pocilicbKolo MOBOIO, i3 TEKCTY
MapKyBaHHS BTOPUHHOI YNakoBKW,
BHECEHO 3MiHW Yy TEKCT MapKyBaHHS
NepBUHHOI (N. 2, 6) Ta BTOPUHHOI (M. 2,
4,11, 16, 17) ynakoBku, a Takox
3p06/1eHO HE3HAYHI pefaKLiliHi
npasku. BBeAeHHS 3MiH NpoTArom 6-Tm
MicALiB NiCNsA 3aTBEPLKEHHS).
Pepakuist B Hakasi - 3a peuenTom.
BipHa pegakuis - 6e3 peuenTa.
160. | PE®AKTO Coagula | mopokTo | BO2B niogpinizat gns Mdpaiizep CLWA BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/15929/01/01
AdD tion Kor D02 po3uunHy ans iH'ekyin | Enu.Ci.Mi. nioghinizaTy 3a Himeuun mMarepianis: 3miHu Il Tuny - 3miHK 3 peyernm
factor anbha no 250 MO; 1 Kopnopeii NOBHUM LK/IOM; Ha akocTi. A®l. BupobHMUTBO. 3MiHa oM
VI hnaKkoH 3 LUH KOHTPO/Ib AKOCTI

niogpinizatom y
KOMMeKTi 3 1
nonepegHL0
HanoBHEHUM
LUNpYLOM 3
PO3YMHHWKOM M0 4

PO34UmMHHYMKA (OKpiIM
LOCNIMKEHHS CUn
TepTs NOPLUHS),
BTOPVHHE NakKyBaHHSA
PO34MHHMKA Y Habip 3
npenapartom;

BMPOGHMKA BUXIAHOrO/MPOMIKHOIO
npoayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKA
(Bkntovaroun, ge HeobxigHo, Micue
npoBeAeHHs KOHTPOSo AkocTi) APl (3a
BiICYTHOCTI cepTudikara
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

MA (HaTpito xnopug,
(9 mr/mn), Boga ans
iH'ekuii), 1
afanTepom ans
nakoHy, 1
cUCTEMOLO ANA
iHdpys3ii, 2
TaMnoHamm 3i
cnupTtom, 1
nnactupem 1a 1
Map/ieBoo
noAyLLIEYKo B
KapTOHHI Kopo6Lyi

BiANOBIAaIbHMI 3a
BWMYCK cepii: BaeT
dapma C.A., IcnaHis;
anbTepHaTuBHa
na6opartopia ans
TeCTyBaHHs
npenapary 3a
NOKa3HUKOM
"CTepwbHICTL":
NlabopaTtopia bionaob,
C.J1., IcnaHis;
BUPOBHULTBO
PO34YnHHVKA B
LUNp1LUaXx, KOHTPOSb
AKOCTi PO3YMHHMKA:
BeTtep ®apma-

depTuryHr rm6X & Ko.

K, HimeuyuuHa;
BMPOGHMLTBO
PO34MHHVKA B

LUNpYLUAXx, KOHTPOSb

AKOCTI PO3UYMHHUKA

(oKpiM pgocnifmKeHHs
repMeTUUHOCTI):

BeTtep ®apma-

depTuryHr rm6X & Ko.

K, HimeuyuuHa;

Bi3ya/IbHW KOHTPO/Tb
PO3YMHHVKA, KOHTPO/1b
AKOCTi PO3YMHHUKA
(okpim gocnigpKeHHs
repMeTUYHOCTI, CUn

TepTs NOPLUHSA):

BeTtep ®apma-

®epTuryHr rm6X & Ko.

K, HimeuyuuHa;

Bi3ya/IbHW KOHTPO/Tb

PO3YMHHVKA, KOHTPO/1b

AKOCTi PO3YMHHUKA
(mocnimpkeHHs

repMeTUYHOCTI, CUn
TepTs NOPLUHSA)):
BeTtep ®apma-

®epTuryHr rm6X & Ko.

K, HimeyunHa

BiANOBIAHOCTI €BpONenchbkili
chapmakonei y 3aTBepKeHOMy [0CbE)
(3MiHM g0 3axofiB, NOB'A3aHMX 3
KOHTPO/1EM aKTMBHOT PEYOBUHN
6i0/10riYHOr0 NOXOMKEHHS: 3aMiHa ab0
[ofaBaHHA AinbHUL, Ae NPOBOAUTLCS
KOHTPO/b/BMNPOGYBaHHSA cepii,
BK/IHOHAK0UM 3aCTOCYBaHHSA
6ionoriyHoro/iMyHo10riYHOro/iMyHOXIMI
YyHOro metogy) JofaaBaHHs
anbTepHaTMBHOI AinbHUL BioReliance
Corporation 9820 Darnestown Road,
Rockville, MD 20850, USA
BiANOBIAA/IbHOI 32 KOHTPO/Ib AKOCTI
r0/I0BHOMO Ta PO6040ro 6aHKy KNiTUH.
MpoekT MKA (Bepcis eCTD 0002)
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
161. | PE®AKTO Coagula | mopokto | B02B niogpinizat gns Mdcpaiizep CLA BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/15929/01/02
AdD tion Kor D02 po3uunHy ans iH'ekyin | Einu.Ci.Mi. nioghinizaty 3a Himeuun Marepianis: 3miHu Il Tuny - 3MiHK 3 peyenm
factor anbha no 500 MO; 1 Kopnopeii NOBHUM LK/IOM; Ha AKOCTi. A®l. BUpo6HULTBO. 3MiHa oM
VI hnakoH 3 LUH KOHTPO/Ib AKOCTI BMPOGHMKA BUXIAHOrO/MPOMIXHOIO

niogpinizatom y
KOMMekTi 3 1
nonepeaHsL0
HanoBHEHUM
LUNpYLOM 3
PO3UYMHHMKOM MO 4
M (HaTpito xnopug,
(9 mr/mn), Boga ans
iH'exuin), 1
agantepom gns
nakoHy, 1
cucTemoro ans
iHdpysii, 2
TamnoHamm 3i
cnupTom, 1
nnactupem 1a 1
Map/ieBoto
NoAYLLEYKOIO B
KapTOHHI Kopo6Li

PO34MHHYMKA (OKpiM
[OCNIMKEHHS cnnn
TepTs NOPLUHS),
BTOPVHHE NaKyBaHHSA
PO34MHHKKA Y Habip 3
npenaparom;
BignoBigasibHWi1 3a
BUNYyCK cepii: BaeT
dapma C.A., IcnaHis;
anbTepHaTuBHa
nab6opartopis ans
TecTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepwibHICTb":
Na6opaTtopis bionab,
C.J1., IcnaHis;
BMPOGHMLTBO
PO34MHHVKA B
LUNpYLUAXx, KOHTPOSb
AKOCTi PO3YMHHMKA:
BeTTep ®apma-
®epTuryHr rméX & Ko.
K, HimeyuunHa;
BMPOGHMLTBO
PO34MHHVKA B
Lnpuuax, KOHTPOsb
AKOCTi PO3YMHHUKA
(okpim gocnimKeHHs
repMeTUYHOCTI):
BeTTep ®apma-
®epTuryHr rméX & Ko.
K, HimeyuunHa;
Bi3yasIbHWI KOHTPO/Tb
PO3YMHHWKA, KOHTPO/Ib
AKOCTI PO3YMHHUKA
(oKpiM pgocnifmKeHHs
repMeTUYHOCTI, CUK
TepTS NOPLUHSA):
BeTTep ®apma-
PepTturyHr rm6X & Ko.

npoayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUPOGHMKaA
(Bkntovaroun, ge HeobxigHo, Micue
npoBeAeHHs KOHTPOSo AkocTi) APl (3a
BiAACYTHOCTI cepTudikara
BiANOBIAHOCTI E€BpoNechbkili
chapmakonei y 3aTBepKeHOMY [0ChE)
(3MiHM po 3axopiB, MOB’A3aHMUX 3
KOHTPO/IEM aKTMBHOI PEYOBUHY
6i0N10rYHOro NOXOMKEHHS: 3aMiHa abo
[oAaBaHHA AifbHULI, Ae NPOBOANTLCSA
KOHTPO/b/BMNPOGYBaHHS cepii,
BK/IHOH4AK0UM 3aCTOCYBaHHSA
6i0n0riYHoro/iMyHo0r4YHOro/iMyHOXIMI
yHoro metoay) flogaBaHHA
anbTepHaTUBHOI AinbHUL BioReliance
Corporation 9820 Darnestown Road,
Rockville, MD 20850, USA
Bi4NOBiAa/IbHOT 38 KOHTPO/1b AKOCTI
rO/I0BHOTO Ta PO604Oro 6aHKy KIiTUH.
MpoekT MKA (Bepcis eCTD 0002)
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
K, HimeyuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3YMHHWKA, KOHTPO/Ib
AKOCTI PO3UYMHHUKA
(mocnipxeHHs
repMeTUYHOCTI, CUK
TepTs NOpLUHSA)):
BeTTep ®apma-
®epTuryHr rméX & Ko.
KI', HimeuunHa
162. | PE®AKTO Coagula | mopokTo | B02B niocpinizaT Ana Mcpaiizep CLWA BMPOGHMLTBO Icnanisa/ BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/15929/01/03
AD tion Kor D02 pO34MHy Ans iv'ekyii | Eiy.Ci.Mi. nioghinizaty 3a Himeuun marepianis: 3miHu Il Tuny - 3miHK 3 peyenm
factor anba no 1000 MO; 1 Kopnopei NOBHVM LK/IOM; Ha SKOCTi. A®l. BUpo6GHMLTBO. 3MiHa om
VIl hnakoH 3 LUH KOHTPO/b AKOCTI BMPOGHMWKA BUXiAHOr0/MPOMIXXHOIO

niogpinizaTom y
KomnaekTi 3 1
nonepesHL0
HanoBHEHUM
LUNpWLOM 3
PO3YMHHKKOM no 4
M (HaTpito xnopug,
(9 mr/mn), Boga ans
iH'exuii), 1
agantepom Ans
cdnakoHy, 1
cuCTEMOLO AnA
iHdpys3iT, 2
TaMnoHamm 3i
cnupTtom, 1
nnactupem 1a 1
Map/ieBoo
noAyLLIEYKo B
KapTOHHI Kopobuj

PO34nHHYMKA (OKpIM
LOCAISKEHHS CUN
TepTs MOPLUHS),
BTOPVHHE NakKyBaHHSA
PO34MHHMKA Y Habip 3
npenapartom;
BiiNOBIgabHWIA 3a
BMNYCK cepii: BaeT
dapma C.A., IcnaHis;
anbTepHaTuBHa
nab6opartopis oA
TecTyBaHHs
npenapary 3a
MOKa3HUKOM
"CTepwbHICTL":
NabopaTtopia Bionab,
C.J1., IcnaHis;
BMPOGHMLTBO
PO34MHHVKA B
LUNp1Lax, KOHTPOSIb
AKOCTi PO3UYMHHMKA:
BeTtep ®apma-
depTuryHr rméx & Ko.
KI', HimeuuunHa;
BMPOGHMLITBO
PO34MHHVKa B
LUNpMLUAX, KOHTPOSb
AKOCTI PO3UYMHHUKA
(oKkpim gocnigpKeHHs
repMeTUYHOCTI):
BeTTep ®apma-

NpoAyKTy/peareHTy, LWo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHYVKa
(Bkntovaroun, fe HeobxigHo, MicLe

npoBeAeHHs KOHTPOAO SkocTi) Al (3a

BiJCYTHOCTI cepTudikata

BiNOBIgHOCTI E€Bponelicbkilt
chapmakonei y 3aTBepakeHOMY AOCLE)
(3MiHM g0 3axofiB, NOB’A3aHMX 3
KOHTPO1EM aKTUBHOT PEYOBUHM
6i0/10rYHOr0 MOXOMKEHHS: 3aMiHa ab0o
[ofaBaHHA AinbHUL, Ae NPOBOAUTLCS
KOHTPO/b/BUNPOGYBaHHS cepii,
BK/IHOHAK0UM 3aCTOCYBaHHS
6ionoriyHoro/iMmyHoN0ri4YHOro/iMyHOXiMmi
YyHoro metoay) flogaBaHHsa
anbTepHaTUBHOI ginbHuLi BioReliance
Corporation 9820 Darnestown Road,
Rockville, MD 20850, USA
Bi4NOBiAa/IbHOI 32 KOHTPO/Tb SAKOCTI
rO/I0BHOrO Ta PO6040ro 6aHKy KTiTUH.
MpoekT MKA (Bepcis eCTD 0002)
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

®epTuryHr rm6X & Ko.
KI, HimeuyunHa;
Bi3ya/lbHWiA KOHTPO b
PO3YMHHIKA, KOHTPO/b
AKOCTi PO3YMHHUKA
(okpim gocnimKeHHs
repMeTUYHOCTI, Cunn
TEepTS NOPLUHS):
BeTTep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuunHa;
Bi3yaslbHWiA KOHTPO/b
PO3YMHHIKKA, KOHTPOb
AKOCTi PO3YMHHUKA
(mocnimpkeHHs
repMeTUYHOCTI, Cunn
TepTs NopLUHSA)):
BeTTep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeyunHa

163.

PE®AKTO
A®D

Coagula
tion
factor
VI

MOPOKTO
Kor
anbha

B02B
D02

nioghinizat gns
PO34MHY A5 iH ekl
no 2000 MO; 1
hNakoH 3
niocpinizatom y
KOMMNNeKTi 3 1
nonepegHL0
HanoBHEHUM
LLINPULIOM 3
PO3YMHHKKOM Mo 4
M/ (HaTpito xopng
(9 mr/mn), Boga ans
iH'ekuji), 1
aganTtepom ans
chnakoHy, 1
cucTemoro ans
iHdysil, 2
TamnoHamu 3i
crnmpTtom, 1
nnactupem 1a 1
Map/ieBo
NoAYyLLEYKOIO B
KapTOHHiIn kKopooL,i

Mcpaiizep

Eity.Ci.Mi.

Kopnopeii
LUH

CLA

BMPOGHMLITBO
niocpinisaty 3a
MOBHUM LMK/IOM;
KOHTPO/1b SKOCTI
PO34MHHMKA (OKPIM
[OCNIMKEHHS CUn
TepTs NOPLUHS),
BTOPVHHE NakKyBaHHSA
PO34MHHMKA Y Habip 3
npenaparom;
BignoBigasibHWI 3a
BUNYCK cepii: Baet
®apma C.A., IcnaHis;
a/ibTepHaTUBHa
na6oparopia Ans
TecTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepwibHICTL":
JNlabopaTtopis Bionaob,
C.J1., IcnaHis;
BMPOGHMLITBO
PO34MHHVKa B
LUNpMLUAXx, KOHTPOSb
SKOCTi PO3YMHHMKA:

Icnanis/
Himeuun
Ha

BHECEHHSA 3MiH 10 peecTpavLiiiHnx
MaTepiasnis: 3miHu Il TUny - 3MiHK 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIXHOIO
nNpoAayKTy/peareHTy, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUPO6HMKA
(BK/OYarouM, e HeobXxigHo, Micue
npoBeAeHHsA KOHTPOSo AkocTi) APl (3a
BifICYTHOCTI cepTudikara
Bi4NOBIAHOCTI €BpONENiCHKil
hapmakonei y 3aTBepAXeHOMY [0ChE)
(3MiHM po 3axopiB, MOB’'A3aHUX 3
KOHTPO/1IEM aKTUBHOT PEYOBUHU
6i0/10riyHOro NOXoMKEHHS: 3aMiHa ab0
[ofasaHHA AifbHUL, Ae NPOBOANTLCSA
KOHTPOb/BUNPOGYBaHHS cepil,
BK/1H0HAKUM 3aCTOCYBaHHS
6i0N0riYHOro/iMyHO10r4YHOro/iMyHOXIMI
YyHOro metogy) JogaBaHHs
anbTepHaTUBHOI AinbHULi BioReliance
Corporation 9820 Darnestown Road,
Rockville, MD 20850, USA
BiNoBiAa/IbHOT 38 KOHTPO/1b AKOCTI
rO/I0BHOIO Ta po6040ro 6aHKy KiTUH.

3a
peyenm
om

UA/15929/01/04
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BeTtep ®apma-
depTuryHr rm6X & Ko.
K, HimeuyuuHa;
BMPOGHMLTBO
PO34MHHVKA B
LUNpYLUAXx, KOHTPOSb
AKOCTI PO3YMHHUKA
(oKpiM pgocnifmKeHHs
repMeTUUHOCTI):
BeTtep ®apma-
depTuryHr rm6X & Ko.
KI, HimeuyuuHa;
Bi3yasIbHW KOHTPO/Tb
PO3YMHHVKA, KOHTPO/1b
AKOCTi PO3YMHHUKA
(okpim gocnigpKeHHs
repMeTUYHOCTI, CUn
TepTs NOPLUHSA):
BeTtep ®apma-
depTuryHr rm6X & Ko.
K, HimeuyuuHa;
Bi3yasIbHWI KOHTPO/Tb
PO3YMHHVKA, KOHTPO/1b
AKOCTi PO3YMHHUKA
(mocnimpkeHHs
repMeTUYHOCTI, CUn
TepTs NOPLUHSA)):
BeTtep ®apma-
depTuryHr rm6X & Ko.
K, HimeyunHa

Mpoekt MKSA (Bepcisi eCTD 0002)

164.

PE®AKTO
AD

Coagula
tion
factor
VI

MOPOKTO
Kor
anbha

B02B
D02

niocpinisat ans
PO34UHY NS iH'EKLi
no 3000 MO; 1
nonepesHL0
HanoBHEHUIA WnpuLy
3 niogpinizaTtom y
BEPXHill kamepi Ta
PO34MHHKKOM no 4
MY HUXKHI kamepi,
1 WTOK nopLHs, 1
cuctema gns
iHcpy3iT, 2 TamnoHK
3i cnupTtom, 1
nnactup, 1 mapnesa
nogyuleyka ta 1

Mdparizep

Eiu.Ci.Mi.

Kopnopeii
LUH

CLA

KOHTPO/b SIKOCTi Mpn
BWMYCKY Cepiil Ta npu
LOCAIMKEHHI
cTabinbHOCTI,
MapKyBaHHS,
BTOPUHHE NaKyBaHHS,
BMNYCK cepii: BaeT
dapma C.A., IcnaHis;
BMPOGHMLITBO
NiKapcbKoro 3acooy,
KOHTPO/Ib AKOCTI:
BeTtep ®apma-
depTuryHr rméx & Ko.
KI', HimeuuunHa;
Bi3ya/IbHWI KOHTPO/Ib

Icnanis/
Himeuun
Ha

BHECEHHS 3MiH 40 peeCTpaLiiHNX
MaTepianis: 3miHu Il TUny - 3MiHu 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOBHMKA BMXiAHOTO/MPOMIXXHOrO
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTHCS Y BUPOOHUYOMY
npoueci A®l, ab6o 3miHa BUPOGHMKa
(Bkntovaroun, ge HeobxigHo, Micue
npoBefieHHs1 KOHTPO/IO AKOCTi) A®I (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponechbkili
hapmakonei y 3aTBepikeHoMy [OCbE)
(3miHM g0 3axogiB, NOB'A3aHMX 3
KOHTPO/IEM aKTMBHOI PeYOBUHYU
6i010r4HOro NOXoAKeHHs: 3aMiHa abo

3a
peyenm
om

UA/15929/01/05




ITpojoBXeHHs fojaTKa 3

166

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
KOBMayoK y nikapcbkoro 3acoby, [oAaBaHHA AifbHULI, Ae NPOBOANTLCSA
KapTOHHI Kopo6Lyi KOHTPO/Ib SKOCTI KOHTPO/b/BMNPOGYBaHHS cepii,
nikapcbKkoro 3acoby: BK/IHOHYAK0UM 3aCTOCYBaHHSA
Bettep ®apma- 6i0N0riYHOro/iMyHO0r4YHOro/iMyHOXIMI
depTuryHr rm6X & Ko. yHoro metoay) JogaBaHHs
KI, HimeuuunHa; anbTepHaTUBHOI AinbHUL BioReliance
Bi3ya/IbHW KOHTPO/b Corporation 9820 Darnestown Road,
nikapcbKkoro 3acoby, Rockville, MD 20850, USA
KOHTPO/b AKOCTI BiANoBiAa/IbHOT 38 KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby: rO/I0BHOTO Ta PO6040ro 6aHKy KTiTUH.
BetTep ®apma- MpoekT MKA (Bepcis eCTD 0002)
®epTuryHr rméX & Ko.
K, HimeyuunHa;
Bi3yasIbHWIA KOHTPO/Tb
NiKapcbKoro 3acoby:
BeTtep ®apma-
depTuryHr rm6X & Ko.
K, HimeyunHa
165. | PUCNEPWUA | risperido | pucnepn | NOSA TabneTkn, BKPUTI TOB YkpaiHa | AT ®apmaueBTUYHWI yYropwm BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/20419/01/01
OH-TEBA ne [LOH X08 NNiBKOBOKO «TeBa 3aBog, TeBa Ha marepianis: 3MiHu | TUny - 3MiHK 3 peyenm
060/10HKOI0, N0 2 Mr; | YkpaiHa» AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. oM
no 10 TabneTtok y KOHTPO/1b rOTOBOrO NiKapcbkoro
6nicTepi; no 2 a6o 3, 3acoby. 3miHa y MeToaax
abo 6, abo 9 BMNPOBYBaHHA rOTOBOIO J1iKAPCbKOro
6nictepiB y 3aco6y (iHWi 3MiHK y MeToAax
KapTOHHI Kopo6ui BMNpOoGYBaHb (BK/IKOYaouM 3amiHy abo
[ONOBHEHHS)) - 3aMiHa BUNPOOYBaHHSA
Ha OAHOPIAHICTb f030BaHMX OAVHUL
MeTOAO0M NPAMOro BU3HAYEHHS Ha
po3paxyHKOBO-BaroBuii MeTog,
BBegeHHs 3MiH NPOTArom 6-Tu micsuis
nicns 3aTBepKeHHs.
166. | PUCNEPWA, | risperido | pucnepn | NO5A TabneTku, BKpUTI TOB YkpaiHa | AT ®apmaueBTUYHWIA Yropuium BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/20419/01/02
OH-TEBA ne OOH X08 NAiBKOBOO «TeBa 3aBof TeBa Ha marepianis: 3miHu | TUny - 3miHK 3 peyernm
060/10HKOH, NO 4 Mr; YkpaiHa» AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. oM

no 10 Tabnetok y
6nicTepi; no 2 a6o 3,
abo 6, abo 9
6nictepiB y
KapTOHHI Kopo6Lyi

KOHTpOsb roToBoro nikapcbkoro
3acoby. 3miHa y meToAax
BMNPOOYBaHHA rOTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHK Yy meTogax
BMNpOGYBaHb (BK/IKOYaouM 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa BUNPO6YBaHHSA
Ha OfHOPIAHICTb [030BaHUX OANHULLL
MeTOA0M NPAMOro BU3HAYEHHS Ha
po3paxyHKOBO-BaroBuin MeTog,
BBefieHHs 3MiH NpoTArom 6-Tn MicauiB
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3aco6y Hename | pe4osu
HmosaH HU
a

Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Homep

peecmpayitiHo

20
nocsioYeHHs

nicns 3aTBepAKEHHS.

167.

PUCNOMEN | risperido
T® ne

pucnepm
[IOH

NO5A
X08

TabneTku, BKpUTI
060/10HKOI0, NO 2 Mr;
no 10 TabneTok B
6nicTepi; no 2 abo
no 6 6nictepis y
KapTOHHIN navuj

TOB
«[I>KOHCOH
i [DKOHCOH

YKpaiHa
11»

YKpaiHa

AHcceH-Cinar C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpavLiiiHuX
marepianis: 3miHu | Tuny - 3miHn
oo 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO B iHCTPYKL,itO 4719 MeANYHOro
3acToCyBaHHS /likapcbKoro 3acoby B
po3ain "OcobnnBOCTI 3aCTOCYBaHHA",
e [0[aHo 3acTepexeHHs LWoao
[,0MOMDKHOI peYOBUHM.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicALiB NicnsA 3aTBePKEHHSA. 3MiHM |
MRy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) 3miHun
BHECEHO B iHCTPYKL,iI0 A1 MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
po3gin "Mo6iyHi peakuii” Wwoao
BaXX/IMBOCTI 3BiTYyBaHHs Npo
nigo3proBaHi No6ivHi peakuii. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 MicsiLis
nicnsl 3aTBEPAKEHHS.

3a
peyenm
om

He
nionsie
ae

UA/0692/01/02

168.

PUDPAMIIL, | rifampici
WH 75 MI" n and LLMH,

TA isoniazid | i3oHia3n
I30HIA3NA a

50 Ml

pucbamni

JO4A
M02

Tabnetku
AvcneprosaHi no 75
mr/50 wr; no 28
TabneTtok y cTpuni;
no 3 ctpunuy
KapTOHHI ynakoBLi

Makneogc
Papmacb
HOTUKasIC
Nimiten

IHais

Makneopc
PapmacboTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHnX
marepianis: 3miHu | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapaxkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpavuiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNoBiAHO A0 nnaHy
negjarpnyHux gocnigpxeHs (PIP)
(3MiHY Y3ro[>KEHO 3 KOMMNETEHTHUM
YMNOBHOBaXEHVM OpraHom)
3MiHM BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby y po3ginu "OcobamBocCTi
3actocyBaHHs", "lNob6iuHI peakwi"
BiZNOBIAHO 0 OHOBJ/IEHOT iIHChopmaLii
3 6e3neku fito4oi peYoBUHMW.

3a
peyenm
om

He
nionsie
ae

UA/16648/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
IHCTpyKUis ANs MeguyHoro
3acToCyBaHHS NikapcbKoro 3acoby
(eCTD Bepcis 0010) BeegeHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEpPAKEHHS
169. | CEBIKAP Olmesar | onmeca C09D TabneTku, BKpUTI 3eHTiBa, Yecbka [Oaiui CaHkio KOpoyn Himeyun BHECEHHS 3MiH [0 peecTpaviiiHnx 3a UA/17662/01/01
HCT tan pTany X03 NNiBKOBOKO K.C. Pecny6n m6X Ha mMartepianis: 3miHu | TUny - 3MiHKM 3 peuyenm
medoxo MeZl0KCo 060/10HKOot0, 20 Mr/5 ika aKocTi. CepTudikar BignosigHOCTI/lE- oM
mil, Min, mr/12,5 wmr; no 14 cepTugikaT BiANOBIAHOCTI
amlodipi | amnogu TabneTtok y 6nictepi; €Bponencokiin
ne and niHy no 2 6nictepay thapmaxonei/moHorpadii. NMogaHHA
hydrochl | 6ecunar KapTOHHIN navui HOBOro abo OHOB/IEHOrO cepTudikaTa
orothiazi | Ta Bi4MOBIAHOCTI 260 BUTYYEHHS
de riapoxno cepTugikaTa BignNoBIigHOCTI
poTiasung €sponeiicbkili hbapmakonei: gns Adl;

L1151 BUXIAHOTO
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI A®I; 4ns AONOMIKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWn cepTudpikar Big yxe
3aTBEPPKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
Bi4NOBIAHOCTI €BpONENiCHKil
thapmakonei Ne CEP 2004-149 - Rev
08 (3atBeppxeHo: R1-CEP 2004-149 -
Rev 07) ons gioyoi peyoBunHn
Hydrochlorothiazide Big Bxe
3aTBEPKEHOr0 BUPOGHMKA, 3MIHEHO
Ha3By Ta agpecy BnacHvuka CEP Ha
TAPI NL B.V., Netherlands. 3miHeHO
Ha3By BUpoOHUka APl Ha TAPI
CROATIA INDUSTRIES LTD., agpeca
haKkTMUHOro BUPOGHNYOTO
MalifaHumka He 3miHunacs. 3miHu |
TMny - 3MiHK 3 AKkocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar
BiNOBIgHOCTI E€Bponelicbkilt
thapmakonei/moHorpadii. MogaHHs
HoBOro abo OHOBMIEHOro cepTudikaTa
BiAANOBIAHOCTI 260 BUNYyYEHHS
cepTugikaTa BignoBigHOCTI
€Bponelicbkiil hapmakonei: ans Adl;
Ansa suxigHoro
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3aco6y Hename | pe4osu

HmosaH HU
a

Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHULUTBI A®I; An1a ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS
OHOB/IEHOro cepTudikata
BiANOBIAHOCTI E€Bponeiichkili
thapmakonei Ne CEP 2013-105 - Rev
04 (3aTBepmxeHo: CEP 2013-105 -
Rev 03) ons aioyoi peyoBnHU
Olmesartan medoxomil Big Bxe
3aTBepAKeHoro BupobHuka EUROAPI
HUNGARY Ltd., YropwuHa. 3MmiHu |
Tuny - 3MiHK 3 akocTi. CepTudikat
BignoBigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBponeiichkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUIYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI API; An1a ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS
OHOB/IEHOro cepTudikata
BiANOBIAHOCTI EBponeiichkili
thapmakonei Ne CEP 2013-268 - Rev
03 (3aTBepmkeHo: R1-CEP 2013-268 -
Rev 02) ons aivoyoi peyoBuHU
Olmesartan medoxomil Big Bxe
3aTBEPAKEHOIO BUPOBHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kntaii.

170.

CEBIKAP Olmesar
HCT tan pTaHy
medoxo MeZl0KCo
mil, Mif,

onmveca

C09D
X03

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKoto, 40
mMr/10 mr/12,5 mr; no

3eHTiBa,
K.C.

Yecbka
Pecny6n
ika

[Jaiui CaHkio tOpoyn
6X

Himeuun
Ha

BHECEHHSA 3MiH 10 peecTpaLiiHnx
mMartepianis: 3miHu | TUny - 3MiHKM 3
aKocTi. CepTudikar BignosigHOCTI/lE-
cepTtudikaT BifNoBigHOCTI

3a
peyenm
om

UA/17662/01/04
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a

Hassa*

amlodipi | amnogu 14 TabneToK y €Bponecokiin

ne and niHy 6nicTepi; no 2 thapmakonei/moHorpadii. NMogaHHA

hydrochl | 6ecunat 6nictepay HOBOro abo OHOBMEHOro cepTudpikata

orothiazi | Ta KapTOHHI nauui BiANOBIAHOCTI 260 BUMYyYEHHS

de rigpoxsno cepTudikaTa BigNOBIQHOCTI

poTiasung €Bponelicbkiin hapmakonei: ans Adl;

AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMLTBI A®I; ANS 4ONOMIKHOI
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiickkili hapmakonei) -
OHoBeHWin cepTuddikaT Bif yxe
3aTBEPPKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei Ne CEP 2004-149 - Rev
08 (3atBeppxeHo: R1-CEP 2004-149 -
Rev 07) ans Aito4oi pevoBrHN
Hydrochlorothiazide Big Bxe
3aTBEPAKEHOrO BUPOBHMKA, 3MIHEHO
Ha3By Ta afpecy BnacHuka CEP Ha
TAPI NL B.V., Netherlands. 3miHeHo
Ha3By BUPO6HMKa AP| Ha TAPI
CROATIA INDUSTRIES LTD., agpeca
haKTUYHOro BMPOBHUYOro
MalifaHuuka He 3miHunacs. 3miHu |
Tuny - 3MiHK 3 akocTi. CepTudikat
BignoBigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBponeiichkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
Bi4NOBIAHOCTI 260 BUIYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHULUTBI A®I; An1a ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS
OHOB/IEHOro cepTudikata
BiANOBIgHOCTI EBponeichkili
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3acoby Hername | pe4yosu
HmosaH HU
a
Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

thapmakonei Ne CEP 2013-105 - Rev
04 (3aTBepmkeHo: CEP 2013-105 -
Rev 03) ons aioyoi peyoBnHU
Olmesartan medoxomil Big Bxe
3aTBepAKeHoro BupobHuka EUROAPI
HUNGARY Ltd., YropwuHa. 3MmiHu |
Tuny - 3MiHM 3 akocTi. CepTuddikat
BignoBigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€Bponeiichkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
Bi4NOBIAHOCTI 260 BUIYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHULUTBI API; An1a ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS
OHOB/IEHOro cepTudikata
BiANOBIAHOCTI EBponeiichkili
thapmakonei Ne CEP 2013-268 - Rev
03 (3aTBepmkeHo: R1-CEP 2013-268 -
Rev 02) ons aivoyoi peyoBuHU
Olmesartan medoxomil Big Bxe
3aTBEPAKEHOIO BUPOBHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kntaii.

171.

CE3O0HIA levocetiri

zine

nesouet
NPU3NHY
aurigpox
nopug,

ROGA
EO09

TabneTku, BKpUTI
NAiBKOBOO
060/10HKO10, N0 5 Mr;
no 10 tabnetok y
6nicTepi; no 1, no 2,
no 3, aéo no 10
6nicTepis y kOopoobLi
3 KapTOHY

TOB
"MpepacTas
HULTBO
BAYM
PAPM
rMBXx"

YkpaiHa

Brpo6HMUTBO 3a
NoBHMM LmKNom: TOB
"ACTPA®APM",
YKpaiHa,;
CepTuchikauis cepii Ta
BMAAaYa [O3BOJY Ha
peanizaujto (BUMycK)
cepii:

TOB
«MpeacTaBHULTBO
BAYM ®APM 'MBX»,
YkpaiHa

YKpaiHa

BHECEHHSA 3MiH 10 peecTpaLiiHnx
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/b rOTOBOrO NiKapCcbKoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo JonycTUMMX
MEX rOTOBOr0 NiKapcbKoro 3acoby
(iHWi 3MiHW) - BBE4EHHS NepioANYHOCTI
BMNPO6YBaHHA 3a NOKa3HUKOM
«MikpobionoriyHa ymctoTa» B
Creupndikaunii ['N13, a came: «TecT He €
PYTUHHUM, BUKOHYETbCS A1 KOXHOT

6e3
peyenm
a

4yeTBepTOi cepii, asie He pigwe ogHoro

UA/16127/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
pasy B pik».
172. | CIHOXAPAI | metformi | emnarni A10B TabneTku, BKpUTI BepiHrep Himeyuun BVPOGHMLTBO, Himeuun BHECEHHS 3MiH [0 peecTpavLiiiHuX 3a UA/15724/01/01
® nand N03KH D20 NNiBKOBOK IHrenbxan Ha nepBuHHE Ta Ha/ MaTepianis: TexHiuyHa nomunka (3rigHo | peuyenm
empaglif | Ta 060/10HKOHD, 5 M BTOPWHHE NaKyBaHHS, Mpeuisi/ Haka3ly MO3 Big 23.07.2015 Ne 460) om
lozin meTdop Mr/1000 mr; no 10 IHTEepHeLw KOHTPO/1b SIKOCTI, PpaHuis BrinpasneHHs TeXHIYHOI NOMUIIKN
MiHYy TabneTtok B 6nicTepi; HN TMBEX BUMYCK cepii: bepiHrep / [ONyLEHOT B 3aTBEPKEHIN peaakui
rigpoxno no 6 6nictepis y IHrenbxainm ®apma Cnonyuy nokymeHTa 3miHn go MKA N3
pna KapTOHHI Kopo6ui v6X i Ko. KT, eHi (3aTBEpMKeHi Haka3zom MO3 YkpaiHu
HimeyuunHa; Lratn Bif 31.07.2026 Ne 1060) Ta B MKA
BUPOGHMLTBO, Amepuk (3aTBEpmkeHi Hakaszom MO3 YkpaiHu
KOHTPO/b AKOCTI (3a n/ Big 07.05.2024 Ne 794), a came nig
BUHATKOM TECTY LWseiiua yac nigrotoekn MKA y npoueci
«MikpobionoriyHa pis TEXHIYHOrO hopMaTyBaHHS AOKYMEHTY

yucToTa»), NepBUHHE
Ta BTOPUHHE
nakyBaHHSs, BUNYCK
cepii:
BepiHrep IHrenbxaim
Xennac CuHrn
Membep C.A., Ipeuis;
nepBuHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
MNATEOH ®PAHLIA,
PpaHuis;
BMPOGHMLITBO
Tabnetok "in bulk" Ta
KOHTPO/b SIKOCTI:
MaTeoH lMyepTto Puko.
IHK., CnonyyeHi LWtatn
AmepuKu;
KOHTPO/Ib AKOCTI (3a
BUHATKOM TecTy
"MikpobionoriyHa
yuctota"): A eng Em
LWUTABTECT Jlabop
doyp AHaNITUK yHA,
Crab6initatcnpydyHr
M6X, HimeuunHa,
KOHTPO/b SIKOCTi Npu
LOCAIMKEHHI
CTabinbHOCTI (3a
BUHATKOM TecTy
"MikpobionoriyHa

BifAGyocsa 3MileHHs Tabauui y p.
«Cknag», yHacnifgok 4yoro 6yno
ynyLeHo iHchopmauito Wwoao
BMPOGHMWKA Ail040i peYOBUHN
MeTopMIHy rigpoxnopugy —
FARMHISPANIA S.A, IcnaHis, sakuii
6yB 3aTBEPPKEHNIA Nifg Yac npoueaypu
BHeCeHHs 3MiH Hakazom MO3 YkpaiHu
Big 16.11.2021 Ne 2537. Bunpas/ieHHs
TEXHIYHOT NOMWSIKK, 3rigHo n.2.4
po3sginy VI Hakazy MO3 Ykpainu Bif
26.08.2005p. Ne 426 (y pegakuii
Haka3y MO3 Y«kpainu Big 23.07.2015 p
Ne 460) Ma€e BUK/OYHO TEXHIYHWIA
XapakTep Ta cnpsMoBaHe Ha
BiJHOB/IEHHS yNyLLEeHOI iHpopmauii
Npo BUPOGHYKA Ail0HOT PeYOBUHM.
TexHiYHa NoMusIKa pekoMeHAoBaHa A0
3aTBEPMKEHHS.
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

yuctoTa"): EBpodpiHc
ACT M'm6X,
HimeuuunHa;
anbTepHaTuBHa
na6opartopia ans
KOHTPOIIO TecTy
"MikpobionoriyHa
yucrora’: Clrc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Na6op J1IC CE eHg Ko.
KI, HimeuyuuHa;
KtoERCiEc NTA,
Ipeuis;
anbTepHaTuBHa
nabopartopia Ans
KOHTpoto N-
HITpO30AMMETUNaMIHY
(NDMA):
K'oEnCiEc 1TA,
peuis; Consiac AT,
LLisenuapis

173.

CIHAXAPA|
®

metformi
nand
empaglif
lozin

emMnarni
N03KH
Ta
meTdop
MiHYy
rigpoxno
pna

Al10B
D20

TabneTku, BKpUTI
NNiBKOBOO
060n0HKo, 12,5
Mr/1000 mr; no 10
TabneTtok B 6nicTepi;
no 6 6nictepis y
KapTOHHI Kopo6ui

BepiHrep
IHrenbxai
M
IHTepHeLw
HN TMBEX

Himeuun
Ha

BVMPOGHMLTBO,
nepBuHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib SIKOCTI,
BUMYCK cepii: bepiHrep
IHrenbxainim ®apma
m6X i Ko. KT,
HimeyuunHa,;
BUPOGHMLTBO,
KOHTPO/b AKOCTI (3a
BUHATKOM TeCTy
«MikpobionoriyHa
yucToTa»), NEPBUHHE
Ta BTOPUHHE
nakyBaHHS, BUNYCK
cepii:
BepiHrep IHrenbxaim
Xennac CuHrn
Membep C.A., Ipeuis;
nepBuHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:

Himeuun
Ha/
Mpeuisi/
PpaHuis
/

Cnonyy
eHi
Wratn
Amepuk
n/
LWseiiua
pis

BHECEHHS 3MiH [0 peecTpaLiiiHuX
MaTtepianis: TexHiuyHa noMunka (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460)
BrinpasneHHs TeXHIYHOI NOMUIIKN
[ONyLEHOT B 3aTBEPKEHIN peaakui
nokymeHTa 3miHn go MKA N3
(3aTBEpMKeHi Haka3zom MO3 YkpaiHu
Bif 31.07.2026 Ne 1060) Ta B MKA
(3aTBEpMkeHi Hakaszom MO3 YkpaiHu
Big 07.05.2024 Ne 794), a came nig
yac nigrotoekn MKA y npoueci
TEXHIYHOrO hopMaTyBaHHS AOKYMEHTY
BifGyocsa 3MileHHs Tabauui y p.
«Cknag», yHacnifgok 4yoro 6yno
ynyLeHo iHchopmauito Wwoao
BMPOGHMWKA Ail040i peYOBUHN
MeTopMIHy rigpoxnopugy —
FARMHISPANIA S.A, IcnaHis, skvii
6yB 3aTBEPPKEHNIA Nifg Yac npoueaypu
BHeCeHHs 3MiH Hakazom MO3 YkpaiHu
Big 16.11.2021 Ne 2537. Bunpas/ieHHs
TEXHIYHOT NOMWSIKK, 3rigHo n.2.4

po3sginy VI Hakazy MO3 Ykpainu Bif

3a
peyenm
om

UA/15722/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

MATEOH ®PAHLIA,
dpaHLis;
BUPOBHULTBO
Tabnetok "in bulk" Ta
KOHTPO/Tb SIKOCTI:
MareoH lMyepTto Puko.
IHK., CnonyueHi WTaTtn
Amepuku;
KOHTPOb SKOCTI (3a
BVHATKOM TecTy
"MikpobionoriyHa
yncrtota"): A eHg Em
LWUTABTECT flabop
dhyp AHaNITUK yHA,
Crab6initatcnpydyHr
'mM6X, HimeuunHa;
KOHTPO/b SIKOCTI Npu
LOCAIMKEHHI
cTabinbHOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yucToTa"): EBpodpiHc
ACT M'm6X,
HimeuuunHa;
anbTepHaTuBHa
na6opartopia ans
KOHTPOIIO TecTy
"MikpobionoriuHa
yucrora’: Clrc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Na6op J1IC CE eHg Ko.
K, HimeuyuuHa;
KtoERCiEc NTA,
Ipeuis;
anbTepHaTuBHa
nabopartopia Ans
KOHTpoto N-
HITpO30AMMETUNaMIHY

(NDMA):
K'oEnCiEc 1TA,
peuis; Consiac AT,
LLisenuapis

26.08.2005p. Ne 426 (y pegaxuii
Haka3ly MO3 Ykpainu Big 23.07.2015 p

Ne 460) Ma€ BUK/OYHO TEXHIYHUI

Xapaktep Ta cnpsiMoBaHe Ha
BiAHOBNEHHSA ynyLLeHOT iHhopmaLii

Npo BUPOBGHUKA Ait040T PeYOBUHN.

TexHiyHa nomwsIKa pekomeHAoBaHa Ao
3aTBEPKEHHS.

174.

CIHPAI3

C1l-
inhibitor,

iHri6iTop

C1-

BO6GA

co1

NOPOLLOK Ta

PO34YMHHUK ANS

Takepa

MaHydek4

ABCTpis

[03BiN Ha BAMYCK
cepii:

ABcTpisi/
Himeyun

BHECEHHS 3MiH [j0 peecTpaLiiiHuX

3a

MaTepianiB: yTOYHEHHSI peecTpauiiHoi

peyenm

UA/18748/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
plasma ectepas PO34MHY AN iH'EKLR YPIHr Takepa Ha npoueaypv B Hakasi MO3 YkpaiHu Ne oM
derived " no 500 MO; no 2 ABCTpIs MaHydhekuypiHr 498 Big 13.04.2026 - 3miHu | Tuny -
N0ANHN, hnakoHu 3 Al ABcTpis Al', ABCTpis; 3MiHu 3 aKocTi. A®I. KoHTponb AdL.
ofilepxa NOPOLLIKOM, 2 BMPO6HMLTBO M3, 3miHa y napameTpax cneuudikawiii
HWIA 3 hnaKkoHu 3 nepBUHHe Ta Ta/abo [onNyCTUMMNX MEX, BUSHAUYEHNX
nnasmu PO3UYMHHKKOM, 2 BTOPVHHE NakKyBaHHSA y cneundpikauisx Ha A®Il, abo
[OHOPCh npucTpoi ans N3, KOHTPONb AKOCTI BUXIAHWA/MPOMDKHWI
KOT KpOBI nepeHeceHHs 3 cepii: npoayKT/peareHT, Wwo
NOANHN hinbTpOMm, 2 Takepa BMKOPWCTOBYIOTbLCS Y NPOLEC
0flHOpPa30BUX MaHyhekuypiHr BMPOGHMLTBA AD| (3BY>KEHHS

Lwnpuum o6’emom 10
M/, 2 Habopu ans
BeHenyHKuii i 2
3aXMCHUX KUMKW Y
KapTOHHI Kopo6Lyi

ABcTpis Al', ABCTpis;

KOHTPO/Ib AIKOCTI cepii:

"CTepwbHICTL" Ta
"EHOO0TOKCUHKN":
Takepa
MaHyhekuypiHr
ABcTpis Al', ABCTpis;
BUPOGHULTBO,
nepBUHHE NakyBaHHS
Ta KOHTPO/Ib AKOCTI
PO3YMHHYKA:
3irchpig XamenbH
v6X, HimeuunHa

[ONYCTUMUX MEX, BU3HAUYEHUX Y
crneundikaLii Ha nikapcbki 3acobu,
ONA SAKNX OTPUMYETLCA [O3BIN HA

BUMYCK cepii Big, odpiLiliHoro
perynaTopHOro opraHy) - 3ByXXeHHs
OONYyCTUMUX MeX AN15 napameTpy
cneuudikayii «AKTUBHICTb iHriGiTOpY
Cl-ectepasmn»/C1l- esterase inhibitor
activity 3 280 MO/mn go 80-185
MO/mn ansa fito4oi peyoBUHN.
[lopatkoBo BHOCATLCA pefakLiliHi
3MiHM Ao po3sginis 2.3.S 1a 3.2.S.4.5.
3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6.
3MiHa nocTayasibHMKa nakyBaslbHUX
mMaTtepianis abo KOMNAEKTYUMX (SKLLO
3a3Ha4yeHo B [0CbE) (BUYyYEHHS
noctavasnibHuKa) - 3MiHa Ha3Bu
nocTayanbH1Ka nakyBasibHOro
KOMMOHEHTY A/15 hNakoHy 3
MOPOLLKOM Ta thnakoHy 3
PO34YMHHMKOM (BOAA ANst iH'EKLNA) 3
ISO-Gesellschaft fur
Arzneiverpackungen (Industriestrasse
4, 97631 Bad Konigshofen im
Grabfeld, Germany) Ha Remy &
Geiser GmbH. 3miHu | TMny - 3MiHK 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro Mikapcbkoro
3acoby. 3miHa y MeToaax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPO6YBaHHS) - HE3HaYyHa 3MiHa Yy
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

MeToAuLi BUNPObyBaHHs 3a
nokasHnkom "Lintpartun”, sokpema:
3aMiHa LUMTpaTHOro TecT-Habopy Ans
BUMPOGYBaHHS NPV BUAMYCKY rOTOBOrO
nikapcbkoro 3acoby. MpoekTt
oHoBneHux MKA 13 (eCTD Bepcis
0004). 3miHu | TUNY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponencokiin
thapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BinoBigHiCTb A0 MoHorpadii AdPY
abo Esponelicbkoi hapmakonei, abo
iHLWOT HauioHanIbHOT thapmakonel
Aepxasun €C (3miHa y cneuudikauisx,
nos'sizaHa 3i amiHamu B J®Y, a6o
€Bponeiicbkiin hapmakonei, abo iHLuii
HauioHaNbHIN hapmakonei fgepxasu
€C) - BUIyYEHHS TECTY Ha BadKKi
mMeTanu 3 po3giny 3.2.P.7 Container
Closure System (Cuctema
KOHTeliHep/3akKyrnoptoBasnbHWii 3acib), y
3B'A3KY 3 OHOB/IEHHAIM M. 3.2.9. M'ymoBi
3aKynoproBasibHI 3acobu s
KOHTEHepiB 3 BOAHVMU NTiKapCbKUMU
3acobamMu Ans napeHTepasibHOro
3aCTOCyBaHHS, NOPOLUKIB Ta
nioghinizoBaHMx NOpoLLKiB €Bp. ®apm.
(pepakuin 11.1).

175.

CIHPANS

C1l-
inhibitor,
plasma
derived

iHriGiTOp
C1-
ecrepas
"
JIOANHW,
opepxa
HWIA 3
nnasmmu
[OHOpCh
KOi KpOBI
JIOANHN

BOGA
co1

MopoLLOK Ta
PO3YMHHWIK AN
PO3UMHY ANA iH'eKLil
no 500 MO; no 2
hnakoHu 3
NOpPOLLIKOM, 2
dnakoHu 3
PO3YMHHWKOM, 2
nNpUCTpOI AN
nepeHeceHHs 3
inbTPOMm, 2
0[IHOPa30BUX
wnpuym o6’emom 10
M, 2 Habopw ans
BeHenyHKuii i 2

Takega
MaHydek4
YPIHr
ABCTpIst
Al

ABCTpIst

[,03BiN Ha BMNYCK
cepii: Takega
MaHyekuypiHr
ABcTpist Al', ABCTpis;
BMPOGHMLTBO 13,
nepBuHHe Ta
BTOPVHHE NakKyBaHHSA
N3, KOHTPOb AKOCTI
cepii: Takega
MaHydhek4ypiHr
ABcCTpis Al', ABCTpis;

KOHTPO/Ib AKOCTI cepii:

"CTepwbHICTL" Ta
"EHOO0TOKCUHN":
Takena

ABcTpisi/
Himeuun
Ha

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS
y BiANOBiAHICTb A0 MoHorpadii 4dPY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HaLioHaTbHOT thapmakonel
aepxasun €C (iHWi 3MiHW) BUNYyYEeHH:A
BUMPOBYBaHHS Ha asIlOMiHiiA 3i
cneungikawii roToBoro sikapcbkoro
3aco6y a/1s cTepunbHOT BoAW AN
iH'eKUil BiANOBIAHO A0 €Bp. Papm.

3a
peyenm
om

UA/18748/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3aXUCHUX KUMKW Y MaHyhekuypiHr BBefeHHst 3MiH NpoTArom 6 micsuis
KapTOHHI Kopo6Lyi ABcTpis Al', ABCTpisi; nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
BUPOGHULTBO,

nepBUHHE NakyBaHHSA
Ta KOHTPO/Ib SKOCTI
po3unHHKKa: 3irdopig,
XamenbH M'M6X,
HimeuunHa

3aci6. KoHTpob roTOBOro Nikapcbkoro

3MiHuM 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpoNeichbkili
thapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPVBEAEHHS
Y BigNoBigHICTb A0 MOHorpadii 4dY
abo Esponelicbkoi hapmakonei, abo
iHLWOT HaLioHanIbHOT thapmakonel
Aepxasu €C (3miHa y cneyudikauisx,
nos'asaHa 3i 3miHamu B 1®Y, a6o
€Bponeicbkili hapmakonei, abo iHLil
HaLjioHanbHil hapmakonei fepxasu
€C) oHOBNEHHSA cneundikaLii ans
roTOBOrO /liKapcbKoro 3acoby Ans
CTepUIbHOT BOAW AN iH'eKL,i
BiANOBIAHO 4O OHOBNEHOT €BpP. ®apm.
11.1 moHorpadii (169); gogaBaHHs
nocunaHHA Ta NOACHEHHS LWOA0
TeCTyBaHHS Ha IHLWWi HEPO3UNHHI
LOMILLIKN.

BBefeHHs1 3MiH NpoTArom 6 micsiyis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudpikar
BignoBigHocTi/lE-cepTudikart
BiANOBIAHOCTI E€Bponeiichkili
thapmakonei/moHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO NPYBEAEHHS
y BiZNOBIAHICTb A0 MOHorpadii 4PY
abo €poneicbkoi hapmakonei, abo

iHLIOT HaLjioHanbHOT thapmakonei
aepxasu €C (iHWi 3MiHW) BUAAIEHHSA
nocunaHHs Ha dpapmakoneto CLUA (.
CLLUA) ansa nokasHuka "PeyoBuHY, Lo
OKMCHIOTLCA" 31 cneundikauii Ans
CTepubHOT BOAN ANS H'EKLIN.
BBefeHHs1 3MiH NpoTArom 6 micsyis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHN 3 aKoCTi. [O0TOBWIA NiKapCbKuii

3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonyctummx
MeX roTOBOrO /liKapCbKOro 3acoby

(40NoBHEHHS cneuudikauil HoBUM




ITpojoBXeHHs fojaTKa 3

178

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
NMOKa3HUKOM 3 BifMOBIAHVM METOL0M
BMNpO6YBaHHS) AOAABaHHA HOBOrO
nokKasHuKa/BunpobyBaHHs - 3arasibHui
opraHiuHuii Byrneub (Total organic
carbon) 3a ®. CLUA go cneuunddikauii
Ha roToBwuiA Nikapcbkuii 3aci6 ans
CTepubHOI BOAN A5 H'EKLN.
BBefeHHs1 3MiH NpoTArom 6 micsyis
nicnsa 3aTeepmxeHHs. MNpoekt MKA N13
(eCTD Bepcia 0013).
176. | CMEKTA® diosmec | giocmek | AO7B NOPOLLOK AN MAWOSI PpaHuin MAWO/I IHOYCTPI PpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHuX 6e3 nionse | UA/16117/01/01
nonyHuua | tite ™t C05 OopasibHOI cycneHsii, PAPMA martepianis: 3miuu | Tuny - peyenm ae

(cmekTn 3r;n03,76r OPAHC AAMiHICTpaTVBHI 3MiHW. 3MiHa a
T NOpOLLKY Y HalimeHyBaHHs Ta/abo agpecu
Aioktaeq naxkeTuky; no 12 3asBHUKa (BNacHMKa peecTpauiiioro
PUYHNIA) nakeTukiB y NOCBIJYEHHST) - 3MiHa Ha3BW | agpecu

KapTOHHI Kopo6ui

3as1BHMKa, OCKi/lbKM Lie MOB’A3aHO 3
MapKeTVHrOBOO MONITUKOI KOMNAHIl.
3MiHV BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3acTOCYBaHHS /ikapCbKoro
3aco6y y po3gin "3asBHuK,
"Micue3HaxomMKeHHs 3asiBHMKA".
BBefeHHA 3MiH NPOTArom 6-Tu micALiB
nicnsa 3aTsepkeHHs. 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu mMicus
NPOBaKEHHS AiANIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BK/o4aum
AinbHULI BUNYCKY cepil abo micLie
NPOBefEeHHA KOHTPOJIIO SIKOCTI.
(OisanbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEp, BKIOYa0UM
BMNYCK Cepiit) - 3MiHa Ha3BM Ta agpecu
BMPOGHMKa, 6€3 3MiHU MicLA
BMPOGHMLITBA. 3MiHN BHECEHO B
IHCTPYKLiO A1 Me4MYHOro
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ginu "BMpo6HuK",
"Micue3HaxomKeHHs1 BUPOGHMKa Ta
apeca MicLs NpoBapKeHHs /oro
AisnbHOCTI" 3 BiANOBIAHUMYN 3MiHAMK B
TEKCTi MapKyBaHHS ynakoBOK.
BBefeHHA 3MiH NPOTArom 6-Tu micALiB
nicnsa 3aTsepkeHHs. 3miHu | tuny -
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

AfMiHICTpaTMBHI 3MiHWN. 3MiHa
HalilMeHyBaHHA Ta/abo agpecu mMicus
NPOBaKEeHHA AiSIbHOCTI BUPOOHMKA
(BKOYatOuK, 3a HEOOXiAHOCTI, Micue
npoBeAeHHs KOHTPOJII SIKOCTI), abo
B/lacHUKa mactep-cpaiina Ha Adl, abo

noctavanbHuka APIl/BrxigHoro

marepiany/peareHTy/npomMiKHOro

NPOAYKTY, L0 3aCTOCOBYIOTLCSA Y
BMPOGHMLTBI AP (SKLLO 3a3HaYeHo y

[0CbE Ha nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa
BiANOBIAHOCTI E€BpONenchbkili

chapmakonei y 3aTBepKeHOMY [OCbE,

a60 BUPOGHKKA HOBOT AOMNOMDKHOT
PeYoBUHM (SIKLLO 3a3HAYEHO Y [OChE)

-3MiHa Ha3BU BNPOGHYKA AjitoHOoi

peyoBuHU, 6e3 3MiH Micus

BMPOGHMLTBA: 3aTBEPLKEHO:

BEAUFOUR IPSEN INDUSTRIE.
3anponoHoBaHo:

MAYOLY INDUSTRIE. BBefieHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHK) - 3MiHK
BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOI YNakoBKM NikapCbKoro
3acoby y nyHkTm 8, 13, 15, 16, 17 Ta B
TEKCT MapKyBaHHSA NepBUHHOT
YNaKoBKW y NyHKTU 3, 4, 6. BBefeHHA
3MiH NpPOTAroM 6-Tu MicauiB nicns
3aTBEPAKEHHS

177.

CMEKTA®
nonyHuUA

diosmec
tite

niocmek
™T
(cmekTnn
T
pioktaen
PUYHWIA)

A07B
C05

NMOPOLLIOK A5
OopasIbHOI cycneHsit,
3r,no3,76r
MOPOLLKY Y
nakeTuky; no 12
nakeTvkis y
KapTOHHiIn kKopooL,i

MAVONI
DAPMA
®PAHC

DdpaHuin

MANOAI IHAYCTPI

dpaHuis

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx npo cuctemy
hapmakoHarnagy, smiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobm 3
dhapmakoHarnsgy 3asBHuKa ans

6e3
peyenm
a

UA/16117/01/01
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

3[jificHeHHs chapmakoHarnsay B
YkpaiHi, AKLL0 BOHa BiAMIHHA BiJ
YMOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsagy (Bka4arum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3mileHHi MacTep-thaiina cuctemu
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy. Jitoua pegakuis:
Cinbis CicmoHAo / Sylvie Cismondo.
MponoHoBaHa pegakuis: Hikonac
®eppapi / Nicolas Ferrari.
3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBiAA/IbHOT 3a 3AiCHEHHS
hapmakoHarnagy. 3miHa KOHTakTHOT
0co6u 3asBHWMKa, BiANOBIAA/ILHOI 3a
3[jiCHeHHs hapmakoHarnagy B
YkpaiHi. [itova pegakuis: LWWanka
OneHa BonogumupisHa.
MponoHoBaHa pegakuis: MpaconeHko
HOnist BanepiiBHa. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CO6YM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YkpaiHi. 3MiHa MicLsa 3AiiCHEHHS
OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLLe3HaXOAXEHHSI MacTep-thaiina
cmcTeMu chapmakoHarnsgy Ta oro
Homepa

178.

cMooennI
[, 20 %

Fat
emulsio
ns

onis
coeBa
pachiHoB
aHa,
Tpurniue
puan
cepefHb
oro
naHutora
, onis
O/INBKOB
a
padiHoB

BO5B
A02

emynbcia gns
iHdysiiA; no 100 mn,
abo no 250 mn, abo
no 500 mny
dnakoHi

PpeseHiyc
Kabi
[Loiiunang,
6X

Himeuun
Ha

PpeseHiyc Kabi
ABCTpist TM6X

ABCTpist

BHECEHHSA 3MiH 10 peecTpaLiiHnx
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKocTi. A®I. (iHWi 3mMiHWM) gofaBaHHSA
pn60/10BHKX perioHiB FAO37
(CepepzemHe Ta YopHe mMopsi) A0 BXe

3aTBEPKEHUX PETIOHIB 418 pU6’siHoro

Xupy.
3arBepaXeHo:
3.2.R.4 Medicinal Products Containing
or Using in the Manufacturing Process
Materials of Animal and/or Human
Origin
Table B

3a
peyenm
om

UA/13846/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
aHa, Country of origin of the source animals
pn6’aun for the material cited: Fish oil: Water
1 xup outside South America, Marocco
ouuLLeH 3anponoHoBaHo:
nia 3.2.R.4 Medicinal Products Containing

or Using in the Manufacturing Process
Materials of Animal and/or Human
Origin
Table B
Country of origin of the source animals
for the material cited Approved fishing
regions: FAO87 (South America),
FAO34 (Marocco), FAO37
(Mediterranean and Black Sea). 3MiHn
| TMny - 3miHK 3 siKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei/MoHorpadii. NMogaHHs
HOBOrO ab0 OHOBMEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BigNoOBIAHOCTI
€Bponeiicbkin hapmakonei: ans Adl;
ONs BUXIOHOTO
MaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPVCTOBYIOTHCH Y
BMPOGHULTBI ADI; ans AONOMIXHOT
peyoBuUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHOBeHWit cepTuddikaT Big yxe
3aTBEPKEHOrO BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTudlikaTa
BiANOBIAHOCTI EBpoNeichbkili
hapmakonei ana APl onis onvekoBa
padpiHOoBaHa Bif y)xe 3aTBepaKeHOoro
BMpoGHMKa Societe Industrielle Des
Oleagineux, ®paHLis (3aTBEpAKEHO:
CEP 2015-167-Rev 01;
3anponoHoBaHo: CEP 2015-167-Rev
02 ). YTOUHEHO Ha3By BMPOOHUKA Y
MKA N3 (3aTBepaKeHo: Societe
Industrielle Des Oleagineux, ®paHujis);
3anponoHoBaHo: Societe Industrielle
Des Oleagineux SIO, ®paHuis).
3areepgxeHo: CEP 2015-167-Rev 01
SOCIETE INDUSTRIELLE DES
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
OLEAGINEUX
16 rue du General de Gaulle
BP70099
France-62053 Saint-Laurent Blangy
Cedex

SPOR ORG ID: 100018152
SPOR LOC ID 100026939
All present manufacturers Olive oil
Manufacture, analysis and packaging
of Olive oll
Fresenius Kabi AB
Rapsgatan 7
Sweden -751 74 Uppsala
Manufacture, analysis and packaging
of Olive ol
SOCIETE INDUSTRIELLE DES
OLEAGINEUX
16 rue du General de Gaulle
BP70099
France-62053 Saint-Laurent Blangy
Cedex
3anponoHosaHo: CEP 2015-167-Rev
02
SOCIETE INDUSTRIELLE DES
OLEAGINEUX SIO
16 Rue du General de Gaulle
France-62223 Saint-Laurent Blangy
SPOR ORG ID: 100018152
SPOR LOC ID 100094230
All proposed manufacturers Olive oil
Manufacture, analysis and packaging
of Olive oil
Fresenius Kabi AB
Rapsgatan 7
Sweden -751 74 Uppsala
Manufacture, analysis and packaging
of Olive oll
SOCIETE INDUSTRIELLE DES
OLEAGINEUX SIO
16 Rue du General de Gaulle
France-62223 Saint-Laurent Blangy.
3MiHu | TURY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTudikata
Bi4NOBIiAHOCTI 260 BUYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ans Adl;
[ONs BUXIQHOTO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPO6HUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWI cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHSA
OHOB/IEHOro cepTudikata
BiANOBIAHOCTI E€BpoNeiichkili
thapmakonei (3aTBepmxeHo: CEP
2011-115-Rev 02; 3anpornoHOBaHoO:
CEP 2011-115-Rev 03) ans A®l onis
coesa pacpiHoBaHa Bif, yxe
3aTBEpAXEHOro BUpobHUKa Societe
Industrielle Des Oleagineux, ®paHLiisi.
YTOouHeHo Ha3By B1pobHuKa y MKA N13
(3aTtBepmxeHo: Societe Industrielle
Des Oleagineux, ®paHuis);
3anponoHoBaHo: Societe Industrielle
Des Oleagineux SIO, ®paHuisi).
3areepaxeHo: CEP 2011-115-Rev 02
SOCIETE INDUSTRIELLE DES
OLEAGINEUX
16 rue du General de Gaulle
BP70099
France-62053 Saint-Laurent Blangy
Cedex
SPOR ORG ID: 100018152
SPOR LOC ID 100026939
All present manufacturers Soya-bean
oil
Manufacture, analysis and packaging
of Soya-bean oil
Fresenius Kabi AB
Rapsgatan 7
Sweden -751 74 Uppsala
Manufacture, analysis and packaging
of Soya-bean oll
Fresenius Kabi SSPC
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
No 16 Beizha Road

3MiHn | TURYy - 3MiHK 3 aKocTi. FoToBMI

Mashan China - 214092 Wuxi
Manufacture, analysis and packaging
of Soya-bean oil
SOCIETE INDUSTRIELLE DES
OLEAGINEUX
16 rue du General de Gaulle
BP70099
France-62053 Saint-Laurent Blangy
Cedex
3anponoHoBaHo: CEP 2011-115-Rev
03
SOCIETE INDUSTRIELLE DES
OLEAGINEUX SIO
16 Rue du General de Gaulle
France-62223 Saint-Laurent Blangy
SPOR ORG ID: 100018152
SPOR LOC ID 100094230
All proposed manufacturers Soya-
bean oil
Manufacture, analysis and packaging
of Soya-bean oil
Fresenius Kabi AB
Rapsgatan 7
Sweden -751 74 Uppsala
Manufacture, analysis and packaging
of Soya-bean oil
Fresenius Kabi SSPC
No 16 Beizha Road
Mashan
China - 214092 Wuxi
Manufacture, analysis and packaging
of Soya-bean oil
SOCIETE INDUSTRIELLE DES
OLEAGINEUX SIO
16 Rue du General de Gaulle
France-62223 Saint-Laurent Blangy.

nikapcbkuii 3aci6. KoHTponb
[0MNOMDKHNX PevyoBUH. 3MiHa Y
MeTogax BUNpobyBaHHA [OMOMIKHOI
pPeYOoBUHM (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeTofax
BMNpOOGYBaHb) HE3HaYHa 3MiHa Y

3aTBEpKEHOMY MeTofi
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

BMNPOGYBaHHSA AOMNOMDKHOI PEYOBUHM
(chocdhoniniam sseuHoro oBTkKa): 3MiHa
Y BU3HAUEHHI KoHLUeHTpauili NL, PE,
PC, LPC T1a SPH y ctaHgapTHOMY
3pasky 3 metogy ®apmakonei CLUA
«limit of nonphosphatidyl lipids» Ha
BHYTPILLHI aHaniTMYHUiA meToq
KOMnaHii.

[Litova pepakuis
3.2.P.42
Egg phospholipid-lipid clases-
HPLC-212106
3. Standards, Reagents and Devices
3.1 Standard
Certified Egg yolk phospholipid
standard
Concentrations of PE, PC, LPC and
SPH are certified using “Assay”
method in USP-NF monograph for Egg
Phospholipids (mean concentration of
duplicate determinations during 6 days
for each component).

USP standards of PE, PC and LPC
are used for certification. SPH
standard from Sigma (or equivalent) is
used for certification.
Concentration of NL is certified using
the “Limit of nonphosphatidyl lipids”
method in USPNF monograph
for Egg Phospholipids (mean
concentration of 6 determinations).
Purity and expiry date for certified Egg
yolk phospholipid standard: according
to its corresponding
certificate of analysis. Store at - 20 °C
under nitrogen.
MponoHoBaHa pegakuis
3.2P.42
Egg phospholipid-lipid clases-
HPLC-212106
3. Standards, Reagents and Devices
3.1 Standard
Certified Egg yolk phospholipid
standard
Concentrations of NL, PE, PC, LPC
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

and SPH are certified according to
valid SOP, 6-fold determinations are
performed.

Purity and expiry date for certified Egg
yolk phospholipid standard: according
to its corresponding
certificate of analysis. Store at - 20 °C.
3miHu | TMNY - 3MiHK 3 SKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHUX PEYOBUH. 3MiHa Y
MeToAax BUNpobyBaHHA [OMNOMIKHOI
pPEeYOBUHM (HE3HAYHI 3MiHW Y
3aTBEPMKEHUX MeToAax
BMNpOo6YyBaHb) He3HayYHa 3MiHa Yy
3aTBEPAKEHOMY MeTofi
BMNPOBYBaHHSA [OMNOMDKHOI PEYOBUHMN
(dhocdhoninian seuHoro xoBTka): LLicTb
iH'eKLi/i HANPUKIHLi aHaNiTUYHOrO
meTogy 6yae Buny4yeHo 3 MNepe.ipku
NpVUAATHOCTI CcUCTeMM.

[Litova pepakuis
3.2.P.42
Egg phospholipid-lipid clases-
HPLC-212106
6. System Suitability Test
Perform test 6.1 and 6.2 at the
beginning and the end of the analytical
run
MponoHoBaHa pegakuis
3.2.P42
Egg phospholipid-lipid clases-
HPLC-212106
6. System Suitability Test
Perform test 6.1 and 6.2 in the
beginning of the analytical run.
3MmiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEYOBWH (iHLUi 3MiHN)
[ofaBaHHA reorpadivyHoro mxepena
NOXOMKEHHS AN5 AONOMIKHOT
pevoBuHM docdhoninign sevyHoro
xoBTka (PL90), sika MasioiiMOBiIpHO
CTaHOBWTb 6yaAb-AKuI pU3NK Nnepegadi
36yAHUKIB rybuatoi eHuedaonarii
TBapWH.
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

179.

CONMNALE(
H

Paracet
amol,
combina
tions
excl.
psychole
ptics

napauet
amor,
KOgeiH,
KoL EeiHy

docdpat
y

remirigp
art

NO02B
E51

Tabnetku; no 12
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

XaneoH
tOK
TpeigiHr
Nimiteq

Benvka
BputaHi
A

nakcoCwmitKnaiiH
[aHrapsaH flimites

IpnaHgjs

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMarepianis: 3miHu | Tuny - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpayiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHoMm)
3MiHM BHECEHO B iHCTPYKLit0 AN
MeMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby Ao po3ainis "B3aemogis 3
IHLWMMK niKkapcbknuMy 3acobamn Ta
iHWi BMAW B3aemogiin", "OcobnmnBocCTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta posun", "Mo6iyHI peakuii" BigNoOBIgHO
[0 OHOB/EHOT iHGpOpMaLi LWoa0
6e3nekn 3acTocyBaHHS fito4ol
PeYoBMHM 3rifHO 3 pekoMeHAaLlien
PRAC.

3a
peyenm
om

He
niosnsie
ae

UA/4740/03/01

180.

COTANON
CAHI03®

sotalol

coTasion

y
rigpoxno

70

CO7A
AO07

Tabnetkv no 80 mr
no 10 tabnetok y
6nictepi; no 5
6nicTepiB y
KapTOHHI Kopobuj

CaHpos
Papmacb
1oTiKan3
A.4a.

CnoseHi
A

BMPOGHULITBO 3a

MOBHUM LK/IOM:

CantoTtac ®apma
m6X

Himeuun
Ha

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | TUNy - 3MiHK 3
SIKOCTi. [O0TOBWMIA Nikapcbkuii 3acib.
KOHTpPO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTummx
MeX roTOBOrO /likapCbKOro 3acoby
(monosHeHHA cneuudikaLii HOBUM
NMOKa3HWKOM 3 BifMNOBiAHMM METOLOM
BMNPOOYBaHHS) - BK/TOUEHHS AOMILLIKM
N HiTpo30 coTanon Ao cneundikawii
BMNYCKY FOTOBOrO /liKapCbKOro 3acoby
B pamKax BUKOHaHHs Bumor EMA
LLIOA0 YNpasniHHA pysnkamm
HITPO3aMiHOBMX [OMILLOK.

3a
peyenm
om

UA/4449/01/02

181.

COTANON
CAH03®

sotalol

cotasion
y

CO7A
A07

Tabnetkn no 160 mr
no 10 TabneTtok y

CaHpo3
Papmacb

CnoseHi
A

BMPOGHMULITBO 3a
MOBHUM LIMK/IOM:

Himeuun
Ha/

BHECEHHS 3MiH [j0 peecTpaLiiiHnX
marepianis: 3miHu | Tuny - 3miHu 3

3a
peyenm

UA/4449/01/03
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
rigpoxsno 6nicTepi; no 5 toTiKan3 Cantotac ®apma Monbuwa AKOCTI. [0TOBWIA NikapcbKnit 3acib. oM
pug 6nicTepiB y a.a. M6X, HimeuunHa; KOHTpOsb roToBOro nikapcbkoro
KapTOHHI Kopo6Lyi nepBuHHE | BTOPUHHE 3acoby. 3miHa napameTpis
nakyBaHHs, BUMYCK cneumdikauin Ta/abo gonycTUMmx
cepii: MEX roTOBOrO /liKapCcbkoro 3acoby
Nex C.A., Monbua (AonoBHeHHs cneuudikauil HOBUM
NMOKa3HUKOM 3 BifMOBIAHVM METOL0M
BMNPOOYBaHHS) - BK/TOUEHHS AOMILLIKM
N HiTpo30 coTanon Ao cneuudikauii
BMNYCKY FOTOBOrO MiKapCbKOro 3acoby
B pamKax BUKOHaHHs Bumor EMA
00 YNpaB/iHHA prU3nKamm
HITPO3aMiHOBUX [JOMILLIOK.
182. | COTANON sotalol cotanon | CO7A Tabnetkn no 40 wr; CaHpos CnoseHi BMPOGHULITBO 3a Himeuun BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/4449/01/01
CAHAO3® y A07 no 10 TabneTok y Papmacb A NMOBHUM LMK/TOM: Ha marepianis: 3miHu | TUny - 3MiHK 3 peyenm
rigpoxno 6nictepi; no 5 HoTikan3 CantTac dapma SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib. om
pna 6nictepis y a.n. m6X KOHTpPO/Ib rOTOBOrO NiKapCbKoro
KapTOHHI Kopobuj 3acoby. 3miHa napameTpis
abo no 25 TabneTok cneumdikauii Ta/abo gonycTummx
y 6nicTepi; no 2 MEX roTOBOrO /likapcbKoro 3acoby
6nictepu y (monosHeHHA cneuudikaLii HOBUM
KapTOHHiIin kKopooL,i NMOKa3HWKOM 3 BifMOBiAHMM METOLOM
BMNPOOYBaHHS) - BK/TOUEHHS AOMILLIK/
N HiTpo30 coTanon Ao cneundikaii
BMNYCKY FOTOBOrO /liIKapCbKOro 3acoby
B pamKax BUKOHaHHs Bumor EMA
LLIOA0 YNpasniHHA pysnkamm
HITPO3aMiHOBMX [OMILLOK.
183. | CTOPBAC atorvast | kanbuies | C10A TabneTku, BKPUTI CaH IHais CaH ®apmacbloTvKan IHais BHECEHHS 3MiH [j0 peecTpaLiiiHnX 3a UA/0778/01/02
atin a cinb A05 NAiBKOBOO Papmacb IHpacTpi3 Nimiteq, marepianis: TexHiyHa nomunka (3rigHo | peyenm
aTopBsac 060/10HKO10, N0 20 foTuKan Haka3y MO3 Big 23.07.2015 Ne 460), oM
TaTuHy Mr; no 10 TabneTok IHoacTpi3 BunpasneHHs TeXHIYHOI NOMWSIKA Y
y 6nictepi; no 3 abo Nimiteq MK$A N3 (3aTBepmkeHi Hakasom MO3
no 9 6nictepis y Ykpainu Big 15.09.2016 Ne 973),
KapTOHHI Kopo6Lyi [onylLeHoi npy npoueaypi
nepepeectpauii N3y 2016 p.y
po3aini Cneumndikayis 3a NOKasHUKOM
«|30MponuioBuii cnMpTs» 6yN10 HEBIPHO
3a3HaYeHO KpUTEepIi NPUAHATHOCTI.
3a3HaueHe BUNpaB/IeHHs BiANOBIAaE
apxiBHMM MaTepianam peecTpauiiHoro
[0CbE Ta pekoMeHaoBaHa Ao
3aTBEPAKEHHS.
184. | CTPENCIN - 2,4- RO2A NbOASAHUKM; MO 8 PekkiTT Benuvka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH [j0 peecTpaviiiHux 6e3 UA/4927/01/01
C® BE3 anxnop6 | A03 NbOASHUKIB Y BeHkizep BputaHi Xenckep IHTepHeLUHN BputaHi marepianis: 3miHu | Tuny - 3miHu 3 peyenm
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
LLYKPY, 3l €H31/10B 6nicTepi; no 2 Xernckep A Nimiten A AKOCTI. [0TOBWIA NikapcbKnit 3acib. a
CMAKOM nia 6nictepu B IHTepHeLw 3MiHM Yy BUPOGHMLTBI. 3MiHa
NMMOHA cnuprT; KapTOHHI1 kopobuy; HA NliviTeq, iMnopTepa/3miHu, L0 CTOCYTbCSA
aminmer no 12 nboAsiHuKIB y BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
akpeson 6nicTepi; no 1 abo roTOBOrO Jlikapcbkoro 3acoby (3amiHa
no 2 6nictepu B ab0 fofaBaHHA BUPOBHMKA, L0
KapTOHHI Kopo6Lyi BiANOBIAAaE 3a BBe3eHHs Ta/abo
BMMNYCK cepii) - He Bkoyaroun
KOHTPONb/BUNPOGYBaHHSA cepil - 1o
MaTepianis peecTpauiiHoro Aockbe
BHOCUTbCS iHhopMaL,is Npo imnopTepa
ToBapuCTBO 3 06MEXEHOID
BiANOBIAA/ILHICTIO «PekKITT BeHkizep
Xaycxong EHg Xenc Kep YkpaiHa».
3MiHM BHOCATbLCS 3riAHO BUMOT
noctaHoBu KaGiHeTy MiHICTpiB YKpaiHu
Ne 287 Big 14.03.2025 p. Npo
3aTBepMKeHHS MopsaKy BBE3EHHA Ha
TepuTOopito YKpaiHu NikapCbKunx
3acobiB.
185. | CTPENCIN - 2,4- RO2A NbOASAHUKK; MO 12 PekkiTT Benuvka PekkiTT BeHkizep Benuka BHECEHHSA 3MiH 10 peecTpavLiiiHnx 6e3 UA/7436/01/01
C®3 onxnop6 | A03 NbOASHUKIB y BeHkizep BpuTaHi Xenckep IHTepHeLHN BpuTaHi mMartepianis: 3miHu | Tuny - 3MiHKM 3 peuyenm
BITAMIHO €H3U1/10B 6nicTepi; no 2 Xenckep A NimiTen A AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. a
M C 3I ni 6nictepu B IHTepHeLw 3MiHW Y BUPOGHULITBI. 3MiHa
CMAKOM cnuprT; KapTOHHiIn kKopooL,i HA JliviTeq, iMnopTepa/3miHu, L0 CTOCYOTbCS
AMNENbCUH aminver BMNYCKY Cepii Ta KOHTPOIO AKOCTI
A akpeson roTOBOrO /liKapCbkoro 3acoby (3amiHa
; HaTpilo ab0 fofaBaHHSA BMPOOHMKA, WO
ackopba BiAnoBigae 3a BBe3eHHs Ta/abo
T, BUMNYCK cepii) - He Bktovaroun
ackop6iH KOHTPO/b/BUNPOGYBaHHSA cepii - 10
oBa Marepianis peecTpaujiiiHoro AOCbE
Kucnora BHOCUTbCS iHhopMaL,is Npo imnopTtepa
ToBapnCTBO 3 0OMEXEHOI
BiANOBIAaA/ILHICTIO «PeKKITT BeHkizep
Xaycxong EHg Xenc Kep YkpaiHa».
3MiHM BHOCATLCSA 3rigHO BUMOT
noctaHoBy KabiHeTy MiHICTpiB YkpaiHu
Ne 287 Big 14.03.2025 p. MNpo
3aTBep/mKeHHs MopsaKy BBE3EHHA Ha
TEPUTOPIID YKpaTHW NiKapCbKux
3acobi..
186. | TAHAKAH® | Ginkgo liHkro NO6D TabneTkn, BKpUTI MAKONI PpaHuis MAMONI IHOYCTPI ®paHujsa BHECEHHS 3MiH 0 peecTpaLiiHnX 6e3 He UA/9822/01/01
folium (Ginkgo X02 060/10HKO, MO 40 PAPMA martepianis: 3MiHu | Tuny - peuyenm | nionse
biloba mr; no 15 TabneTok PPAHC AAMiHICTpaTVBHI 3MiHW. 3MiHa a ae
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

L)
(cyxuin
EeKCTpaKT
nneTs,
ouuLLEeH
WiA i
Ki/TbKiCH
o]
BU3HAYE
HWIA)

y 6nicTepi; no 2 abo
6 6nictepiB y
KapTOHHI Kopo6Lyi

HaliMeHyBaHHS1 Ta/abo agpecu
3asBHMKa (BNacHvka peecTpauiiiHoro
NoCBIJYEHHS) - 3MiHa Ha3BU | agpecu

3as1BHMKA, OCKifIbKM Lie NOB’AA3aHOo 3
MapKeT1HrOBO MONITUKOK KOMMAHIT.
3MiHM BHECEHO B iHCTPYKLitO AN
MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ainu "3asBHuK",
"Micue3HaxoMKeHHs 3asBHMKA".
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -

AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu micus

NPOBAKEHHS AiS/IbHOCTI
BMpOo6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKAYaumn
AinbHULI BUNYycKy cepii abo micue
NPOBeAeHHS KOHTPOJIO SKOCTI.
(@isnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, BKIOYaoUM
BUMYCK Cepiid) - 3MiHa Ha3BW Ta agpecu
BMPOGHMKa, 6€3 3MiHN MicLA
BMPOGHMLTBA. 3MiHM BHECEHO B
IHCTPYKLiO ANA MeAUYHOro
3acTOCyBaHHS NMikapCbKoro 3acoby y
po3ginu "Bupo6HuK",
"Micue3HaxoxeHHs BUPO6GHMKa Ta
agpeca MicLs NpoBaKEHHs Moro
nOisiNbHOCTI" 3 BigNOBIAHMMYN 3MiHAMM B
TEKCTi MapKyBaHHS ynakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekun/ethekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). 3MiHK
BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI YNaKoBKM NlikapCbKoro
3acoby y nyHkTu 8, 13, 16, 17 TaB
TEKCT MapKyBaHHS NepBUHHOT
YyNakoBKW Y NyHKTU 3, 4, 6. BBeaeHHA
3MiH NPOTAroM 6-Tu Micauis nicns
3aTBEPAKEHHSA

187.

TAHAKAH®

Ginkgo
folium

FiHKro
(Ginkgo
biloba
L)

NO6D
X02

TabneTku, BKpUTI
060/10HKO10, N0 40
Mmr; no 15 TabneTok
y 6nicTepi; no 2 abo

MANONI
SAPMA
PPAHC

PpaHuis

MAMOAIIHOYCTPI

®paHuisa

BHECEHHSA 3MiH 10 peecTpaLiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo

6e3
peyenm
a

UA/9822/01/01
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n/n

Hassa MixHap Ha3ssa
JliKapcbKoe2 00Ha diroyoi
0 3aco6y Hename | pe4osu

HmosaH HU
a

Ha3sa*

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

(cyxuin
eKCTpakT
nncTa,
ouuLLEeH
Wi i
Ki/TbKIiCH
0
BU3HAYe
HUiA)

6 6nicTepiB y
KapTOHHI Kopo6Lyi

3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHnx npo cucTemy
thapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOT ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jliCHEeHHs1 hapmakoHarnaay B
YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
yMOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-thaiina cuctemu
thapmakoHaraagy) - 3miHa
YMOBHOBaXEHOI 0CO6M 3as1BHIIKA,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA
hapmakoHarnsagy. [ivoua pegakuis:
Cinbis CicmoHgo / Sylvie Cismondo.
MponoHoBaHa pepakuis: Hikonac
deppapi / Nicolas Ferrari.
3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6U 3aABHMKA,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a
3[jificHeHHs chapmakoHarnsay B
YkpaiHi. [itova pegakuyis: LWanka
OneHa BonoammupisHa.
MponoHoBaHa pepgakuisi: MNpaconeHko
tOnis BanepiiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. 3MiHa MicLA 34iiCHEHHS
OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsagy. 3miHa
MicLie3Hax0MKeHHs1 macTep-thaiina
cucteMu hapmakoHarnsgy Ta moro
Homepa.

188.

TAHTYM
BEPAE®

benzyda
mine

6eH3nga
MiHYy
rigpoxno
pna

AO1A
D02

PO34MH 419 POTOBOI
NOPOXHUHYK, 1,5
mr/mn; no 120 mn
abo 240 mny
01aKOHi 3 MipHUM

AsieHge
Kimike
PiyHiTe
AHRXeNiHi
PpaHyeck

ITanisa

AsieHge Kimike PiyHite
AHXeniHi PpaHyecko
AKP.A®. CnA.

ITanisa

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | TUny - 3MiHK 3
SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib.
KOHTpPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3MiHa napameTpis

6e3
peyenm
a

UA/3920/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
cTakaHuukom; no 1 o] cneumdikauin Ta/abo gonycTUMmx
hnakoHy y AK.P.AOD. MEX roTOBOrO /liKapcbkoro 3acoby
KapTOHHI Kopo6Lyi C.n.A. (iHWi 3MiHW) - BHeceHHs 3MiH A0
cneuudikawii nikapcbKoro 3acoby
00 nokasHuka «O6’'em
HamNoOBHEHHS» Y 3B'A3KY 3 A0JaBaHHAM
HOBOr0O PO3Mipy ynakoBKu (h/1akoH
240 mn).
189. | TEMOMEL temozol Temoson | LO1AX | kancynu no 5 mr; no Megak Himeuun BUPOGHUK, LLLO Himeuun BHECEHHSA 3MiH 10 peecTpaLiitHnx 3a UA/13562/01/01
AK omide oMmig 03 5 a6o 20 kancyny lesenblia Ha BignoBigae 3a Ha/ MaTtepianis: 3miHu | TMNy - 3MiHn peuyenm
chnakoHi, no 1 T dorop BTOPWHHY YNaKoBKY, ITanis Loao 6e3nekn/edeKTUBHOCTI Ta oM
hN1aKoHy B navi KniHiwe KOHTPO/b/BUNpPOOYBaH thapmakoHarnsgy. BeegeHHs abo
Lneuianb HS1 cepii, 403BiN Ha 3MiHWM [0 y3arasibHEHMX JaHWX NPO
npenapat BUMyCK cepii: Megak cuctemy chapmakoHarnagy (BefeHHs
e M6X lesenbliadt rop y3arasibHeHNX AaHnx Npo cuctemy
KniHiwe hapmakoHarnagy, smiHa
Lneuianbnpenapare YMOBHOBaXeHOT 0cobu,
M6X, HimeuuunHa, BiJNOBIAANbHOI 32 3[jACHEHHS
BiAMOBIAATL 3a hapMakoHarsay; KOHTaKTHOI 0cobu 3
BMPOGHMNLITBO dhapmakoHarnsgy 3asBHuka gns
Hepo3gacoBaHo! 3[jiCHEHHsI hapmakoHarnagy B
NPOAYKLU,iT, NEPBUHHY YKpaiHi, K0 BOHa BigMiHHA Bif
yNakoBKY, YMOBHOBaXEHOT 0coby,
KOHTPO/b/BUNpPOOYBaH BiJNOBIAANbHOI 3@ 3jACHEHHS
HS cepii: XaynT ®apma hapmakoHarnagy (Bkiovaroum
Awmaper M'm6X, KOHTaKTHi faHi) Ta/abo 3MiHu y
HimeyuunHa; po3MilLeHHi MacTep-haiina cuctemm
Hepchapma C.p.J1., hapmakoHarnsgy) - 3MiHa KOHTakTHOT
ITanisa 0co6u 3asiBHMKA, BiANOBiAa/IbHOI 3a
thapmakoHarnag B Ykpaini. fitoya
pegakuis: AranoB Bnagncnas
Oneroswuy. NponoHoBaHa peakuis:
[opoLueHko AHHa IropiBHa. 3MiHa
KOHTaKTHMX AAaHWNX KOHTaKTHOT 0CO6U
3asBHMKa, BiANOBiga/IbHOI 3a
hapmakoHarnsg B Ykpaii.
190. | TEMOMEL temozol Temo3on | LO1AX | kancynu no 20 wmr; Mepak Himeuun BMPOGHWK, LLO Himeuun BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/13562/01/02
AK omide oMig 03 no 5 a6o 20 kancyn lesenblia Ha Bignosigae 3a Ha/ mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenm
y donakoHi, no 1 T hrop BTOPVHHY YMaKoBKY, ITanisa oo 6e3nekn/edhekTMBHOCTI Ta oM
hnakoHy B naui KniHiwe KOHTPO/b/BMNpOOYBaH thapmakoHarnsgy. BeegeHHs abo
LWneuianb HS1 cepil, 03BN Ha 3MiHW [0 y3ara/ibHeHUX JaHux npo
npenapar BUNYCK cepii: Megak cucTemy thapmakoHarnsgy (sBefeHHA
e M6X lesenbwadT dotop

KNiHiwe
LLineuianbnpenapare

y3arasibHeHUX JaHnx npo cucremy
hapmMakoHarnagy, smiHa
YNOBHOBaXEHOI 0cobw,
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
M6X, HimeuunHa; BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
BiANOBigaTb 3a thapmakoHarnsgy; KOHTakTHOT ocobm 3
BMPOGHMLITBO dhapmakoHarnsgy 3asBHuka gns
Hepo3cacoBaHo| 3[jificHeHHs thapmakoHarnsay B
npoAykKLuii, NepBUHHY YkpaiHi, AKLL0 BOHA BiAMIHHA BiJ
yNakoBKY, YMOBHOBaXEHOI 0co6bu,
KOHTPO/b/BMNpo6yBaH BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
Hs cepii: XaynT ®apma hapmakoHarnsgy (Bka4aroum
Awmaper F'm6X, KOHTaKTHI AaHi) Ta/abo 3MiHn y
HimeuuunHa; po3MiLeHHI MacTep-goaiina cuctemm
Hepdapma C.p.J1., thapmakoHarnsgy) - 3miHa KOHTakTHOI
ITanis 0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a
thapmakoHarnsg B Ykpaini. fitoua
pepakuis: Aranos Bnagucnas
Oneroswuy. NponoHoBaHa pefakuis:
[opoLeHko AHHa IropiBHa. 3MiHa
KOHTaKTHUX [aHNX KOHTaKTHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaii.
191. | TEMOME/ temozol Temo3on | LO1AX | kancynu no 100 wmr; Mepak Himeuun BMPOGHWK, L0 Himeuun BHECEHHS 3MiH [0 peecTpavLiiiHuX 3a UA/13562/01/03
AK omide oMmig, 03 no 5 a6o 20 karncyn le3senbLua Ha BiAnosigae 3a Ha/ marepianis: 3miHu | Tuny - 3miHn peyenm
y thnakoHi, no 1 T dorop BTOPWHHY YMaKOBKY, ITanis oo 6esnekn/edhekTMBHOCTI Ta om
hnakoHy B navwj KNiHiwe KOHTPO/Ib/BMUNpO6YBaH thapmakoHarnsgy. BeegeHHs abo
Lneujanb HA cepii, 403BiN Ha 3MiHW [0 y3araslbHEHUX AaHuX npo
npenapart BMNYyCK cepii: Megak cuctemy chapmakoHarnsagy (BBefeHHs
e M6X lesenbliadT dotop

K/iHiLe
LLineuianbnpenapare
M6X, HimeuumnHa;
BiANOBIAalTb 3a
BMPOBHMLTBO
Hepo3gacoBaHoT
npoAyKLii, NepBUHHY
yMakoBKy,
KOHTpO/b/BUNPOOYBaH
HA cepii: XaynT ®apma
Amaper 'm6X,
HimeuuunHa;
Hepdapma C.p.J1.,
ITania

y3arasibHeHNX faHnx npo cucTemy
thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy 3assBHuka ans
3[jiCHEeHHs hapmakoHarnagy B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
hapmakoHarnsagy (Bkaovaoym
KOHTaKTHI JaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3miHa KOHTakTHOI
0cobu 3asiBHMKA, BiANOBIAA/IbHOT 32
hapmakoHarnag B Ykpaini. firova
pepakuis: Aranos Bnagucnas
Onerosuy. NponoHoBaHa peaakList:
[JopoLeHko AHHa IropiBHa. 3MiHa

KOHTaKTHUX AAaHUX KOHTaKTHOI ocobu
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3asBHVIKa, Bi4NOBiAabHOI 3a
chapmakoHarnsg B Ykpaii.
192. | TEMOMEL temozol Temo3on | LO1AX | kancynu no 140 wmr; Megak Himeuun BUPOGHUK, LLLO Himeuun BHECEHHSA 3MiH 10 peecTpavLiiiHnx 3a UA/13562/01/04
AK omide oMig 03 no 5 kancyny lesenblia Ha BignoBigae 3a Ha/ MaTtepianis: 3miHu | TMNy - 3MiHn peuyenm
chnakoHi, no 1 T dorop BTOPWHHY YNaKoBKY, ITanis Loao 6e3nekn/edeKTUBHOCTI Ta oM
hnaKoHy B naui KniHiwe KOHTPO/b/BUNpPOOYBaH thapmakoHarnsgy. BeegeHHs abo
Lneuianb HS1 cepii, 403BiN Ha 3MiHWN [0 y3arasibHEHMX JaHMX NPO
npenapat BUMyCK cepii: Megak cuctemy chapmakoHarnsgy (BBefeHHs
e M6X lesenbliadt drop y3arasibHeHNX faHnx Npo cuctemy
KniHiwe hapmakoHarssgy, smiHa
Lneuianbnpenapare YMNOBHOBaXEHOI 0coby,
M6X, HimeuuunHa, BiJNOBIAANbHOI 3@ 3[jACHEHHS
BiAMOBIAATL 3a hapMakoHarsay; KOHTaKTHOI 0cobu 3
BUPOGHMNLITBO dhapmakoHarnsgy 3asBHuka gns
Hepo3gacoBaHo! 3[jiCHEHHsI hapmakoHarnsgy B
NPOAYKLU,iT, NEPBUHHY YKpaiHi, K0 BOHa BigMiHHA Bif
yNakoBKY, YMOBHOBaXeHOT 0cobu,
KOHTPO/b/BUNpPOOYBaH BiJNOBIAANbHOI 32 3[jACHEHHS
HS cepii: XaynT ®apma hapmakoHarnagy (Bkiovarumn
Awmaper M'm6X, KOHTaKTHi faHi) Ta/abo 3MiHu y
HimeyuunHa,; po3MilLEeHHI MacTep-haiina cuctemu
Hepchapma C.p.J1., hapmakoHarnsgy) - 3MiHa KOHTakTHOT
ITanisa 0co6u 3asiBHMKA, BiANOBiAa/IbHOI 3a
thapmakoHarnag B Ykpaini. fitoya
pegakuis: AranoB Bnagncnas
Oneroswuy. NponoHoBaHa peakuis:
[opoLueHko AHHa IropiBHa. 3MiHa
KOHTaKTHUX AAaHWNX KOHTaKTHOT 0Co6U
3asBHMKa, BiANOBiga/IbHOI 3a
hapmakoHarnsg B Ykpaii.
193. | TEMOMEL temozol Temo3on | LO1AX | kancynu no 180 wr; Mepak Himeuun BMPOGHWK, LLO Himeuun BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/13562/01/05
AK omide oMig 03 no 5 kancyny lesenblia Ha Bignosigae 3a Ha/ mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenm
hnakoHi, no 1 T hrop BTOPVHHY YMaKoBKY, ITanisa oo 6e3nekn/edhekTMBHOCTI Ta oM
hnakoHy B naui KniHiwe KOHTPO/b/BMNpOOYBaH thapmakoHarnsgy. BeegeHHs abo
LWneuianb HS1 cepil, 03BN Ha 3MiHW [0 y3ara/ibHeHUX JaHux npo
npenapar BUNYCK cepii: Megak cucTemy thapmakoHarnsgy (sBefeHHA
e M6X lesenbliadT drop y3arasibHeHuX JaHnx npo cucremy

K/iHiLe
Lneuianbnpenapare
M6X, HimeuunHa;
BiAMNoBigaTb 3a
BMPOGHMLTBO
Hepo3dacoBaHo|
NPOAYKLUiT, NepBUHHY
YNakoBKy,

hapmMakoHarnagy, smiHa
YMNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHSA
dhapmakoHarnsgy; KOHTaKkTHoi ocobm 3
chapmakoHarnsgy 3asBHuKa gns
3[jiCHeHHs hapmakoHarnagy B
YKpaiHi, KL BOHa BiAMiHHA Bif

YNOBHOBaXEHOI 0cobw,
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Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
KOHTPO/b/BMNpo6yBaH BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
Hs cepii: XaynT ®apma hapmakoHarnsagy (Bka4arum
Awmaper F'm6X, KOHTaKTHI faHi) Ta/abo 3MiHn y
HimeuuunHa; po3MiLeHHI MacTep-oaiina cuctemm
Hepdapma C.p.J1., thapmakoHarnsgy) - 3miHa KOHTakTHOI
ITanis 0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a
thapmakoHarnsg B Ykpaini. fitoua
pepakuis: Aranos Bnagucnas
Oneroswuy. NponoHoBaHa pefakuis:
[opoLeHko AHHa IropiBHa. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaii.
194. | TEMOME/, temozol Temo3on | LO1AX | kancynu no 250 wmr; Mepak Himeuun BMPOGHWK, L0 Himeuun BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/13562/01/06
AK omide omig, 03 no 5 kancyny le3senbLua Ha Bignosigae 3a Ha/ marepianis: 3miHu | Tuny - 3MiHn peyenm
cnakoHi, no 1 T dorop BTOPWHHY YNaKOBKY, ITanis oo 6esnekn/edhekTMBHOCTI Ta om
hnakoHy B navuj KNiHiwe KOHTPO/Ib/BMUNpO6YBaH thapmakoHarnsgy. BeegeHHs abo
Lneujanb HA cepil, 403BiN Ha 3MiHW [0 y3araslbHEHUX AaHuX npo
npenapart BMNYyCK cepii: Megak cuctemy chapmakoHarnsagy (BBefeHHs
e M6X MesenbliadT drop y3arasibHeHUX JaHnx npo cuctemy
K/iHiLe thapmakoHarnsgy, 3miHa
LLineuianbnpenapare YMOBHOBaXXEHOT 0COo6M,
M6X, HimeuunHa; BiANOBiAA/bHOI 3a 3AiCHEHHSA
BiANOBIAalTb 3a thapmakoHarnsgy; KOHTakTHOT ocobu 3
BMPOBHMLTBO hapMakoHarniagy 3asiBHuKa ans
Hepo3gacoBaHoT 3[jiCHEeHHs hapmakoHarnagy B
npoAyKLii, NepBUHHY YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YNakoBKY, YMOBHOBaXEHOI 0COo6M,
KOHTPO/Ib/BMUNpO6YBaH BiANOBIAA/IbHOI 3a 34iiCHEHHSA
HA cepii: XaynT ®apma hapmakoHarnsagy (Bkaovaoum
Amaper 'm6X, KOHTaKTHI JaHi) Ta/abo 3MiHn y
HimeuuunHa; po3MilLeHHI MacTep-thaiina cuctemu
Hepdapma C.p.J1., thapmakoHarnsgy) - 3miHa KOHTakTHOI
ITanis 0cobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
hapmakoHarnag B Ykpaini. ditova
pepakuis: Aranos Bnagucnas
Onerosuy. NponoHoBaHa peaakList:
[JopoLeHko AHHa IropiBHa. 3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
3as1BHMKA, BiANOBiAa/IbHOI 3a
hapmMakoHarsiag B YKpaii.
195. | TELEHTPU | atezolizu | ate3onis | LO1FF | KoHueHTpaT Ans TOB YkpaiHa Brpo6HuuTBO Himeuun BHECEHHS 3MiH 1O peecTpaLiiHnx 3a He UA/15872/01/01
K® mab ymab 05 PO34nHy ons «Poww Hepo3dacoBaHo| Ha/ matepianis: 3miHu Il Tuny - 3miHn peyenm | nidnse
iHdpysiin no 1200 YkpaiHa» npoAayKLii, NepBUHHE Lseiina wono 6e3nekn/edheKTMBHOCTI Ta oM ae
Mr/20 mn; no 20 mMn nakyBaHHs, pist dhapmakoHarnsgy. 3MiHW y KOpoTKili
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

y donakoHi; no 1

hnakoHy y
KapTOHHI Kopo6Lyi

BMNPOOYBaHHSA
KOHTPOJTIO AKOCTi:
Pow fiarHocTrke
'm6X, HimeuunHa;

Brpo6HMLTBO
Hepo3gacoBaHoT

npoAyKLUii, NepBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs,

BMNPOOYBaHHSA
KOHTPOJTIO AKOCTI,

BMNYCK cepil:
®.XochdmaHH-/15 PoLu
NTa, Wseiiuapis

XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMM JaHUMU 3 SKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMK Ta
OaHumn 3 hapmakoHarnsgy. 3mMiHu
BHECEHO B iHCTPYKL,O0 4719 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii" woao
NoGiYHMX peakLiin 3 60Ky cepus Ta
TEHOCVHOBITY. BBeieHHS 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBepMKeHHS. 3MiHu Il Tuny - 3MiHn
Loao 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMM JaHUMU 3 SKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMK Ta
OaHumn 3 hapmakoHarnsgy. 3mMiHu
BHECEHO B iHCTPYKL,iO0 4719 MEeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii" Wwoao
HenTponeHii, a TakoX NnepeHeceHo
iHchopMmawito Wwoao
remaTodaroyuTapHoro
NiMAoricTioyMTo3y Ta NiABULLEHHSA
piBHSI KpeaTuHdoCcoKiHAa3M B KPOBi A0
oKpemoro nigpo3ainy "IHwi no6ivHi
peaxuii, ki cnocTepiranuncs B
KMIHIYHUX JocnimpKeHHsAX abo npo ski
BifJOMO 3 NOCTMapPKeTUHIOBOrO
Jocsigy". BBeieHHs 3MiH NpoTArom 6-
TU MicAUIB nicns 3aTBepAKeHHS

196.

TVMOAPO
nc A®

Timolol,
combina
tions

fop3ona
migy
rigpoxno
pua i
TUMOJIO
ny
mManear

SO1E
D51

Kpanni O4Hi, po34nH
nopsonamigy 2% Tta
Tumonony 5%; no 5
My th1aKoHI-
KpanesbHuuj; no 1
ab6o no 3 diakoHu-
KpanesbHuULi B
KOpOO6Li 3 KAPTOHY

Mikpo
Na6ce
Nimiteq

IHais

Mikpo Nla6c Nimites,

IHais

BHECEHHSA 3MiH 10 peecTpaLiitHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[IMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3nekn 3acTocyBaHHs

3a
peyenm
om

He
niosnsie
ae

UA/20266/01/01




ITpojoBXeHHs fojaTKa 3

197

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
nikapcbkoro 3acoby B
nicnspeecTpavyiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
negjatpnuHux gocnigxeHs (PIP)
(3MiHy Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVIM OpPraHoM).
3MiHM BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOoCyBaHHS NiKkapCbKoro
3acoby 8o po3giny "MobivHi peakuii”
BiANOBIAHO A0 OHOBMEHOI iHGhOpMaLi
3 6e3nekun 3acTocyBaHHA Aitoyol
peyoBuHM (fop3onamia).
197. | T- Ethylmet | etunmer | NO7X po3uunH ans iH'ekuiii, | TOB "B®K | YkpaiHa | lMpuBaTHe akuioHepHe | YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a He UA/20667/01/01
MEKCAT® hylhydro | wnrigpok | X 50 mr/mn; no 2 mn B "CA/IIOTA TOBapUCTBO "“Jlekxim- marepianis: 3miHu | Tuny - peyenm | niosnse
xypiridin | cunipug, amnyni; no 5 amnyn PIC" Xapkis" AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK om ae
e NHY y 6nicTepi, no 2 nikapcbKoro 3acoby - 3MiHW BHECEHO
succinat | CyKkuuHa 6nictepu B nayw LLI0/10 Ha3BM JliKapcbKoro 3acooby.
e T 3arBeppxeHo: T-MEKCAT (T-
MEKSAT) 3anponoHoBaHo: T-
MEKCAT® (T-MEKSAT)®
198. | TOKKATA - Tonnepu | MO3B | po3unH ANS iH eKL;i; AT YkpaiHa AT «Dapmak» YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a He UA/16510/01/01
30HY X04 no 1 mn B amnyi; «Papmak» mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm | niosnse
rigpoxno no 5 amnyny oo 6e3nekn/edhekTMBHOCTI Ta oM ae
pua, 6nicTepi; no 1 abo thapmakoHarnsgy. 3MiHU y KOpOTKili
nigokaiH no 2 6nictepn y XapaKkTepucTuLi Nikapcbkoro 3acoby,
y navui TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
rigpoxsno MeAMYHOro 3acToCyBaHHSA
puay reHepuyHuX/ribpuaHMx/6ionoibHmNx
MOHOTIf, NiKapCbK1X 3aco6iB NiCNs BHECEHHS
pat Tiei camoi 3MiHV Ha pedhepeHTHWi

npenapar (3MiHa He noTpebye
HaaHH$ XOAHVX HOBWX [0AATKOBUX
AaHuyX) - 3MiHW BHECEHO [0 IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y posginu
"®apmakosioriyHi BnactmsocTi”,
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Mo6iuHi peakuii" 3rigHo 3
iHchopMmaLieto WoA0 MeauyYHOro
3acToCcyBaHHA pedpepeHTHOro
nikapcbkoro 3acoby (MIAOKAIM
(MYDOCALM), po3uunH Ns iH'ekLiiA).
BBefeHHA 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepAKEHHS.
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198

Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
199. | TONNEPIN- - Tonnepn | MO3B PO3unH ANS iH'eKuin TOBAPUC | YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a He UA/19576/01/01
340POB'A 30HY X04 no 1 mn B amnyni; TBO 3 OBMEXXEHOIO matepianis:3miHu | Tuny - 3miHu 3 peyenm | nidnse
rigpoxno no 5 amnyny OBMEXE BIANOBIAANBHICTHO AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. oM ae
pna, 6nicTepi; no 1 HOKO «KOPIMOPALIA Cuctema
nigokaiH 6nictepy y kopob6ui 3 | BIAMNOBIA «300POB'A» KOHTeliHep/3aKynoptoBasbHuii 3aci6.
y KapTOHY ANbHICT 3MiHa po3Mipy ynakoBKu roTOBOro
rigpoxno O NiKapcbKoro 3acoby (BUayYeHHs
pug «KOPTIOP yMakoBKM MEBHOIO PO3Mipy)
AUIA BunyyeHHsa ynakosku no 1 mn B
«300POB amnyrni; No 5 amnyn y KapToHHIi
" KOpOoO6Lii 3 Neperopojxoto, 3
BigNoOBigHMMM 3MiHaMK A0 po3ainy
«YnakoBKa».
3MiHM BHECEHO B po34in "YnakoBka" B
IHCTPYKLiO AN MeAUYHOro
3aCTOCYBaHHS Y 3B'A3KY 3 BUIYYEHHAM
NeBHOro PO3Mipy ynakoBku Ta K
HacnifloK - BUyYeHHS TecTy
MapKyBaHHS BifnOBiAHOI ynakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
200. | TOPACEMI torasemi | Topacem | CO3C Tabnetkv no 10 mr CaHpo3 CnoseHi BMPOGHULITBO 3a Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHuX 3a UA/9619/01/03
a de ia AO4 no 10 TabneTok y Papmacb A NOBHUM LMK/IOM: Ha/ marepianis: 3miHu | Tuny - 3mMiHK peyenm
CAHAO3® 6e3B04H 6nicTepi; no 2 abo 3, HoTikan3 CantTac dapma Monbwa oo 6esnekn/edhekTMBHOCTI Ta om
ni abo 9, abo 10 o.a. M6X, HimeuunHa; thapmakoHarnsgy. BeegeHHs abo
6nicTepiB y BMPOOHULITBO 3a 3MiHW [0 y3araJlbHEHUX faHuX npo

KapTOHHiIn kopooL,i

NOBHUM UUKIOM: Jlek
C.A., MNonblya;
nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
Bunyck cepii: Nlek C.A.,
MonbLwa

cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHuX Npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHUka gns
3[jiCHEeHHs hapmakoHarnagy B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOI 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
hapmakoHarnsagy (Bkaovaoum
KOHTaKTHI JaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-thaiina cuctemu
thapmakoHarnsagy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aBHNMKA,
BiAnoBigasIbHOT 3a hapMakoHarnsg,.
[itoya pepakuis: fasig [xoH Jlesic /




n/n
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Hassa

JliKapcbKoe2

MixHap
00Ha

Hassa

Koo

dopma sunycky

3asiBHUK

KpaiHa

199

0 3acoby

Hername
HmMoBaH
a
Ha3sa*

HU

diroyoi
peyosu

ATX

ynakoska)

(nikapcbka ¢hopma,

3asiBHU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

201.

TOPACEMI

torasemi
de

Topacem

C0o3C

Tabnetkn no 20 mr

CaHpo3

CnoseHi

MNMponoHoBaHa pepakuis: Kotal

3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6Y 3asiBHNKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy B Ykpaii.
[itoua pepakuis: Opnos B’siuecnas
BikTopoBuu.
MponoHoBaHa pegakuis: TaHacosa
3opsiHa MukonaiBHa / Tanasova
Zoriana.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
3[jliCHEeHHs1 hapmakoHarnaay B
YKpaiHi.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSNbHOCTI 3 chapmakoHarnagy.
3MiHa MicLle3Hax04KEHHSI MacTep-
thaiina cuctemu chapmakoHarnsgy Ta
ioro Homepa.

David John Lewis, B.Sc (Hons), Ph.D.

Mohamed Ali / Kotan Moxamep, Ani.

i}
CAHI03®

in
6e3soaH
nia

A04

no 10 TabneTok y
6nicTepi; no 2 abo 3,
a6o 9, abo 10
6nicTepiB y
KapTOHHI Kopobuj

dapmacb
t0TiKaN3

A

A

BMPOGHULITBO 3a
NOBHUM LMK/IOM:
Cantotac ®apma
M6X, HimeyunHa;
BMPOGHULITBO 3a
NOBHUM UMKIOM: Jlek
C.A., NonbLya;
nepBUHHe Ta
BTOPUHHE NaKyBaHHS,
Bunyck cepii: flek C.A.,
MonbLa

Himeuun
Ha/
Monblwa

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta

hapmakoHarnisgy. BeegeHHs abo

3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnX npo cuctemy
hapmakoHarnagy, smiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS

thapmakoHarnsgy; KOHTakTHOT ocobm 3

dhapmakoHarnsgy 3asBHuka gns

34iicCHEeHHs hapmakoHarisgy B

YKpaiHi, AKL0 BOHa BigMiHHA Bif,

yMNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
chapmakoHarnagy (Bkitovarouu

KOHTaKTHI faHi) Ta/abo 3MiHn y

pO3MiLeHHI MacTep-goaiina cuctemm

hapmakoHarnagy). 3miHa

YMOBHOB&XEHOI 0CO6Y 3as1BHIIKA,

3a
peyenm
om

UA/9619/01/04
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200

n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[itoua pepaxkuis: Jasig [xoH Jlesic /
David John Lewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan Moxamepg, Ani.
3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOI 0cobw,
BiANOBiAA/IbHOT 32 3AiCHEHHS
dhapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6Y 3aaBHMKA,
BiANOBiAA/IbHOI 3a 3AiCHEHHS
thapMakoHarnagy B Ykpaii.
[itoua pepakuis: Opnos B'suecnas
BikTopoBuuy.
MponoHoBaHa pefakuis: TaHacoBa
3opsiHa MukonaisHa / Tanasova
Zoriana.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0co6u 3asBHWMKa, BiANOBIAA/ILHOI 3a
3[jiCHeHHs hapmakoHarnagy B
YKpaiHi.
3MiHa MicLuA 3AiACHEHHS OCHOBHOT
AiSNbHOCTI 3 hapmakoHarniaay.
3MiHa MicLle3HaxopKeHHsA MacTep-
dhaiina cuctemun chapmakoHarnsgy Ta
1ioro Homepa.

202.

TOPACEMI

i}
CAHA03®

torasemi
de

Topacem
in
6e3BoAH
niA

C0o3C
AO4

Tabnetky no 50 mr
no 10 TabneTtok y
6nicTepi; no 2 a6o 3,
abo 9, abo 10
6nictepiB y
KapTOHHI Kopo6ui

CaHpo3
dapmacb
loTiKan3

a.a.

CnoBeHi
[l

BMPOOHULITBO 3a
MOBHUM LMK/IOM:
CanoTac Papma
v6X, HimeuuunHa; flek
C.A., NonbLya;
nepBUHHe Ta
BTOPWHHE NaKyBaHHS,
BMNYCK cepil:
Nek C.A., MNonbwa

Himeuun
Ha/
MNonba

BHECEHHSA 3MiH 10 peecTpaLiitHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnagy (BefeHHs
y3arasibHeHNX AaHnx Npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBaXEHOT 0cobw,
BiJNOBIAANbHOI 3@ 3[jACHEHHS
hapMakoHarsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiicCHeHHs hapmakoHarnagy B
YKpaiHi, K0 BOHa BigMiHHA Bif
YMNOBHOBaXEHOI 0coby,
BiJNOBIAANbHOI 3@ 3jACHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHi faHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-dhaiina cuctemu

3a
peyenm
om

UA/9619/01/05




n/n
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Hassa

MixHap

Hassa

Koo

dopma sunycky

3asiBHUK

201

JliKapcbKoe2
0 3acoby

00Ha
Hername
HmMoBaH
a
Ha3sa*

HU

diroyoi
peyosu

ATX

ynakoska)

(nikapcbka ¢hopma,

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

203.

TOPACEMI

torasemi TOopacem

C0o3C

Tabnetkn no 100 mr

CaHpos

CnoseHi

thapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6M 3as1BHIIKa,
BignoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: fasig [xoH flesic /
David John Lewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan Moxameg Ani.
3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CObU 3asiBHUKA,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy B Ykpaii.
Litova pepakuin: Opnos B'savecnas
BikTopoBuy.
MponoHoBaHa peakuis: TaHacoBa
3opsiHa MukonaisHa / Tanasova
Zoriana.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a
3[jificHeHHs thapmakoHarnsay B
YkpaiHi.
3MiHa MicLA 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-
thaiina cuctemu chapmakoHarnsgy Ta
1ioro Homepa.

i}
CAH[I03®

de ia
6e3B0AH
nia

AO4

no 10 tabnetok y
6nicTepi; no 2 abo 3,
abo 9, abo 10
6nictepiB y
KapTOHHiIn kKopooL,i

Papmacb
HoTikan3
a.a.

A

BMPOGHULITBO 3a
MOBHUM LK/IOM:
CantoTtac ®apma
M6X, HimeuunHa;
BMPOOHULITBO 3a
NOBHUM LUKIOM: Jlek
C.A., MNonblya;
nepBuHHe Ta
BTOPUHHE NakyBaHHS,
Bunyck cepii: Nlek C.A.,
MonbLwa

Himeuun
Ha/
Monbla

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | Tuny - 3miHn
oo 6esnekn/edhekTMBHOCTI Ta

dhapmakoHarnsgy. BeegeHHsa abo

3MiHW [0 y3araslbHEHUX AaHuX npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA

thapmakoHarnsgy; KOHTakTHOT ocobu 3

dhapmakoHarnsgy sassBHuka ans

3[jiCHEeHHs hapmakoHarnagy B

YkpaiHi, AKL0 BOHa BiAMIHHA Bif

YMOBHOBaXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA

peyenm

hapmakoHarnsagy (Bkayvanoyu

3a

oM

UA/9619/01/06
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-thaiina cuctemu
hapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapMakoHarnsg.
[litoua pepakuin: Aasig xoH Jesic /
David John Lewis, B.Sc (Hons), Ph.D.
MNMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan Moxamep, Ani.
3MiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6Y 3asiBHNKA,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnsgy B Ykpaii.
[itoua pepakuis: Opnos B’siuecnas
BikTopoBuu.
MponoHoBaHa pegakuis: TaHacosa
3opsiHa MukonaiBHa / Tanasova
Zoriana.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
3[jliCHEeHHs1 hapmakoHarnaay B
YKpaiHi.
3MiHa Micus 34iliCHEHHS OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLle3Hax04KEHHSI MacTep-
thaiina cuctemun chapmakoHarnsgy Ta
ioro Homepa.

204.

TOPACEMI

i}
CAHI03®

torasemi
de

Topacem
in
6e3soaH
nia

C0o3C
AO4

Tabnetkv no 200 mr
no 10 TabneTok y
6nicTepi; no 2 abo 3,
a6o 9, a6o 10
6nicTepiB y
KapTOHHI Kopobuj

CaHpos
dapmachb
t0TiKaN3
Aa.a.

CnoseHi
A

BMPOGHMLITBO 3a
NOBHUM LMK/IOM:
Cantotac ®apma
M6X, HimeyunHa;
BMPOGHMLITBO 3a
NOBHUM UMKIOM: Jlek
C.A., NonbLya;
nepBUHHe Ta
BTOPWHHE NaKyBaHHS,
Bunyck cepii: flek C.A.,
MonbLa

Himeuun
Ha/
Monblwa

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx npo cucTemy
hapmakoHarnagy, smiHa
yMNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOT ocobm 3
dhapmakoHarnsgy 3asBHuka gns
34iicCHEeHHSs hapmakoHarisgy B
YKpaiHi, AKLWO BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0cobu,

3a
peyenm
om

UA/9619/01/07
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsagy (Bka4arum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3mileHHi MacTep-thaiina cuctemu
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[itoua pepaxkuis: Aasig [xoH Jlesic /
David John Lewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan Moxamepg, Ani.
3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOI 0cobw,
BiANOBiAA/IbHOI 3a 3AiCHEHHS
chapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBiAA/IbHOT 3a 3AiCHEHHS
thapMakoHarnagy B YKpaii.
[itoya pepakuis: Opnos B'suecnas
BikTopoBuuy.
MponoHoBaHa pefakuis: TaHacoBa
3opsiHa MukonaisHa / Tanasova
Zoriana.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U 3asBHMKa, BiANOBIAA/ILHOI 3a
3[jiCHeHHs hapmakoHarnagy B
YKpaiHi.
3MiHa MicLuA 3AiACHEHHS OCHOBHOT
[iSNbHOCTI 3 hapmakoHarniagy.
3MiHa MicLle3HaxopKeHHss MacTep-
dhaiina cuctemun chapmakoHarnsgy Ta
1ioro Homepa.

205.

TPAHEKCA
MOBA
KACNOTA

tranexa
mic acid

TpaHekc
amoBa
KucnoTa

BO2A
A02

PO3YMH ANA H'EKLNA,
100 mr/mn, no 5 mn
B amnyni; no 5
amnyn B 6nictepi; no
1 6nicTtepy B nauui;
no 5 mn B amnyni;

no 5 amnyn s
6nictepi; no 2
6nicTepy B naywyj; no
5 mn B amnyni; no 5
amnyn B 6nicTepi; no
10 6nicTepis B nauui

MpusaTHe
aKLioHepH
e
TOBapuCTB
0 "Nlekxim-
Xapkis"

YkpaiHa

MpuBaTHe akuioHepHe
TOBapuUCTBO "J1eKxiM-
Xapki"

YKpaiHa

BHECEHHSA 3MiH 10 peecTpaLiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpoTKili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHNX/6ionoAibHNX
NiKapCbKNX 3ac06iB NicNs1 BHECEHHS
TiET camoi 3MiHU Ha pediepeHTHUIA
npenapar (3miHa He NoTpebye
HafaHHS XOAHVX HOBVX AOAATKOBUX
AaHuvX) - 3MiHW BHECEHO [10 IHCTPYKLIT

3a
peyenm
om

He
niosnsie
ae

UA/17082/01/01
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ITpojoBXeHHs fojaTKa 3
Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
ONA MeANYHOro 3aCTOCYBaHHA
nikapcbKoro 3acoby y po3ginu
"apmakosioriyHi BnactusocTi”,

BMAaui peecTpaviiiHoro NocBig4YeHHs,

"Oco6nMBOCTI 3acTOCyBaHHS",

iHchopmaLieto WoA0 MeauyHOro
3aCTOCyBaHHA pedhepeHTHOro

6e3nekun/edpeKTBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkii
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpayiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeaNYHOro
3aCcTOCYyBaHHS NMikapCbKoro 3acoby y
po3ginu “lNpoTunokasaHH:",
"Oco61BOCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiuHi
peakuii" Ta [0 N.7 TEKCTY MapKyBaHHS
BTOPVHHOI YNaKoBKM NikapCbKoro
3acoby, BifnoBigHO 4O OHOB/IEHOI
iHcbopMmawii 3 6e3neku ajroyoi
peyoBUHY.
CynyTHS 3MmiHa
- 3MiHU Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BHeceHHs abo
3MiHa(1) f0 3060B'A3aHb Ta YMOB

BK/It0YatouM MnaH ynpasniHHS

pu3nkamm (3aCTOCYBaHHS TEKCTY, AKuUi

NOrOKEHWI 3 KOMMETEHTHUM
opraHom) -

"3acTocyBaHHS y nepiog, BariTHOCTI
ab0o rogyBaHHsa rpyaar” 3rifHo 3

nikapcbKoro 3acoby (LivknokanpoH,
PO34MH AN iH'exuin, 100 mr/mn, Pfizer
Limited). 3miHu | Tuny - 3miHn WwWopao
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

3aABHMKOM HaJaHO OHOBMIEHW NnaH
ynpaB/iHHA pu3nKamu Bepcis 2.2.
3MiHM BHECEHO [J0 YaCTUH:
| «3aranbHa iHhopmaLjis»,
Il «Cneundpikauis 3 6e3nekm»,
Il «MnaH 3 chapmakoHarnsgy»,

V «3axoau 3 MiHimi3aLji pu3mnkiB»,
VI «Pe3tome nnaHy ynpasniHHA
pr3nKamm»,

VIl «JopaTtkm» y 3B’'A3KY 3
[0[aBaHHAM HOBOI iHchopMalii Woao
npo6aemu 3 6e3nekun, OHOBIEHHSIM
PYTVHHUX Ta BNPOBaKEHHSIM
[0aTKOBMX 3ax0iB 3 MiHimizauii
puU3nKiB Ha niacTasi pekomeHaauii
PRAC.

Pestome MnaHy ynpasniHHA pusnkamu
Bepcia 2.2 nofaeTbcs

206.

YNbTPABI
CT 300

iopromid
e

ronpomi
il

VO8A
B05

PO34MH NS iH ek
Ta iHdoysiit, 300
mr/mn; no 100 mny
chnakoHi; no 1

hnakoHy y
KapTOHHIN navui

Baiiep Al

Himeuun
Ha

BMPOBHMLTBO
npoaykuii in-bulk,
nepBUYHHE NakyBaHHS,
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ccepil,
BUMYCK Cepii:
Baliep Al', HimeuunHa,;
BMPOGHMLTBO
npoaykuii in-bulk,
NepBUHHE NaKyBaHHs,
BTOPVHHE MakKyBaHHS,
KOHTPO/b cepii,
BMNYCK Cepil:
Bepnivepg, C.A.,
Icnanisa

Himeuun
Ha/
IcnaHis

BHECEHHS 3MiH 40 peeCTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKn 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTtudikaTa BiANoOBIAHOCTI
€ponevicbkili hapmakonei: gns Adl;
LA BUXIQHOrO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, WO BYKOPVCTOBYKOTHCH Y
BVMPOGHMLUTBI A®I; AN 4ONOMIKHOT
peyoBuHM (CepTudikat BiANOBIAHOCTI
€Bponeickkin hapmakonei) -
OHOoBeHWii cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHYMKA -
oHoBnienuii CEP 2020 273 — Rev 01
onsa A®l Big Bxe 3aTBeppKeHoro
BMpo6Huka Divi's Laboratories Limited,
Unit-1.
3aTBepkeHa pejakuis
RO-CEP 2020-273 - Rev 00
Synthesis of iodopromide: Divi's
Laboratories Limited, Unit-1
Quality control testing:

3a
peyenm
om

UA/1986/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
Bayer AG , Bergkamen

Release:
Bayer AG , Bergkamen
Site: Bayer AG, Bergkamen
Bayer AG
Ernst-Schering-Straffe 14
59192 Bergkamen
Germany
GPS Coordinates first/main entrance:
N 51°37.317 ", E 7° 37.677°
Site: Divi's Laboratories Limited, Unit-1
Lingojigudem Village, Choutuppal
Mandal,
Yadadri Bhuvanagiri District,
Telangana
508 252, Lingojigudem, India
GPS Coordinates first/main entrance:
17°14'29.36"N , 78° 56'2.41"E
MponoHoBaHa pegakuis
CEP 2020-273 - Rev 01
Synthesis of iodopromide: Divi's
Laboratories Limited
Quiality control testing:
Bayer AG , Bergkamen
Bayer AG , Bergkamen
Divi's Laboratories Limited
Site: Bayer AG, Bergkamen
Bayer AG
Ernst-Schering-Strafe 14
59192 Bergkamen
Germany
GPS Coordinates first/main entrance:
N 51° 37.317 ', E 7° 37.677°
Organisation ID: ORG-100000011
Location ID: LOC-100017510
Site: Divi's Laboratories Limited
Divi's Laboratories Limited
Unit-1 Lingojigudem Village
Choutuppal Mandal
Yadadri Bhuvanagiri District
Nalgonda
Telangana
508 252
India

GPS Coordinates first/main entrance:
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
17°14'29.36"N , 78° 56'2.41"E
Organisation ID: ORG-100011666
Location ID: LOC-100018632
207. | YNbTPAKAI | Articaine | apTukain | NO1B PO34MH AN iH'EKLN; CENTO[, | dpaHuin BrpobHuuTBO, Icnanis/ BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a He UA/3406/01/01
H® A-C , rigpoxno | B58 [ns Bupo6Huka OHT nepBrHHE Ta PpaHuis mMartepianis: 3miHa 3asaBHuKa /13 peyenm | nionse
combina | pug, CENTOAOHT, BTOPWHHE NaKyBaHHs, (MIBIM) (BnacHWka peecTpavjiiiHoro oM ae
tions eniHedp dpaHuis. MapKyBaHHS Ta noceigyeHHs) (3rigHo Hakasy MO3 Big
WH KapTtpuaxi: Ne 100 KOHTPO/b AKOCTI AN 23.07.2015 Ne 460): fitoya pegakuis:
(appeHa (10x10): no 1,7 mny npenapary B TOB "CaHochi-ABeHTiC YkpaiHa",
NiH) KapTpuaxi; no 10 KapTpuaax: YkpaiHa. NponoHoBaHa pegakuis:
rigpoxno KapTpuaxis B Na6opaTopioc IHibca CENTOAOHT, ®paHuis.
pua KapTOHHiiA C.A., IcnaHis; Y 3B'A3Ky 3i 3MiHOO 3aABHUKA
YapyHKOBIl Bunyck cepii gns (BnacHuka peectpaujinHoro
ynakosuj; no 10 npenapary B NoCBiAYEHHS) BHECEHO 3MiHW B
KapTOHHWUX KapTpupKax: IHCTPYKLUiO 415 MegnyHOro
YapYHKOBUX CENTOAOHT, 3aCTOCyBaHHs, a came BU/1ly4eHOo
YyNaKkoBOK Y PpaHuis; po3ain "3asBHuUK", Ta AK HacNigokK -
KapTOHHi Kopobuyj; Bupo6HMLTBO, BHECEHO 3MiHN Y TEKCT MapKyBaHHs

[ns BUpobHMKa
JOENb®APM
[DKOH, ®dpaHujs.
Amnynun: Ne 100
(5x2x10): no 2 mn B
amnyni; no 5 amnyn
y NOMCTUPO/IOBIN
ynakosLi; no 2
nonicTUpososi
yNakoBKkn B
KapTOHHI kopobuy;
no 10 KapTOHHUX
KOpPOO6OK,
06TArHEHNX MNIBKOO
L1 1IEHOBOIO

nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
MapKyBaHHS,
KOHTPO/Tb SIKOCTi Ta
BUNYyCK cepii gns

npenapary B amnysax:

JENb®APM AKOH,
®paHuis

YNaKoBKM NiKapCbKro 3acoby.
BBefeHHA 3MiH NPOTArom 6-Tu micALiB
nicnsa 3aTBepkeHHs. 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHuX npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHNX Npo cucTemy
thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHUka gns
3[jiCHEeHHs hapmakoHarnagy B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
hapmakoHarnsagy (Bkaovaoym
KOHTaKTHI JaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-thaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3aBHNMKA,
BiAnoBigasIbHOT 3a hapMakoHarnsg,.
[itoua pepakuin: Bapgonomeesa
IBaHHa OnekcaHgpiBHa. MNponoHoBaHa
pepakuis: Pyponbde fe Maiie /
Rodolphe Le Paillier. 3miHa
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
dhapmakoHarnsg,. BeefeHHs
KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi.
MponoHoBaHa pefakuis: HikiTyeHkoBa
No60oB IBaHiBHa. BBEAEHHS
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
3asBHVKa, BifNOBiAabHOI 3a
thapmakoHarnsg B YkpaiHi. 3miHa
MiCLLe3HaXOMKEHHSI MacTep-thaiina
cmcTeMu chapmakoHarnsgy Ta oro
HoMepa. 3MiHa MicLA 34iACHEHHS
OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsgy.
208. | YNbTPAKAI | Articaine | aptvkaiH | NO1B PO3YUH NS iH'EKLN; CENTO/L, PpaHuin B1po6HMUTBO, Icnanis/ BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a He UA/3406/01/01
H® 4-C , rigpoxno | B58 [ina BupobHuKa OHT nepBrHHe Ta ®paHuisa marepianis: peyenm | niosnse
combina | puga, CENTOAOHT, BTOPWHHE NaKyBaHHS, 3MiHu | TMNY - 3MiHK 3 AKOCTI. FoTOBMIA om ae
tions eniHedp PpaHuis. MapKyBaHHs Ta nikapcbkuii 3aci6. 3MiHN y
WH KapTpumxi: Ne 100 KOHTPO/b AKOCTi ANa BMPOGHULTBI. 3amiHa abo BBefleHHSA
(agpeHa (10x10): mo 1,7 mny npenapary B [04aTKOBOI 4i/TbHULi BUPOBHULTBA
NiH) KapTpugxi; no 10 KapTpumKax: [ANs YacTHM abo BCbOro BUPOBHNYOro
rigpoxno KapTpUaXiB B Nab6opaTtopioc IHi6ca npoLecy roToBoro Nikapcbkoro 3acoby
pna KapTOHHIN C.A., IcnaHisi; (AiNbHMLA, Ha SKiN NpoBOAATLCA byab-
YapyHKOBIl Bunyck cepii gns AKi BUPOGHWYI cTagii, 3a BUHATKOM
ynakosLi; no 10 npenapary B BUMYCKY Cepii, KOHTPOJIIO AKOCTI Ta
KapTOHHMX KapTpupKax: BTOPWHHOTO NakyBaHHA A1
YapyHKOBUX CENTOAOHT, CTEPUIbHUX NiKapCbKKX 3acobiB
YNaKoBOK Y PpaHLis; (BkNtoYaroUM BUPOGIEHI acenTUyHUM
KapTOHHI KOpo6Lyj; BrpobHuuTBO, MeToZ0M), KpiM MikapCbknx 3acobiB

[ina Bupo6Huka
OENb®APM
[IDKOH, ®paHuis.
Awmnynun: Ne 100
(5x2x10): no 2 Mn B
amnyni; no 5 amnyn
y NONICTUPONOBINA
ynakosLij; no 2
nonicTMposIoBi
ynakoBkn B
KapTOHHiI Kopobuyj;
no 10 KapTOHHUX
KOPOGOK,
06TArHEHWUX NNIBKOKO

nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
MapKyBaHHS,
KOHTPO/b AKOCTi Ta
BUMNYCK cepii Ans

npenapaty B aMnynax:

JENb®APM ADKOH,
PpaHLin

6ion0oriyHoro/iMyHos10ri4YHOro
NMOXOKEHHS) - 3aMiHa [iTbHNL,
BigNoBigasIbHOI 3a BUPOOGHMLTBO
NikapcbKoro 3acoby B KapTpumkax 3
Sanofi-Aventis Deutschland GmbH,
Germany Ha Laboratorios Inibsa S.A.,
Spain. BBefieHHA 3MiH NpOTArom 6-1u
MicALiB NicNsA 3aTBEPKEHHSA. 3MiHN |
MRy - 3MiHK 3 AIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCSI BUNYCKY cepii Ta
KOHTPOJI0 AKOCTi FOTOBOTO J1iKapPCbKOro
3acoby (3amiHa abo fofasBaHHs
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ITpojoBXeHHs fojaTKa 3
Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
L 1IeHOBOIO

[iNbHULI, Ha 5K 34iCHI0ETbCSA
KOHTPO/Ib/BUNPOBYBaHHS cepil) -
3amiHa AinbHuL, BignosiganbHoOI 3a
KOHTPO/b SIKOCTi NiKapCbKoro 3acoby B
KapTpumxax 3 Sanofi-Aventis
Deutschland GmbH, Germany Ha
Laboratorios Inibsa S.A., Spain.
BBefeHHS 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHM 3 aKoCTi. [O0TOBWIA NiKapCbKuii
3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCA
BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 fofaBaHHA BUPOOHMKA, L0
BiANOBIAaE 3a BBe3eHHs Ta/abo
BMMNYCK cepii) - He Bkoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
3amMiHa AinbHuL, BIANOBIAaIbHOI 3a
BUMycK cepii /13 B kaTpugxax (He
BK/IOYAIOUN aHaNITUYHI
BMNpobyBaHHsA) 3 Sanofi-Aventis
Deutschland GmbH, Germany Ha
SEPTODONT, France. 3miH1 BHeCeHO
B po3ainv "BupobHuk” Ta
"MicLe3HaxomKeHHs1 BUPOGHYMKa Ta
ajpeca MicLs NpoBaKeHHs oro
AISNbHOCTI" B IHCTPYKLitO ANs
MeAMYHOro 3aCTOCYBaHHS Yy 3B'A3KY 3
3aMiHOK BUPOBHMYOT AiNbHULL,
BiANOBIAA/IbHOI 3@ BUMYCK cepil
NikapcbKoro 3acoby B KapTpuaxax, Ta
K HACNIJOK - 3MiHW BHECEHO 0
po3giny "Ynakoska". BignosigHi 3miHu
BHECEHO Y TEKCT MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepgKeHHsA. 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHNYOI AiNbHUL (BKNOYAOUN
OinbHuUi ana A®l, npomikHoro
npoaykTy abo roToBOro /ikapCbkoro
3aco6y, AinbHULI 4719 NpOBeAEHHS
nakyBaHHs!, BUPOGHMKa,

BiANOBIgA/IbHOrO 3a BUNYCK Cepil,
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

MicLie NpoBeAeHHS KOHTPOSIIO cepil)
ab0o nocTavyasibHMKa BUXigHOIO
martepiany, peareHTy abo AONOMDKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y JOCLE) -
BW/TyYEHHS] BUPOOHUYOT AiNbHUL
Sanofi-Aventis Deutschland GmbH,
Germany, BifnosiganbHOI 3a
BMPOGHMLITBO NiKapCbKOro 3acoby B
amnynax. 3MiHW BHECEHO B PO3/in
"Brpo6HuK" Ta "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca Micua
NPOBaXEHHS MOro AisnbHOCT" B
IHCTPYKLUi0 415 MegnyHOro
3aCTOCYyBaHHSA Y 3B'A3KY 3 BUTYYEHHAM
BMPOBHUYOT AiNbHULI, BigNOBiganbHOT
3a BMPOGHMLTBO NiKapcbkoro 3acoby B
amnynax, Ta sk HacnigokK - 3MiHun
BHECEHO [0 po34iny "Ynakoska".
BignoBigHi 3MiHM BHECEHO y TEKCT
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBefieHHs 3MiH NpoTArom 6-Tu
MiCALIB MicNA 3aTBepMKEHHS. 3MiHu |
TUny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBeEHHSA
[04aTKOBOT AiNbHULI BUPOOHMLTBA
[ANs YacTHM abo BCbOro BUPOBHNYOrO
npoLiecy roToBOro Nikapcbkoro 3acoby
(@inbHUUSA ANA BTOPYHHOTO
nakyBaHHs) - 3amiHa AifbHUL,
BiANOBIAA/IbHOI 32 BTOPUHHE
nakyBaHHs NikapCbKoro 3acoby B
KapTpumxax 3 Sanofi-Aventis
Deutschland GmbH, Germany Ha
Laboratorios Inibsa S.A., Spain.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicsLiB
nicns saTBepkeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. [0TOBWMIA NikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHU Y
npoveci BUpo6bHULTBA FOTOBOTO
nNikapcbKoro 3acoby, BKIoUaun
NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI
roTOBOrO NiKapCbKOro 3acoby

(He3Ha4yHa 3MiHa y npoueci
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

BMPOGHULITBA) - HE3HAYHI 3MiHW B
npoueci BupobHuuTea /13, a came
Crajis nofaBaHHS KOMMNOHEHTIB
CKOpOYeHa, a NepeTBOPEHHs Ha
afpeHaniHy rigpoxiopug He
BUKOHYETbLCS OKPEMO. TaKoX Ha HOBIlA
BMPOGHWUIN AiNbHULI HE3HAYHO
BifJpPi3HAETLCA NOPALOK AoAaBaHHSA
BUXiAHWX MaTepianis. Ha ctagji
nonepegHboi QinbTpauil BKIYeHN
[04aTKOBUIA MeMOpPaHHWIA inbTp 3
po3mipom nop 0,45 MkM. BBeAeHHs
3MiH NPOTAroM 6-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco6y, BK/IHOUYAKUM NPOMIKHUIA
NpOAYKT, L0 3aCTOCOBYETLCSA NpH
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3aco06y (iHLLi 3MiHK) - 3MiHW B NpoLeci
BMpo6HMUTBA J13, a came 36iNbLUeHHSs
MaKCMMaslbHOro 4acy BUTPUMKU
(holding time) npodinsTpoBaHoro
Hepo3thacoBaHOro po3ynHy B EMKOCTI
nepef HanoBHEHHAM B KapTpuaxi 3 4
00 14 AHiB Ha AiNbHULL BUPOBHULITBA
KapTpuaxie CaHodi-ABeHTIC
[oitunang N'v6X, HimeuunHa.
BBefeHHSA 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepkeHHs. 3miHu | Tuny -
3MiHu 3 siKoCTi. [O0TOBWMIA NikapCbKuii
3aci6. 3MiHW y BUPOGHULTBI. 3MiHU Y
npoveci BUpo6bHULTBA FOTOBOTO
nNikapcbKoro 3acoby, BKIoUaun
NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHMULITBI
roTOBOrO /likapcbKoro 3acoby (iHLwi
3MiHW) - 3MiHX B NpoLeci BUPOBGHULITBA
13, a came CKOpOYEHHSA yacy
BMPOGHMLITBA Ha AiNbHUL
BMPOBGHULTBA NikapCbKoro 3acoby B
KapTpumxkax Laboratorios Inibsa S.A.,
Spain. TakuM YMHOM HYac BUTPUMKM
(holding time) nicnsa dinbTpauii
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

6inbluUe He 3aCTOCOBYETbLCS.
MakcumarnbHuii yac 36epiraHHs ans
po3unHy nepen inbTpauieto
cknagatume 7 gHiB, a HaNOBHEHHS
nicns cinbTpayii 6yae BUKOHyBaTUCh
B MeXax MakCumym 72 roguH.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHU 3 siKoCTi. FOTOBWMIA NikapCbKuii
3aci6. 3MiHVM Y BUPOOHULTBI. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneumdikayiax, nig
Yyac BMpPOBHMLTBA FOTOBOrO
NiKapCcbKoro 3acoby (3By>eHHS
[OMYyCTUMUX MEX) - 3BYXXEHHS MEX,
BCTaHOBNEHUX Y cneuudikauisx, nig,
yac BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby ans
6ioHaBaHTaXeHHS 3 He Ginblue 100
KYO/10 mn go <10 KYO/100 mn Ha
OiNbHUL BUPOBGHULITBA NiKAPCLKOTo
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefieHHs1 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
3MiHW Y BUPOOHULTBI. 3MiHU
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig,
yac BUPOGHMLITBA FOTOBOTO
nNikapcbKoro 3acoby (iHLWi 3MiHN) -
BUA/IEHHA KOHTPOJIH0 OCMONANBHOCTI
B npoLieci BUPOOGHMLTBA Ha Ai/TbHUL
BMPOGHMLITBA NikapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBeZieHHs 3MiH NpOTArom 6-1u
MicsLiB NicnsA 3aTBEPKEHHS. 3MiHN |
TUny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMYCTUMMX MEX, BCTAHOB/IEHNX Y
cneundikavisx, nig yac BUpo6HULTBA
rOTOBOrO /iKapCcbKoro 3acoby (iHLwui
3MiHW) - BUAASIEHHSA KOHTPO/IIO BUXOAY
3a 3BaXyBaHHSIM B NpoLeci
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

BMPOGHMLITBA Ha AibHULL
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefeHHs 3MiH NPOTAroM 6-Tu
MicAUIB Micna 3aTBepMKEHHS. 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[LOMYyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisx, nig yac BUpobHULTBA
roTOBOrO /likapcbKoro 3acoby (iHLwi
3MiHW) - BUAAIEHHSA KOHTPO/II0 BUXOAY
3a po3paxyHKOM B npoLeci
BMPOGHMLITBA Ha AifbHULI
BMPOGHULTBA NikapCbKoro 3acoby B
KapTpumxkax Laboratorios Inibsa S.A.,
Spain. BBegeHHs 3MiH NPOTAroM 6-Tu
MicALiB nicnsa 3aTBepMKEHHS. 3MiHN |
TMny - 3MiHK 3 AKocTi. FoTOoBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBHULTBI. 3MiHK BUNpobyBaHb abo
[LOMYyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpo6HULTBA
roTOBOrO JliKapCbKOro 3acoby (iHLi
3MiHW) - BUAIEHHS KOHTPO/II0 06’eMy
HanoBHEHHSA B NpoLeci BUpobHMLTBA
Ha AiNbHULI BUPOGHMLTBA NiKapCbKoro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefieHHs1 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHU
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig,
yac BUPOGHMLTBA FOTOBOTO
NiKapcbKoro 3acoby (aAofaBaHHs
HOBOro MeTOoAy BUNPOOYBaHHSA Ta
[OMYyCTUMUX MEX) - A0AABaHHSA
BMNPOGYyBaHHA GioHaBaHTaXEHHS, Nig,
yac BMPOGHMLITBA FOTOBOTO
niKkapcbkoro 3acoby nicns
nonepeaHbOI dhinbTpauii Ha AinbHAL
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxkax Laboratorios Inibsa S.A.,
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

Spain. BBefieHHs 3MiH NPOTAroM 6-Tu
MicAUIB Micna 3aTBepMKEHHS. 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[LOMYyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisx, nig yac BUpobHULTBA
roTOBOrO NiKapCbKOro 3acoby
(nopaBaHHs HOBOTO MeToAy
BMNPOGYBaHHA Ta AOMYCTUMUX MEX) -
[JofaBaHHA BUNpobyBaHHa pH nepef,
[ofaBaHHAM agpeHaniHy Ha AinbHAUI
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBeZieHHs 3MiH NpOTArom 6-1u
MiCALIB MicNA 3aTBepMKEHHS. 3MiHu |
TUny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneundikauisx, nig yac BUpo6HULTBA
rOTOBOTO JliKapCbKOro 3acoby
(nopaBaHHs HOBOTO MeToAy
BUNPOOYBaHHA Ta AONYCTUMUX MEX) -
[ofaBaHHsA BUNPObyBaHHA Ha
repMeTUYHICTb KapTpUaXIiB Ha
OiNbHUL BUPOBHULITBA NiKAPCLKOT0o
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefieHHs1 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPLKEHHSA. 3MiHM | TUNY - 3MiHKM 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMDKHUX peyoBUH (iHLUi
3MiHW) - aganTtauis posginy
3.2.P.4.KoHTpO/Ib AONOMIKHMX
PEYOBUH Ha AiNbHUL BUPOGHMLTBA
NiKapCcbKOro 3acoby B kapTpuaKax
Laboratorios Inibsa S.A., Spain gns
OnMcaHHsa BIAMNOBIAHOCTI AOMOMDKHUX
peyoBuH MoHorpadisim €sp.dapm.
BBefeHHS 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHN 3 aKoCTi. [O0TOBWIA NiKapCbKuii
3aci6. Onuc Ta cknag. 3miHa y cknagi
(8ONOMIXHMX peyoBUHAX) rOTOBOro
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

nNikapcbKoro 3acoby (iHLwi 4OMOMKHI
peyvoBUHK) - 3amiHa OAHIET LOMOMKHOT
PEYOBMHM Ha iHLWWY 3 TUMWU CAMUMM
hYHKLiOHANbHUMW XapakTepucTukamu
Ta Ha TOMy camMOMy piBHi - 3MiHa B
cknagi 13, a came 3amiHa eMy/bCil
CWIKOHOBOT 0OA1il, WO
BMKOPWUCTOBYBas1acb NonepeaHim
BUPOBHMKOM NiKapCbKOro 3acoby B
KapTpumxax, Ha eMysnbCito
CUNIKOHOBOI 0nil, Lo byae
BMKOPUCTOBYBaTUCH Ha Ai/TbHUL
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBeZieHHs 3MiH NpOTArom 6-1u
MicsLiB NicnsA 3aTBEPKEHHS. 3MiHN |
TUny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
nNikapcbKoro 3acoby (A0NOBHEHHS
cneuudikayii HOBUM NMOKa3HUKOM 3
BiANOBiAHVM METOLO0M BUNPOGYBaHHS)
- floAaBaHHsA BUNPobyBaHHS
iaeHTUdikauii HaTpito meTabicynbgiTy
0o cneundikauii M3 Ha ginbHAUUI
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain, Lo BignoBigae Bumoram
Guideline on excipients in the dossier
for application for marketing
authorisation of a medicinal product.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHU 3 siKoCTi. FOTOBWMIA NikapCbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapcbKoro 3acoby
(monoBHeHHSA cneuudikauii HOBUM
NOKa3HUKOM 3 BiAMOBIAHUM METOA0M
BMNPOOYBaHHS) - AOAaBaHHSA
[04aTKOBOro BUMPOBYBaHHs

ifeHTdiKaLji Aitlo4oi peyoBrHU
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

afipeHaniHy MeToAoM KonopumeTpii
0o cneundikadii N3 Ha AinbHUUI
BMPOBGHULTBA NikapCbKoro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBegeHHs 3MiH NPOTAroM 6-Tu
MicALiB nicnsa 3aTBepAKEHHS. 3MiHN |
TMny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpoib roToBOro
niKkapcbkoro 3acoby. 3MiHa y MeToAax
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHM Yy MeTogax
BMNPO6YBaHb (BK/IKOYAKUYM 3aMiHy abo
[OOMOBHEHHS)) - 3aMiHa MeToaa Ans
ineHTudbikauil apTukainy rigpoxnopuay
(TWX) Ha AinbHULI BUPOGHMLTBA
NiKapcbKoro 3acoby B kapTpuaKax
Laboratorios Inibsa S.A., Spain.
BBefeHHA 3MiH NPOTArom 6-Tu MicsLiB
nicns saTBepkeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. [0TOBWMIA NikapCbKuii
3aci6. KOHTpO/1b roTOBOro NiKapcbkoro
3acoby. 3miHa y meToAax
BMMNPOOYBaHHA rOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHK y MeToAax
BMNpoGYBaHb (BK/IOYaOUM 3amiHy abo
[OOMOBHEHHS)) - 3amiHa MeToga BEPX
0Ns igeHTudiKaLi, BU3HaYeHHs
KifIbKICHOro BMIiCTY Ta AOMILLOK
apTuKaiHy rigpoxiopuay Ha HoBuii
MeToq BEPX ansa ginbHuui
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefieHHs 3MiH NpOTArom 6-1u
MiCALIB MicNA 3aTBepMKEHHS. 3MiHu |
TUny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nNiKkapcbkoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHA rOTOBOrO NiKaPChKOro
3aco6y (iHLWWi 3MiHK y MeToAax
BMNpoGYyBaHb (BK/IKOYAOUM 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa
3aTBEPAKEHOrO MeToAa iofoMeTpil,
LLIO BUKOPUCTOBYETLCA A/151 Ki/TbKICHOTO
BM3HAYEHHS HaTpil0 MeTabicynbaiTy
Ha HOBUWIA MeTog iofloMeTpil ans
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

AiNbHULI BUPOBHULTBA NiKapCbKOro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefjeHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEepMKEHHSA. 3MiHU | TURY - 3MiHN 3
AKoCTi. FOTOBWiA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa y MeToaax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro
3aco06y (iHWi 3MiHK Yy meTogax
BMNpOoGYBaHb (BK/IKOYaouM 3amiHy abo
[ONOBHEHHS)) - 3aMiHa
3aTBepxeHoro metoga BEPX, wo
BMKOPWCTOBYETbLCA A5 iAeHTUdiKauii
Ta BU3HAYEHHS KifIbKICHOro BMICTY
afipeHaniny rigpoxnopuay Ha AinbHuL
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefieHHs 3MiH NPOTAroM 6-Tu
MicAUIB Micna 3aTBepMKEHHS. 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro
3aco6by (BW/yYEHHSI MeToay
BUMPOOYBaHHS, AKLLO BXe
3aTBEPAKEHWIA albTepPHATUBHWIA
METOZ) - BU/TyYEHHS a/IbTEPHATUBHOIO
mMeToAa A48 BU3HAUYEHHSA BUAUMUX
4acToK (eNEeKTPOHHWIA NigpaxyHoK) Ha
AiNbHULI BUPOBHULTBA NiKapCbKoro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefieHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro Mikapcbkoro
3acoby. 3miHa y MeToaax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro
3aco6by (BWyYEHHSI MeToay
BUMPOOYBaHHS, AKLLO BXe
3aTBEPAKEHMIA albTepPHATUBHWIA
METOZ) - BU/TyYEHHS a/lbTEPHATUBHOIO
MeToAa nonsporpadii AN KinbkicHOro
BM3HAYEHHS HATpilo MeTabicybQiTy
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

Ha AiNbHWLi BUPO6HULITBA NiKApCbKOro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefjeHHs 3MiH

npoTArom 6-Tm MicALiB nicns

3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKoCTi. FOTOBWiA Nikapcbkuii 3aci6.

KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa y MeToaax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro
3acoby (BWyYEHHSI MeToay
BUMPOOYBaHHS, AKLLO BXe
3aTBEPAKEHWIA aflbTepPHATUBHWIA
MeTof) - BUTyYEeHHS reflb-Tpom6
MeToAy BU3HAUYeHH: GakTepiasibHNX
€HAO0TOKCUHIB Ha AiNbHUL
BMPOGHMLITBA NikapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BunpobysaHHs byae
NpoBOAMTMCSA 3a JOMNOMOrOH
XPOMOTEHHOr0 KIHETUYHOTO MeToAy.

BBefeHHSA 3MiH NPOTArom 6-Tu MicsLiB

nicns saTBepkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKoCTi. [O0TOBWMIA NikapCbKuii
3aci6. KOHTpO/1b roTOBOro NiKapcbkoro
3acoby. 3miHa y meToAax
BMNPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHS) - HEe3HAYHI 3MiHV NS

MeToAy BUMPOOYBaHHS 3a NOKa3HWKOM

MexaHiyHi AoMilwkn (HEBUAMMI YaCTKM)

Ha AiNbHWLi BUPO6HULITBA NiKapCbKOro
3acoby B kapTpumkax Laboratorios
Inibsa S.A., Spain. BBefieHHs1 3MiH

npoTArom 6-Tu MicAuiB nicns

3aTBEPAKEHHSA. 3MiHN | TNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKnit 3acib.

(iHWWi 3MiHW) - 3miHa onucy ans
BMNPOGYBaHHSA CTEPUNLHOCTI Ha
AiNbHULI BUPOBHULTBA NiKapCbKOro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. MeTog,
BMNPOBYBaHHSA He 3MIHIOETbCS,
OCKi/TbKW BiH € chapMakoneiHyM.
Buaansetbcsa nocuaaHHa Ha dapm.
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

CLUA, a Takox onuc metogy
afanTyeTbCs A1 3a3HAYEHHA TiNbKK
KapTpUaXiB. KinbKiCTb pO34nHy Ans
NPOMVBaHHA NpuBeAeHa y
BiANOBIAHICTb A0 MOHOrpadii €Bp.
Papm. 2.6.1. BBeieHHs 3MiH NPOTAroM
6-TV MICALIB MiC/1A 3aTBEPMKEHHS.
3MiHn | TURYy - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6.
3MiHa Yy NepBUHHII ynakoBLji roTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa
ab0 [4ofaBaHHA HOBOrO KOHTEWHepa) -
BunyyeHHa NepBUHHOI YNakoBku, WO
He NPU3BOANTb 40 NOBHOTO BUMYYEHHS
NiKapCbKoro 3acoby 3 NeBHO CU/IO
Aii abo y neBHili nikapcbkiii hopmi -
BUTYYEHHS anbTepHaTUBHUX
NAYHXEPIiB Ta YLi/IbHEHHSA 3 TyMU TUMY
Il Ha ginbHWLi BUPOGHMLITBA
NiKapcbKoro 3acoby B KapTpumkax
Laboratorios Inibsa S.A., Spain.,
(6pombyTunoBuit kayuyk | i Il knacy).
BBefeHHSA 3MiH NPOTAroMm 6-Tu MicsLiB
nicns saTBepkeHHs. 3MiHu | Tuny -
3MiHu 3 siKoCTi. [O0TOBWMIA NikapCbKuii
3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6.
3MiHa Yy NepBUHHII ynakoBLji roTOBOro
NiKapcbKoro 3acoby (iHLWi 3MiHK) -
3MiHa KoNbopy NyHxepy 3 6inoro abo
KPEMOBOTO Ha Cipuil Ha fiTbHUL
BMPOBGHULTBA NikapCbKoro 3acoby B
KapTpumxkax Laboratorios Inibsa S.A.,
Spain. BBegeHHs 3MiH NPOTAroM 6-Tu
MicAILiB nicns 3aTBepKeHHSA. 3MiHu |
TMny - 3MiHK 3 AKocTi. FoTOoBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneuudikawlii
Ta/abo foMyCTUMUX MeX NEPBUHHOI
yNakoBKW rOTOBOTO NikapCbKoro
3aco6y (iHWi 3MiHW) - foAaBaHHSA
cneuudikawii 415 KOHTPOO
NAyHXepiB Ha AifbHUL BUpOGHMUTBA
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

NiKapCcbKOro 3acoby B kapTpuaKax
Laboratorios Inibsa S.A., Spain.
BBefeHHSA 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepkeHHs. 3miHu | Tuny -
3MiHu 3 sKoCTi. [O0TOBWMIA NikapCbKuii
3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuii 3aci6.
3miHa napameTpiB cneuudikawiii
Ta/abo fonyCTUMUX MEX NEePBUHHOI
yMakoBKM rOTOBOTO NikapCbKOro
3aco6y (iHLWi 3MiHK) - AoAaBaHHA
crneundikaLii 4519 KOHTPOJIIO KPULLIKA
Ha AiNbHWLi BUPO6HULITBA NiKApCbKOro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBeeHHS 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEpMKEHHS. 3MiHU | TURY - 3MiHN 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoptoBasbHuii 3aci6.
3mMiHa napameTpiB cneuudikadii
Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNakoBKW rOTOBOTO NikapCbKOro
3aco06y (iHLWi 3MiHK) - fofaBaHHSA
cneuudikaLii 415 KOHTPOO
KapTpuaXiB Ha OiNbHWLI BUPO6HULTBA
NiKapcbKoro 3acoby B KapTpumkax
Laboratorios Inibsa S.A., Spain.
BBefeHHs 3MiH NpoTArom 6-Tn MicsauiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudpikar
BignoBigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBponeiichkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUIYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponevicbkiin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHULUTBI API; An1a ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/IEHWIA cepTUdiKaT Bif yxe
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS
OHOBJ/IEHOTO cepTudikaTty
BignoBigHOCTI MOHorpadii €sp. ®apm.
CEP Ne R1-CEP 2013-266-Rev 00
AN agpeHanivy Bifg, 3aTBEpAXEHOT0
BMpo6HMKa CAMBREX
PROFARMACO MILANO S.R.L., Italy
(3atBepaxeHo: CEP Ne RO-CEP 2013-
266 - Rev 02). BBeeHHSA 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPMKEHHS. 3MiHU | TURY - 3MiHN 3
aKkocTi. CepTudpikat BignosigHOCTI/TE-
cepTtudikaT BifnoBigHOCTI
€Bponeicbkili
hapmaxkonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBEHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BigNoOBIAHOCTI
€Bponevicbkinn hapmakonei: gna Adl;
ONs BUXIOHOTO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BVMPOGHMLUTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHWii cepTudikaT Bif yxe
3aTBEPAKEHOTO BUPOBHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTy
BiANoBIgHOCTI MoHorpadii €sp. Papm.
CEP Ne R1-CEP 2013-266-Rev 01
0151 agpeHaniHy Big 3aTBepAKeHoro
BMpo6Huka CAMBREX
PROFARMACO MILANO S.R.L., Italy
(3atBepmxeHo: CEP Ne R1-CEP 2013-
266 - Rev 00). BBegeHHs 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponecokiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIQHOCTI
€Bponelicbkiil hapmakonei: ans Adl;
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

AN BUXigHOro
marepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMLTBI A®I; ANS 4ONOMIKHOI
peyoBuHM (cepTudikat BiANOBIQHOCTI
€Bponeiickkili hapmakonei) -
OHoBeHWin cepTuddikaT Bif yxe
3aTBEPPKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTy
BignoBigHoCTi MoHorpadii €sp.
®apm.CEP Ne R1-CEP 2016-232-Rev
00 ans agpeHaniHy Big,
3aTBEpPKEHOro BUpo6HMKa SYN-
TECH CHEM. & PHARM. CO., LTD.,
Taiwan (3aTBepmkeHo: CEP Ne RO-
CEP 2016-232-Rev 00). BBegeHHs
3MiH NpPOTAroM 6-Tu MicauiB nicns
3aTBEPMHKEHHS. 3MiHK | TNy -
AOMiHICTpaTuBHI 3MiHWU. BunyueHHs
BMPOGHNYOI AinbHML (BKIOYAKUN
OinbHUUI ons APl NPOMKHOIO
NPOAYKTY abo roTOBOro NiKapCbKoro
3acoby, AiNbHULI 4519 NPOoBeAEHHS
nakyBaHHs1, BAPOGHMKa,
BiANOBIAA/IbHOrO 3a BMUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IHO cepil)
abo noctavasibHMKa BUXIAHOrO
marepiany, peareHTty abo AONOMKHOT
PEYOBVHY (SKLLO 3a3HAYEHO Y [JOCBE) -
BWU/TyYEHHS1 BUPOOHMKA Ajto4oT
PeyvyoBUHN afpeHastiHy KoMnaHii
BepiHrep IHrenbxaim ®apma Mi6X
eHp Ko.Kl, HimeuunHa. BBefieHHs
3MiH NPOTAroM 6-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y
meTofdax BunpobysaHHs AD| abo
BUXiAHOro Matepiany/npomixXHOro
npoAayKTy/peareHTy, Lo
BMKOPVICTOBYETLCS Y NpoOLieCi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX METOAAX
BMNPOOYBaHHS) - HE3HauYHa 3MiHa
meTogy BEPX, LLIO BUKOPUCTOBYETLCA

HOBWM BUPOBHUKOM iKapCbKOro
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

3ac06y B kapTpuakax KOMMaHie
Laboratorios Inibsa S.A., Spain gns
KOHTPO/I0 CYNpPOBiAHMNX PEYOBUH B
Aitodili peyoBuHi agpeHaniHi.
BBefeHHs 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHN 3 aKoCTi. [O0TOBWIA NiKapCbKuii
3aci6. (iHwWi 3miHW) - foJaBaHHS
HOMepiB MoHorpadiii €sp. ®apm. ans
Ai04MX PeyoBUH Ta AOMOMDKHNX
PEYOBVIH Ta BHECEHHI pejakTOPCbKNX
npasok o po3ainy 3.2.P.1 ana
nikapcbkoro 3acoby B kapTpumpkax 4ns
HOBOro BMpo6Huka Laboratorios Inibsa
S.A., Spain. BBefileHHs1 3MiH NpOTArom
6-TV MICALIB MiCNA 3aTBEPMKEHHS.
3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMI
nikapcbkuii 3aci6. KOHTpOb roToBOro
nNikapcbKoro 3acoby (iHLWi 3MiHM) -
nepeknag Tekcty MK Ha yKpaiHCbKy
MOBY. BBeieHHS 3MiH NPOTArom 6-Tn
MiCALIB MiCNA 3aTBePMKEHHS. 3MiHu ||
Tuny - 3MiHn 3 skocTi. A®I. KoHTposb
A®l. 3miHa y napameTpax
cneumdikauii Ta/abo gonyctummx
MEX, BU3HA4YeHNX y crneumdikaLisx Ha
A®I, a60 BUXigHWIA/NPOMIKHWIA
npoagyKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NPOLEC
BMpo6HUUTBa APl (3miHa nosa
Mexamu 3aTBEPAKEHOrO AianasoHy y
cneumdikauii Ha A®l) - 3miHa Mex
cneundikauii A®l apTukainy
rigpoxnopuay BMpo6HMKa NikapcbKoro
3aco6y B kapTpuakax KOMMaHie
Laboratorios Inibsa S.A., Spain., 3a
noKa3HUKOM GakTepiasibHi
eHOo0ToKCHHN. 3aTBepakeHo: <0.14
IU/mg. 3anponoHoBaHo: <0.2 1U/mg.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepmkeHHs. 3miHu Il Tuny -
3MiHU 3 siKoCTi. FOTOBWMIA NikapCbKuii
3aci6. 3mMiHM y BUpOOHULTBI. 3MmiHa
po3mipy cepii (Bknovaroun gianasoH

po3Mipy cepil) roToBOro NikapcbKoro
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
3aco6y (3MiHa CTOCYETbCA BCIX IHLWINX
NiKapcbKnx )opM CyKynHOro
(KOMMIeKCHOro) BUPOGHNYOro
npotiecy) - BBeAileHHs A0AaTKOBOro
po3mipy cepii (2000 n) Ha JoAaToK A0
3aTBEepAKeHNX po3mipis cepii (8ig 300
n po 750 n) 3 meTol aganTauii
NOTY)XXHOCTEl HOBOT BUPOGHMYOT
OinbHUL 4NS NikapcbKoro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBegeHHs 3MiH NPOTAroM 6-Tu
MicAILiB NicNs 3aTBEPAKEHHS.
209. | YNbTPAKAI | Articaine | apTukain | NO1B PO34MH AN iH'EKLN; CENTO[, | dpaHuin BrpobHuuTBO, Icnanis/ BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/3406/01/01
H® A-C , rigpoxno | B58 [ina Bupo6Huka OHT nepBrHHE Ta PpaHuis mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm
combina | pug, CENTOAOHT, BTOPWHHE NaKyBaHHs, oo 6e3nekn/edheKTMBHOCTI Ta oM
tions eniHedp dpaHuis. MapKyBaHHs Ta thapmakoHarniagy (iHwi 3MiHn) - 3MiHK
WH KapTtpuaxi: Ne 100 KOHTPO/b AKOCTI AN BHECEHO Y TEeKCT MapKyBaHHS
(appeHa (10x10): no 1,7 mny npenapary B nepsuHHOI (N. 3, 4, 6) Ta BTOPUHHOT (M.
NiH) KapTpugxi; no 10 KapTpuaKax: 8, 13, 17) ynakoBKu NikapCbKoro
riapoxno KapTpuaxis B Na6opaTopioc IHibca 3acoby. BBegeHHs 3MiH NpoTArom 6-Tu
pua KapTOHHiiA C.A., IcnaHis; Bunyck MiICALIB MICNA 3aTBEPLKEHHS.
YapyHKOBIl cepii gns npenapaTty B
ynakosLj; no 10 KapTpuaxax:
KapTOHHUX CENTOAOHT,
YapyHKOBMX dpaHuis;
yNakoBOK Y Bnpo6HuuTBO,
KapTOHHI1 kopobuy; nepBuHHE Ta
[ins BMpo6HMKa BTOPVHHE MaKyBaHHS,
OENBbOAPM MapKyBaHHA,
[IDKOH, ®paHuis. KOHTPO/Ib SKOCTi Ta
Amnynun: Ne 100 BMNYyCK cepii gns
(5x2x10): no 2 MmN B npenapary B amnynax:
amnyni; no 5 amnyn OENTb®APM AI>KOH,
y NOMCTUPO/IOBIN dpaHuis
ynakosLi; no 2
nonicTUpososi
yNakoBKkn B
KapTOHHI kopobuy;
no 10 KapTOHHUX
KOpPOO6OK,
06TArHEHNX MNIBKOO
LUnd1IEHOBOIO
210. | YNbTPAKAI | Articaine | aptvkaiH | NO1B PO3YMH NS iH'EKLI: TOB YkpaiHa CaHodpi-ABeHTic Himeuun BHECEHHS 3MiH 0 peecTpaLiiHnX 3a He UA/3406/01/01
H® A-C . rigpoxno | B58 0N BUPOGHMKa "CaHodi- Hoiunang MrméX, Ha/ mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenm | nionse
combina | pwua, CaHodhi-ABEHTIC ABEHTIC HimeuuunHa; PpaHuis o0 6esnekn/edekTMBHOCTI Ta oM ae
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
tions eniHecp [onunang MmoéX, YkpaiHa" OENb®APM AI>KOH, thapmakoHarnsagy. 3miHa(n) y KopoTkii
VH HimeuunHa: Ne100 ®paHLis XapakTepucTuLi Nikapcbkoro 3acoby,
(appeHa (10x10): no 2 mn B TeKCTi MapKyBaHHS1 abo IHCTPYKLUIi AnA
NiH) amnyni; no 10 amnyn MeANYHOro 3aCTOCyBaHHA 418
rigpoxsno Y KapTOHHIl nikapcbkoro 3acoby, NiLeH30BaHoro y
pva YapyHKOBIl €C 3a npoueypoto B3aEMHOrO

ynakosuj; no 1
KapTOHHii
YapyHKOBIli ynakoBLyi
B KapTOHHIi
Kopo6ui; no 10
KapTOHHMX KOPOGOK,
06TArHEHNX NAIBKOO
LndpIeHOBOM;
KapTpuaxi: Ne 100
(10x10): no 1,7 mny
KapTpuxi; no 10
KapTpUaXiB y
KapTOHHii
YapyHKOBIl
ynakosuj; no 10
KapTOHHUX
YapyHKOBUX
yNakoBOK Y
KapTOHHIi kopobuy;
0N BUPOGHMKa
OENb®APM
[DKOH, ®dpaHujs:
amnynu: Ne100
(5x2x10): no 2 MmN B
amnyni; no 5 amnyn
y NONICTUPONOBINA
ynakosLi; no 2
nonicTMposnosi
ynakoBkn B
KapTOHHI kopobuy;
no 10 KapTOHHUX
KOPOGOK,
06TArHEHUX NNIBKOKO
L 1IeHOBOIO

BW3HAHHS (Nikapcbkunii 3aci6 He
BXOAMTb A0 cdhepw Aii npouenypu
B32EMHOIO BW3HaHHS, ase 3MiHa
BHOCUTLCS 51K pe3y/ibTaT NpoLesypm i
Bifl BNacHWKa TOpProBoi NileHsii He
BUMaraeTbCsl HafaHHs XOLHUX HOBUX
[04aTKOBUX AaHWX) - 3MiHN BHECEHO
[0 IHCTpyKLUii ANs MeanyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ginis "®apmakosoriyHi
BrnactmsocTi" ("LoKiHi4HI gaHi 3
6e3nekun”), "MpoTrnokasaHHsa",
"B3aemogis 3 iHWMMU fikapcbKumn
3aco6amMu Ta iHWi BuAn B3aeMogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y Nepios BariTHOCTI
abo rogyBaHHS rpyaato”, "3aartHicTb
BMN/IMBATY Ha LIBWAKICTb peakuii npm
KepyBaHHi aBTOTpPaHCNopToM abo
iHWMMK MexaHizmamu”,
"MepeposyBaHHA", "Mo6IYHI peakuir.
BBefeHHst 3MiH NpoTArom 6 micsuis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsagy. 3miHa(n) y KopoTkii
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHsS1 abo IHCTPYKLUIi AnA
MeAMYHOr0o 3aCTOCYBaHHS ANs
nikapcbkoro 3acoby, MiLeH30BaHoro y
€C 3a npoueayporo B3aEMHOro
BW3HAHHS (Nikapcbkunii 3aci6 He
BXOAMTb A0 cdhepu gii npoueaypu
B32EMHOIO BU3HaHHS, ae 3MiHa
BHOCUTLCS 51K pe3y/ibTaT NpoLeaypm i
Bifl BNacHWKa TOpProsoi NileHsii He
BUMaraeTbCsl HafaHHs XOLHUX HOBUX
[04aTKOBUX AaHWX) - 3MiHN BHECEHO
00 IHCTpyKLUii ANs MeanyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

po3ginis "®apmakosoriyHi
BnactmsocTi" ("®apmakoguHamika" Ta
"papmakokiHeTuka"), "MokasaHHa"
(koHkpeTu3auis iHdopmadii), "Crocio
3acToCyBaHHA Ta f0o3n"
(koHKpeTu3saujsa iHopmaLi), "ditn"
(koHKpeTu3auis iHhopmauii) Ta
BiZANOBIAHI 3MiHW B TEKCTi MapKyBaHHS
BTOPVHHOI YNaKoBKM NlikapCbKoro
3acoby B n 5.

BBefeHHs1 3MiH NpoTArom 6 micsyis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHK) - 3MiHK
BHECEHO A0 [HCTPYKLii AN MeguyHoro
3acToCyBaHHSA fikapcbKoro 3acoby Ao
po3giny "Mob6iuHi peaxuii" (wono
BaXX/IMBOCTI 3BiTyBaHHS NPoO Mo6iyHi
peaxuii). BBegeHHs 3MiH npoTarom 6
MiCALIB MiC/1A 3aTBEPKEHHS.

211.

YNBTPAKAT
H® A-C
®OPTE

Articaine

combina
tions

apTuKaiH
rigpoxno
pva,
eniHedp
WH
(apgpeHa
NiH)
rigpoxno
pna

NO1B
B58

PO34MH ANA H'EKLNA,
[ns BUpobHMKa
CENTOAOHT,
PpaHuyjs.
KapTpugxi: Ne 100
(10x10): no 1,7 mny
KapTpuaxi; no 10
KapTpUAXIiB y
KapTOHHii
YapyHKoBIl
ynakoBuj; no 10
KapTOHHUX
YapyHKOBUX
yMNaKoBOK Y
KapTOHHI kopobuy;
[ina BupobHuKa
JENb®APM
[DKOH, ®paHuis.
Awmnynun: Ne 100
(5x2x10): no 2 mn B
amnyni; no 5 amnyn
y NONiCTMPOIOBIi
ynakoBLii; no 2
nonicTMposnosi
yNakoBKW B

CENTOA
OHT

PpaHuis

Bupo6HMLTBO,
nepBUHHE Ta
BTOPWHHE NaKyBaHHS,
MapKyBaHHS Ta
KOHTPO/b SKOCTiI ANst
npenapary B
KapTpuKax:
JNabopaTtopioc IHi6ca
C.A., IcnaHis;
Bunyck cepii ans
npenapary B
KapTpumKax:
CENTOAOHT,
dpaHuis;
B1po6HMUTBO,
nepBuHHe Ta
BTOPUHHE NakyBaHHS,
MapKyBaHHS,
KOHTPO/b SKOCTi Ta
BMNYyCK cepii gns

npenapaty B amnynax:

OENb®APM ADKOH,
dpaHuis

Icnanis/
dpaHuis

BHECEHHSA 3MiH 10 peecTpavLiiiHnx
mMartepianis: 3miHu | Tuny - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 404ATKOBOI Ai/TbHNL
BMPOGHMLTBA [/15 YACTWHM ab0 BCbOro
BMPOGHNYOro MpoLEecy rotoBoro
NiKapCcbKoro 3acoby (AiNbHMLA, Ha SIKIR
NpoBOAATLCA OyAb-AKi BUPOGHWUI
cTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOJI0 AKOCTi Ta BTOPUHHOTO
nakyBaHHS 415 CTEPUNbHUX
NiKapCbKuxX 3aco6iB (BKMOYaUN
BMPOOG/IEHI aceNTUYHUM METOLOM),
KpiM nikapcbkux 3acobis
6ion10riYHOro/iMyHoOM0r4HOro
NOXOPKEHHS) - 3aMiHa AisTbHUL,
BiANOBIAa/IbHOI 32 BUPOGHMLTBO
NikapcbKoro 3acoby B kapTpuapkax 3
Sanofi-Aventis Deutschland GmbH,
Germany Ha Laboratorios Inibsa S.A.,
Spain. BBeieHHs 3MiH NPOTAroM 6-Tu
MiCALiB nicna 3aTBepPAKEHHS. 3MiHN |
TUny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHW y

3a
peyenm
om

He
niosnsie
ae

UA/3406/01/02
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

KapTOHHIi kopobuy;
no 10 KapTOHHUX
KOpPOO6OK,
06TArHEHNX NAIBKOO
LM IeHOBOIO

BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMYCKY cepii Ta
KOHTPOJIH0 SAKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo JofaBaHHA
OiNbHULI, Ha 5K 34iACHI0ETLCSA
KOHTPO/b/BUNPOBYBaHHSA cepii) -
3amMiHa AinbHuL, BiANOBIAaIbHOI 3a
KOHTPO/Ib SKOCTi NikapcbKoro 3acoby B
KapTpumxax 3 Sanofi-Aventis
Deutschland GmbH, Germany Ha
Laboratorios Inibsa S.A., Spain.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepkeHHs. 3miHu | Tuny -
3MiHu 3 siKoCTi. [O0TOBWMIA NikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUNYCKY Cepii Ta KOHTPO/IKO AKOCTI
roToOBOroO Jlikapcbkoro 3acoby (3amiHa
abo gofasBaHHS BUPOOHUKA, LLIO
BiAnoBifga€e 3a BBe3eHHs Ta/abo
BUNycK cepii) - He BkItovarouun
KOHTPO/b/BMNPOBYBaHHSA cepii -
3amiHa ginbHuL, BignoBigasibHOI 3a
BMNycK cepii /13 B kaTpuopxax (He
BK/IOYAI0UM aHaTITUYHI
BMNpo6yBaHHSA) 3 Sanofi-Aventis
Deutschland GmbH, Germany Ha
SEPTODONT, France. 3miHu BHeCeHO
B po3ainu "BupobHukK" Ta
"Micue3HaxoxeHHs BUPO6GHMKa Ta
agpeca MicLs NpoBapKEHHs Moro
[iSNbHOCTI" B IHCTPYKLit0 Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY 3
3aMiHOK0 BUPOGHWYOI AiNbHUL,
BiANOBIAa/IbHOI 3a BMMYCK cepil
NikapcbKoro 3acoby B KapTpuaxax, Ta
SIK HACNIAOK - 3MiHN BHECEHO [0
po3gainy "Ynakoska". BignoBigHi 3mMiHu
BHECEHO Y TEKCT MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby.
BBefeHHS 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
AOMiHICTpaTuBHI 3MiHWU. BunyueHHs
BMPOGHNYOI AinbHML (BKIOYAKUN
OinbHUUI ons APl NpoMiXHOIo
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

NPOAYKTY abo roTOBOro NiKapCbKoro
3acoby, AiNbHULI 4519 NPoBeAEeHHS
nakyBaHHs1, BAPOGHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IO cepil)
abo noctavasibHMKa BUXIAHOMO
marepiany, peareHTty abo AONOMKHOT
PEYOBVHY (SKLLO 3a3HAYEHO Y [OCBE) -
BWUTYYEHHS BUPOOHMYOT AiNTbHUL
Sanofi-Aventis Deutschland GmbH,
Germany, BifnoBiganbHoi 3a
BMPOBHULTBO NikapCcbKoro 3acoby B
amnynax. 3MiH1 BHECEHO B PO34inu
"Brpo6HuMK" Ta "MicLe3HaxomKeHHs
BMpO6HMKa Ta agpeca Micusa
NPOBaKEHHS AOro Ais/ibHOCTI" B
IHCTpYyKLUil0 415 MeauyHOro
3aCTOCYBaHHSA Y 3B'A3KY 3 BUTYYEHHAM
BMPOGHMWYOI AiNbHML, BifNOBiAaNbHOT
3a BUPOGHMLTBO Nikapcbkoro 3acoby B
amnynax, Ta ik HacnifoK - 3MiHW
BHECEHO A0 po34iny "Ynakoska".
BignoBigHi 3MiHM BHECEHO Y TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB NicnsA 3aTBEpKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUPOBHULTBA
[ANs YacTyHM abo BCbOro BUPOOHUYOTO
npoLecy roToBOro MikapCbKoro 3acoby
(ginbHUUSA AN BTOPUHHOTO
nakyBaHHs) - 3amiHa AinbHuWL,
BiANOBIAa/IbHOI 32 BTOPUHHE
nakyBaHHs NiKapcbKoro 3acoby B
KapTpumxkax 3 Sanofi-Aventis
Deutschland GmbH, Germany Ha
Laboratorios Inibsa S.A., Spain.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHU 3 siKoCTi. FOTOBWMIA NikapCbKuii
3aCi6. 3MiHVM Yy BUPOOGHULTBI. 3MiHW Y
npoLeci BUpobHULTBA FOTOBOTO
niKkapcbKoro 3acoby, BkaYaun
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

NPOMDKHWIA MPOAYKT, L0
3aCTOCOBYETHLCSA NPY BUPOGHULTBI
roTOBOrO JiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHI 3MiHN B
npoueci BupobHuuTBa /13, a came
CTragin nofaBaHHS KOMMNOHEHTIB
CKOpOYeHa, a NepeTBOPEHHS Ha
afpeHaniHy rigpoxiopua He
BMKOHYETbCS OKPEMO. TakoX Ha HOBIl
BMPOGHWUIl AiNbHULI HE3HAYHO
Bifipi3HAETLCA NOPSALOK AoAaBaHHS
BMXigHVX maTepianis. Ha ctagii
nonepeaHbOi ibTpaLii BKIHYEHN
[04aTKOBUIA MEMOPaHHWIA hinbTp 3
po3mipom nop 0,45 mkMm. BBegeHHs
3MiH NpPOTAroM 6-Tu MicauiB nicns
3aTBEPMKEHHSA. 3MiHN | TNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKnit 3acib.
3MiHM y BUPOGHMLTBI. 3MiHM y npoueci
BMPOGHMLITBA FOTOBOrO /iKapCbKOro
3ac06y, BK/IHOHYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHCA NpK
BUPOGHMLTBI rOTOBOrO NikapCbKoro
3aco6y (iHWi 3MiHK) - 3MiHKN B NpoLieci
BMPOGHMUTBA /13, a came 36iMbLUeHHS
MaKCMMasibHOro Yacy BUTPUMKU
(holding time) npocpinsTpoBaHoro
Hepo3¢)acoBaHOro PO34MHy B EMKOCTI
nepef HanoBHEHHAM B KapTpuaxi 3 4
[0 14 gHiB Ha AinbHYLj BUPO6HMLTBA
KapTpuapxiB CaHodi-ABeHTIC
Hoitunanarm6X, HimeuunHa.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHU 3 siKoCTi. FOTOBWMIA NikapCbKuii
3aCi6. 3MiHM Y BUPOOGHULTBI. 3MiHW Y
npoveci BUpobHULTBA FOTOBOTO
nikapcbKoro 3acoby, Bkvaun
NPOMDKHWIA MPOAYKT, L0
3aCTOCOBYETHLCSA NPY BUPOGHULTBI
roTOBOrO JliKapCbKOro 3acoby (iHLi
3MiHW) - 3MiHV B NpoLeci BUpo6bHMLTBA
N3, a came CKOpPOYEHHS Yacy
BMPOOGHULTBA Ha AiNbHULI
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. TakvuM Y/HOM Yac BUTPUMKM
(holding time) nicnsa dinbTpavi
6inbLUe He 3aCTOCOBYETLCS.
MakcumanbHuii yac 36epiraHHs ans
po3unHy nepeg inbTpauieto
cknagatuve 7 [HiB, & HaNOBHEHHS
nicnsa dinbTpauii 6yae BUKOHyBaTUCh
B MeXax MakCumym 72 rovH.
BBefeHHs 3MiH NpoTArom 6-Tn MicsauiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHN 3 aKoCTi. [O0TOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHN
BUNPO6YyBaHb a60 AONYCTUMUX MEX,
BCTaHOBNEHUX Y cneuudikauisx, nig,
yac BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby (3BYXEHHs
[OMYCTUMUX MEX) - 3BY)XXEHHSA MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig,
yac BUPOGHMLITBA FOTOBOTO
nikapcbKkoro 3acoby ans
6ioHaBaHTaXXeHHs 3 He Ginblue 100
KYO/10 mn po <10 KYO/100 mn Ha
AiNbHULI BUPOBHULTBA NiKapCbKOro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain BBegeHHS 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneumdikauiax, nig
Yyac BMpPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN) -
BUAIEHHA KOHTPOJIO OCMONANBHOCTI
B NpoOLLeCi BUPO6HMLITBA HA AiIbHUL
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefeHHs 3MiH NPOTAroM 6-Tu
MicSLIB NicnsA 3aTBEpKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
O0MYyCTUMMX MEX, BCTAHOB/IEHUX Y
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

cneuudikavisx, nig yac BUpobHULTBA
roTOBOrO /likapcbKoro 3acoby (iHLwi
3MiHW) - BUAAIEHHSA KOHTPO/II0 BUXOAY
3a 3BaXXyBaHHAM B Npoueci
BMPOGHMLITBA Ha AifbHULI
BMPOBGHULTBA NikapCbKoro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBegeHHs 3MiH NPOTAroM 6-Tu
MicALiB nicnsa 3aTBepMKEHHS. 3MiHN |
TMny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOOHULTBI. 3MiHX BUNpobyBaHb abo
LOMYyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpo6bHULTBA
roTOBOrO JiKapCbKOro 3acoby (iHLi
3MiHW) - BUAAIEHHS KOHTPOJIIO BUXOAY
3a po3paxyHKom B npoueci
BMPOOHULTBA Ha AiNbHULI
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBeZileHHs 3MiH NpOTSArom 6-1u
MicsLiB NicnsA 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneundikaLisx, nig yac BUpo6HULTBA
rOTOBOrO /iKapCcbKoro 3acoby (iHLwui
3MiHW) - BUAIEHHS KOHTPO/II0 06’eMy
HanoBHEHHA B NpoLeci BUpobHMLTBA
Ha AiNbHYLi BUPO6HULITBA NiKApCbKOro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefieHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneumdikayiax, nig
Yyac BMpOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (gofaBaHHs
HOBOrO MeTOoAY BUNPOGYBaHHS Ta
[OMYyCTUMUX MEX) - A0AABaHHSA
BMNPOGYBaHHA GioHaBaHTAXEHHS, Nif,
yac BUpOBHMLTBA TOTOBOTO




ITpojoBXeHHs fojaTKa 3

232

n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

nikapcbkoro 3acoby nicns
nonepeaHbOI hinbTpauii Ha AinbHNL
BMPOBGHULTBA NikapCbKoro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBegeHHs 3MiH NPOTAroM 6-Tu
MicALiB nicnsa 3aTBepAKEHHS. 3MiHN |
TMny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOOHULTBI. 3MiHX BUNpobyBaHb abo
LOMYyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBA
roTOBOrO JliKapCbKOro 3acoby
(nopaBaHHA HOBOrO MeToAy
BUNPOOYBaHHA Ta JONYCTUMUX MEX) -
[ofaBaHHA BUNpobyBaHHa pH nepeq,
O0faBaHHAM agpeHaniHy Ha fibHNL
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefieHHs 3MiH NPOTAroM 6-Tu
MicSLB NicnsA 3aTBEpKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[LOMYyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisx, nig yac BUpobHULTBA
roTOBOrO NiKapCbKOro 3acoby
(nopaBaHHs HOBOTO MeToAy
BMNPOGYBaHHA Ta AOMYCTUMUX MEX) -
[ofaBaHHA BUMPOBYBaHHA Ha
repMeTUYHICTb KapTpuaKiB Ha
AiNbHULI BUPOBHULTBA NiKapCbKoro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefieHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b fOMOMDKHUX PEYOBUWH (iHLLi
3MiHM) - aganTauis po3giny 3.2.P.4.
KOHTPO/b AONOMDKHUX PEYOBUH Ha
AiNbHULI BUPOBHULTBA NiKapCbKOro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain gnsa onucaHHsa
BiANOBIAHOCTI fOMOMDKHUX PEYOBYH
MoHorpadisim €sp.dapm. BeBeaeHHs
3MiH NPOTSArom 6-TM MicauiB nicns
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3

BBefeHHs 3MiH NpoTArom 6-Tn MicsauiB

3aci6. KoHTpob roTOBOro Nikapcbkoro

AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
Onuc Ta cknag,. 3miHa y cknagi
(8AONOMDKHMX peYOoBMHAX) rOTOBOrO
nikapcbKoro 3acoby (iHLwi 4ONOMKHI
peyoBuHM) - 3aMiHa OAHIEl LONOMDKHOT
PEYOBMHM Ha iHLWWY 3 TUMWU CAMUMM
hyHKLIOHa/IBHUMW XapakTepucTrkamm
Ta Ha TOMy camMOMYy piBHI - 3MiHa B
cknagj /13, a came 3amiHa emynbCii
CWIKOHOBOT 0Of1ii, WO
BMKOPWUCTOBYBasIach nonepesHim
BUPOBHMKOM NiKapCbKOro 3acoby B
KapTpumKax, Ha eMynbCito
CWMIKOHOBOT onil, Wo byae
BMKOPVCTOBYBATUCH Ha [i/TbHUL
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefieHHs 3MiH NPOTAroM 6-Tu
MicSLB NicnsA 3aTBEpKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (A0NOBHEHHS
crneundikaLii HOBUM MNOKa3HUKOM 3
BiANOBIAHWM METOA0M BUNPOBOYBaHHS)
- fofaBaHHs BUNPOOyBaHHSA
iaeHTudikaLi HaTpito MeTabicynbdiTy
0o cneundikauii M3 Ha ginbHUUI
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain, WO BigNOBIAAE BUMOram
Guideline on excipients in the dossier
for application for marketing
authorisation of a medicinal product.

nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHN 3 aKoCTi. [O0TOBWIA NiKapCbKuii

3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonyctummx
MeX roTOBOrO /liKapCbKOro 3acoby

(40NoBHEHHS cneuudikauil HoBUM
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JliKapcbKoe2
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MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*
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Koo
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dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK
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BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

NMOKa3HUKOM 3 BifMOBIAHVM METOL0M
BMNPOOYBaHHS) - AOAABaHHS
[08aTKOBOro BUMPOBYBaHHS

iaeHTUdiKauii giro4oi peyoBuHN
agpeHaniHy MeTogoM KonopumeTpii
0o cneundikauii M3 Ha ginbHAUUI
BMPOGHMLUTBA MiKapCcbKoro 3acoby y
KapTpumxax Ta amnynax y
BignosigHocTi BuMor ICH QB6A.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHU 3 siKoCTi. FOTOBWMIA NikapCbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeToaax

BMNPOOYBaHHA rOTOBOTrO MiKapCbKOro

3aco06y (iHWi 3MiHK Yy meTogax
BMNpOoGYBaHb (BK/IKOYaouM 3amiHy abo
[OMOBHEHHS)) - 3aMiHa MeToay A/is
ineHTudbikauil apTukainy rigpoxnopugy
(TWX) Ha AinbHULI BUpOBHMLTBA
NiKapcbKoro 3acoby B KapTpumkax
Laboratorios Inibsa S.A., Spain.
BBefeHHS 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHN 3 aKoCTi. [O0TOBWIA NiKapCbKuii
3aci6. KoHTpoib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeTofax

BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHM Yy MeTogax

BMNPO6YBaHb (BK/IKOYAKUYM 3aMiHy abo
[OOMNOBHEHHS)) - 3amiHa MeToga BEPX
Ons igeHTudikauii, BU3Ha4eHHs
KiNbKiCHOro BMICTYy Ta AOMILLOK
apTukaiHy rigpoxnopuay Ha HoBWiA
meToa BEPX ansa ginbHuui

BMPOBGHULTBA NikapCbKoro 3acoby B

KapTpumxax Laboratorios Inibsa S.A.,

Spain. BBegeHHs 3MiH NPOTAroM 6-Tu

MicALiB nicnsa 3aTBepMKEHHS. 3MiHN |

TMny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpoib roToBOro
niKkapcbkoro 3acoby. 3MiHa y MeToAax

BMNPOGYBaHHSA rOTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHM Yy MeTogax

BMNPO6YBaHb (BK/IKYaK4M 3aMiHy abo




ITpojoBXeHHs fojaTKa 3

235

n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
MyBaH

Howmep
peecmpayitiHo
20
nocsioYyeHHs

[OMNOBHEHHS)) - 3aMiHa
3aTBEPKEHOr0 MeToAa odoMeTpil,
LLI0 BUKOPUCTOBYETLCS ANA Ki/TIbKICHOTO
BM3HAYEHHS HaTpIilo MeTabicynbiTy
Ha HOBWIA MeTog ofomeTpil NS
OiNbHUL BUPOBGHULITBA NiKAPCLKOro
3acoby B kapTpumkax Laboratorios
Inibsa S.A., Spain. BBefieHHs1 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTpPO/b roTOBOrO NiKapCcbKoro
3acoby. 3miHa y meToAax
BMMNPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHLWWi 3MiHK y MeToAax
BMNpoGYBaHb (BK/IOYAOUM 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa
3aTeBepakeHoro metoga BEPX, wo
BMKOPWCTOBYETLCA A5 iAeHTUdiKauji
Ta BU3HAYEHHS KifIbKiCHOro BMiCTy
aZpeHaniHy rigpoxnopuay Ha AinbHUUI
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefieHHs 3MiH NpOTArom 6-1u
MicsLiB NicnsA 3aTBEPKEHHS. 3MiHN |
TUny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nNiKkapcbkoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHA rOTOBOrO NiKaPChKOro
3aco6y (BWIyYeHHs1 MeToay
BUMPOBYBaHHS, AKLLO BXe
3aTBEPMKEHWIA aNlbTepHATUBHWIA
METOZ) - BUTyYEHHS albTEPHATUBHOIO
MeToAa A48 BU3HAYEHHS BUAUMUX
4yacTok (eNeKTPOHHWIA NigpaxyHokK) Ha
OiNbHUL BUPOBHULITBA NiKAPCLKOT0o
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefieHHs1 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPLKEHHS. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTpPO/b roTOBOrO NiKapCcbKoro
3acoby. 3miHa y meToAax
BMNPOOYBaHHA rOTOBOrO NiKaPCbKOro
3aco6y (BWIyYeHHs1 MeToay
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

BUMPOGYBaHHS, AKLLO BXe
3aTBEPMKEHWIA aNlbTepHATUBHWIA
METOZ) - BUTyYEHHS a/lbTEPHATUBHOIO
MeToAa nonsporpadii ANs KinbkicHoro
BM3HAYEHHS HaTpil0 MeTabicynbaiTy
Ha [iNbHUL BUPOGHMLTBA NiKapCbKoro
3acoby B kapTpumkax Laboratorios
Inibsa S.A., Spain. BBefieHHs1 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTpPO/b roTOBOrO NiKapCcbKoro
3acoby. 3miHa y meToAax
BMMNPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (BW/IyYeHHs1 MeToay
BUMPOGYBaHHSI, AKLLO BXe
3aTBEPMKEHWIA aNlbTepHATUBHWIA
METOA) - BUNYYEHHS re/ib-TPOM6
MEeTOZ4Y BU3HAUYEHHSI GaKTepiasibHUX
€HAO0TOKCUHIB Ha AiNbHUL
BMPOBGHULTBA NikapCbKoro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BunpobyBaHHs 6yae
NpOBOANTMCS 3a J,0MNOMOIOH0
XPOMOTEHHOr0 KIHETUYHOTO MeToAy.
BBefeHHs 3MiH NpoTArom 6-Tn MicsauiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHN 3 aKocTi. [O0TOBWIA NiKapCbKuii
3aci6. KoHTpoib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeTofax
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3acoby (He3HayHa 3MiHa Y
3aTBEPMKEHNX METOAAX
BUNPOOYBaHHS) - HE3HAYHI 3MiHW NS
mMeToAy BUMPOOYBaHHS 3a NOKa3HMKOM
MexaHi4yHi 4OMILLKN (HEBUAMMI YaCTKN)
Ha AiNbHWLi BUPO6HULITBA NiKApPCbKOro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefjeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKoCTi. FOTOBWiA Nikapcbkuii 3aci6.
(iHWWi 3miHK) - 3miHa onucy ans
BMNPO6YBaHHA CTEPUBLHOCTI Ha
OiNbHULL BUPOBHULITBA /iIKAPCLKOr0
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. MeTop,
BUNPOBYBAHHSA HE 3MIHIOETLCS,
OCKifIbKW BiH € thapmakoneiHiM.
BupanaeTtbca nocunaHHa Ha ®apm.
CLUA, a Takox onuc metoay
afanTyeTbes AN 3a3HAYEHHS TifIbKK
KapTpuaxis. KinbkicTb po3unHy ans
NpoOMVBaHHA NpuBeaeHa y
BiANOBIAHICTb A0 MOHOrpadii €8p.
dapm. 2.6.1 BBegeHHS 3MiH NPOTArOM
6-TN MiCALB Nic/1A 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6.
3MiHa Yy NepBUHHII ynakoBLji roTOBOro
nikapcbKoro 3acoby (Tun KoHTelHepa
abo fofaBaHHA HOBOrO KOHTelHepa) -
BunyyeHHA NepBUHHOT YNakoBKu, L0
He NpU3BOANTb A0 MOBHOTO BUMYYEHHS
NikapcbKoro 3acoby 3 NEBHOK CU/IOKD
Aii abo y neBHIli nikapcbkii hopmi -
BUTYYEHHS aflbTEPHATUBHUX
NAYHXEPIB Ta YLUNMbHEHHS 3 TyMU TUMY
Il Ha ginbHWLi BUPOGHMLTBA
nikapcbKoro 3acoby B kapTpuaKax
Laboratorios Inibsa S.A., Spain.,
(6pombyTunosuit kayuyk | i Il knacy).
BBefeHHs 3MiH NpoTArom 6-Tn MicsauiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHN 3 aKoCTi. [O0TOBWIA NiKapCbKuii
3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa y NepBUHHIN ynakoBLji roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) -
3MiHa KONbOpy NyHxepy 3 6inoro abo
KPEMOBOTO Ha Cipvit Ha fibHUL
BMPOGHMLITBA NiKapCbKOro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefeHHs 3MiH NPOTAroM 6-Tu
MicSLIB NicnsA 3aTBEpKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
3mMiHa napameTpiB cneuudikadlii
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a

Ha3sa*

Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOTO NikapCbKoro
3aco06y (iHLWWi 3MiHK) - fofaBaHHSA
cneuudikaLii 415 KOHTPOO
NYHXepiB Ha AiNbHULI BUPOOHULTBA
NiKapcbKoro 3acoby B KapTpumkax
Laboratorios Inibsa S.A., Spain.
BBefeHHS 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHM 3 aKoCTi. [O0TOBWIA NiKapCbKuii
3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6.
3miHa napameTpis cneuudikawlii
Ta/abo foMyCTUMUX MeX NePBUHHOI
yNakoBKW rOTOBOTO NikapCbKoro
3aco6y (iHWi 3MiHW) - foAaBaHHSA
cneuudikaLii 415 KOHTPOSIO KPULLIKA
Ha AiNbHULI BUPO6HMLTBA NiKapCbKoro
3acoby B kapTpumpkax Laboratorios
Inibsa S.A., Spain. BBefieHHs1 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
Cucrema
KOHTeliHep/3aKynoptoBasibHWii 3aci6.
3miHa napameTpiB cneuudikawiii
Ta/abo fonyCTUMUX MEX NEePBUHHOI
yMakoBKM rOTOBOTO NikapCbKOro
3aco6y (iHLWi 3MiHK) - AoAaBaHHA
crneungikaLii 4ns KOHTPOSO
KapTpuaXiB Ha AiNbHULI BUPOGHULTBA
nNikapcbKoro 3acoby B kapTpuaKax
Laboratorios Inibsa S.A., Spain.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MmiHuM 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpoNechbkili
hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/EHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BigNoOBIAHOCTI
€Bponevicbkinn hapmakonei: gna Adl;
ONs BUXIOHOTO

Martepiany/peareHTy/npomiKHOIo
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Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BVMPOGHMUTBI A®I; AN 4ONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHWii cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTy
BiANoOBIgHOCTI MOHorpadii €sp. Papm.
CEP Ne R1-CEP 2013-266-Rev 00
0151 agpeHaniHy Big 3aTBepAKeHoro
BMpo6Huka CAMBREX
PROFARMACO MILANO S.R.L., Italy
(3atBepmxeHo: CEP Ne RO-CEP 2013-
266 - Rev 02). BBegeHHs 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponecokiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BigNOBIQHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHOro
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANS 4ONOMIKHOI
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiickbkili hapmakonei) -
OHoBeHWin cepTuddikaT Bif yxe
3aTBEPPKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTy
BiAgnoBigHOCTI MOHorpacii €sp. Papm.
CEP Ne R1-CEP 2013-266-Rev 01
ONs agpeHaniHvy Big 3aTBepaKeHoro
BMpo6Huka CAMBREX
PROFARMACO MILANO S.R.L., Italy
(3aTBepaxeHo: CEP Ne R1-CEP 2013-
266 - Rev 00). BBeAeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMKEHHS. 3MiHN | TNy - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hername | pe4yosu ynakoska) Ka ukKa y HS** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
thapmakonei/moHorpadii. NMogaHHA

PEYOBUHY (SIKLLO 3a3HAYEHO Y JOCLE) -

3aTBEPLKEHHS. 3MiHM | TUNY - 3MiHK 3

HOBOro abo OHOBMEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUIYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI API; An1a ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS
OHOBJ/IEHOTO cepTudikaTty
BignoBigHOCTI MOHOrpagii €sp.
®apm.CEP Ne R1-CEP 2016-232-Rev
00 pns agpeHaniHy Big
3aTBepKeHoro BUpo6Huka SYN-
TECH CHEM. & PHARM. CO., LTD.,
Taiwan (3aTBepmkeHo: CEP Ne RO-
CEP 2016-232-Rev 00). BBegeHHs
3MiH NPOTAroM 6-Tu Micauis nicns
3aTBEPMHKEHHA. SMiHK | Tuny -
AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHNYOI AiNbHUL (BKNOYAOUN
OinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro /ikapCbKoro
3acoby, AinbHULI 4719 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeAeHHS KOHTPOSIIO cepil)
ab0o nocTavyasibHMKa BUXiAHOrO
martepiany, peareHTy abo AONOMDKHOT

BU/TyYEHHS BUPOOHWMKA AjroHOi
peyoBUHM aapeHasiHy KoMnaHii
Bepinrep IHrenbxainm ®apma Mi6X
eHg Ko.Kl, HimeuyurHa. BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns

akocTi. A®l. KoHTponb A®L. 3miHa y
MeToAax BUNpobyBaHHa APl abo
BUXiAHOrO Marepiany/npomikHOro
npoayKTy/peareHTy, Lo

BUKOPWCTOBYETLCS Y NpoLieci
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*

BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX METOAAX
BUNPOBYBaHHS) - HE3HaYHa 3MiHa
meTogy BEPX, L0 BUKOPUCTOBYETLCA
HOBMM BUPOBHNKOM NiKapCbKOro
3acoby B KapTpuaKax KoMMaHieo
Laboratorios Inibsa S.A., Spain gns
KOHTPOJIO CYMNpPOBifHWX PEYOBUH B
Aitouili peyoBUHI agpeHaniHi.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHU 3 siKoCTi. FOTOBWMIA NikapCbKuii
3aci6. (iHwWi 3miHW) - goJaBaHHSA
HomepiB MoHorpadin €sp. ®apm. ans
Lit0UnX PeYOBUH Ta AOMOMIKHUX
PEYOBWH Ta BHECEHHI pefaKTOPChKMX
npasok Ao po3giny 3.2.P.1 ana
nikapcbKoro 3acoby B KapTpumkax 415
HOBOro BMpo6Huka Laboratorios Inibsa
S.A., Spain. BBefieHHs1 3MiH NpoTArom
6-TN MiCALIB Nic/1A 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK 3 aKkocTi. FoToBMi
nikapcbkuii 3aci6. KoHTpoib roToBoro
nNiKapcbKoro 3acoby (iHLWi 3MiHK) -
nepeknag tekcty MKA Ha ykpaiHCbKy
MoBYy. BBefieHHsA 3MiH MPOTArom 6-Tu
MicALiB nicns 3aTBepaKeHHs. 3MiHu I
TUny - 3MiHn 3 skocTi. A®I. KoHTposib
A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AonycTUMMX
MeX, BU3Ha4YeHX y crneumdikaLisx Ha
A®I, ab0 BUXIigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, o
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMpOGHMLUTBa ADI (3MiHa no3a
MeXamy 3aTBepKeHOro fianasoHy y
cneumdikauii Ha A®l) - 3miHa mex
cneuudikauii A®| apTukainy
rigpoxnopuay BMpo6HMKa nikapcbkoro
3ac06y B kapTpuakax KOMnaHieo
Laboratorios Inibsa S.A., Spain., 3a
NokKasHNKOM bakTepiasibHi
EeHAoTOKCHHN. 3aTBepaxeHo: <0.14
IU/mg 3anponoHoBaHo: <0.2 1U/mg
BBefeHHS 3MiH NpOTArom 6-Tu MicsLiB
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
nicns 3aTBepgkeHHs. 3miHu Il Tuny -
3MiHu 3 sKoCTi. [0TOBWMIA NikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
po3mipy cepii (Bkntoyarouy gianasoH
po3Mmipy cepii) roToBOro Nikapcbkoro
3aco6y (3MiHa CTOCYETbCA BCIX IHLINX
NiKapCbknx )OpM CyKynHOro
(KOMNeKcHOro) BUPO6HUYOro
npouecy) - BBeAeHHA [04aTKOBOro
po3wmipy cepii - 2000 n (1 111 111
KapTpuaXiB) Ha foAaTOK J0
3aTBEepMKeHNX po3mipis cepii (8ig 300
N (166 666 kapTpuoxis) Ao 750 n (420
000 kapTpuAaxiB) ) 3 MeTOl aganTauii
NOTYXXHOCTEl HOBOT BUPOGHNYOT
AiNbHULI AN nikapcbKoro 3acoby B
KapTpumxax Laboratorios Inibsa S.A.,
Spain. BBefieHHs 3MiH NpOTArom 6-1u
MiCALIB MiCN1SA 3aTBEPLKEHHS.
212. | YNbTPAKAI | Articaine | aptvkain | NO1B PO3YUH NS iH'EKLN, CENTO/L, PpaHuin B1po6HMUTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpavLiiiHuX 3a He UA/3406/01/02
H® 4-C . rigpoxno | B58 [ina BupobHuKa OHT nepBrHHe Ta ®paHuisa marepianis: 3miHa 3asBHuka /13 peyenm | niosnse
POPTE combina | pwua, CENTOAOHT, BTOPWHHE NaKyBaHHS, (MIBIM) (BnacHuka peecTtpaviiHoro om ae
tions eniHedp PpaHujis. MapKyBaHHs Ta noceigyeHHs) (3rigHo Hakasy MOS3 Bif
WH KapTpumxi: Ne 100 KOHTPO/b AKOCTi ANa 23.07.2015 Ne 460): [litova pepakuis:
(agpeHa (10x10): mo 1,7 mny npenapary B TOB "CaHochi-ABeHTiC YkpaiHa",
NiH) KapTpuaxi; no 10 KapTpuaxax: YkpaiHa. lNponoHoBaHa pefakuis:
rigpoxno KapTpuaxXis y Na6opaTopioc IHi6ca CEMNTOAOHT, ®paHuis. Y 3B'A3Ky 3i
pna KapTOHHIN C.A., IcnaHisi; 3MiHOI0 3asiBHMKaA (Bf1acHMKa
YapyHKOBIli Bunyck cepii gns peecTpaLiiHOro NocCBigYEHHS)
ynakosLi; no 10 npenapary B BHECEHO 3MiHW B IHCTPYKLIitO AN
KapTOHHMX KapTpupKax: MeJMYHOro 3aCTOCYBaHHs, a came
YapyHKOBUX CENTOAOHT, BW/IyYEHO po34in "3asaBHUK", Ta K
yMNakoBOK y PpaHLis; HacnifokK - BHECEHO 3MiHW Y TEKCT
KapTOHHI KOpo6Lyj; BrpobHuuTBO, MapKyBaHHS1 yNakoBKM MiKapCbKOro

[ina Bupo6Huka
OENb®APM
[IDKOH, ®paHuis.
Awmnynun: Ne 100
(5x2x10): no 2 Mn B
amnyni; no 5 amnyn
y NONICTUPONOBINA
ynakosLij; no 2
nonicTMposIoBi
ynakoBkn B
KapTOHHI Kopobuj;

nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
MapKyBaHHS,
KOHTPO/b AKOCTi Ta
BUMNYCK cepii Ans

npenapaty B aMnynax:

JENb®APM ADKOH,
PpaHLis

3acoby. BBegeHHs 3MiH NpoTArom 6-Tu
MicALiB NicnsA 3aTBEPKEHHSA. 3MiHN |
MRy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHnx Npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBaXEHOT 0cobw,
BifJNOBIAANbHOI 3@ 3/iICHEHHS
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep

n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo

0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
no 10 KapTOHHUX hapMakoHarnsay; KOHTakTHOI 0cobu 3
KOPOOOK, dhapmakoHarnsgy 3asBHuka gns
OBTArHEHUX M/1iBKOKO 3[jliCHEeHHs1 hapmakoHarnaay B
L 1IeHOBOIO YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkiovarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-thaiina cuctemu
thapmakoHaraagy) - 3miHa
YMOBHOB&XEHOI 0CO6W 3as1BHIIKA,
BignoBigaIbHOI 3a hapMakoHarnsg.
[itoya pepaxkuis: Bapconomeesa
IBaHHa OnekcaHapisHa.
MponoHoBaHa pepakuis: Pyponbge
e Maiie / Rodolphe Le Paillier. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a
thapmakoHarnsg. BeegeHHs
KOHTaKTHOT 0CO6U 3asBHUKa,
BignoBigasibHOI 3a hapmakoHarnsg B
YkpaiHi. [ponoHoBaHa pefakuis:
HikiTueHkoBa /lto60B IBaHiBHa.
BBeaeHHS KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asBHWKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKkpaiHi. 3MiHa MicL,e3HaxX0MKEeHHSs
mMacTep-goaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOT
[ISNbHOCTI 3 hapmakoHarisay.

213. | YNbTPAKAI | Articaine | aptvkain | NO1B PO3YUH NS iH'EKLN, CENTO/L, PpaHuin B1po6HMUTBO, Icnanis/ BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a UA/3406/01/02
H® 4-C . rigpoxno | B58 [ina BupobHuKa OHT, nepBrHHe Ta ®paHuisa marepianis: 3miHu | Tuny - 3mMiHK peyenm
POPTE combina | pwua, CENTOAOHT, dpaHuis BTOPWHHE NaKyBaHHS, oo 6esnekn/edhekTMBHOCTI Ta om

tions eniHedp PpaHujis. MapKyBaHHs Ta thapmakoHarnagy (iHwi 3MiHu) - 3MiHK

VH KapTpumxi: Ne 100 KOHTPO/b AKOCTi ANa BHECEHO Y TEKCT MapKyBaHHsA
(agpeHa (10x10): mo 1,7 mny npenapary B nepBuHHOI (N. 3, 4, 6) Ta BTOPUHHOI (M.
NiH) KapTpuaxi; no 10 KapTpuaxax: 8, 13, 16, 17) ynakoBKu NikapCbKoro
rigpoxno KapTpuaxXis y Na6opaTopioc IHi6ca 3acoby. BBejeHHs 3MiH NpPOTArom 6-Tu
pna KapTOHHIN C.A., IcnaHisi; Bunyck MiCAILiB MicAsi 3aTBEPOKEHHS.

YapyHKOBIl cepii gnsA npenapaty B

ynakosuj; no 10 KapTpuaxax:

KapTOHHUX CENTOAOHT,

YapyHKOBUX dpaHuis;

yNakoBOK y Bnpo6HMLTBO,
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
KapTOHHI KOpo6Lyj; nepBuHHE Ta
[insa Bupo6HuKa BTOPVHHE MakKyBaHHS,
OENb®APM MapKyBaHHS,
[DKOH, ®paHuis. KOHTPO/Ib SIKOCTi Ta
Awmnynun: Ne 100 BWMNYCK cepii Ans
(5x2x10): no 2 MmN B npenapary B amnynax:
amnyni; no 5 amnyn OENb®APM AI>KOH,
y NONICTUPONOBINA ®paHLis
ynakosLi; no 2
nonicTposnosi
ynakoBkn B
KapTOHHI kopobuy;
no 10 KapTOHHUX
KOPOGOK,
OBTArHEHUX M/1iBKOKO
LUnd1IeHOBOO
214. | YNbTPAKAI | Articaine | aptvkain | NO1B PO3YUH NS iH'EKLN; TOB YkpaiHa CaHodi-ABeHTIC Himeuun BHECEHHS 3MiH [j0 peecTpaLiiiHuX 3a He UA/3406/01/02
H® 4-C . rigpoxno | B58 [ina BupobHuKa "CaHocpi- [Loiunang Mv6X, Ha/ marepianis: 3miHu | Tuny - 3MiHK peyenm | niosnse
POPTE combina | pwua, CaHochi-ABeHTIC ABEHTIC HimeuuunHa; dpaHuis oo 6esnekn/edhekTMBHOCTI Ta om ae
tions eniHedp [Honunang MméX, YkpaiHa" OENb®APM AIDKOH, thapmakoHarnsagy. 3miHa(n) y KopoTkiii
WH HimeuunHa: amnynu: dpaHuin XapakTepucTuLi nikapcbkoro 3acoby,
(agpeHa Ne 100 (10x10): no 2 TeKCTi MapKyBaHHS1 abo iIHCTPYKLii 415
NiH) M/ B amnyni; no 10 MeAMYHOro 3aCTOCyBaHHA AN
rigpoxno amnyn y KapToHHil nikapcbKoro 3acoby, NiLeH30BaHoro y
pna YapyHKOBIl €C 3a npoueaypor B3aEMHOro
ynakosi; no 1 BM3HAHHS (/likapcbkuii 3aci6 He
KapTOHHiiA BXOAWTL A0 cdhepu Aii npouenypu
YapyHKOBIl ynakoBLji B3AEMHOI0 BM3HaHHS, asie 3MiHa
B KaPTOHHIiA BHOCUTbCSA K pe3ynbTaT npoueaypm i

Kopo6ui; no 10
KapTOHHUX KOPOOOK,
06TArHEHNX MNIBKOO
uucpneHoBoto;
KkapTpuki: Ne 100
(10x10): no 1,7 mny
KapTpuaxi; no 10
KapTpUAXIiB y
KapTOHHii
YapyHKoBIl
ynakoBuj; no 10
KapTOHHUX
YapyHKOBUX
yMNaKoBOK Y
KapTOHHI kopobuy;
[ina BupobHuKa

Bifl BlaCHWKa TOProsoi NiLeHsii He
BUMaraeTbCs HafiaHHs XOLHUX HOBUX
[04aTKOBUX AaHuX) - 3MiHWM BHECEHO

[0 IHCTPYKUiT AN MefuyHoro
3acTOoCyBaHHS fikapcbkoro 3acoby Ao
po3ainis "®apmakosoriyHi
snactmsocTi" ("[JOKMiHIYHI AaHi 3
6e3nekn”), "MpoTnnokasaHHs",

"B3aemogis 3 iHWKMMW NiKapCbKUMMn
3acob6amMu Ta iHLWi BUAW B3aeMOA;iA",

"Oco61BOCTI 3aCTOCyBaHHA",

"3acTocyBaHHA y nepio BariTHOCTI
abo rogyBaHHs rpyaa”, "3aartHicTb
BM/IMBATY Ha LWUBUAKICTb peakwjii npn

KepyBaHHi aBTOTpaHCNopToM abo

IHLWIMMK MexaHi3mamm®”,
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
JENb®APM "MepepnosyBaHHs", "lMNo6ivHI peakuii”.
LDKOH, ®paHuis; BBefeHHs1 3MiH NpoTArom 6 micsyis
amnynu: Ne 100 nicns 3aTBepKeHHs. 3MiHu | Tuny -
(5x2x10): no 2 mn B 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta
amnyni; no 5 amnyn thapmakoHarnsagy. 3miHa(n) y KopoTkiii
y NONICTUPOOBINA XapakTepucTuLi nikapcbkoro 3acoby,
ynakosLj; no 2 TEKCTi MapKyBaHHs1 abo iHCTPYKUiT Ans
nonicTMpPonoBi MeAMYHOro 3acToCyBaHHSA ANS
ynakoBKu B nNiKapcbkoro 3acoby, NiLeH30BaHoro y
KapTOHHIN kOpo6Lyj; €C 3a npoueayporo B3aEMHOro
no 10 KapTOHHKX BW3HAaHHS (Nlikapcbkuii 3aci6 He
KOpPOO6OK, BXOAMTb A0 cdhepu Aji npouenypu
06TArHEHNX NAIBKOO B3AEMHOr0 BU3HaHHSA, asie 3MiHa
LndpneHoBO BHOCUTLCSA K pe3ynibTaT npoueaypm i
Bif, BNlacHVKa TOprosoi NiLeHsii He
BMMAaraeTbCs HafaHHs XXOAHUX HOBUX
[04aTKOBUX AaHWX) - 3MiHN BHECEHO
00 IHCTPYKUIT AN MeanyYHOro
3acToCyBaHHS fikapcbkoro 3acoby Ao
po3gainis "®apMakosoriyHi
BnactusocTi" ("®apmakognHamika" Ta
"®apmakokiHeTuka"), "MNokasaHHa"
(koHkpeTu3auis iHdopmadii), "Croci6
3acToCyBaHHA Ta f03n"
(koHkpeTu3auis iHdopmauii), "Oitn"
(koHKpeTu3auis iHbopmalii) Ta
BIANOBIAHI 3MiHW B TEKCTi MapKyBaHHs
BTOPWHHOI YNakoBKM NikapCbKoro
3acoby B n 5.
BBefeHHs 3MiH NpoTArom 6 micAuis
nicns 3aTBepkeHHs. 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun) - 3MiHK
BHECEHO A0 IHCTPYKLUiT 4519 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ziny "Mo6iuHi peakyii” (LWoao
BaXK/IMBOCTI 3BiTYBaHHA NPo No6iyHi
peakuii). BBeeHHS 3MiH NpoTarom 6
MiCALiB NicNs 3aTBEPAKEHHS.
215. | PAPMACY insulin iHCYniH A10A cycneHsis gis AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/2320/01/01
NIH® H NP (human) | noacbkn | CO1 iH'ekyit, 100 MO/mn; | "dapmak” mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
i no 3 mns sIKoCTi. FOTOBWiA Nikapcbkuii 3aci6. oM
BGiOCHHT KapTpuaXi; no 5 3MiHV Yy BUPOBHMUTBI. 3MiHa po3mipy
eTu4HUiA KapTpuaxis y cepii (BktOYatouM gianasoH po3mipy
(OHK- 6nictepi; no 1 cepii) rotToBoro nikapcbLKoro 3acoby
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
peKombi 6nicTtepy B naui 3 (iHWi 3miHW) - 3MiHK o po3gainy
HaHTHUIA KapToHy; No 5 mn 3.2.P.3.2. Cknapg Ha cepito, a came
) abono 10 mny 3MiHa TEOPETUYHOro BMXOAY MPOAYKTY.
dnakoHi; no 1 3arBepaKeHo:
dhnakoHy B navi 3 Cknag, Ha cepito Ha 200 1 po3uunHy
KapToHY TeopeTunyHa KiflbKicTb
58,82 Tuc. KapTpuaXiB N0 3 MN
19,32 Tuc. donakoHis no 10 mn
38,61 TnC. hnakoHiB no 5 mn
3anponoHoBaHo:
Cknag, Ha cepito Ha 200 1 po34unHy
TeopeTunyHa KisibKicTb
62,50 TuC. KapTpuaKIiB Mo 3 M
19,32 Tuc. donakoHis no 10 mn
38,61 TMC. h1akoHiB Mo 5 mMn
216. | PIABOBIP - ekcTpakT | LO3AX | kpanni; no 10 mn TOB "HBK | YkpaiHa | TOB "HBK "ExkochapM" | YkpaiHa BHECEHHS 3MiH 40 peeCTpaLiiHNX 6e3 UA/5510/02/01
® Mpotedp | , a6o no 30 mn, abo "Ekochapm mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenm
nasig i3 JO5AX | no50 mny " sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. a
Tpasu CK/IAHOMY KOHTPO/Ib AONOMIKHVX PEYOBUH.
LLyukm CBIT/103aXMCHOMY 3miHa napameTpiB cneuudikaiii
AepHuct hnaKoHi, Ta/abo fonycTUMUX Mex A5
oi 3aKyrnopeHomy [LOMOMIDKHOI PEHOBUHM (LONOBHEHHS
(Herba KPWLLIKOKO ANsA crneundikaLii HOBUM NOKa3HUKOM 3
Descha h1aKoHiIB 3 BiANOBIAHWM METOL,0M BUNPOOYBaHHS)
mpsia npo6Koto- - MNpviBeAEHHST NOKa3HMKa SKOCTI
caespito KpanesibHUUE 3 «laeHTudikauis» etaHony 96 %, skuii
sal.)Ta KOHTPO/IEM NepLLOro BMKOPWCTOBYETLCA B NPOLECI
Tpasu BigKpUTTA abo BMPOBHMLTBA SIK PO3YMHHUK
BiiHnka KPWLLIKOKO AN eKcTpakuii, y NoBHY BifnoBigHICTb 3
Ha3eMHo hN1aKoHiIB 3 BMMOramu fjto4oro BugaHHa JoY.
ro npo6Koto-
(Herba KpanesibHUUEer 3
Calama KOHTPO/IEM NepLLOro
grostis BigKpUTTA Ta
epigeios 3axMCTOM Bif AjiTei;
L.) no 1 donakoHy B
KapTOHHIN navuj
217. | ®NOTEH3U | Trypsin, | 6pomen MO9A | TabneTku, BKpUTI MYKOC Himeuun MYKOC Himeuun BHECEHHS 3MiH 0 peecTpaLiiHnX 6e3 UA/2843/01/01
M combina | aiH, B52 060/10HKO; No 20 dPapma Ha EmynbcioHcresennblu Ha mMartepianis: 3miHu | TUny - 3MiHKM 3 peuyenm
tions TPUMCKH Tabnetok y 6nictepi; | MmM6X i Ko. att M6X akocTi. A®l. BupobHuuTBO. 3MmiHa a
, PYTVH no 2, no 5 a6o no 10 KIr BMPOGHMKA BUXIAHOrO/MPOMIXHOIO

6nicTepiB y
KapTOHHi Kopobuj;
no 800 TabneTok y
6aHkKax

npoAayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpOGHYVKa
(BkNKOYAKUN, Ae HEObXiAHO, MicLe
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n/n

Hassa
JliKapcbKoe2
0 3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionyck
y

Pekna
myBsaH
HsT**

Howmep
peecmpayitiHo
20
nocsioYyeHHs

npoBefEeHHs1 KOHTPOsto skocTi) APl (3a
BiACYTHOCTI cepTudikata

BiANOBIAHOCTI EBponeiichkili

hapmakonei y 3aTBepAkeHOMY AOCLE)

(iHWWi 3MiHK) - BigOGpaXKeHHSA

BUPOGHMKA NPOMIXHOr0 NPOAYKTY
(Crude Rutoside (Intermediate)) skuii
3aBxau 6yB, ane He Bifobpaxascs y

[0CbE Ta OHOB/IEHHSI BUPOBHMNYOT
yacTuHu gocbe (Linqu Tianli Biological

Products Co., Ltd. No.5009, Dongzhen
Road Dongcheng District Linqu
Shandong China). 3minu | Tuny -
3MmiHu 3 sKocTi. A®l. BupobHMLTBO.
3MiHV B npoveci BupobHuutea AdI
(iHLWi 3MiHW) - OHOB/IEHHSI B/10K-CXEMU
Ta onuc BUpoBGHNYOro nNpouecy Ans Ha
Ad| pyTo3ungy 6e3 3mMiHW NpuHLMNY
BMPOGHMYOro npouecy. 3miHu | Tuny -
3MmiHu 3 sKocTi. A®l. BupobHMLTBO.
3MiHV BUNpo6yBaHb abo A0NyCTUMUX
MeX y npoueci BupobHuytea Adl, wo
BCTaHOB/EHI y cneumdikayisx (iHwi
3MiHM) -

BK/IOYEHHS 10 JOCbE BCbOIO
BiANOBIAHOr0 BHYTPILLUHLONPOLLECHOTO
KoHTposito (IPC) (oHOBMEHHA po3giny

3.2.5.2) gnsa A®| pytosuay.

218.

®IIOOPOY
PALMN
MEAAK

fluoroura
cil

chnoopo
ypauun

Lo1BC
02

PO34UH NS iH EKLi,
50 mr/mn no 5 mn,
a6o no 10 mn, abo
no 20 mn, abo no
100 mMn po3unHy y
chnakoHi; no 1
hnakoHy B
KapTOHHI Kopobuj

Mepak
lesenblia
o chiop
KNiHiwe
Lneuianb
npenapar
e M6X

Himeuun
Ha

BMPOGHWK, L0
BiAnosigae 3a
BTOPVHHE MaKyBaHHS,
MapKyBaHHS,
KOHTPO/b/BUNpPOOYBaH
HS cepii Ta 3a BUNyCcK
cepii: Mepak
lesenbliadt drop
KiHiwe
LWneujianbnpenapare
M6X, HimeuuunHa,
BMPOOHMK, LLLO
Bignosigae 3a BMMYyCK
hopmu in bulk,
MapKyBaHHS,
nepBuHHe Ta
BTOPUHHE NaKyBaHHs,

Himeuun
Ha/
Yecbka
Pecny6n
ika

BHECEHHS 3MiH [j0 peecTpaLiiiHuX
marepianis: 3miHu | Tuny - 3miHn
oo 6esnekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEHUX AaHuX npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy sassBHuka ans
3[jiCHEeHHs hapmakoHarnagy B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0COo6M,
BiANOBiAA/bHOI 3a 3AiCHEHHSA
hapmakoHarnsagy (Bkayvanoyu

3a
peyenm
om

UA/8091/01/01
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
KOHTPO/b/BMNpo6yBaH KOHTaKTHI AaHi) Ta/abo 3MiHn y
HA cepii: OHkoMep, po3MileHHi MacTep-thaiina cuctemu
MeHbIOGIEKYEPIHT, a.C., hapmakoHarnsgy) - 3mMiHa KOHTakTHOT
Yecbka Pecny6nika 0cobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
thapmakoHarnsg, B Ykpaini. ditoua
pefakuis: Aranos Bnagucnas
OneroBwuy. MponoHoBaHa pefakuis:
[JopolieHko AHHa IropiBHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
3asBHVKa, BifNOBiAabHOI 3a
chapmakoHarnsg B Ykpaii.
219. | ®YHricon naftifine Hadptndp | DO1A PO3YMH HaLLKipHUIA, Apnpax- Xopsari AppaH-FaneHcbkuii Xops.ari BHECEHHSA 3MiH 10 peecTpaLiiHnx 6e3 UA/19256/01/01
iHy E22 10 mr/mn; no 10 mn, [anieHcbkn [l NabopaTtopiii 4.4, a MaTepiasis: 3miHu Il TUNy - 3MiHK 3 peuyenm
riapoxno 20 Mn y hnakoHi; no 7 AKocTi. A®I. (iHLWi 3MiHW) - OHOBNEHHSA a
pua 1 donakoHy y Na6oparto ASMF gns fitoyoi peqyoBuHn
KapTOHHiIn kKopooL,i pin 4.4a. HadpTMdiHY rigpoxnopuay
3aTBEpAXeHOro BupobHuka OLON
S.P.A, ITania 3atBepgkeHo: ASMF
v.4.5 3anponoHosaHo: ASMF v.5.0
220. | XENMNEKC® | Paracet napauet | NO2B Tabnetku; no 4 TOB "MoBi | YkpaiHa CaBa Xenckea Jitg, IHais/ BHECEHHS 3MiH [j0 peecTpaLiiiHnX 6e3 UA/9824/01/01
AHTUKONA | amol, amon, E51 TabneTtkn y 6nictepi; Xenc" IHAia; MegiTon Yropuium marepianis: 3miHu | Tuny - 3miHK peyenm
combina | KodpeiH, no 1 6nictepy B dapmacsbtoTikan N74., Ha oo 6e3nekn/edeKTMBHOCTI Ta a
tions heHine KapTOHHI nauui; no YropwuHa thapmakoHarnsgy. BHeceHHsi abo
excl. puHy 4 TabneTkn y 3MiHa(u) Ao 3060B'A3aHb Ta yMOB
psychole | rigpoxno 6nicTepi; no 1 BMAAYi peecTpaviiHoro NocBigyYeHHs,
ptics pua, 6nictepy B BK/ItOYatoun MNnaH ynpasniHHA
xnopdpe KapTOHHII nauui; no pu3nkKamm (iHLWi 3MiHK) 3asBHUKOM
HipamiHy 10 mavok y rpynosi HaZaHO OHOB/IEHWIA NNaH ynpas/liHHA
Manear KapTOHHII ynakoBL;

no 4 Tabnetkny
6nicTepi; no 1
6nictepy B
KapTOHHII nauui; no
20 nayok y rpynosiii
KapTOHHII ynakoBL;
no 10 Tabnetok y
6nicTepi; no 1
6nictepy B
KapTOHHII nauui; no
10 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHI nayui; no
10 nayok y rpynosi
KapTOHHIN ynakoBL,i

pu3nkamm Bepcis 2.0 3MiHY BHeceHo
00 yacTuH: Il «Cneyucpikauis 3
6e3nekn» V «3axoau 3 MiHimizauil
pusukis» VI «Pe3stome nnaHy
ynpasniHHA pusmkamm» VIl «ogaTkus
y 3B'A3KY i3 3MiHOIO hopmaTty
BignosigHo oo Bumor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines). Pe3tome nnaHy
ynpasniHHA pu3nkamu Bepcis 2.0
[0AaETLCA.
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
221. | XENMNEKC® | Paracet napauet - Tabnetky; in bulk: no | TOB "MoBi | YkpaiHa CaBa Xenckea Jltg, IHais BHECEHHS 3MiH 40 peecTpaLiiHNX - UA/9664/01/01
AHTUKONQA | amol, amon, 5000 TabneTtok y Xenc" IHAia; MegiTon /Yropwm mMarepianis: 3miHu | Tuny - 3MiHK
combina | kocpeiH, noagiiHomy dapmacktoTikan Ta,., Ha oo 6e3nekn/edpekTMBHOCTI Ta
tions eHine nonieTuneHoBoMy YropmHa thapmakoHarnagy. BHeceHHs abo
excl. puHy nakeTi B KOHTelHepi 3MmiHa(n) Ao 3060B'A3aHb Ta YMOB
psychole | rigpoxnio BMAAui peecTpaviiHoro NocBifg4YeHHs,
ptics pua, BKtOYatoun MnaH ynpaeniHHA
xnopgoe py3nkamm (iHWi 3MiH1) 3aABHUKOM
HipamiHy HaZlaHO OHOBJ/IEHWIA NNaH yNpas/liHHSA
Manear pv3vkamm Bepcis 2.0 3MiH1 BHECEHO
8o vactuH: Il «Cneuundikauis 3
6e3nekun» V «3axoam 3 MiHimisauii
pu3ukiB» VI «Pestome nnany
ynpaBniHHA pusnkamun» VIl «JoaaTku»
y 3B'A3KY i3 3MiHOO hopmaTy
BignosigHo Ao sumor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines). Pe3tome nnaHy
ynpaBniHHA pu3nkamu Bepcis 2.0
[0Aa€ETbCSA.
222. | XENMNEKC® | paraceta | napauet | NO2B NMOPOLLOK A5 TOB YkpaiHa BMPOGHULITBO 3a Lseliya BHECEHHS 3MiH 40 peeCTpaLiiHNX 6e3 UA/17806/01/01
AHTUKOANA | mol, amon, E51 OpasIbHOro PO34NHY «MoBi NOBHWM LK/IOM: pis/ marepianis: 3mMiHu | Tuny - 3MiHK peyenm
HEO Anqd combina | nesoueTt 3 M&J/IMHOBUM Xenc» Annekc dapma CA, ITania oo 6e3nekn/edpekTMBHOCTI Ta a
DITEN tions NPU3NHY CMakom; no 2,5t LLIBeliLapisi; nepBrHHE hapmakoHarnsgy. BHeceHHs abo
excl. aurigpox NOpPOLLKY B catue; no Ta BTOPUHHE 3MiHa(u) Ao 3060B'A3aHb Ta YMOB
psychole | nopug 6 calle y KapTOHHIi naxkyBaHHs: BUAaui peecTpauiiHoro noceig4eHHs,
ptics nauuj Nlamn CaH Mpocnepo BK/IHOYatouM MNnaH ynpaeniHHA
CNA, Itanisa pu3nkamu (iHLWi 3MiHK). 3assBHUKOM

Ha/laHO OHOBJIEHWIA NNaH ynpaBiHHA
pusmkamm Bepcis 2.0. 3MiHN BHECEHO
00 yacTuH: Il «Cneuyudpikauis 3
6e3nekn» V «3axoam 3 MiHiMisawi
pusukiB» VI «Pe3stome nnaHy
ynpasniHHA pusnkamm» VI «JogaTkus»
y 3B'A3KyY i3 3MiHOIO hopmaTy
BignoBigHO Ao Bumor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Hassa*
Human Medicines). Pe3tome nnaHy
ynpaBniHHA pu3nkamu Bepcis 2.0
[0Aa€ETbCSA.
223. | XENMNEKC® - MeHTon, | RO7A Masb; Mo 20 r a6o 40 | TOB "MoBi | YkpaiHa CaBa Xenckea /itg IHais BHECEHHS 3MiH 40 peeCTpaLiiHNX 6e3 UA/11390/01/01
E®EKT Kamahop ry Ty6i; no 1 Ty6i B Xenc" mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm
a, nauj 3 KapToHy oo 6e3nekn/edheKTMBHOCTI Ta a
TMmon, hapmakoHarnsgy. BHeceHHs abo
MeTunca 3MiHa(u) Ao 3060B'A3aHb Ta YMOB
niumnar, BUAaui peecTpauiliHoro noceig4eHHs,
onisi BK/IHOYatouM MNnaH ynpaBniHHA
eBkanint pu3nkKamm (iHLWi 3MiHK) - 3aABHUKOM
0Ba, Ha/jaHoO OHOB/EHWIA MnaH ynpasniHHA
onisi pusmkamm Bepcis 2.0. 3MiHN BHECEHO
TepneHT 00 yacTuH: Il «Cneuyudpikauis 3
MHoBa 6e3nekn» V «3axoam 3 MiHiMisawi
puU3sMKiB»
VI «Pe3tome nnaHy ynpasniHHA
pusmkamm» VIl «logaTkm» y 3B'A3Ky i3
3MiHOO hopMaTy BignoBigHO A0 BMMOT
Evaluation Guidance on the format of
the risk management plan (RMP) in
the EU — in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module
V Rev.2 Human Medicines). Pe3tome
MnaHy ynpasniHHA pu3nkamu Bepcis
2.0 fopaetbes.
224. | XNNOPFEKC | chlorhex | xnoprek - KpucTaniyHmim TOB YkpaiHa IOHINAB KEMIKAN3 IHAais BHECEHHS 3MiH 0 peecTpaLiiHnX - UA/21476/01/01
NnanHy idine cuauHy NOPOLLIOK "TepHodpa EHA mMartepianis: YTOUHEHHS1 HaNnUCaHHsA
AnriaPox auriapo (cybeTaHuis) y pm" PAPMACBIOTIKAS Ailo40i pe4oBUHU B Hakasi MO3
noeupa xnopup, MiLLKax MnBT. NTA, Ykpainu Ne 1576 Big 13.10.2026 B
nonieTuneHoBmx npoueci peectpauii. Pegakuis B
onsa Hakasi - CybcTaHujia MiCTUTb He
hapmaLeBTUYHOrO meHLwe 98,0 % i He 6inbLlue 101,0 %
3acTOCyBaHHSA XnoprekcuauHy gurigpoxnopugy, y
nepepaxyHKy Ha Cyxy peyoBUHY.
BipHa pegakuisi - xnoprekcuauHy
avrigpoxnopug
225. | UENEBPEK | celecoxi | uenekok | MO1lA kancynu no 200 mr; Biatpic CLWA Bupo6HMLTBO MyepTo BHECEHHS 3MiH [0 peecTpaviiiHnx 3a UA/4463/01/02
C® b cnb HO1 no 10 kancyny CnewenTi npenaparty in bulk, Piko/ mMarepianis: 3miHu | Tuny - 3miHK peyenm
6nictepi; no 1, abo nnc KOHTpO/b/BUNpobyBaH | Himeuun oo 6e3nekn/edpekTMBHOCTI Ta oM
no 2, abo no 3 HS1 cepii: BiaTpic Ha hapmakoHarnsgy. BeefeHHs abo

6nictepn y
KapTOHHIi Kopo6Lyi

dapmactotikans /1/1C,
MyepTo PiKo;
MakyBaHHs,

3MiHM [0 y3arasibHeHVX AaHKnX Npo
cuctemy chapmakoHarnsgy (BBeeHHs
y3araJiHeHUX JaHuX Npo cUCTEMY
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
KOHTPO/b/BUNPOGYBaH hapmakoHarnagy, smiHa
HS1 cepii, BUNyckK cepii, yMOBHOBaXeHOT 0cobw,
MapKyBaHHS: BiANOBIAA/ILHOI 3a 34iiCHEHHS
Mdpainzep thapmakoHarnsgy; KOHTakTHOT ocobm 3
MeHtodhekuypuHr dhapmakoHarnsgy 3asBHuka gns
Hoiunena rméxX, 3[jliCHEeHHs1 hapmakoHarnaay B
HimeuunHa YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkovarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-thaiina cuctemu
hapmakoHarnsagy) 3miHa
YMOBHOB&XEHOI 0CO6M 3as1BHYIKA,
BignoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepaxkuis: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea Oliva.
3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapMakoHarnsg.
3MiHa MicLle3HaxopKeHHss MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSIbHOCTI 3 chapmakoHarnisay.
226. | LWyKPONIT metformi | metcdhop | AL1OB TabneTkn, BKPUTI MicTtpan AHrnis BMPOBHMLTBO Icnanis BHECEHHS 3MiH 40 peeCTpaLiiHNX 3a UA/20457/01/02
n MiHy A02 NNiBKOBOKO Kenitan roTOBOIO J1iKapCbKOro mMaTtepianis: 3miHu | TUNY - 3MiHK peyenm
rigpoxno 060/10HKO10, Mo 850 MeHemxm 3acoby, nepBuHHa Ta oo 6e3nekn/edpekTMBHOCTI Ta oM
pna mr, no 10 TabneTok eHT BTOPVHHA YNaKoBKa, hapmakoHarnsgy. BHeceHHs abo
y 6nicTepi; no 3 Nimiten KOHTPO/b Ccepil, 3MiHa(u) Ao 3060B'A3aHb Ta YMOB
6nictepu B BUMYCK Cepii: BUAaui peecTpauiiHoro noceig4eHHs,
KapTOHHiIin kKopooL,i CAr BK/IHOYatouM MNnaH ynpaeniHHA
ab6o no 10 TabneTok MAHY®AKTYPIHT, pu3nkamm (3aCTOCYBaHHS TEKCTY, AKUi
y 6nicTepi; no 5 C.JLY.

6nictepis B
KapTOHHI Kopo6ui

NOroKEHWI 3 KOMMNETEHTHUM
opraHom). 3asiBHUKOM HaJaHo
OHOB/NEHUIA MNnaH ynpasniHHA
pu3snkamu Bepcia 1.1
3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHthopmavis»
Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»
VI «Pe3tome nnaHy ynpasniHHA
pUsnKamm»
VIl «dogaTtkn» (gogatkn 1-8)
y 3B'A3KY 3 OHOB/IEHHAM iHhopMaLiT 3
6e3neku fitoyoi pevoBrHN metformin
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Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4yosu ynakoska) Ka uka y HsT** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
BiANOBIAHO A0 aKTyanbHOl
pedhepeHTHOI iHdhopmaL;i.
Pestome MnaHy ynpasniHHA pusnkamu
Bepcis 1.1 goaaeTbes.
227. | UWyKPoONIT metformi | metdop | A1OB TabneTku, BKpUTI MicTtpan AHrNIA BMPOGHMLTBO IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHuX 3a UA/20457/01/03
n MiHYy A02 NNiBKOBOK Kenitan roTOBOrO J1iKapCbKOro MaTepianis: 3miHu | TUNY - 3MiHK peyenm
rigpoxno 060/10HKO1O, M0 1000 | MeHemkm 3acoby, nepBuHHa Ta oo 6e3nekn/edhekTMBHOCTI Ta om
pna mr, no 10 TabneTok eHT BTOPVHHA YNaKoBKa, dhapmakoHarnsgy. BHeceHHs abo
y 6nicTepi; no 3 Nimiten KOHTPO/b cepil, 3MiHa(1) [0 3060B'A3aHb Ta YMOB
6nictepn B BMNYCK cepil: BMAAYi peecTpauiiHOro NocBigYeHHs,
KapTOHHI Kopo6ui CAIl BK/IIOYatoun MNnaH ynpasniHHA
abo no 10 TabneTok MAHY®AKTYPIHT, pr3nkamm (3aCToCyBaHHA TEKCTY, AKWIA
y 6nicTepi; no 5 C.JLY. NOroKeHi 3 KOMNETEHTHUM
6nicTepis B opraHom). 3asiBHUKOM HaJaHo
KapTOHHI Kopobui OHOBJ/IEHWIA [NaH ynpaBniHHSA
pusmkamm Bepcisa 1.1
3MiHM BHECEHO A0 YacTuH: |
«3aranbHa iHhopmavis»
Il «Cneundikais 3 6e3nekn»
Il «MnaH 3 dhapmakoHarnsgy»
VI «Pe3tome nnaHy ynpasniHHA
pu3nkamm»
VIl «QopaTku» (gogaTku 1-8)
Yy 3B’A13Ky 3 OHOBJ/IEHHAM iHdopmMaLlii 3
6e3neku Ajitoyoi pevyoBmHN metformin
BifNOBIAHO [0 aKTyasibHOT
pedepeHTHOI iHdopmaLi.
Pestome MNnaHy ynpasniHHA pyu3nkamm
Bepcia 1.1 gonaeTbes.
228. | LYKPONIT metformi | metchop | A10B TabneTku, BKpUTI Mictpan AHrnis BMPOGHMLTBO Icnanis BHECEHHS 3MiH 1O peecTpaLiiiHnx 3a UA/20457/01/01
n MiHYy A02 NAiBKOBOO Kenitan roTOBOrO /iKapCbKOro mMarepianis: 3miHu | Tuny - 3MiHK peyenm
rigpoxno 06010HKO10, Mo 500 MeHemKm 3acoby, nepBuHHa Ta wono 6e3nekun/edheKTMBHOCTI Ta oM
pua mr; no 10 TabneTok eHT BTOPWHHA ynakoBka, thapmakoHarnagy. BHeceHHs abo
y 6nicTtepi; no 3 Nimiteq KOHTPO/Ib cepii, 3MmiHa(n) 8o 3060B'A3aHb Ta YMOB
6nictepu B BMNYCK cepil: BMAaui peecTpaviiHoro NocBifg4YeHHs,
KapTOHHIi KopobLyi CAl BK/IKOYatoun MNnaH ynpasniHHA
abo no 10 Tabnetok MAHY®AKTYPIHT, pu3nkamm (3aCTOCYBaHHS TEKCTY, AKUi
y 6nicTepi; no 5 C.JLY. NOrofpKeHnii 3 KOMNETEHTHUM

6nicTepis B
KapTOHHI Kopo6Lyi

opraHom). 3asiBHMKOM HaJaHo
OHOB/IEHUIA MnaH ynpaBniHHA
pusnkamu Bepcisa 1.1
3MiHWN BHECEHO A0 YacTuH: |
«3aranbHa iHhopmavis»
Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 chapmakoHarisgy»




ITpojoBXeHHs fojaTKa 3

253
Ne Hassa MixHap Hassa Koo dopma sunycky 3asiBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu | Pekna Homep
n/n | nikapcbkoe 00Ha diroyoi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH Bionyck | mysaH | peecmpayiliHo
0 3acoby Hename | pe4osu ynakoska) Ka uka y Hs** 20
HmMosaH HU nocsioYyeHHs
a
Ha3sa*
VI «Pe3tome nnaHy ynpasniHHA

pr3nkamm»
VIl «QopaTku» (noaaTku 1-8)

y 3B’A13Ky 3 OHOBJ/IEHHAM iHdopmMaLiii 3
6e3neku Aitoyoi pevoBrnHU metformin
Bi4NOBIAHO A0 aKTyasibHOT
pedepeHTHOI iHdhopmadi.
Pestome MnaHy ynpasniHHA pusnkamu

Bepcia 1.1 gonaeTbes.

**y pasi BHECEHHS 3MiH 00 IHCMPYKYT Npo MeoduyHe 3acmocyBaHHSI

* gidnosidHo do iHghopmayii ogpiyitiHozo catimy Lienmpy BOO3 no cnisnpayi 8 Memodosioeii cmamucmuyHux docnidxeds (https://www.whocc.no/atc_ddd index/)

HauanbHUK

dapmaleBTUYHOI0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
JIIKAPCHKHNX 3ACOBIB, IKVIM BIZIMOBJIEHO B JIEP;KABHIV PEECTPAIIIL, ITIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH /10 PEECTPAIIIMHNX MATEPIAJIIB

Joparox 4
Ao Haka3y MiHicTepcTBa 0X0poHH

3/10pOB’sl Ykpainu «Ilpo Aep>XKaBHY
peecTpaniio  (mepepeecTpanii) JiKapChbKHX
3acobiB (MeguuHMX iMyHoOGiooriuaNx

npenapariB) Ta  BHeceHH 3MiH [0
peecTpaniiHIX MaTepiatiB»
Big_29 >xoBTHsA 2026 poKy Ne 1696

Ne HasBsa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina riocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
1. 6-METUNYPALU | nopoLuok AT YKpaiHa LnusauxyaH Kutai 3acigaHHa HTP BigmoBUTM y 3aTBepMKEHHi - nepepeecTpauis Ha HeoOMeXeHui
(cybeTaHuin) y "Ny6Huhapm" [bxnHui Kemikan Ne 40 Big TEepMiH, ockinbkn CepTudpikat aHanisy Ha A®l 6-METUNYPALIAN Big
noAgBiliHMX nakeTax 3 IHpacTpi Ko., N14, 08.10.2026 3aTBEPKEHOr0 BUPOOHMKA He BIiANOBIAAE BMMOram 3aTBepKeHol
nniBkn Kutali (Bci eTanu cneundikauii, ockinbky B cepTuddikaTi aHanizy BiACYTHI MOKa3HWKK:
nonieTuneHoBol BUPOOHMLTBA, ileHTudikalis, ceyoBuHa, CynpoBiAHI AOMIIKA Ta MikpobionoriyHa
BK/IIOHaA0UN yuctoTa. Kpim TOro, 3asHayeHuii KpuTepil NpUAHATHOCTI  ANns
KOHPO/1b SIKOCTI) nokasHuka «Xnopugu» y cepTtudiikati (He 6inbwe 0,015%) He
BiAnoBigae BuMoram 3aTeepmpkeHoi cneuvdikauii (He 6inble 0,01%)
HauanbHUK

dapManeBTUYHOI'0 yNpaB/liHHA

Onekcanpap I'PIIIEHKO
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