MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

09 6epe3nst 2026 poky Kwuis Ne 298

IIpo jep)kaBHY peecTparliio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0O0io/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o cratTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco0m», MyHKTIB 3,
26, 30, 49 IlopsiaKy mepskaBHOI peectpariii (repepeecTpariii) JiKapCcbKuX 3aco0iB,
3aTBep/PKeHOro 1ocTaHoBo0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 (B pepakiiii mocraHoBu Kabinety MiHicTtpiB Ykpainu Bif 26 kBiTHa 2024
poky Ne 529), ab3aily ABafusaTh I’ATOr0 MiANyHKTY 12 myHKTY 4 [TosioykeHHsS TIpo
MiHicTepcTBO OXOpOHU 3[]0pOB’s YKpaiHU, 3aTBep/KeHOoro mocTaHoBor KabiHety
Minictpie Ykpainu Big 25 Gepe3ns 2015 poky Ne 267 (B pepakiii rmoctaHOBU
KabGinety MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHuX MarepiaiiB JMiKapchKUX 3aco0iB (MeAuUHUX
iMmyHobGiosloriuHMx  mperapariB), 110 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TMPOBeJeHUX
Jlep)KaBHAM  MiANPUEMCTBOM  «/lep>KaBHUM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIB II0ZI0 eheKTHUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTH/PU3UK JIIKAPCHKOIO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpailii), 070
BHECEHHS 3MiH [I0 peecTpalliiHuX MartepialiB Ta peKoMeHallii JikapChbKOTo 3aco0y
[0 Jep>XaBHOI peectpailii (rmepepeectpailii) abo BHECEHHsSI 3MiH 0 peeCcTparliiHuX
MarepiaiiB, 1[0 HafgiWIuM 40 MiHiCTepcTBa OXOPOHU 3[I0pPOB’S YKpaiHW JIMCTOM
Jlep>KaBHOIO MiJNPUEMCTBA «/lep;kaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOPOHU
300poB’s YKpainu» Bif 04 6epesns 2026 poky Ne 667/5.2-26,

HAKA3Y1O:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperapaTu) Ta
BHECTH ZI0 Jlep>kKaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rifHO 3 JogaTkoM 1.

2. TlepepeecTpyBaty JlikapChKi 3aco0m (MeanuHi iMyHOOiOOTiUHI TIperapaTH)
Ta BHECTH 710 [lep>KaBHOT'0 peecTpy JiKapChbKUX 3ac00iB 3TiIHO 3 ZI0/JaTKOM 2.
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3. BHecTu 3MiHM /10 peecTpalliiHUX MaTepiasiB Ha JlikapChKi 3acobu (MeAuuHi

iMmyHobGionoriuni rperapat) Ta /lep>kaBHOTO peeCTpPy JiKapChbKUX 3ac0biB 3rigHO 3
JI01IaTKOM 3.

4. BimMoBUTH y JepykaBHili peecTpaliii/mepepeecTpaiiii JikapchbKux 3acobiB
(MeanuHUX iMyHOOIOMOTiYHUX TIperapariB) Ta BHECEHHi 3MiH [0 peecTpaliifHuX
MaTepiasiB Ta [lep)KaBHOTO peecTpy JiKapChKUX 3aco0iB 3riZiHO 3 foAaTKoM 4.

5. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOTO HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
€srexisa ['oHuapa.

MiHuicTp BikTop JIAIIIKO



3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

ITEPEJIIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bifg, 09 6epe3Hna 2026 poky Ne 298

BHOCATBCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Ne

Hassa

MixHapoo Ha3ssa Koo ATX Popma 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n | nikapcbkoe Ha ditoyoi BUMYCKY 3as18HU BUPOGHUKa BionycKy aHHs1 peecmpayitiHo
0 3aco6y HenameH | pe4osu (nikapcbka Ka 20
mosaHa HU ¢hopma, nocBi0OYeHHs1
Hassa* yrnakoskKa)
1. | BPU3OKC Oxymetaz | okcumeTt RO1AAO05 | cnpelii TOB Ykpaina ToBapucTBo 3 YkpaiHa peecTpadist Ha 5 pokis 6e3 nionsieae UA/21183/01/01
oline asoniHy HasaIbHUIA, "BEPKAH 06MEXEHO0 peyenma
rigpoxno [,030BaHui A+" BiANOBiAA/IbHICT Pestome MYP Bepcis 0.1
pua 0,5 mr/mn, 10 nofaetbes. MNepiognyHicTb
no 10 mn «MynbTicnperi» NnoJaHHA perynsapHo
pO34nHy B OHOBJ/IHOBAHOrO 3BITY 3
nosiMepHOM 6e3neku, BiANOBIAHO A0
y dhnakoHi 3 Mopsaky 34iicHeHHS
[03YH04nM dhapmakoHarnsgy,
NpUCTPOEM; 3aTBEPAKEHOIO Haka3oM
nol MiHicTepcTBa OXOPOHYU
chnakoHy B 340pOB’A YKpaiHu Big 27
KapTOHHIi rpyaHa 2006 poky Ne 898,
nauui 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi
Ykpainum 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa
OXOPOHU 340PO0B'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
2. | MEHONIgN - nesome MO2AX renb, no 30 r AT Ykpaina AT YkpaiHa peecTpauist Ha 5 pokis 6e3 nionseae UA/21185/01/01
H HTON, abo40ry "Nly6Hndha "Ny6Hncpapm” peyenma
nigokaiH Ty6i, no 1 pm" Pestome MYP Bepcisa 0.4
y Ty6i B nayuj popaetbesn. MNepioguuHicTb
rigpoxno 3 KapPTOHY noAaHHA perynspHo
pua OHOBJ/IOBAHOrO 3BITY 3




Ne Hassa MixHapoo | Hassa Koo ATX ®opma 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n | sikapcbKoe Ha diroyoi BUMYCKY 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
0 3acoby HernameH | pe4yosu (nikapcbka Ka 20
mosaHa HU ¢hopma, nocsio4yeHHs
Ha3sa* ynakoska)
MOHOTiZ, 6e3neku, BiANOBIAHO A0
parT, Mopsaky 34jiACHEeHHS
6eH3okal thapmakoHarnsagy,
H 3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeEcTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuna 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHn
Bif 26 BepecHs1 2016 poky
Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamMm, 3a3HayeHMn y
nepioguYHOCTI MoJaHHSA
perynsipHux 3BiTiB 3
6e3neku.
3. | CA/IbBYTA | Salbutamo | canbbyT RO3ACO02 | aepo3osnb TOBAPUC | YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauis Ha 5 pokis 3a He UA/21186/01/01
MOn- | amon ans TBO 3 06MEXEHO peyenmom nionsieae
340POB'A iHransujn, OBMEXE BiANOBIAAbHICT Pestome nnaHy ynpasniHHA
[030BaHui, HOLO 10 pviavkamu Bepcis 0.1
100 BIAMOBIA "®apmaueBTUYH nofaetbes. MNepiognyHicTb
MKr/f03y, o AJIbHICT a KoMnaHis nogaHHA perynspHo
200 po3y 10) "3p0pos'a” OHOBJ/THOBAHOTO 3BITY 3
6a0oHi 3 «KOPMNOP 6e3neku, BigNoBifHO A0
KnanaHom AUIA Mopsaky 34iicHeHHs
nosytounm, 3 | «340POB thapmakoHarnagy,
aKkTyaTopom "A» 3aTBEPAKEHOIO Haka3oM
hapmaueBT MiHicTepcTBa OXOpPOHM
VYHUM ONs 340pOB’sA YKpaiHu Big 27
iHransyin 3 rpyaHa 2006 poky Ne 898,
NMN03axmCH 3apeecTpoBaHoOro B
M MiHicTepcTBi tocTULi
KOBNa4yKom; Ykpainu 29 ciuHs 2007 poky
no 1 6as0Hy 3a Ne 73/13340 (y pegakuii
3 KnanaHoM Haka3y MiHicTepcTBa
[,03yH4nM, 3 OXOPOHU 340pPO0B'A YKpaiHn
aKTyaTopom Bif 26 BepecHs 2016 poky
hapmauesT Ne 996), cTaHOBUTb: 3rigHO
WYHUM ANA 3i CTpOKamMu, 3a3Ha4eHUMmn y
iHransuin 3 nepioguyYHOCTI NoJaHHA
NMI03axmcH perynsipHux 3BiTiB 3
1M 6esneku.

KOBMaykoMm y




Ne Hassa MixHapoo | Hassa Koo ATX ®opma 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n | sikapcbKoe Ha diroyoi BUMYCKY 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
0 3acoby HernameH | pe4yosu (nikapcbka Ka 20
mosaHa HU ¢hopma, nocsio4yeHHs
Ha3sa* ynakoska)
Kopo6Li 3
KapTOHY
4. | YPOBA3O0/J1 | Tamsulosi | conitheH | GO4CA53 | Tabnetku 3 ToBapucT | YkpaiHa | Agames d®apma Monbua peecTpauist Ha 5 pokis 3a He UA/21187/01/01
n and auvHy mogaucpikosa BO 3 C.A. peyenmom nionsizae
solifenacin | cykumHa HUM 06MexeHo Pe3stome nnaHy ynpasiHHA
T, BUBINIbHEHHS 10 pu3sukamu Bepcis 0.1
Tamcyso M, 6 mr/0,4 Bignosiga popaetben. MNepioguuHicTb
3UHY mr; no 15 NBHICTIO nofaHHA perynspHo
rigpoxno Tabnetok y "BYCT OHOBJOBAHOIO 3BITY 3
pua 6nictepi; no PAPMA" 6e3neku, BigNoBigHO A0
2 6nictepu B Mopsaky 34iACHEeHHS
KapTOHHIiA thapmakoHarnsagy,
nauui 3aTBEPKEHOIO HaKkasoM
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuna 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO
3i CTpOKaMm, 3a3HaYeHMN y
nepioguYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3
6e3neku.
5. | PEHIKC® Rivaroxab | puapok BO1AF01 | Tabnetku, AT Ykpaina AT «Dapmak» YkpaiHa peecTpauis Ha 5 pokiB 3a He UA/21188/01/02
an cabaH BKPUTI «Papmar» peuyenmom nionsizae
NNiBKOBOO IHCTpYKLUist AN MeguyHoro
060/10HKOI0, 3acTOCyBaHHSA NiKapcbKoro
no 10 mr; no 3aco6y (eCTD Bepcis 0007)
14 TabneTok Ta TEKCT MapKyBaHHS
y bnicTepi; ynakoBku (eCTD Bepcis
no 1 aéo no 0007); MeToaun KOHTPOAO
2 bnictepuy AKOCTi /liKapCcbkoro 3acoby
nauui (eCTD Bepcis 0002);

3BIT 3rigHO gogaTky 29
Mopsaky (eCTD Bepcis
0000); 3BiT 3rigHO gofaTky
30 Mopsaky (eCTD Bepcis
0000);

MnaH ynpasniHHA pu3nkamu
Bepcia 5 norogpxeHa (eCTD
nocnigoBHicTb Ne 0004).




Ne Hassa MixHapoo | Hassa Koo ATX ®opma 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n | sikapcbKoe Ha diroyoi BUMYCKY 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
0 3acoby HernameH | pe4yosu (nikapcbka Ka 20
mosaHa HU ¢hopma, nocsio4yeHHs
Ha3sa* ynakoska)
MepiognyHiCTb NOgaHHSA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku, BiANoBiAHO
0o Mopsaaky 34iicHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898,
3apeEcTpoBaHoOro B
MiHicTepcTBi tocTULi
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHU 340POB'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepioguyHOCTI NoJaHHA
perynsipHux 3BiTiB 3
6esneku.
6. | PEHIKC® Rivaroxab | puapok BO1AFO1 | Tabnetku, AT Ykpaina AT «Dapmak» YkpaiHa peecTpauist Ha 5 pokis 3a He UA/21188/01/04
an cabaH BKpUTI «dapmak» peyenmom nionsizae
NNiBKOBOO IHCTpYKUis ANs MeanyHoro
060/10HKOH, 3acTOCyBaHHS NMikapCcbKoro
no 20 wr; no 3aco6y (eCTD Bepcis 0007)
14 TabneTok Ta TeKCT MapKyBaHHA
y 6nicTepi; ynakoBku (eCTD Bepcist
no 1 a6o no 0007); MeToAn KOHTPOSO
2 6nictepu y SAKOCTi NikapcbKoro 3acoby
ECI] (eCTD Bepcis 0002);

3BiT 3rigHo goaatky 29
Mopsaky (eCTD Bepcist
0000); 3BiT 3rigHO gofaTky
30 Mopsaky (eCTD Bepcis
0000);

MnaH ynpasniHHSA pu3nkamu
Bepcisa 5 norogxeHa (eCTD
nocnigosHicTb Ne 0004).
MepiognyHiCTb NOAAHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiAnoBigHO
00 MNopsaky 34iCHEHHs
dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0XOpOHU




Ne Hassa MixHapoo | Hassa Koo ATX ®opma 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n | sikapcbKoe Ha diroyoi BUMYCKY 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
0 3acoby HernameH | pe4yosu (nikapcbka Ka 20
mosaHa HU ¢hopma, nocsio4yeHHs
Ha3sa* ynakoska)
370pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLi
YkpaiHu 29 ciyHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340PO0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepiognYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3
6e3neku.
7. | ®EHIKC® Rivaroxab | puapok BO1AFO01 | Tabnetku, AT YkpaiHa AT «Dapmak» YkpaiHa peecTpauist Ha 5 pokis 3a He UA/21188/01/03
an cabaH BKPUTI «dapmak» peyenmom nionsizae
NNiBKOBOO IHCTPYKUiS ANnA MeanyHoro
060/10HKOI0, 3aCcTOCyBaHHS NiKapcbKoro
no 15 wr; no 3acoby (eCTD Bepcist 0007)
14 TabneTok Ta TeKCT MapKyBaHHA
y 6nicTepi; ynakoBku (eCTD Bepcis
no 1 aéo no 0007); MeToaun KOHTPO/O
2 bnictepuy SIKOCTi NikapcbKoro 3acoby
nauui (eCTD Bepcis 0002);

3BiT 3rigHo goaatky 29
Mopsaky (eCTD Bepcis
0000); 3BiT 3rigHO gofaTky
30 MNopsagaky (eCTD Bepcis
0000);

MnaH ynpasBniHHSA pu3nkamu
Bepcisa 5 norogxena (eCTD
nocnigoBHicTb Ne 0004).
MepiognyHiCTb NOAaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BignNoBiAHO
0o Mopagky 3aiicHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
YkpaiHu 29 ciyHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3dy MiHicTepcTBa




Ne Hassa MixHapoo | Hassa Koo ATX ®opma 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n | sikapcbKoe Ha diroyoi BUMYCKY 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
0 3acoby HernameH | pe4yosu (nikapcbka Ka 20
mosaHa HU ¢hopma, nocsio4yeHHs
Ha3sa* ynakoska)
OXOPOHU 340pOB'A YKpaiHn
Bif 26 BepecHs1 2016 poky
Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamMu, 3a3HayeHMn y
nepioguYHOCTI MoJaHHSA
perynsipHux 3BiTiB 3
6e3neku.
8. | ®PEHIKC® Rivaroxab | puBapok BO1AF01 | Tabnetku, AT YkpaiHa AT «dapmak» YkpaiHa peecTpauis Ha 5 pokis 3a He UA/21188/01/01
an cabaH BKPUTI «Papmar» peyenmom nionsi2ae
NNiBKOBOO IHCTpYKLUist N8 MeguyHoro
060/10HKOIO, 3aCcTOCyBaHHSA NiKapcbkoro
no 2,5 wr; 3aco6y (eCTD Bepcis 0007)
no 14 Ta TeKCT MapKyBaHHA
Tabnetok y ynakoBku (eCTD Bepcis
6nictepi; no 0007); MeToaun KOHTPO/O
1 a6o no 2 AKOCTI JTiKapCbKOro 3acoby
6nictepu y (eCTD Bepcisa 0002);
nauui 3BIT 3rigHO gogaTky 29

Mopsaky (eCTD Bepcis
0000); 3BIT 3rigHO AofaTKy
30 Mopsaky (eCTD Bepcis

0000);

MnaH ynpasniHHA pu3nkamu
Bepcia 5 norogpxeHa (eCTD
nocnigosHicTb Ne 0004).
MepioguyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO
3BiTY 3 6e3neku, BiANoBigHO
0o Mopsaaky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPIXEHOr0 Hakasom
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeEcTpoBaHoOro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuna 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO
3i CTpOKaMm, 3a3HaYeHMn y
nepioguYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3
6esneku.




* gionosioHo do incpopmayii oiyiiinozo caiimy IJenmpy BOO3 no cnignpayi ¢ memodonoeii cmamucmuunux docaidacens (https://www.whocc.no/atc_ddd_index/)

B.o. HauanbHUKa
dapMaiLeBTUYHOT0 yIIPaB/IiHHA Onekcanpap I'PIHEHKO


https://www.whocc.no/atc_ddd_index/
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IIEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Big 09 Gepe3ns 2026 poky Ne 298

Ne Hassa IMi>XKHapoOH Ha3zsa Koo dopma 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa YmoBu Peknamy Homep
n/n NiKapcbKo20 a diroyoi ATX BUMNYCKY 3as8HU BUPOGH BionycKy BaHHS peecmpayjiliHo
3acoby HernameHm | pe4osuHU (nikapcbka Ka uKa 20
oBaHa ¢opma, nocsioYyeHHs1
Hassa* ynakKosKa)
1. | AIOCMEKTUT |Diosmectite [kpemHito - MOPOLLIOK AT Ykpaina LLlaHpoHr Kutaii nepepeecTpauis Ha HeobMeXeHwi - He UA/18845/01/01
(MOHTMOPU iniokena, (cybeTaHuis) y "KUIBCbK Kcinxe TepMiH niosnsieae
JIOHIT) QUTIOMIHIIO nakeTax N dapmaueyTika
lokecnay noABiHNX BITAMIHH nKo. N1
nonieTMNeHoBUx N
ansa 3ABO/"
hapmaLeBTUYHO
ro 3aCTOCyBaHHs
2. | AYCTAPIH® |Dutasteride |gytactepug | GO4C | kancynu m'ski no AT YkpaiHa AT Ykpaina MepepeecTpauis Ha HeO6MeEXeHWA 3a He UA/18478/01/01
BO2 | 0,5wr;no 10 "KUIBCbK "KNIBCbKWN TEpMiH peyenmom | nidnsizae
Kancyny nn BITAMIHHUIA OHOB/IEHO iHGhopMmaLLito B IHCTPYKLUIT
6nictepi; no 3 BITAMIHH 3ABOS", AN MeMUYHOro 3aCToCyBaHHSA
6nictepun y nauui nn Ykpaina nikapcbKoro 3acoby y po3gini
3ABOA" (BUPOGHMLTBO "Oco61BOCTi 3acTOCyBaHHA"
3 MpoAyKu,i in BIANOBIAHO A0 iHdopMaLi Wwoao
bulk "rAM Me[NYHOro 3acTocyBaHHS
CA", I'peuis) pedrepeHTHOro JlikapcbKoro 3acoby

(ABOJAPT, kancynm m'siki
XenaTtnHoBi no 0,5 Mr), a Takox y
po3aini "Mo6iyHi peakuii™ woao
BaXX/IMBOCTi 3BITYBaHHS Npo MobiyHi
peaxuii.

Pestome nnaHy ynpasriHHA pusnkamu
Bepcia 1.4 gofaeTbes.
MepioAnYHICTb NOAAHHS PErynsapHO
OHOB/IIOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
hapMakoHarnsay, 3aTBepKeHoro
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Ne Hassa Mi>kHapoOH Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 a diroyoi ATX BUMYCKY 3asa8HU BUPOGH Bionycky BaHHs1 peecmpayitiHo
3acoby HernameHm | pe4yosUHU (nikapcbka Ka uka 20
oBaHa c¢hopma, nocsio4YyeHHs
Ha3sa* ynakoska)
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLji YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 3[0pOB'A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riHO 3i CTpOKamu,
3a3HavYeHVMU Y NepioanNYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.
3. | KAPBAMASBE |[Carbamaze [Kap6ama3sen - NOPOLLIOK TOB YkpaiHa [DKYBINAHT IHais nepepeecTpauisi Ha HEOOMeXeHM - He UA/18981/01/01
niH pine iH (cybcTaHuis) y "®dapma ®APMOBA TepMiH nionsizae
noAgiliHMx Crapt” NIMITEL
nonieTuIeHoBmx
naketax gns
hapmaLeBTUYHO
ro 3aCTOCYBaHHs
4. | MEAPOJTIH [Ketorolac KeToponak S01B | kpanni o4Hi, TOB Ykpaina yoprna Typeuuun nepepeecTpawis Ha HeobMeXeHwi 3a He UA/18688/01/01
CO05 pO34uH, 5 mMr/mn; "YOPNA MEAVNUWVH Ha TepMiH lpeyenmom | niosnsieae
nos5mny MEOMLN ITAY CAH. BE OHOBMEHO iHGopMaL,ito B iIHCTPYKLT
donakoHi- H" TIODK. A.LL. A1 MeAUYHOIo 3aCTOCYBaHHA
KpanesibHULj; No nikapcbKoro 3acoby y posginax
1 chnakoHy- "®apmakonoriyHi BnacTneocTi”,
KpanesibH1Li B "Moka3aHHs" (YTOYHEHHS
KapTOHHIl iHchopmawii), "Oco6mBOCTi
Kopoo6ui 3actocyBaHHs", "MobiuHi peakwyi"

BiANOBIAHO A0 iHdhopMaLiT Woa0
MeAMYHOrO 3aCTOCYBaHHS
pedyepeHTHOr0 JlikapCbKoro 3acoby
(Acular® eye drops, solution 5
mg/ml), a Takox y po3gini "Mo6iyHi
peakujii" LWoao0 BaXMBOCTI
3BiTyBaHHS Npo NOGIYHI peakLii.
Pestome nnaHy ynpasniHHA pusukamu
Bepcis 2.0 goaaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHa 2007 poky 3a Ne 73/13340 (y
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Ne Hassa Mi>kHapoOH Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 a diroyoi ATX BUMYCKY 3asa8HU BUPOGH Bionycky BaHHs1 peecmpayitiHo
3acoby HernameHm | pe4yosUHU (nikapcbka Ka uka 20
oBaHa c¢hopma, nocsio4YyeHHs
Ha3sa* ynakoska)
pegfakuii Hakasy MiHicTepcTBa
0XOPOHU 3710pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavYeHVIMU Y NepioaNYHOCTI
nofaHHsA perynspHux 3BiTiB 3
6e3neku.
5. | NEFACET Pregabalin  |nperabaniH NO2B | kancynum no 75 AypobiHao IHAaia Aypo6iHao IHAisa nepepeecTpauist HeobMexeHwi 3a He UA/18480/01/01
F02 Mmr, o 28 dapma dapma TepMiH peyenmom | niossieae
Kancyn: no 7 nrtp Nimitepq, - FOHIT OHoBMEHO iHdhopMmaL,ito B IHCTpyKL,i
Kancyny VI A1 MeANYHOrOo 3aCTOCYBaHHA
6nictepi, no 4 niKkapcbKoro 3acoby y posginax
6nictepn y "Oco61MBOCTI 3aCTOCYyBaHHA",
KapTOHHIi "Mo6iuHi peakuyii" BigNoBigHO A0
Kopoobui iHchopmauii pedpepeHTHOro
nikapcbKoro 3acoby NNIPUKA,
Kancynu, 75 mr, 150 mr, 300 mr, a
Takox y po3gin "rNobivHi peakuii”
[0NOBHEHO iHGhopMaLiEeto WoA0
3BiTyBaHHA Npo MobiyHi peakwji Ta
pefarosaHo po3zin "Ynakoska'.
Pestome nnaHy ynpassiHHA pu3nkamu
Bepcis 2.0 fopaeTbes
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3om MiHicTepcTBa OXOPOHYU
34,0pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
0XOPOHM 3[0pOB'A YkpaiHu Bif 26
BepecHst 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpoOKamu,
3a3HavYeHVMU Y NepioanNYHOCTI
NnofaHHsA perynsipHuX 3BiTiB 3 6e3NeKkn
6. | MEFACET Pregabalin  [npera6aniy NO2B | kancynu no 150 Aypo6iHa0 IHais AypobiHao IHais nepepeecTpaLisi Heo6MexeHwi 3a He UA/18480/01/02
F02 Mmr, no 28 dapma dapma TepMiH lpeyenmom | nionsizae
Kancyn: no 7 nrp, Nimiten - FOHIT OHoOB/IeHO iHghopmaLito B IHCTPYKL,i
Kancyny VI 0191 MeAUYHOro 3aCTOCYBaHHSA
6nictepi, no 4 nikapcbKoro 3acoby y posginax
6nictepu y "Oco6nMBOCTI 3aCTOCYBaHHSA",
KapTOHHIl "Mo6iyHi peakuii” BigNoBIAHO A0

Kopobui

iHpopmauii pechepeHTHOro
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n/n

Hassa
JliKapcbKO20
3acoby

Mi>kHapoOH
a
HernameHm
oBaHa
Hassa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma
BUnYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asa8HU
Ka

Bupo6Huk

Kpaina
BUPOGH
uKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nikapcbKoro 3acoby NNIPUKA,
Kancynu, 75 mr, 150 mr, 300 wmr, a
Takox y po3gin "rNobivHi peakuii”
[0NOBHEHO iHGhopMaLieto Woa0
3BiTyBaHHS Npo No6iyHi peakuii Ta
pefarosaHo po3zin "Ynakoska'.
Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcis 2.0 fopaeTbes
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLi YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 3[0pOB'A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riHO 3i CTpoOKamu,
3a3HavYeHVMU Y NepiognNYHOCTI
NnoJaHHsA perynsipHuX 3BiTiB 3 6e3NeKkn

MErACET

Pregabalin

npera6aniy

NO02B
F02

kancynun no 300
Mmr, no 28
Kancyn: no 7
Kancyny
6nictepi, no 4
6nictepu y
KapTOHHIl
Kopoo6ui

Aypo6iHa0
Papma
nTg

IHais

Aypob6iHA0
Papma
Nimiten - FOHIT
\ll

IHais

nepepeecTpaLisi Heo6MexeHui
TepMiH
OHOBEHo iHdhopMaL,ito B IHCTpyKLi
AN MeAUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3sginax
"Oco6nMBOCTI 3aCTOCYBaHHS",
"Mo6ivHi peakuii” BigNoBigHO A0
iHchopmauii pechepeHTHOro
nikapcbkoro 3acoby NNIPUKA,
kancynu, 75 mr, 150 mr, 300 mr, a
TakoX y po3gin "MNobivHi peakuii”
[OMOBHEHO iHhopMaLli€to LWoAo
3BiTyBaHHA Npo NobivHi peakuii Ta
pefaroBaHo po3gin "Ynakoska'.
Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 2.0 gofaeTbes
MepiognyHICTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3om MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B

3a
lpeyenmom

He
nidnsieae

UA/18480/01/03
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Hassa Mi>kHapoOH Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 a diroyoi ATX BUMYCKY 3asa8HU BUPOGH Bionycky BaHHs1 peecmpayitiHo
3acoby HernameHm | pe4yosUHU (nikapcbka Ka uka 20
oBaHa c¢hopma, nocsio4YyeHHs
Ha3sa* ynakoska)
MiHicTepcTBi tocTuLi YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 3[,0pOB'A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riHO 3i CTpoOKamu,
3a3HavYeHVMU Y NepioanNYHOCTI
NoJaHHsA perynsipHuX 3BiTiB 3 6e3NeKn
8. | ULMUHAPU3WH [Cinnarizine |[uMHapu3vH - NOPOLLOK ToBapucT | YkpaiHa $AC Nimiteq, IHais nepepeecTpawjisi Ha Heo6MeXeHwi - He UA/18970/01/01
(cybeTaHuisn) y BO 3 TepMiH nidnsieae
noABiHNX 06MeXeHo
nonieTNeHoBux 10
naketax gns Bignosiga
hapmaLeBTUYHO NbHICTIO
ro 3actocyBaHHsa | "dapmave
BTUYHA
KOMnNaHis
"3pa0poB'a"”

* gidnosioHo do iHdopmayii oiyilinozo caiimy Llenmpy BOO3 no cnisnpayi 8 memodonozii cmamucmuunux docaidxcens (https://www.whocc.no/atc_ddd_index/)

B.o. HauanLHUKA
dapMaiLeBTUYHOT0 yIIPaB/IiHHA

Onekcanpap I'PIHEHKO



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

Ne

ITEPEJIIK

Joparok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Big 09 Gepe3ns 2026 poky Ne 298

JIIKAPCBKHMX 3ACOBIB (MEJNUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIO4O0 AKUX BYJ/IK BHECEHI
3MIHU 1O PEECTPAIIMHUX MATEPIAJIB, SIKI BHOCATELECSH 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX
3ACOBbIB

Hassa

Hassa

n/n

JNliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

diroyor
pe4yosuH
u

Koo ATX

Popma
BUMnycKy
(nikapcbka
¢popma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
HS**

Homep
peecmpayjiliHo
20
nocsioYeHHs

ASANIH

A3ANIH

Clozapine

Kno3aniH

NO5AH02

Tabnetkv no
100 mr; no 10
TabneTtok y
6nicTepi; no 5
6nictepiB y
nauuj

AT
"KNIBCbK
Vi
BITAMIHH
M
3ABOS"

Ykpaina

AT

"KMNIBCbKWI

BITAMIHHW
3ABOS"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaviiHux
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCcyBaHHA /liKapCbKoro
3acoby B nic/isipeecTpaviiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOCAIIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHoMm)
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby [0 po3ainis "B3aemMogis 3 iHLLIMMK
niKkapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiin", "OcobaMBOCTI 3acTOCyBaHHSA",
"Cnoci6 3acTtocyBaHHs Ta go3n", "TMobiuHi
peakuii” BignoBigHO A0 OHOBNEHOT
iHchbopmawii 3 6e3neky 3acToCcyBaHHS
nikapcbkoro 3acoby. TepmiH BBeAEHHS
3MiH - NPOTArom 6 MicsiLis nicns
3aTBEPKEHHS

3a
peyenmom

He
nionsie
ae

UA/4763/01/01

IClozapine

KnosaniH

NO5AH02

TabneTkn no
25 wr; no 10

AT
"KMIBCbK

Ykpaina

AT
"KUIBCbKIN

YKpaiHa

BHECEHHS 3MiH A0 peecTpaviiiHmx
mMartepianis: 3miHu | TMny - 3MiHK LWoao

3a

peyenmom

He
nionsie

UA/4763/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Tabnetok y
6nicTepi; no 5
6nictepiB y
nauuj

Vi
BITAMIHH
Vi
3ABOA"

BITAMIHHWIA
3ABOJ"

6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHS /liKapCbKoro
3acoby B nicnispeecTpaviiiHnii nepios, abo
AK pe3ynbTaTt OUIHKM 3BIiTYy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHoMm)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby 40 po3ainis "B3aemMogis 3 iHLLIMMK
nikapcbknmy 3acobamu Ta iHWi BUAN
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTtocyBaHHs Ta go3n", "MobiuHi
peakuii” BignoBigHO 40 OHOBNEHOT
iHchopmauii 3 6e3nekn 3acToCyBaHHSA
nikapcbkoro 3acoby. TepmiH BBeAEHHS
3MiH - NpPOTArom 6 MicsiLis nicns
3aTBEPKEHHS

ae

ANEPIroCTO
ne

Deslorata
dine

\nesnopar
aanH

RO6AX27

TabneTku,
BKPUTI
NNiBKOBOO
060/10HKOHO,
no 5 wmr; no 10
TabneTtok y
6nicTepi; no 1
abo 2
6nictepn y
nauui 3
KapToHY

MPAT
"®ITOPA
PM"

Ykpaina

MPAT
"®ITOPAPM"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkIyatoum KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy). 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asBHYKA, BigNoBiAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy; amiHa
MiCLLe3HaxX0MKEHHSI MacTep-gainna

6e3
peyenma

UA/10337/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
cucTeMu chapmakoHarnagy; 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
4. | AN3IHE®® Nefopam |Hechonam [NO2B po3unH Ans TosapucT YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/20115/01/01
ly G06 iH'ekujin, 10,0 BO 3 akKuioHepHe marepianis: 3miHu | Tuny - peyenmom | niosnse
rigpoxnop mr/mn, no 2 06MeXeHo TOBapucTBO AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK ae
na M B amnyri, 10 «Jlekxim- nikapcbkoro 3acoby
no 5 amnyny Bignosiga XapkiB» 3MiHa Ha3BM NikapcbKoro 3acoby.
6nictepi, no 1 JBHICTIO 3aTtBepmkeHo: A/IBIHED(ALZINEF).
6nictepy y «ByTikoBa 3anponoHoBaHo: A/IBIHEG®(ALZINEF®).
KapTOHHIA thapmaues 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
nauui TMYHA 3MiHa HalimeHyBaHHsi Ta/abo agpecu
KOMMaHis MiCLii MPOBAKEHHS Ai/IbHOCTI
«CantoTap BMPOGHMKa (BK/THOYaO4M, 3a HEOOXIAHOCTI,

ic»

MicLie NpoBeAEeHHS KOHTPOJIO AKOCTI), abo
BNlacHuKa mactep-aiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOIro
NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPO6HMLTBI API (SKLLO 3a3HAaYEHO Y
[0CbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI
cepTuduikarta BignoBigHOCTI €EBpONENnchKii
dhapmakonei y 3atBepfkeHoMy A0CbE, a60
BUPOGHMKa HOBOI [LONMOMIXHOI peYOBUHU
(K0 3a3HAYEHO Y JOCbE) Y 3B'A3KY 3i
3nuTTAM 3 Polfa Warszawa S.A., Ha3By Ta
aapecy BUPOGHUKA aKTUBHOT PeYOBUHM Ta
BnacHuka ASMF IPOCHEM Sp.z 0. 0.,
6yno 3miHeHo Ha: Zaklady
Farmaceutyczne Polpharma S.A.; Byn.
KaponbkoBa, 22/24; 01-207 Baplwasa;
Monbwa. Agpeca BUPOGHUYOro
MaifaHuunka 3aMLLAETbCA HE3MIHHOIO,
ToAji SiK Ha3By 6yno 3MiHeHo Ha: Zaklady
Farmaceutyczne Polpharma S.A. ®inis
Ipochem. [itoua pepakuis MponoHoBaHa
pefakuisi. MeToan KOHTPONO SIKOCTI,
po3ain "CKNAL". BUpOGHMK.
MwepnceH6L0pCTBO IHHOBALMITHO-
BapoxeHbose “INOXEM” Cn. 3 0.0.,
Monbwa/ Przedsiebiorstwo Innowacyjno-
Wdrozeniowe “IPOCHEM” Sp. z o. o.,
Poland. MeToan KOHTPOO AKOCTI, po34in
"CKNAL". BupobHuk 3aknaan
dapmaueBTnyHe Monbgapma C.A.,
Monbuwal/ Zaklady Farmaceutyczne
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Polpharma S.A., Poland
5. | ANNEFPA® [Fexofena [ekcode [ROBA X26 | Tabnetku, TOB YkpaiHa CaHodi ®paHLis BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 UA/8500/01/01
120 MI dine HanHY BKPUTI "Onenna BiHTpon mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenma
rigpoxnop N/1iBKOBOIO Xenckea IHpacTpia 6e3nekn/edeKTMBHOCTI Ta
na 060/10HKOI0, YkpaiHa" hapmakoHarnsgy. BeegeHHs abo 3miHu
no 120 wr, [0 y3ara/ibHEHMX AaHuX Npo cuctemy
Ne10, Ne20 hapmakoHarnsgy (BBefeHHs
(10x2): no 10 y3araJslbHeHUX aHux npo cuctemy
Tabnetok y hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
6nicTepi; no 1 ocobu, BignoBigasibHOT 3a 34iACHEHHSA
abo no 2 hapmakoHarnsgy; KOHTakTHoT ocobu 3
6nictepu B hapMakoHarnagy 3asBHuka ons
KapTOHHIW 3[jificHeHHs hapmakoHarnagy B YkpaiHi,
Kopobui AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS!
hapmakoHarnsgy (BkI4aroum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa MicLe3HaxomkeHHs MacTep-charina
crcTeMu dpapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLs 34iACHEHHS
OCHOBHOI fiiNIbHOCTI 3 hapmakoHarnsgy
6. | AINErPA® Fexofena |[dekcodpe [RO6A X26 | Tabnetku, TOB YkpaiHa CaHodpi PpaHuin BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/8500/01/02
180 MI dine HaaWHY BKPUTI "Onenna BiHTpon mMartepianis: 3miHu | TMny - 3MiHK LWOA0 peyenmom
rigpoxnop N/1iBKOBOIO Xenckea IHpacTpia 6e3nekn/edeKTMBHOCTI Ta
na, 060/10HKOI0, YkpaiHa" hapmakoHarnsgy. BeegeHHs abo 3miHu
no 180 mr, Ne [0 y3ara/ibHEHMX AaHuX Npo cuctemy
10, Ne 20 hapmakoHarnsgy (BBefeHHs
(10x2): no 10 y3araJlbHeHUX JaHux npo cuctemy
Tabnetok y hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT
6nicTepi; no 1 ocobu, BignoBigasnibHOT 3a 34iACHEHHS
abo no 2 chapmakoHarnsgy; KOHTaKTHoi ocobm 3
6nictepu B hapmakoHarnagy 3asBHUka ons
KapTOHHIW 3fjificHeHHs hapmakoHarnsgy B YkpaiHi,
Kopoobui AKWO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBifasibHOT 3a 3AiCHEHHST
thapmakoHarnagy (BK4Yak4m KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
MiCLie3HaxoMKeHHs1 macTep-hainna
cuctemmn chapmakoHarnsgy Ta noro
HoMepa. 3MiHa MicLs 34iACHEHHS
OCHOBHOI fiSi/IbHOCTI 3 hapmakoHarnagy.
7. | AIMATENb® [Ordinary janoMiHilo |[AO2ADO1 | cycneHsis TOB YkpaiHa Bankandapma | Bonrapi BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/3264/01/01
salt rigpokcung opavibHa; Mo «TeBa -TposH AT A marepianis: 3miHu | Tuny - 3MiHK Woao peyenma
combinati |, marHito 170 mny YkpaiHa» 6e3nekn/edpeKTNBHOCTI Ta
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
ons rigpokcng chnakoHi thapmakoHarnagy (iHwi 3MiHn) OHOBEHHSA
CKAHOMY abo TEKCTY MapKyBaHHS MEPBUHHOI Ta
3 BTOPVHHOT YNakoBOK /1iKapCbKOro 3acoby.
nonietTuieHTe BBefeHHs 3MiH NpoTArom 6-Tn Micauis
pedTanary; nicns 3aTBepmKeHHS.
no 1 conakoHy
3 MipHOIO
JIOXKOI0 B
KapTOHHiiA
kopo6ui; no 10
MmNy
nakeTuKy; no
10 a6o 20
nakeTukiB y
KapTOHHIlA
Kopoobui
8. | AlbBYHOPM Albumin  janbbymiH [BOSA AO1 | po3uuH gns OxTadapm ABcTpist BMPOGHMK, AscTpisi/ BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/17703/01/01
20 % N0 ANHU iHdpysiid, 200 a BignosigansHu | LBeuis/ | matepianis: 3MiHu | TUNY - 3MiHW 3 KOCTI. | peyernmom
r/n; no 50 mn dPapmaves n3a Himeuun | Ceptudikat BignosigHocTi/lE-cepTudikar
a6o 100 mn TMKa BMPOGHMLTBO Ha BiANOBIAHOCTI EBpONeichKil
pO34uHy y MpoaykTio in-bulk, thapmakonei/moHorpadii. NMogaHHsa HOBOro
donakoHi, no 1 Hcrec. NepBUHHY ab0 OHOB/EHOTO cepTugikaTa
chnakoHy B M.6.X. yMakoBKy, BiANOBIAHOCTI 260 BUyYEHHS
KapTOHHIlA KOHTPO/b cepTudpikaTa BiANOBIAHOCTI EBpONEchkili
Kopoobui AKOCTI, thapmakonei: ana A®l; ans BuxigHoro
BTOPUHHY Marepiany/peareHTy/npomMiKHOro
ynakoBky, NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BisyasibHa BMPOGHULTBI API; ANt AONOMIKXHOT
iHCnekuyjs, peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
MapKyBaHHs1, €Bponeiicbkili hapmakonei) - OHOBNEHW
BMNYCK cepil: cepTudiikaT Bif yxe 3aTBepKEHOro
OkTadhapma BMPOGHUKa - MNMogaHHs oHoBneHoro CEP
dapmaueBTUK NS renapuHy HaTpilo Bif BXxe
a 3arBepmxeHoro BupobHunka NKF (Nanjing
MpopaykTioHcre King-Friend Biochemical Pharmaceutical
c. M.6.X., Co., Ltd.). Oitouva pepaxuis: R1-CEP 2005-
ABCTpis; 070 - Rev 07 MNponoHoBaHa pefakuis: R1-
BMPOGHMK, CEP 2005-070 - Rev 08. 3MmiHu | Tuny -
BignoBigabHU 3MiHu 3 siKocTi. CepTudikat
n3a BignosigHocTi/l E-cepTudikar
BMPOGHMLTBO BiANOBIAHOCTI EBpONeichKil
in-bulk, thapmakonei/moHorpadii. NMogaHHsA HOBOro
NepBUHHY abo oHoBNEeHOro ceptucpikata
yMakoBKy, BiANOBIAHOCTI 260 BUTyYEHHS
KOHTPO/b cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili

AKOCTI, BUMYCK

dapmakonei: ana A®l; ans BuxigHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepii:
OkTadapma
AB, LWBeLis;
BMPOGHUK,
BigNoBiAa/IbHN
n3a
BMPOGHMLTBO
in-bulk,
nepBUHHY
yNakoBky,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
OkTadapma,
PpaHuis;
BMPOGHUK,
BigNoBiAa/IbHN
n3a
BMPOGHMLTBO
in-bulk,
nepBUHHY
yNakoBky,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
OkTadapma
MpogaykTioHcre
cenwadt
[oiiunaxp,
M6X,
HimeuuunHa;
BMPOGHMK,
BignoBigabHU
3a
Bi3yasibHUiA
KOHTPO/b,
MapKyBaHHsI
Ta BTOPVHHY
ynakoBKy:
OxkTadhapma
[Leccay MmbX,
HimeyunHa

MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT

peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPO6HUKa - MogaHHs oHoBneHoro CEP
7191 NOPOLLKY renapuHy HaTpilo Bif, BXxe
3aTBepxeHoro Bupo6Huka NKF (Nanjing
King-Friend Biochemical Pharmaceutical
Co., Ltd.).
[itova pegakuis: R1-CEP 2005-070 - Rev
08 MponoHoBaHa pegakuis: R1-CEP 2005-
070 - Rev 09

ANTbBYHOPM
25 %

Albumin

anb6yMmiH
IntoaNHN

BO5A AO1

pO34unH Ans
iHdpysiiA, 250
r/n; no 50 mn
a60 100 mn

OkTachapm
a
dapmaues
TMKa

AscTpis

BMPOGHUK,
BignoBiAabHN
3a
BMPOGHMLTBO

AscTpisi/

LLBeuisi/

Himeyuun
Ha

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikat

BiANOBIAHOCTI E€BpONenchbkil

3a
peyerimom

UA/17703/01/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
pO3uunHy y MpopykTio in-bulk, hapmakonei/moHorpadii. NMogaHHs HOBOrO
chnakoHi, no 1 Hcrec. NepBUHHY abo oHoBEHOrO cepTudpikaTa
hnakoHy B M.6.X. ynakoBKY, BiANOBIAHOCTI a60 BUTyYEHHS
KapTOHHiiA KOHTPO/b cepTudikaTa BignoBiAHOCTI EBpoNecbkiii
Kopobui SIKOCTI, thapmakonei: ana A®l; ans BuxigHoro
BTOPUHHY MaTepiany/peareHTy/nMpomMiKHOro
yNakoBky, NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BisyasibHa BMPOGHULTBI A®I; ANst [ONOMIXHOT
iHCneku,is, peyoBuUHU (cepTuddikat BiAMNOBIAHOCTI
MapKyBaHHS, €Bponeiicbkiii hapmakonei) - OHoBNeHUi
BMNYCK Cepil: cepTuduikaT Bif y)xe 3aTBepXEHOro
OkTathapma BUpo6HUKa - MNogaHHA oHoBieHoro CEP
dapmaLeBTuK [ONA renapuHy HaTpilo Big, BXe
a 3aTBepmxeHoro BupobHunka NKF (Nanjing
MpogaykTioHcre King-Friend Biochemical Pharmaceutical
c. M.6.X., Co., Ltd.). [Oitoyva pegaxuis: R1-CEP 2005-
ABCTpiIs; 070 - Rev 07 NponoHoBaHa pefakuyis: R1-
BUPOGHMUK, CEP 2005-070 - Rev 08. 3MiHu | Tuny -
BiANOBIAA/IbHN 3MiHK 3 sKocTi. CepTudikar
n3a BignosigHocTi/l E-cepTudikar
BUPOBHULTBO BiANOBIAHOCTI EBpONEeiChbkili
in-bulk, hapmakonei/moHorpadii. NMogaHHs HOBOrO
NepBUHHY abo oHoBNEHOro cepTuddikaTa
ynaKoBKY, BiANOBIAHOCTI a60 BUTyYEHHS
KOHTPO/b cepTudikaTa BignoBiAHOCTI EBpoNechkiii
AKOCTI, BUMYCK thapmakonei: ana A®l; ans BuxigHoro
cepii: MaTepiany/peareHTy/nMpomMiKHOro
OkTacthapma NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
AB, LBeuis; BMPOGHULTBI A®I; ANt [ONOMIXHOT
BUPOGHMUK, peyoBUHU (cepTuddikat BiAMNOBIAHOCTI
BiANOBIAA/IbHN €Bponeiicbkiii hapmakonei) - OHoBNeHUi
n3a cepTuduikaT Bif y)xe 3aTBepXEHOro
BUPOBHULTBO BUpo6HUKa - MNogaHHA oHoBieHoro CEP
in-bulk, [O/15 MOPOLUKY renapuHy HaTpito Bif BXe
NepBUHHY 3aTBepmxeHoro BupobHunka NKF (Nanjing
ynakoBKY, King-Friend Biochemical Pharmaceutical
KOHTPO/b Co., Ltd.).
AKOCTI, BUMYCK [itoua pegakuis: R1-CEP 2005-070 - Rev
cepii: 08 lMponoHoBaHa pegakuis: R1-CEP 2005-
OkTtadhapma, 070 - Rev 09
dpaHuis;
BUPOGHMUK,
BiANOBIAA/IbHN
n3a
BUPOBHULTBO

in-bulk,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
NepBUHHY
yNakoBky,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
OkTathapma
MpopgykTioHcre
cenwadt
[oiunang,
M6X,
HimeyvunHa;
BUPOGHMUK,
BiANOBIAA/IbHN
3a
BizyaslbHWiA
KOHTPO/b,
MapKyBaHHsI
Ta BTOPUHHY
yNakoBKy:
OkTadapma
[Jeccay 'm6X,
HimeyunHa
10. | A/IbBYHOPM Albumin  [anbbymiH [BOSA A0l | po3uuH gns OxTadapm ABcTpist BMPOGHMK, AscTpisi/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/17703/01/03
5% N0 ANHU iHdpy3iid, 50 a BignosigansHu | LBeuis/ | matepianis: 3MiHu | TUNY - 3MiHW 3 KOCTI. | peyernmom
r/n; no 100 dPapmaves n3a Himeuun | Ceptudikat BignosigHocTi/lE-cepTudikar
M, 250 mn TMKa BMPOGHMLTBO Ha BiANOBIAHOCTI EBpONeichkil
a60 500 mn MpoaykTio in-bulk, thapmakonei/moHorpadii. NMogaHHsa HOBOro
PO34unHYy y Hcrec. NepBUHHY ab0 OHOB/IEHOTO cepTugikaTa
chnakoHi, no 1 M.6.X. yMakoBKy, BiANOBIAHOCTI 260 BUTyYEHHS
hnakoHy B KOHTPONb cepTucpikaTa BiANOBIAHOCTI EBpONEchkili
KapTOHHIW AKOCTI, thapmakonei: ana A®l; ans BuxigHoro
Kopobui BTOPUHHY Marepiany/peareHTy/npomMiKHOro
yNakoBky, NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BisyasibHa BMPO6HULTBI API; ANt AONOMIXHOT
iHCnekuyjs, peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
MapKyBaHHs1, €Bponeiicbkili hapmakonei) - OHOBNEHW
BMNYCK cepil: cepTudiikaT Bif yxe 3aTBepKEHOro
OkTadhapma BMPOGHUKa - MNMogaHHs oHoBneHoro CEP
dapmaueBTUK NS renapuHy HaTpilo Bif BXe
a 3arBepmxeHoro BupobHunka NKF (Nanjing
MpopaykTioHcre King-Friend Biochemical Pharmaceutical
c. M.6.X., Co., Ltd.). Oitoua pepaxuis: R1-CEP 2005-
ABCTpis; 070 - Rev 07 MNponoHoBaHa pefakuis: R1-
BMPOGHMK, CEP 2005-070 - Rev 08. 3MiHu | Tuny -
BignoBigabHU 3MiHu 3 siKocTi. CepTudikat
3a BignosigHocTi/l E-cepTudikar
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
BMPOGHMLTBO BiZJNOBIAHOCTI E€BPONENChKii
in-bulk, thapmakonei/moHorpadii. NogaHHs HOBOrO
nepBUHHY a6o oHOBNEHOTO cepTudikaTa
yMnaKoBKY, BiANOBIAHOCTI 260 BUYYEHHS
KOHTpPO/b cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
AKOCTI, BUNYCK thapmakonei: ana Adl; ons BUXigHoro
cepii: MaTepiany/peareHTy/MpoMiKHOro
OkTachapma NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Y
AB, LWBeLis; BUPOGHUUTBI A®I; Ana AONOMDKHOT
BUPOGHMUK, peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
BiANOBIAA/IbHN €Bponeiicbkiit hapmakonei) - OHOBNeHWi
3a cepTnaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMLTBO BMPO6HUKA - MogaHHs oHoBneHoro CEP
in-bulk, 0715 MOPOLUKY renapuvHy HaTpito Bif BXe
NepBUHHY 3aTBepxeHoro Bupo6Huka NKF (Nanjing
yMakoBKy, King-Friend Biochemical Pharmaceutical
KOHTpPO/b Co., Ltd.).
AKOCTI, BUNYCK [itova pegakuin: R1-CEP 2005-070 - Rev
cepii: 08 MponoHoBaHa pegakuis: R1-CEP 2005-
OkTadapma, 070 - Rev 09
PpaHuis;
BMPOGHUK,
BigNoBiAa/IbHN
n3a
BMPOGHNLTBO
in-bulk,
nepBUHHY
yNakoBky,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
OkTadapma
MpogaykTioHcre
cenwadt
[oiiunaxg,
MO6X,
HimeuuunHa;
BMPOGHMK,
BignoBigabHU
3a
Bi3yasibHWiA
KOHTPO/b,
MapKyBaHHsI
Ta BTOPVHHY
ynakoBKy:
OkTadapma
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
[Jeccay M'mb6X,
HimeyynHa
11. | AIbUMEPAT [Choline OnliHy NO7AX02 | po3uuH A5 MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/15056/01/01
alfoscerat |anbchocy, iH exuin, 250 aKLjioHepH aKujioHepHe marepianis: 3miHu Il TNy - 3miHW 3 AKOCTI. | peyernmom
e epat mr/m; no 4 e TOBapUCTBO A®I. BupobHuLTBO. 3MiHa BUPOGHMKA
M/ B amnyni; TOBapucTB "Jlekxim- BUXIAHOTO/NPOMIXXHOrO NPOAYKTY/peareHTy,
no 5, 10 a6o 0 "Jlekxim- Xapkis" LLIO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY
100 amnyn B Xapkis" npoueci A®l, abo 3miHa BUpo6HMKa
naJui; no 4 mn (BKkOvatoum, ae HeobxigHo, micLe
B amnyni; no 5 NpoBeAEeHHS KOHTPOO fkocTi) AdI (3a
amnyn B BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
6nictepi; no 1 €Bponelicbkii hapmakonei y
abo 2 3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOIO
6nictepu y BMpOGHMKa AD| 3 HafaHHAM MacTep-
nauui thaiina Ha A®l) BBE,EHHSA HOBOrO
anbTepHaTUBHOIO BUPOGHMKA Aitoyol
peyvoBUHM XONiHy anbgocuepar Jiangsu
Weigida Pharmaceutical Co., Ltd., Kutaii 3
HaJaHHAM macTep-haiina Version No.:
2.0 Date: July 11, 2022.
12. | AMIUNTPOH |Paraceta |[napaueta [NO2BE51 NOpOLLOK A1A ToBapuct YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHnX 6e3 UA/14116/01/01
® BE3 LLYKPY |mol, MO/, OopasibHOro BO 3 [,00,aTKOBOKO MaTtepianis: 3miHu | Tuny - peyenma
combinati |eHined po3uuHy no 13 | poAarkoBo BifnoBiganbHi AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
ons excl.  |puHy ry cawe; no 10 CTHO BUPOBHMYOT AiNbHULL (BKNHOYaOUN
psycholep [rigpoxnop 13 ry cauwe; Bignosiga "IHTEPXIM" AinbHUU Ana A®l, npoMikKHOro NpoayKTy
tics na, no 10 cawe y NBHICTIO ab0 roToBOro slikapcbKoro 3acoby,
cheHipami nauui 3 "IHTEPXI LiNbHULI 415 NPOBEAEHHS NaKyBaHHS,
HYy KapToHYy M BMPOGHWKa, BiANOBifaSIbHOTO 3a BUMYCK
Masnear, cepiid, MicLe NpoBeAeHHSI KOHTPOSHO cepil)
Kncnota a60 nocTtavasibHMKa BUXIAHOTO MaTepiany,
ackop6iHo peareHTy ab0 A0MNOMIKHOI PEYOBUHN
Ba (AKLW,0 3a3HaYeHO Y A0CbE)

CynyTHSA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I (iHwi 3miHK) (B.1.6. (X) 1A)
BunyueHHsi BUpo6Huka Unichem
Laboratories Limited, IHgis, gitouoi
peyoBuHM theHinedpuHy rigpoxnopua, Lo
BXOAMTb 0 CkMafy roToBOro /ikapCbKoro
3aco6y. MNocnigoBHa 3miHa: BignoBigHO
MPOMNOHYETLCH BUYYEHHS HOPMYBaHHS Ta
METOAVKN BU3HAYEHHS 3a/IMLLKOBUX
PO3UMHHWKIB, & TaKOX 3a3HauYeHHs BUAY
yMnakoBKM Ta TepMiHy NpuAATHOCTI 415
Lboro B1po6Huka y BAH/, Ha A®I. 3miHu I
TMny - 3MiHK 3 AkocTi. APl. BupobHMUTBO.
3MiHa BUPOGHVKa BUXiAHOTO/MPOMIXHOIO
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

npoayKTy/peareHTy, WO
BUKOPWCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKtOYatoun, fe HeobxigHo, Micle
npoBefeHHs KOHTPOso sikocTi) APl (3a
BiICYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(BBEAEHHS HOBOIO
BUPOGHMKa A®| 3 HafaHHAM MacTep-
thaiina Ha A®l). CynyTHs 3MiHa - 3MiHN 3
akocTi. A®Il. KonTponb A®I (iHLwi 3MiHW)
(B.1.6. (x) IA) BBeaeHHS HOBOrO
BMpo6HUKa Shenzhen Oriental
Pharmaceutical Co., Ltd., Kutaii, gitouoi
pevoBUHU heHinedpuHy rigpoxnopug, Wwo
BXOAMTb [0 CKnady roToBOro NikapcbKoro
3acoby. NocnigosHa 3MiHa: BiANOBIAHO
NPONOHYETLCA HaBeAEHHSI HOPMYBaHHS Ta
METOAMNKN TECTY «3a/TULLKOBI
PO3UNHHVKN», @ TaKOX 3a3HaYeHHs1 BUuay
yNakoBKM Ta TEPMiHY NEPeKOHTPONI0 AN
Lboro BupobHuka y BAH[, Ha A®I. flitoua
pefakuis: OCHOBHa 3MiHa. 3aTBepaKeHi
BVMPOGHMKM Ait040T PEYOBUHN
heHinedpuHy rigpoxnopug, - BAPOOGHUKN:
Unichem Laboratories Limited, India;
Malladi Drugs & Pharmaceuticals Limited
Unit-3, India
METOAN KOHTPOJO AKOCTI
NNIKAPCBKOI'O 3ACOBY - Posgin
«CKNAL» - flitoya peyoBrHa
theHinedpuHy rigpoxnopug,
BUpo6HUKKM: Unichem Laboratories Limited,
India; Malladi Drugs & Pharmaceuticals
Limited Unit-3, India - MocnigoBHa 3miHa
BAHA A®| PEHINEPPUHY
rAPOXNOPUA nopaeTsea. MNponoHoBaHa
pepaxkuis: OcHoBHa 3MiHa. [TponoHoBaHi
BVMPOGHMKM Ait040T pEYOBUHN
heHinedpuHy rigpoxnopug, - BAPOOGHUKN:
Malladi Drugs & Pharmaceuticals Limited
Unit-3, India; Shenzhen Oriental
Pharmaceutical Co., Ltd., China. METOAU
KOHTPOIO AKOCTI NIKAPCbLKOIO
3ACOBY - Po3gin «CKNAL»
[itoya pevoBuHa - peHinedpuHy
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
rigpoxnopug, - Bupo6Hukmn: Malladi Drugs &
Pharmaceuticals Limited Unit-3,India;
Shenzhen Oriental Pharmaceutica ICo.,
Ltd., China - MocnigosHa 3miHa - BAH/,
Ad®| DEHINEPPUHY MAPOXNOPUA
[0A3€ETbCA
13. | AMIOAUNIH- Amlodipin [amnogmni [CO8CAO1 | TabneTkn no 5 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a He UA/3673/01/01
ACTPA®APM e H mr, no 10 "ACTPA® "ACTPA®APM marepianis: 3miHu | Tuny - 3miHn Wwoao | peyenmom | nidnse
Tabnetok y APM" " 6e3nekn/edekTBHOCTI Ta ae
6nicTepi; no 2, thapmakoHarnagy (iHwi 3MiHn).
3,6,9a60 10 OHOB/EHO TEKCT MapKyBaHHA NepBUHHOI
6nictepiB y Ta BTOPVHHOI YNakoBKM JiKapCbKOro
Kopobu,i 3 3acoby, a came BWUIy4eHO iHchopmaLito,
KapTOHY 3a3HayeHy pociiiCbKo MOBOIO, Ta

BHECEHO 3MiHM y N. 6 TEKCTY MapKyBaHHS
NepBUHHOT Ta N. 17 BTOPUHHOT YNaKoBKU
nikapcbKoro 3acooby.

BBefieHHS 3MiH NPOTArom 6-Tu MicALiB
nicns saTBepmkeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHvKa peecTpauinHOro NocBig4eHHs).
3miHa agpecu 3asBHMKa (BNacHukKa
peecTpayiiiHoro nNocBig4eHHst). 3MiHN
BHECEHO B N. 11 «HalimeHyBaHHS i
MicLie3HaxXo4KeHHs1 BUpobHUKa Ta/abo
3asBHUKa» TEKCTY MapKyBaHHSA ynakoBKu
NiKapcbKoro 3acoby LWoA0 3MiHM agpecu
3asBHUKa. BBeieHHA 3MiH NpoTArom 6-Tu
MicALiB nicns 3aTBepMKeHHs. 3MiHu | Tuny
- AgMiHICTpPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotosoro
NiKapCcbKOro 3acoby, BKIOYAKUN [i/TbHUL
BMNYyCKy cepii abo MicLe npoBeaeHHS
KOHTPOJO AKOCTI. (fisNbHICTb, 3a Ky
BiANoBigae BUpoGHWK/iMnopTep,
BK/1HOUAKUM BUMNYCK cepiid). 3MiHa agpecu
BMpO6HUKa 13 BigNoBigabHOro 3a
NOBHUIA LUYKN BUPOGHMLTBA. 3MiHM
BHECEHO B po3Ain «Micue3Haxo4KeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaXEHHS NOr0 Ais/IbHOCTI» B
HCTPYKLi0 AN51 MeANYHOr0 3aCTOCYyBaHHS
LLIOA0 3MiHM aApecu BUPOBHMKA Ta 5K
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
HacnifoK - y TEKCT MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby. BBeaeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.
14. | AMIOAUNIH- |Amlodipin jamnoguni [CO8CAO1 | Tabnetku no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a He UA/3673/01/02
ACTPAD®APM e H 10 mr, no 10 "ACTPA® "ACTPA®APM mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenmom | niosse
Tabnetok y APM" " 6e3nekn/edeKTMBHOCTI Ta ae
6nicTepi; no 2, thapmakoHarnagy (iHwi 3MiHn).
3,6,9a60 10 OHOBNEHO TEKCT MapKyBaHHA NepBUHHOI
6nicTepis y Ta BTOPVMHHOI YNakoBKU MiKapCbKOro
Kopo6Li 3 3acoby, a came BUTy4YeHO iHhopmaLiio,
KapTOHyY 3a3HayeHy pociiicbKolo MOBOIO, Ta

BHECEHO 3MiHM Y N. 6 TEKCTY MapKyBaHHS
NEepBUHHOI Ta N. 17 BTOPUHHOI yNakoBKK
nNiKapcbKoro 3acooby.

BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
AMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa
(BnacHviKa peecTpauiiiHoro NocBigYeHHs).
3MiHa agpecu 3asBHUKaA (BNacHuKa
peecTpaviiniHOro NoceigYeHHs). 3MiHN
BHeCeHO B M. 11 «HalimeHyBaHHs i
MicLLe3HaxoMKeHHS1 BUpobHMKa Ta/abo
3asBHUKa» TEKCTY MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby Wwoa0 3MiHy agpecu
3asABHUKA. BBeeHHA 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | Tuny
- AgMiHICTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaYKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYAUN Ai/TbHUL
BMMYCKy Cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SKOCTI. (ZisNbHICTb, 3a Ky
Bignosigae BUPOGHUK/iMNopTep,
BKJ/THOYAKOUN BUMYCK Cepili). 3MiHa agpecun
BMpO6HUWKa /13 BignoBigansLHoOro 3a
NOBHUIA LKA BUPOGHMLTBA. 3MiHM
BHECEHO B po3ain «MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NpoBaXEHHS 10ro AiSNbHOCTI» B
IHCTPYKL,i10 ANS MeANYHOro 3acTOCyBaHHSA
OO0 3MiHM aApecy BUPOGHMKa Ta K
HacnifokK - y TeKCT MapKyBaHHA yNakoBKu
nikapcbKoro 3acoby. BeeAeHHs 3MiH
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
NpoTAroM 6-T1 MicALIB nicns
3aTBEPMAKEHHS.
15. | AMOKCUKNA |Amoxicilli [amokcmum PJO1CRO2 NopoLuoK aNns CaHpo3 CnoBeHis CaHpo3 'mM6X | ABcTpist BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/7064/02/01
B® n and INiH, opasibHOT Papmacb - Bupo6Huua mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom
beta- Kncrnota cycneHsii (250 1oTikan3 AiNbHULUSA 6e3nekn/edeKTUBHOCTI Ta
lactamase |knaBynaH Mr/62,5 mMr B 5 o.n. AHTUWIHEKL thapmakoHarnagy. BeefeHHs abo 3miHu
inhibitor oBa mn); no 15,8 r Hi N3 Ta [0 y3ara/ibHeHMX AaHuX Npo cnuctemy
MOPOLLKY Y XimiyHi hapmakoHarnsgy (BBefeHHs
dhnakoHi (ans Onepauii y3araJslbHeHUX AaHux npo cuctemy
100 mn Kynane (AIXO thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
cycneHsii), no N3 KyHanb) ocobu, BignoBigasibHOT 3a 34iACHEHHS
1 chnakoHy hapMakoHarnagy; KOHTakTHoOIi ocobu 3
pasom 3 thapmakoHarnsgy 3asBHuka an1s
MipHOO 3[iiCHeHHs dhapmakoHarnsgy B YkpaiHi,
NOXKOI abo AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXeEHOI
MipHUM ocobu, BignoBigasibHOI 3a 34iACHEHHS
Lwnpulem B thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
KapTOHHIlA [AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
Kopobu,i thaiina cuctemmn thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
Bi4NoBiAaIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: asig [xkoH Nlesic /
DavidJohnLewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pepakuisn: Kotal Mohamed
Ali / Kotan Moxameg, Ani. 3miHa
KOHTaKTHUX JaHWNX YOBHOBaXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnisgy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
3[iliCHEeHHs1 hapmakoHarnaay B Ykpaii.
[itoua pegakuin: Opnos B’auecnas
BiktopoBwuu / Viacheslav Orlov, M.D.
MponoHoBaHa pefakLis: TaHacoBa
3opsiHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBIAA/IbHOT 38
3fjificHeHHs hapmakoHarnagy B YkpaiHi.
3MiHa Micus 34jACHEHHS1 OCHOBHOT
LisiNbHOCTI 3 thapmakoHarnagy.
3MiHa MicLe3HaxomkeHHs MacTep-harina
crMcTeMu dpapmakoHarnsgy Ta ioro
Homepa.
16. | AHACTPO3O |Anastrozo [aHacTpo3 |[L02BGO3 | Tabnetku, CaHpo3 CnoBeHisi Cantotac Himeuun BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/13575/01/01
N CAHAO3® |e on BKPUTI dapmach dapma 'mbX, Ha mMartepianis: 3MiHu | TMNy - 3MiHK WOA0 peyenmom
NAiBKOBOIO 1oTikan3 HimeuunHa 6e3nekn/edpekTBHOCTI Ta
060/10HKOIO, a.a. (B1pPOGHMLTBO dhapmakoHarnsgy. BeegeHHs abo 3miHu
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
no 1 wmr; no 14 "in bulk", [0 y3araJibHeHMX AaHuX Npo cuctemy
TabneTok y nakyBaHHS, thapmakoHarnsgy (BBefeHHs
6nictepi; no 2 BUNYCK cepil; y3araJslbHeHUX AaHux npo cuctemy
6nictepu B BTOPUHHE thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
KapTOHHI nakyBaHHs1) ocobu, BignoBigasibHOT 3a 34iACHEHHS
Kopobu,i hapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapmakoHarnsgy 3asBHuka an1s
3pjicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLO0 BOHA BiAMIHHA Bif YNOBHOBaXeHOI
ocobu, BiANoOBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0CO6U 3asBHNIKA,
Bi4NoBiAaIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: Juergen Maares / tOpreH
Maapec. MponoHoBaHa pegakuis: Kotal
Mohamed Ali / Kotan Moxamepg, Ani. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu
3as1BHVIKa, BignoBiAa/bHOT 3a
hapmakoHarnag,
17. | AHOUNAN-B |Metamizol [wetamizo [NO2BB52 | Tabnetku, no NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 UA/6175/01/01
le sodium, |n HaTpito 10 TabneTok y "MoHdap "MoHdchapm" marepianis: 3miHu | Tuny - 3miHK 3 AKOCTi. | peyenma —
combinati ((@aHanbriH) cTpunax; no M" [oTOBWIA Nnikapcbkuii 3aci6. KoHTposb Nel10; 3a
ons excl. |, 6eHgaso 10 TabneTok y roTOBOrO /1iKapCbKOro 3acoby. 3miHa peyenmom
psycholep |y rigpox cTpuni; no 1 napameTpiB cneuudikauiii Ta/abo — Ne20,
tics lnopua, cTpuny y [LOMYCTUMMUX MEX rOTOBOTO JliKapCbKOro Ne100
nanasepu nanepoBoMy 3aco6y (BUYyYEHHS HE3HAYHOrO
HY KOHBEpTI; N0 nokasHuka (Hanpvkiag 3actapinoro
rigpoxnop 10 TabneTok y nokasHuKa, Takoro sk 3anax Ta cmak, abo
ng cTpuni; no 2 ineHTudikauis 6apBHYIKIB YN CMaKOBUX
abo no 10 [06aB0OK)) BUyYEHHS MOKasHuKa “Tanbk’
cTpunis y 3i Cneuundpikavii N3, Ak Hacnigok 3
nauui 3 MeToziB KOHTPO/IIO SKOCTI Ta
KapTOHY; Nno npuBEAEHHSAM A0 Ailo4voro BugaHHs oY
10 TabneTok y
6nictepi; no 1,
abo no 2, abo
no 10
6nictepiB y
nauui 3
KapTOHY
18. | AHOMNAN- Metamizol |meTamizo [NO2BB52 | Ttabnetku, no NAT YKpaina NAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 UA/10129/01/01
POPTE le sodium, |n HaTpito, 10 TabneTok y "MoHdpap "MoHdapm” mMartepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenma
combinati [6eHaason cTpunax; no M" [oTOBWI1 Nnikapcbkuii 3aci6. KoHTposb
lons excl. rigpoxn 10 TabneTok y roTOBOro MikapcbKoro 3acoby. 3miHa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
psycholep |opuga, cTpuni; no 2 napamMeTpiB cneuyudikaLii Ta/abo
tics nanasepu abo 10 [OMYCTUMUX MEX rOTOBOTO NiKapCbKOro
HY cTpuniB y 3ac00y (BUlyYeHHS HE3HAYHOrO
rigpoxnop nauuj 3 nokasHuka (Hanpvknag 3acrapifioro
na KapTOHY nokasHuKa, Takoro sk 3anax Ta cmak, abo
iieHTUdiKaLis 6apBHUKIB YN CMaKOBUX
[06aBOK)) - BUyYeHHS NokasHuka “Tasibk”
3i Cneyudikaulii roToBoro ikapcbkoro
3aco0by, K Hacnigok 3 MeToziB KOHTPOSI0
AKOCTI Ta NPUBEAEHHAM [0 [i040ro
BuAaHHA Y.
19. | APIC Meropene |meponeHe [JO1DHO02 NopoLUoK aNns CaH IHAis CaH IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/12235/01/02
m M pO3uuHy AN Papmacsh PapmacbTUK marepianis: 3miHu Il TNy - 3miHW 3 AKOCTI. | peyernmom
iHdysiino 1, 1oTuKan an IlHgactpis [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
hnakoH 30 Mn IHoacTpi3 NimiTen BMPOBOHULTBI. 3MiHa po3mipy cepii
i3 Mpo3oporo Nimiten (BKNKOYaOUM Aiana3oH po3Mipy cepir)
ckna, roTOBOrO JliKapCbKOro 3acoby (3miHa
3a4UnHEHUI CTOCYETbCS BCIX iHLUMX NiKapCbkux hopm
cipoto CYKyMHOro (KOMMNIeKCHOro) BUPOGHUYOro
ryMOBOIO npotecy)- BBeAeHHs po3mipy cepii 13
NPOGKOHO i 67,400 «kr, Wwo eksiBasieHTHO 50,000
BiAPVBHOO nakoHiB. 3aTBepaxeHo: 4,381 kr, Wwo
KpULLKOLO, B ekBiBanieHTHO 6500 chnakoHis 10,110 kr,
KapTOHHIlA L0 ekBiBasieHTHO 15000 dhnakoHis 25,410
Kopoobui Kr, WO ekBiBasIeHTHO 37,700 dhnakoHis
43,136 Kr, WO ekBiBasieHTHO 64,000
dhnakoHiB 3anponoHosaHo: 67,400 kr, Lo
ekBiBasieHTHO 50,000 dhakoHiB
20. | ATTEHTO® Olmesarta |onmecapt |C09DX03 | Tabnetku, MeHapiHi Mokcemby | BUMPOBHULITBO Himeyun BHECEHHS 3MiH 10 peecTpavuiliHnX 3a He UA/20114/01/02
nnoc n aHy BKPUTI IHTepHeLw pr "in bulk", Ha mMaTtepianis: 3miHu | TUny - 3MiHK 3 AKOCTI. | peyenmom | nidsse
20/5/12,5 medoxomi [Megokcom NAiBKOBOO oHan nakyBaHHs, CepTtuchikat BignosigHocTi/l E-cepTudikat ae
I, in, 060/10HKOI0, Onepeiiw KOHTPO/b Ta BiANOBIAHOCTI EBpONeiichbkil
amlodipin  famnoauni no 20 mr/5 OHC BUMYCK Cepiii: hapmakonei/moHorpadii. NMogaHHsa HOBOro
e and HYy mr/12,5 mr; no | Jllokcemby [aiui CaHkio ab0 OHOB/IEHOTO cepTugiikaTa
hydrochlo [6ecunar, 14 TabneTok y pr C.A. tOpoyn Mm6X, BiANOBIAHOCTI 260 BUYyYEHHS
rothiazide [rigpoxnop 6nictepi; no 2 HimeuuunHa; cepTucpikaTa BiANoOBIAHOCTI EBpONechbkili
oTiasng 6nictepu B nakyBaHHs, thapmakonei: gnis Adl; gns BUxigHoro
KapTOHHIA KOHTpOb Ta mMaTepiany/peareHTy/npomiKHOIro
KOpOO6L BUMYCK Cepili: NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y

Bepnin-Xemi
AT,
HimeuuunHa;
KOHTPO/b Ta
BUMYCK Cepiii:
MeHapiHi-®oH
XengeH N'vbX,

BMPOGHULTBI API; AN AONOMIXHOT
peyoBuHU (cepTuddikar BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii

cepTugikaT Big HOBOro BUPOOHMKA (3amiHa
abo oonoBHEHHS) nogaHHs HoBoro CEP
Ne RO-CEP 2013-268-Rev 02 ans gitoyoi
PeYOBUHM ofiMecapTaHy MefoKCOMINy Bif,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
HimeuunHa HOBOro BMpo6Huka Zhejiang Tianyu

Pharmaceutical Co., Ltd., po3TawoBaHoi B
Jiangkou Development Zone, Huangyan
District, 318 020 Taizhou, Zhejiang
Province, China. 3minu | Tuny - 3miHn 3
aKkocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHsA HOBOTO
abo OHOBMEHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ana Adl; ons BUXigHOro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
Bupo6Huka (B.111.1. (a)-2 IA)
nogaHHsa oHosneHoro CEP Ne R1-CEP
2013-268-Rev 00 ans gito4oi pevyoBuHN
onmecapTaHy MefoKCOMINy Bif BUPOGHMKa
Zhejiang Tianyu Pharmaceutical Co., Ltd.,
China. 3miHu | TUNy - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; NSt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif yxe 3aTBepKeHOro
BMPOGHMKA - MoAaHHs oHoBsieHoro CEP Ne
R1-CEP 2013-268-Rev 01 ans gjto4oi
pPevyoBUHM ofiMecapTaHy MefoKCOMINy Big,
BMpO6HUMKa Zhejiang Tianyu
Pharmaceutical Co., Ltd., China. 3miHu |
Tmny - 3MiHK 3 aKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeiChbkili
hapmakonei/MoHorpadii. NogaHHs HOBOTO
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

ab0 OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; NSt AONOMIKHOT
peyoBuHM (cepTudikart BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif yxe 3aTBepKeHOro
BMPOGHMKA - MogaHHSA oHoBrieHoro CEP
R1-CEP 2013-268-Rev 02 ans gjto4oi
pPevyoBUHM ofiMecapTaHy MefoKCOMINy Big,
BMpO6HMKa Zhejiang Tianyu
Pharmaceutical Co., Ltd., China. 3miHu |
TMny - 3MiHK 3 aKkocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeiChbkili
hapmakonei/moHorpadii. NMogaHHs HOBOrO
abo oHoBMEHOrO cepTuddikaTa
BiANOBIAHOCTI a60 BUTyYEHHS
cepTucpikaTa BignNoBigHOCTI EBpoNeichbkili
thapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/nMpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANst [ONOMIXHOT
peyoBUHU (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHUI
cepTuduikaT Bif y)xe 3aTBepXEHOro
BMpO6HUKa - nofaHHA oHoBneHoro CEP
R1-CEP 2012-398-Rev 02 (3aTBEpPOXEHO:
R1-CEP 2012-398-Rev 01) ans gitouoi
PeyYoBVHM ONIMecapTaHy MefOKCOMINy Bif
BXe 3aTBepKeHOoro B1upobHuka Daiichi
Sankyo Co., Ltd., Japan. 3miHu | Tvny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa
y NapameTpax crneuudikayiin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauisx Ha A®l, a6o
BUXIZHWA/NPOMIXHUIA NpoAyKT/peareHT, Lo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpo6HUUTBa AP| (fogaBaHHA abo 3amiHa
(32 BUHATKOM aKTUBHOI PEYOBUHY
6ionoriyHoro abo iMyHO0riYHOro
NOXOKEHHS) napameTpa cneumdikauii 3
BiANOBIAHUM METOA0M BMNPOOYBaHHS 3a
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

pesynbTaTamu AocnifpkeHb 3 6e3nekn abo
SIKOCTI) 3BY)XEHHS1 napameTpiB
crneundikauii Ansa Aitoyoi pevoBUHU
onmecapTaHy MefokcoMiny Ha N-
HiTpo3amiHn (NDMA Ta NDEA) y
KOMMJIEKCHI cneuudikauii, Lo
3aCTOCOBYETLCA BUPOOHMKOM J13 Bif, yCix
BMPOGHWKIB (3aTBEpaKeHO: N-
Nitrosodimethylamine (NDMA): NMT 2.400
ppm; N-Nitrosodiethylamine (NDEA): NMT
0.663 ppm; 3anponoHoBaHo: N-
Nitrosodimethylamine (NDMA): NMT 0.03
ppm; N-Nitrosodiethylamine (NDEA): NMT
0.03 ppm). 3MiHu | TUMY - 3MiHK 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y MPOLEC
BMpOGHMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO/10rYHOTO
NOXOMKEHHS) NapameTpa cneyndikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnigpkeHb 3 6e3nekn abo
SIKOCTi) AONOBHEHHS cneundikauii ans
4ito40i pevoBUHY onimecapTaHy
Me[oKcoMiny BUpobHuLUTBa Zhejiang
Tianyu Pharmaceutical Co., Ltd., China
HOBWM MOKa3HUKoM N-
Nitrosodimethylamine (NDMA): NMT 0.03
ppm; N-Nitrosodiethylamine (NDEA): NMT
0.03 ppm) 3 BigNOBIAHUM METOAOM. 3MiHU
| Tvny - 3miHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHECHO [0 IHCTPYKUiT AN MefUYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "®apmMakonoriuHi BnactmsocTi"
("AokniHiuHi paHi 3 6e3nekn'") BiANOBIAHO
[0 pekomeHgauin CMDh. BBefeHHs 3MiH
NpPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuL NikapcbKoro 3acoby,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acToCyBaHHS /liKapCbKOro
3acoby B nicnisipeecTpaviiiHnii nepios, abo
AK pe3ynbTaT OUIHKM 3BIiTYy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO 40 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom). 3MiH1 BHECHO
[0 IHCTPYKLUiT ANna Mefn4HOoro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao
po3gainy "Mepeno3yBaHHA" BiAMOBIAHO A0
pekomeHaauiit PRAC. BBefieHHs 3MiH
NpoOTAroM 6-T1 MicALIB Micns
3aTBEpMXEHHS. 3MiHKM | TMny - 3MiHK 3
aKocTi. CepTudpikaT BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOrO
abo OHOB/EHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
thapmakonei: ana Adl; ons BUXigHoro
MaTepiany/peareHTy/MpoMbKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNeHWi
cepTmaikaT Bif ye 3aTBepaKeHoro
BMPOOHMKa nogaHHsA oHosneHoro CEP Ne
RO-CEP 2013-268-Rev 03 ans gjto4oi
PeyYoBVHM ONIMecapTaHy MefOKCOMINy Bif
BMpOo6HUKa Zhejiang Tianyu
Pharmaceutical Co., Ltd., China.

21.

ATTEHTO®
nntoc
20/5/12,5

Olmesarta
n
medoxomi
l,
amlodipin
e and
hydrochlo
rothiazide

onmecapT
aHy
Me[I0KCOM
in,
amnoguni
HYy
6ecunar,
rigpoxnop
oTiasng,

CO9DX03

Tabnetku,
BKPUTI
NNiBKOBOIO
060/10HKOH,
no 20 mr/5
mr/12,5 mr; no
14 TabneTok y
6nictepi; no 2
6nicTepu B
KapTOHHIlA
Kopobui

MeHapiHi
IHTepHeLw
oHas
Onepeii
OHC
NMokcemby
pr C.A.

TNokcemby
pr

BUPOBHULTBO
"in bulk",
nakyBaHHS,
KOHTpO/b Ta
BUMYCK Cepii:
[aiui CaHkio
KOpoyn Mm6X,
HimeuumnHa;
nakyBaHHS,
KOHTpO/b Ta
BUMYCK Cepiii:

Himeuun
Ha

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BiTY 3 6e3nekn
nikapcbKkoro 3acoby, abo focnimxeHb 3
6e3nekn 3acTocyBaHHA NlikapCbKoro
3acoby B micnsipeecTpauiiHuii nepiog, abo

3a
peyenmom

He
nionsie
ae

UA/20114/01/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
Bepnin-Xemi AK pe3ynbTaT OUiHKM 3BIiTYy 3 AOCNIIKEHb,
Arl, npoBefeHnX BiANOBIAHO 40 NaHy
HimeuuunHa; negiatpuyHux gocnimxkers (PIP) (3MiHy
KOHTPO/Ib Ta Y3rO[XKEHO 3 KOMMNETEHTHUM
BUMYCK Cepiii: YMOBHOB&XEHVIM OpraHoM)
MeHapiHi-®oH 3MiHV BHECEHO [0 IHCTPYKUIT Ans
XeipgeH Mm6X, Me[MYHOro 3aCTOCYBaHHS NiKapCbKOro
HimeuunHa 3acoby fo posginis "OcobnmBocTi
3acTocyBaHHA" Ta "TMo6iuHI peakujii™
BiNOBIAHO [0 pekoMeHAaaLih PRAC.
BBeAeHHs 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepKeHHs.
22. | ATTEHTO® Olmesarta jonmecapt [CO09DX03 | TabneTkm, MeHapiHi Jiokcemby BMPOOBHNLTBO Himeuun BHECEHHS 3MiH A0 peecTpauiiHnx 3a He UA/20114/01/01
nnxc n aHy BKpUTI IHTepHeLw pr "in bulk", Ha marepianis: 3miHu | TUny - 3MiHW 3 AKOCTi. | peyenmom | nidnse
40/10/12,5 medoxomi [MefoKcoM N/1iBKOBOIO oHan nakyBaHHs, CepTtuchikat BignosigHocTi/lE-cepTudikat ae
I, in, 060/10HKOIO, Onepeiiw KOHTPO/b Ta BiANOBIAHOCTI EBPONENChKil
lamlodipin  j[amnoguni no 40 mr/10 OHC BUMYCK Cepiii: hapmakonei/moHorpadii. NogaHHS HOBOTO
e and HYy Mr/12,5 mr; no | Jliokcemby [Jaiui CaHkio ab0 OHOB/EHOTO cepTugikaTa
hydrochlo [6ecunar, 14 TabneTok y pr C.A. tOpoyn Mmo6X, BiANOBIAHOCTI 260 BUYYEHHS
rothiazide [rigpoxnop 6nicTepi; no 2 HimeuyuunHa; cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
oTiasng 6nictepu B nakyBaHHs, thapmakonei: ana Adl; ons BUXigHoro
KapTOHHIW KOHTpONb Ta marepiany/peareHTy/npomiKHOro
Kopobui BUMYCK Cepiii: NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

BepniH-Xemi
Arl,
HimeyvunHa;
KOHTpO/b Ta
BUMYCK Cepii:
MeHapiHi-®oH
XeligeH TM6X,
Himeuunna

BUPOGHUUTBI ADI; s ONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii

cepTugikart Bi HOBOro BUPOGHMKaA (3amiHa
ab0 JONOBHEHHS)

MoaaHHA HoBoOro cepTuddikata
BiAnoBiaHOCTI EBponelickbkii hapmakonel
Ne RO-CEP 2013-268 - Rev 02 gns Ad|
ofiMecapTaHy MefoKCOMiNy Bif HOBOrO
anbTepHaTMBHO BMpobHUka ZHEJIANG
TIANYU PHARMACEUTICAL Co., Ltd.,
CHINA. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBPONENChKil
thapmakonei/moHorpadii. NogaHHS HOBOTO
ab0o OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana Adl; ons BUXigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana ONOMDKHOT
peyoBUHM (cepTudiikat BiAMOBIAHOCTI
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

€Bponeiicbkiii hapmakonei) - OHOBNeHUI
cepTudiikaT Bif y)xe 3aTBepXEHOro
BMPOGHMKa. OHOBMEHW cepTudikaT Big,
yXXe 3aTBEPXXEHOT0 BUPOGHMKA, NOLAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI
€poneiicbkili hbapmakonei Ne R1-CEP
2013-268 - Rev 00 ansa A®l onmecapTaHy
MeZoKcoMiny Big BUpobHnka ZHEJIANG
TIANYU PHARMACEUTICAL Co., Ltd.,
CHINA. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBpONEeiChbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikaTa
BiANOBIAHOCTi a60 BUTyYEHHS
cepTucpikaTa BigNoBigHOCTI EBpoNeichbkili
thapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/nMpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANst [ONOMIXHOT
peyoBUHU (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUI
cepTuduikaT Bif y)xe 3aTBepXEHOro
BMPOO6HYKa. MogaHHA OHOBMIEHOro
cepTucpikaTa BigNoBigHOCTI EBpoNechbkili
thapmakonei Ne R1-CEP 2013-268 - Rev
01 ansa A®Il onmecapTaHy MefoKCoMiny
Bif BMpo6HMKa ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd., CHINA.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; NSt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif yxe 3aTBepKeHOro
BMPOOHYKa. [MofaHHA OHOB/IEHOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
dapmakonei Ne R1-CEP 2013-268 - Rev
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

02 gns A®Il onmecapTaHy MefoKCOMiNy
Bif BMpo6Huka ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd., CHINA.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeiChbkili
hapmakonei/moHorpadii. NMogaHHs HOBOrO
abo oHoBNEHOro cepTuddikaTa
BiANOBIAHOCTI a60 BUTyYEHHS
cepTucpikaTa BiANoBigHOCTI EBpoNeichbkili
hapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/nMpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHU (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHUi
cepTuduikaT Bif y)xe 3aTBepXEHOro
BMPOO6HYKa. MogaHHA OHOBMIEHOro
cepTucpikaTa BigNoBigHOCTI EBpoNeichbkili
thapmakonei Ne R1-CEP 2012-398 - Rev
02 (3atBepmxeHo: R1-CEP 2012-398 -
Rev 01) gns A®l onmecapTaHy
MeJ0KCOMINy Bif 3aTBEPAKEHOrO
BMpo6HMKa DAIICHI SANKYO CO., LTD.,
JAPAN. 3MiHn | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX Y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS Y NpoLieci
BMpo6HULUTBa AD| (gofaBaHHs abo 3amiHa
(3a BUHATKOM aKTVBHOI PEYOBUHMN
6ionoriyHoro abo iMyHOM0riYHOro
NOXOMKEHHS) NapameTpa cneundikauii 3
BiANOBIAHUM METOAO0M BMNPOGYBaHHS 3a
pesynbTatamu gocnigpkeHb 3 6e3neku abo
AKocTi). 3miHa y cneuudikavii BXigHOro
KOHTpO/I0 BUpOGHWMKa N3 gns gitoyoi
PEYOBUHN ONIMecapTaHy MefoKCOMINy BCiX
BMPOGHMKIB 3a napameTpom N-
HiTpo3amiiu (NDMA Ta NDEA), 3 meToto
BMPOBaXEHHS 0OMEXeHHS He BGinblue He
6inble 0,03 ppm. 3miHun | TMNY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

cneuudikauisx Ha Ad®l, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS Y NpoLieci
BMpOo6HULUTBa AD| (gofaBaHHs abo 3amiHa
(3a BUHATKOM aKTVBHOI PEYOBUHMN
6ionoriyHoro abo iMyHOM0riYHOro
NOXOKEHHS) NapameTpa cneundikauii 3
BiANOBIAHUM METOAO0M BMNPOGYBaHHS 3a
pesynbTatamu gocnigpkeHb 3 6e3neku abo
AKocTi). logasaHHa napameTpy
cneuudikauii NDMA (NMT 0,03 ppm) Ta
NDEA) (NMT 0,03 ppm) gito4oi pe4oBuHU
ofiMecapTaHy MefoKCOMiNy BUPOGHULTBA
ZHEJIANG TIANYU PHARMACEUTICAL
Co., Ltd., CHINA. 3MmiHu | TUny - 3MiHn
oo 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHun)
3MiHV BHECHO [0 iHCTPYKUiT ANns
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby [0 po3giny "dapMakonoriyHi
BnactmeocTi" ("JokniHiyHI gaHi 3 6e3nekn™)
BiANOBIAHO [0 pekoMeHAaaLiii CMDh.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHn
oo 6esnekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acToCyBaHHS /liKapCbKOro
3acoby B nicnisipeecTpaviiiHnii nepios, abo
AK pe3ynbTaT OUiHKM 3BIiTYy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO 40 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom). 3MiH1 BHECHO
[0 IHCTPYKLUiT ANna Mefu4HOoro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao
po3gainy "Mepeno3yBaHHA" BiAMOBIAHO A0
pekomeHgauiin PRAC.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn
3 AkocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
hapmakonei/moHorpadii. NMogaHHs HOBOrO
abo oHoBEHOrO cepTudpikaTa
BiANOBIAHOCTI a60 BUTyYEHHS
cepTucpikaTa BignNoBigHOCTI EBpoNeichbkili
thapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/nMpomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANst [ONOMIXHOT
peyoBuUHU (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUi
cepTuduikaT Bif y)xe 3aTBepXEHOro
BMPO6HYKa. MogaHHA OHOBIEHOro
cepTucpikaTa BiANoBigHOCTI EBpoNeichbkili
thapmakonei Ne RO-CEP 2013-268 - Rev
03 gns A®l onmecapTaHy MefoKCOMiny
Bif BMpo6HuKa ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd., CHINA.
23. | ATTEHTO® Olmesarta jpnmecapTt |[CO09DX03 | TabneTkum, MeHapiHi Nokcemby | BUPOBHULTBO Himeyuun BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/20114/01/01
nnoc n aHy BKpUTI IHTepHeLw pr "in bulk", Ha marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom | nidsnse
40/10/12,5 medoxomi [MegoKcom MN/1iBKOBOIO oHan nakyBaHHs, 6e3nekn/edeKTUBHOCTI Ta ae
I, in, 060/10HKOI0, Onepeii KOHTpONb Ta hapmakoHarnsgy. 3miHa y KopoTkili
amlodipin famnoauni no 40 mr/10 OHC BMNYCK Cepii: XapakTepucTuLi Nikapcbkoro 3acooby,
e and HY mr/12,5 mr; no | Jliokcemby [Oaiui CaHkio TEKCTi MapKyBaHHS Ta iHCTpYKLii ans
hydrochlo [6ecunar, 14 TabneTok y pr C.A. HOpoyn Mm6X, MeaU4YHOro 3acTocyBaHHA Ha nigcTasi
rothiazide [rigpoxnop 6nicTepi; no 2 HimeuumnHa; perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
oTiasng, 6nicTepu B nakyBaHHs, nikapcbKkoro 3acoby, abo focnimxeHb 3
KapTOHHIiiA KOHTpO/b Ta 6e3nekn 3acTocyBaHHA NlikapCbKoro
Kopobu,i BMNYCK Cepii: 3acoby B micnsipeecTpauinHuii nepiog, abo
BepniH-Xemi AK pe3ynbTaTt OUiHK/ 3BIiTy 3 AOC/iIKEHb,
Arl, npoBeAeHVX BigNoBigHO 40 NaHy
HimeuumnHa; negjatpnyHux gocnigpkeHns (PIP) (3MiHy
KOHTPO/b Ta Y3rO[KEHO 3 KOMMNETEHTHUM
BUNYCK Cepili: YNOBHOB&XXEHUM OpraHom)
MeHapiHi-®oH 3MiHV BHECEHO [0 IHCTPYKUIT Ans
XeligeH MM6X, MeJMYHOro 3aCTOCYBaHHS /TiKapCbKoro
HimeyunHa 3acoby o po3ginis "OcobanBoCTi
3acTocyBaHHs" Ta "lMo6iyHi peakuii™
BiANOBIAHO A0 pekomeHAauin PRAC.
BBefeHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAKEHHS.
24. | ATTEHTO® Olmesarta |onmecapt |C09DX03 | Tabnetku, MeHapiHi Mokcemby | BMPOBHULITBO Himeyun BHECEHHS 3MiH 10 peecTpaviliHnX 3a He UA/20114/01/03
nnoc n aHy BKPUTI IHTepHeLw pr "in bulk", Ha mMaTtepianis: 3miHu | TUny - 3MiHK 3 AKOCTI. | peyenmom | nidsse
40/10/25 medoxomi [MeAoKcom N/1iBKOBOIO oHan nakyBaHHs, Ceptudpikat BignosigHocTi/l E-cepTuddikat ae
I, in, 060/10HKOI0, Onepeiiw KOHTPO/b Ta BiANOBIAHOCTI EBpONeiichbkil
amlodipin famnoamni no 40 mr/10 OHC BUMYCK Cepiii: hapmakonei/moHorpadii. NMogaHHsa HOBOro
e and Hy Mmr/25 mr; no Jliokcemby [aivi CaHkio ab0 OHOBJ/IEHOTO cepTudlikaTa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
hydrochlo [6ecunar, 14 TabneTok y pr C.A. tOpoyn Mmo6X, BiANOBIAHOCTI 260 BUYyYEHHS
rothiazide [rigpoxnop 6nicTepi; no 2 HimeuuunHa; cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
oTiasng 6nictepu B nakyBaHHs, thapmakonei: ana Adl; ons BUXigHoro
KapTOHHiiA KOHTpONb Ta marepiany/peareHTy/npomMiKHOro
Kopobui BUMYCK Cepiii: NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

BepniH-Xemi
Arl,
HimeyvunHa;
KOHTpO/b Ta
BUMYCK cepili:
MeHapiHi-®oH
XeligeH TM6X,
Himeuunna

BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii

cepTudgikart Big HOBOro BUpO6GHMKa (3amiHa
ab0o fonoBHeHHs) MNogaHHSA HOBOTO
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
chapmakonei Ne RO-CEP 2013-268 - Rev
02 gns A®Il onmecapTaHy MefoKCOMiny
Bif} HOBOTO a/lbTEPHATVBHO BUPOGHUKA
ZHEJIANG TIANYU PHARMACEUTICAL
Co., Ltd., CHINA. 3MmiHu | Tuny - 3MiHu 3
akocTi. CepTudikaTt BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHs HOBOrO
abo oHoBMEHOrO cepTuddikaTa
BiANOBIAHOCTI a60 BUTyYEHHS
cepTucpikaTa BignNoBigHOCTI EBpoNeichbkili
thapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/nMpomMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y

BMPOGHULTBI A®I; ANst [ONOMIXHOT
peyoBUHU (cepTuddikat BiAMNOBIAHOCTI

€Bponeiicbkiii hapmakonei) - OHOBNeHUI
cepTuduikaT Bif y)xe 3aTBepXEHOro
BUPOGHMKa MoAaHHA OHOBMEHOTO
cepTucpikaTa BiANoBigHOCTI EBpoNeichbkili
thapmakonei Ne R1-CEP 2013-268 - Rev
00 ansa A®l onmecapTaHy MefoKCoMiny
Bif BMpo6HuKa ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd., CHINA.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt AONOMIKHOT
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNeHWi
cepTmaikaT Bif ye 3aTBepaKeHoro
BMPO6HUKaA MNogaHHs OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
hapmakonei Ne R1-CEP 2013-268 - Rev
01 gns A®Il onmecapTaHy MefoKCOMiNy
Bi BMpo6Huka ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd., CHINA.
3MiHn | TUNY - 3MiHn 3 aKkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeiChbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikaTa
BiANOBIAHOCTi a60 BUTyYEHHS
cepTucpikaTa BigNoBigHOCTI EBpoNeichbkili
thapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/nMpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANst [ONOMIXHOT
peyoBUHU (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUI
cepTuduikaT Bif y)xe 3aTBepXEHOro
BMPOGHMKa MoAaHHA OHOBMEHOTO
cepTucpikaTa BigNoBigHOCTI EBpoNechbkili
thapmakonei Ne R1-CEP 2013-268 - Rev
02 gnsa A®l onmecapTaHy MefoKCOMiny
Bif BMpo6HMKa ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd., CHINA.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; NSt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif yxe 3aTBepKeHOro
BUPOGHMKa - [ofaHHA OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
dapmakonei Ne R1-CEP 2012-398 - Rev
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

02 (3atBepmxeHo: R1-CEP 2012-398 -
Rev 01) ana A®l onmecapTaHy
Me0KCOMIfy Bif, 3aTBEpAXEHOro
Bupo6Huka DAIICHI SANKYO CO., LTD.,
JAPAN. 3MiHn | TMRY - 3MiHK 3 SKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYHOTbCSA Y MPOLEC
BMpOG6HMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO/10rYHOTO
NOXOMKEHHS) NapameTpa cneundikauii 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnifpkeHb 3 6e3nekn abo
AKocTi) 3miHa y cneumdikauii BXigHoro
KOHTpPOJIH0 BUpPOGHWMKa N3 gns aitoyoi
pPeyoBMHN ofiMecapTaHy MefoKCOMIny BCiX
BMPOGHMKIB 3a MapameTpom N-
HiTpo3amiHu (NDMA Ta NDEA), 3 meTol0
BNPOBaKEHHS OOMEXEHHS He bifblue
0,03 ppm. 3miHu | TNy - 3MiHK 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y MPOLEC
BMpOG6HMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO10rYHOTO
NOXOMKEHHS) NapameTpa cneyndikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnifpkeHb 3 6e3nekn abo
akocTi) [logaBaHHa napameTpy
crneundikauii NDMA (NMT 0,03 ppm) Ta
NDEA (NMT 0,03 ppm) fgito40i pe4yoBuHu
ofiMecapTaHy MefoKCOMiNly BUPOBGHMLITBA
ZHEJIANG TIANYU PHARMACEUTICAL
Co., Ltd., CHINA. 3MmiHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) 3MiHn
BHECEHO 0 IHCTPYKLT 415 MeAUyYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "®apmMakonoriyHi BnactmsocTi”
("dokniHivHi paHi 3 6e3nekn'") BiANOBIAHO
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[0 pekomeHAauiin CMDh. BBegeHHs 3MiH
NpoTArom 6-TM MicALIB micns
3aTBepMKEHHS. 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acToCyBaHHS /liKapCbKOro
3acoby B nicnispeecTpaviliHnii nepios, abo
AK pe3ynbTaTt OUIHKM 3BIiTYy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO 40 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHoM) 3MiHN BHECEHO
[0 IHCTPYKLUiT ANna Mefu4HOoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
po3gainy "Mepeno3yBaHHA" BiAMOBIAHO A0
pekomeHaauiii PRAC. BBefieHHS 3MiH
NpPOTAroM 6-T1 MicALIB Micns
3aTBEpMXEHHS. 3MiHKM | Tuny - 3MiHK 3
aKkocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHsA HOBOTO
abo oHOBMEHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ana Adl; ons BUXigHoro
MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHUKaA MNogaHHs OHOBIEHOTO
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
chapmakonei Ne RO-CEP 2013-268 - Rev
03 gns A®Il onmecapTaHy MefoKCOMiny
Bi BMpo6Huka ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd., CHINA

25.

ATTEHTO®
nntoc
40/10/25

Olmesarta
n

medoxomi
I

onvecapT
aHy
MefoKCOM
in,

CO9DX03

TabneTku,
BKpUTI
nNiBKOBOKO
060/10HKOH0,

MeHapiHi
IHTepHeLw
oHan
Onepeiiw

Jiokcemby
pr

BMPOGHMLTBO
"in bulk",
nakyBaHHsl,
KOHTPO/ib Ta

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edekTUBHOCTI Ta
hapmakoHarisgy. 3miHa y KopoTkil

3a
peyerimom

He
nionse
ae

UA/20114/01/03
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
amlodipin  famnoauni no 40 mr/10 OHC BUMYCK CEpiil: XapakTepucTuLi Nikapcbkoro 3acooby,
e and HYy Mr/25 mr; no NMokcemby [Oaivi CaHkio TEKCTi MapKyBaHHS Ta iHCTpYyKLi gns
hydrochlo [6ecunar, 14 TabneToK y pr C.A. KOpoyn Mm6X, MeAUYHOro 3acTocyBaHHA Ha nigcTasi
rothiazide [rigpoxnop 6nicTepi; no 2 HimeuuunHa; perynspHoO OHOB/IOBAHOIO 3BiTY 3 6e3neku
oTiasng, 6nictepu B nakyBaHHs, nikapcbKkoro 3acoby, abo gocnimkeHb 3
KapTOHHIiiA KOHTpO/b Ta 6e3nekn 3acTocyBaHHA /liKkapCbKoro
KopoobLi BUMYCK CEPiil: 3acoby B nicnsipeecTpaviliHnii nepios, abo
Bepnin-Xemi AK pe3ynbTaT OUiHK/ 3BiTy 3 AOC/iIKEHb,
Arl, npoBeAeHVX BignoBigHO 40 naHy
HimeuuunHa; negiatpnyHnx gocnigkeHs (PIP) (3MiHy
KOHTPO/Ib Ta Y3rOKEHO 3 KOMMNETEHTHUM
BUMYCK Cepili: YNOBHOB&)XXEHVM OPraHom)
MeHapiHi-®oH 3MiHN BHECEHO [0 IHCTPYKUIT Ans
XeligeH MM6X, MeJMYHOro 3aCTOCYBaHHS /TiKapCbKOro
HimeyunHa 3acoby ao posginis "OcobnmBocCTi
3actocyBaHHs" Ta "lMo6ivHI peakuii™
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHA 3MiH NpOTArom 6 Micsuis nicns
3aTBEPKEHHS.
26. | BEHOAMYCB [Bendamu [6eHgamyc [LO1AA09 MOPOLLIOK ANs Mictpan AHrnisA (BignoBigansH Yecbka BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/16512/01/01
ICTA stine TUHY NPUroTyBaHHSA Kenitan nii 3a Bunyck | Pecny6n | matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTi. | peyernmom
rigpoxnop KOHLieHTpaTy MeHekm cepii) CiHTOH ika/ [oTOoBWIA NikapcbKnii 3aci6. 3MiHN Y
na ans eHT c.p.o., Yecbka | Icnanisi/ BMPOGHMLTBI. 3MiHN Y NpoLeci
NPUroTyBaHHSA NimiTen Pecny6nika; Bonrapi BUPOGHMLTBA FOTOBOIO NiKapCbKoro
pO3uuHy AN (BignosiganbH A 3ac06y, BK1HOYAKUM NPOMDKHUIA NPOAYKT,
iHpy3ili no 25 niA 3a BUMYCK LLI0 3aCTOCOBYETLCS NMPU BUPOGHULTBI
Mmr, 1 dpnakoH cepii) CiHTOH roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHK)
3 MOPOLLUKOM B XicnaHisi, C.J1., 3MiHa Yacy BUTPMMKM MK NPUrOTYBaHHAM
KapTOHHIi IcnaHis; OCHOBHOIO PO34MHY Ta NOYaTKOM
Kopobui (BTOpPUHHE niocpinisayii 3 24 roguH Ao 36 roavH.
nakyBaHHs) 3MiHn | TMNY - 3MiHK 3 AKOCTI. [o0TOBWIA
i | nikapcbknii 3aci6. 3MiHW Y BUPOGHULTBI.
dapmacbioTika 3MiHM BUNpOo6yBaHb abo f0NyCTUMUX
ne, nta, MeX, BCTaHOB/IEHUX y crieumdpikayisx, nig
Bonrapis; yac BMPOOHMLTBA rOTOBOTO NiKAPCHKOro
(BUpOBHMLTBO, 3acoby (fogaBaHHS HOBOTO MeToay
naxyBaHHs) BMNPOBYBaHHA Ta JOMYCTUMUX MEX) -
OHKOMef, [0aBaHHA a/lbTEPHATUBHOIO MeToay
MaHyOeKTypiH BMNPOBYBaHHA Ha LiNiCHICTb (isibTpa
ra.c., Yecbka nicns BUKOPUCTaHHS, B SKOMY 3aMiCTb
Pecny6nika BOAM BMKOPVCTOBYETLCS Hepo3hacoBaHuiA
PO3YMH.
27. | BEHOAMYCB [Bendamu [6eHgamyc [LO1AA09 MOPOLLIOK AN Mictpan AHrnis (BignoBiganbH Yecbka BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/16512/01/02
ICTA stine TUHY NPUroTYBaHHSA Kenitan wii 3a Bunyck | Pecny6n | matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTi. | peyerrmom
rigpoxnop KOHLeHTpaTy MeHekM cepii) CiHTOH ika/ [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
ng ans EeHT c.p.o., Yecbka | Icnanis/ BMPOGHMLTBI. 3MiHK Y Npoueci
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
NPUroTyBaHHA Niviten Pecny6nika; Bonrapi BMPOGHMLTBA FOTOBOTO J1iKapCbKOro
po3unHy Ans (BignoBigansH A 3ac00y, BK/I0YAKUN NPOMDKHUIA NPOAYKT,
iHdpy3iiA no niA 3a BUMYCK L0 3aCTOCOBYETLCA NPV BUPOOHULTBI
100 mr, 1 cepii) CiHTOH rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHW)
chnakoH 3 XicnaHisi, C.J1., 3MiHa Yyacy BUTPUMKM MK NPUrOTyBaHHAM
MOPOLLKOM B IcnaHis; OCHOBHOTIO PO34MHY Ta NOYaTKOM
KapTOHHiiA (BTOPUHHE nioghinizauii 3 24 rogvH fo 36 roavH.
Kopobui naxyBaHHs1) 3miHu | TUNYy - 3MiHK 3 SKOCTi. FoTOBUIA
i | nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI.
dapmacbioTika 3MiHu BUNpobyBaHb abo [OMYyCTUMUX
nc, nia, MeX, BCTAHOBJIEHUX y crieumdpikayisx, nig
Bonrapis; yac BMPOBGHMLTBA rOTOBOrO NiKapCbKOro
(BUpOGHMLTBO, 3acoby (fogaBaHHS HOBOTO MeToay
nakyBaHHs1) BMNPOBYBaHHA Ta JOMYCTUMUX MEX) -
OHKOMe[, [0AaBaHHA aflbTEPHATUBHOMO MeToay
MaHyeKkTypiH BMNPOGYBaHHSA Ha LiNicHICTb dinbTpa
ra.c., Yecbka niCNs BUKOPUCTaHHSA, B AKOMY 3aMiCTb
Pecnyb6nika BOJM BKOPUCTOBYETLCA Hepo3dhacoBaHwii
PO3YMH.
28. | BETABIA Povidone- [noBigoH- [DO8A GO pO34nH MpuBaTHe YkpaiHa MpuBaTHE YkpaiHa BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 nionse | UA/20249/01/01
iodine inop, 2 HaLLKipHWI akuioHepH akuioHepHe mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenma ae
100 mr/mn no e TOBapuCTBO [oTOBWMIA Nikapcbkunit 3aci6. Cuctema
30 mny TOBapuCTB thapmavneBTuy KOHTeliHep/3akynopoBasibHWiA 3acib.
dhnakoHi; no 1 o] Ha thabpuka 3MiHa y NepBUHHIA yNnakoBL,i rOTOBOro
chnakoHy, thapmaves "Biona" nikapcbKoro 3acoby (Tvn KoHTelHepa abo
YKynopeHomy TUYHA [ofaBaHHSA HOBOrO KOHTelHepa) - Teepgj,
KPULLIKOKO— thabpuka M'SIKi Ta HeCTepPW/IbHI PifKi Nikapcbki
nineTkor abo "Biona" hopmMK - fofaBaHHA HOBUX TUMIB

Hacafkolo Ta
KpuLLKOto, abo
KpanesnbHule
0 Ta
KpULLKOtO, Y
nadui; no 30
My h/1aKoHi;
no 1 chnakoHy,
YKyrnopeHomy
KPWLLKOIO, Y
naJui 3
KPYILLKOO-
nineTkoo; Mo
100 mny
onakoHi; no 1
chnakoHy,
YKynopeHomy
Hacagkow Ta

thnakoHis (®k-30, M-021, M-024) 3
KOMMeKTaLi€eo BignoBigHNM TUNOM
3aKynoproBasibHOro 3acoby (Mpobka-

KpanenbHUUs + KpuLlka) , a came: Mo 30
My hnakoHi, ykynopeHomy HacafKot Ta
KpuLwkoto, y nadui; Mo 30 mn y chnakoHi,
YKynopeHoMmy npo6ka-kpanenbHULEo Ta
KpuLLIKOto, y nayui; Mo 30 My donakoHi,
YKYNopeHoMy KpULLKOHO, Mo 1 donakoHy, y
nauyuj 3 Kp1LLKOt-nineTkoto; Mo 100 mn y
dhNakoHi, ykyrnopeHomy npo6koto-
KpanesibHULEo Ta KPULLIKOO, y nadui. Hk
HacnifoK BHECEHHS BiANOBIAHUX 3MiH [0 p.
«YnakoBka» MKS /13. 3MiHV1 BHeCeHO B
po3gin "Ynakoska" B iHCTPYKL,O 415
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby y 3B'A3Ky 3 AoAaBaHHAM HOBUX
TUMiB )/1aKOHIB 3 BiAMNOBIAHWM TUMOM
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KpuLLKoto abo 3aKynoproBasibHOr0 3acoby. BBegeHHs
KpanesnbHule 3MiH NpOTArom 6-Tu MicAuiB nicns
o Ta 3aTBEpPKEHHSA. 3MiHU | TUnY - 3MiHK 3
KpULLKOLO, Y AKocTi. FoToBUIA Nikapcbkuii 3aci6.
nauuj; no 1000 CucTtema KoHTelHep/3aKynopoBasibHUI
My prakoHi , 3aci6. 3MiHa nocTayasibHVKa NaKyBaslbHUX
yKynopeHomy marepianis abo KOMMNEKTYOUUX (SKLLO
KPULLKOIO; MO 3a3HayeHo B AOCbE) (3aMiHa abo
1000 mny [oflaBaHHA nocTavasibHWKa) AoAaBaHHsA
dhnakoHi, nocTavanbHuka kpuok-nineTok Ningbo
YKyrnopeHomy Yongxiang Plastics Industry Co., LTD,
KpanenoHuue Kutaii. 3miHu | Tny - 3MiHM 3 AKOCTI.

10 Ta KPULLKOIO

[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib.
3MiHa y NepBUHHIiA ynakoBL,i rOTOBOro
nikapcbKoro 3acoby (iHLwi 3MiHW)
[ofaBaHHSA HOBUX TVMIB 3aKyNOPIOBaUTbHNX
3aco6iB ans pakoHy no 30 ma (Tuny
®BIM-30), a came nineTka 3 KPULLKOLO;
Hacajka Ta KpuLLKa; KpuLika. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUnY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3acib.
Cuctema KoHTelHep/3akynoploBasibHWi
3aci6. 3MiHa y NepBWHHIiA ynakoBL,i
roTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW)
[ofaBaHHA HOBWX TUMIB NINEeTOK 3
KPWLLKOK 418 KOMMIeKTauil hiakoHy no
30 mn (Tuny ®BI1-30), a came: Kpuwka 3
CKNAAHOO NineTkot (BUpo6HMK Ningbo
Yongxiang Plastics Industry Co., LTD,
Kutaii) Ta ninetka 3 kpuvwwkoto (tun PP-
SC18-TE-0157) (Bupo6HuK TOB
«®apmmaLl», Ykpaida). 3minu | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynoploBasibHWi
3aci6 (iHWi 3MiHK) foAaBaHHSA HOBOrO TUMY
3aKynopoBasIbHOTO 3acoby A1a th1akoHy
no 30 mn (Tuny ®Br1-30), a came KpULLKX
K®2-1 (HDPE) (3 noganbLuoto
KoMmMiekTaujieto hnakoHy ®BIM-30,
YKyNOpeHOMY KpULLIKOHO, y nauli 3
KPULLIKOIO-NINETKO0, Sika BKNAAAETbCA B
nauky 3 pslakoHOM OKpemo). 3MiHN
BHECEHO B PO3/i1 "YnakoBka" B IHCTPYKLiO
015 MeMYHOTO 3aCTOCYBaHHS JiKapCbKOro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3aco6by y 3B'A3KYy 3 fOoAaBaHHSIM HOBOrO
TUNY 3aKynoproBasibHOro 3acoby AN
hnakoHa 06'emom 30 M. BBeeHHA 3MiH
NpPOTAroM 6-T1 MicALIB Micns
3aTBEPAKEHHS.
29. | BETA30OH Betameth [6eTameta [DO7CCO1 | kpem Ans TOBAPUC YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/12948/01/01
nnoc asone 30H; 30BHILUHBOTO TBO 3 BMPOGHMLTBA, marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
and reHTamium 3actocyBaHHs; | OBMEXXE KOHTpO/b [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
antibiotics [H no 15 r a6o 30 HOIO AKOCTI, BUNYCK BMPOBOHULTBI. 3MiHa po3mipy cepii
ryTy6i;nol BIAMOBIA, cepii: (BKIOYAtOUM diana3oH po3mipy cepif)
Ty6i y kopobui ANbHICT TOBAPWCTB roTOBOrO JliKapCbKOro 3acoby (36i/bLIeHHS
3 KapTOHY 10] 03 00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
«KOPIMOP OBMEXEHO po3mipom). BBegeHHs A04aTKOBOro
AlIA o po3wmipy cepii N3 gna uexy Ne 5 M/10.
«300P0OB BIANOBIAAN [itova pepakuis: Liex Ne 4 ®XLi Po3mip
" bHICTHO cepii cknagae: 3,205 Tuc. yn.no15ry
«KOPTIOPALII Ty6ax abo 1,602 Tuc. yn. no 30 r y Ty6ax
A (50,00 «r) Liex Ne 5 M/1® Po3mip cepil
«30POB'A», cknagae: 3,205 tuc. yn. no 15 r y Ty6ax
YkpaiHa; BCi a6o 1,602 Tuc. yn. no 30 r y Ty6ax (50,00
cragji Kkr). MponoHoBaHa pegakuis Liex Ne 4 XL,
BUPOGHMLTBA, Posmip cepii cknagae: 3,205 Tuc. yn. no
BMNYCK Cepil: 15ry Ty6ax a6o 1,602 Tnc. yn.no 30 ry
TOBAPUCTB Ty6ax (50,00 kr) Liex Ne 5 M/1d Po3smip
03 cepii cknagae: 3,205 Tuc. yn.no 15ry
OBMEXXEHO Ty6ax abo 1,602 Tuc. yn. no 30 r y Ty6ax
10] (50,00 «r); 6,666 Tuc. yn. no 15 r y Ty6ax
BIANOBIAAN abo 3,333 Tuc. yn. no 30 ry ty6ax (100,00
bHICTHO Kr)
«KOPMOPALI|
A
«300POB'A»,
YKpaiHa,;
KOHTPO/b
AKOCTi:
ToBapucTBO 3
06MEXEHOI0
BiAgnoBigabHi
CTIO
"®APMEKC
rePyn-,
YKpaiHa
30. | BIHOKPUT® [Erythropoi |enoetuH [BO3XAO01 pO34uH Ans CaHpo3 AscTpis BignosigasibHyn | Himeuun BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/12383/01/01
etin anba iH'ekwjnn, 84 6X 3a Ha/ martepianis: 3MiHu | TUNY - 3MiHKW 3 AKOCTI. | peyenmom
mkr/mn no 0,8 BUPOGHMLTBO, ABCTpIs A®I. BupobH1LTBO. 3MiHa po3mipy cepii
mn (8000 MO) nakyBaHHs, (Bkntovaroum gianasonun) Adl abo
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
abo 1 mn KOHTPO/b NPOMIXXHOIO NPOAYKTY, SKWIA
(10000 MO) cepii: A [j Ti 3aCTOCOBYETHLCA Y NpOLIeCi BUPO6HULITBA
pO34uHy Ans Bionorika A®| (po3mip cepii akTUBHOI peYOBUHU
iH'eKUi B m6X, 6i0N10riYHOro/iMyHONOMNYHOTO NMOXOKEHHS
nonepeaHbL0 HimeuuunHa; 36iNbLUMBCS/3MeHLMBCA 6e3 3MiHN
3arnoBHeHoOMY, BignoBigabHU napameTpis npovecy (Hanpukiag,
rpagyiioBaHom 7 3a BUNycK Ay6nt0BaHHA MiHii)) 36inbWEeHHA po3mipy
y wnpui, cepii: CaHpo3 cepii Ailo40i pe4yoBMHM enoeTuH anbga
OocHalleHomy m6X - BN (HX575) Ha BUPOGHMYOMY MaiifaHunKy
NopLUHEM, LWadpteHay, Novartis Pharmaceutical Manufacturing
iH'EKLiHOI0 ABcTpist LLC (paHiwe Bigomomy sik Lek
rO/IKOI0, Pharmaceuticals d.d.), wnsxom
KOBMAykoM Ta 36i/IbLLEHHSI NOTY)XHOCTI BiopeakTopa
3aXUCHUM npn6an3Ho Ha 37,5% 3 BHECEHHAM
NpUCTPOEM [08aTKOBUX CYMYTHIX 3MiH, MOB'A3aHNX 3i
ans 36inbLUeHHsM po3Mmipy cepii. ditoua
3anobiraHHs pepakuis po3gin 3.2.S.2.2 Batch size
NOLLKOXXEHHIO HX575 DS is manufactured at 200 L
ronKoto nicns bioreactor scale MNponoHoBaHa pefakuis
3acTocyBaHHs, po3gin 3.2.S.2.2 Batch size HX575 DS is
abo 6e3 manufactured at approx. 200 L to up to
HbOro; no 1 approx. 275 L bioreactor scale
wnpudy y
KOHTYPHIl
6nicTepHil
ynakosui; no 1
KOHTYPHIi
6nicTepHil
ynakoBLi y
KapTOHHIlA
Kopo6Li; no
0,4 mn (4000
MO), a6o 0,6

mn (6000 MO),
abo no 0,8 mn
(8000 MO),
abo 1 mn
(10000 MO)
pO3unHy Ansi
iH'eKUi B
nonepeaHbLO
3arnoBHEHOMY,
rpagyiioBaHom
y wnpui,
OCHaLLeHoMy
NOpLUHEM,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
iH'eKLiiHO0
rOJIKOM0,
KOBMaykoMm Ta
3aXMCHUM
NPUCTPOEM
ans
3anobiraHHs
MOLLUKOKEHHIO
ronKoto nicns
3acTOCyBaHHs,
abo 6e3
HbOrO; no 3
wnpurua y
KOHTYPHIi
6nicTepHil
ynakosLi; no 2
KOHTYPHI
6nicTepHi
yNakoBKM B
KapTOHHI
Kopobui
31. | BIHOKPUT® [Erythropoi |enoetuH [BO3XAO01 pO3uuH ans CaHpos3 AscTpis BignosigasibHyn | Himeuun BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/12383/01/02
letin anbca iH'ekujnn, 16,8 6X 3a Ha/ marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
mkr/mn no 0,5 BUPOGHMLTBO, ABCTpIs A®I. BupobHMLTBO. 3MiHa po3mipy cepii
mn ( 1000 MO) nakyBaHHs, (Bkntovaroun gianasonun) Adl abo
abono 1 mn KOHTpO/b NPOMKHOrO NPOAYKTY, SKWIA
(2000 MO) cepii: A [j Ti 3aCTOCOBYETLCA Y MpoLeci BUpo6bHMLTBA
pO3uuHy AN Bionorika A®| (po3mip cepii aKTMBHOI Pe4OBUNHU
iH'EKL B mM6X, 6i0N10riYHOro/iMyHOIOMNYHOTO MOXOKEHHS
nonepegHsL0 HimeuuunHa; 36iM1bLLUMBCA/3MeHLINBCA 6e3 3MiHU
3arnoBHeHOMY, BigNoBiAa/IbHU napameTpiB npouecy (Hanpukniag,
rpagyiioBaHoM 7 3a BMNyCK [Oy6nioBaHHA MiHii)) 36inbLeHHsA po3mipy
y wnpudi, cepii: CaHf03 cepil gjtoyoi pevyoBuHY enoeTrH asbga
ocHalleHomy v6X - b (HX575) Ha BUpO6GHMYOMY MarifaHumKy
MOPLUHEM, LWadTeHay, Novartis Pharmaceutical Manufacturing
iH'eKLiliHO0 ABCTpist LLC (paHiwe Bigomomy sik Lek
rosKoto, Pharmaceuticals d.d.), wnsxom
KOBMa4koMm Ta 36i/bLUEHHS MOTY)XHOCTI 6iopeakTopa
3aXUCHUM npr6n3HO Ha 37,5% 3 BHECEHHAM
NPUCTPOEM [0AAaTKOBUX CYNYTHIX 3MiH, MOB'A3aHNX 3i
ans 36inbLUeHHsM po3Mmipy cepii. ditoua
3anobiraHHsA pefakuis po3gin 3.2.S.2.2 Batch size
MOLLKOKEHHIO HX575 DS is manufactured at 200 L
rosikoto nicns bioreactor scale MNponoHoBaHa pefakyis
3acTocyBaHHs, po3gin 3.2.S.2.2 Batch size HX575 DS is
abo 6e3 manufactured at approx. 200 L to up to
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)

HbOrO; N0 3 approx. 275 L bioreactor scale

wnpuua y

KOHTYPHIi

6nicTepHil

ynakosLi; no 2

KOHTYPHI

6nicTepHi

YNaKkoBKM Yy

KapTOHHiiA

Kopoobui
32. | BIHOKPUT® [Erythropoi |enoetuH [BO3XA01 | po3uvH Ans CaHpo3 ABcTpist BignosigasibHn | Himeyun BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/12383/01/03

letin anbga iH'ekujnn, 336 m6X 3a Ha/ mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenmom

mkr/mn no 0,5 BVMPOGHMLTBO, ABCTpis A®I|. BupobHuLTBO. 3MiHa po3mipy cepil

mn ( 20000 nakyBaHHs, (Bkntovaroun gianasonun) Adl abo

MO) a6o no KOHTPONb NPOMXHOr0 NPOAYKTY, SIKWIA

0,75 mn cepii: A [j Ti 3aCTOCOBYETLCA Y NpoOLEeCi BUPO6HULITBA

(30000 MO), Bionorika A®I (po3mip cepii aKkTMBHOI peyoBUHU

a6o no 1 mn m6X, 6i0/10r4HOro/iMyHO0TYHOTO NOXOKEHHS

(40000 HimeuumnHa; 36iNbLUMBCA/3MEHLIMNBCA 63 3MiHW

MO) po3suunHy BiANOBIAA/TbHN napameTpiB npouecy (Hanpuknag,

Ans iH'eKuii B
nonepeaHLo
3anoBHEHOMY,
rpasyiiosaHom
y wnpuuj,
OCHalLLleHoOMYy
NopLUHEM,
iH'EKLiHO0
roJIKoto,
KOBMaykoMm Ta
3axUCHUM
NPUCTPOEM
ans
3anobiraHHs
MOLLUKOKEHHIO
ro/IKoto nicsis
3acTOCyBaHHS,
abo 6e3
HbOro; no 1
abono 3
nonepegHL0
3an0BHEHUX
wnpuua y
KOHTYPHIi
6nicTepHii
ynakosui; no 1

1 3a BUNyCK
cepii: CaHgo3
v6X - B
WadTeHay,
AscTpis

Oy6110BaHHA NiHii)) 36i/bLUEHHs po3Mipy
cepii Ajtoyoi pe4yoBMHM enoeTuH anbga
(HX575) Ha BUpO6HMYOMY MaiifaHumKy
Novartis Pharmaceutical Manufacturing

LLC (paniwe Bigomomy sk Lek
Pharmaceuticals d.d.), wnsxom
36i/IbLLEHHSI NOTYXHOCTI 6iopeakTopa
npno6n3HO Ha 37,5% 3 BHECEHHAM

[0[AaTKOBUX CYNYTHIX 3MiH, MOB'A3aHMX 3i

36inbLUEHHAM po3Mipy cepii. ditoua
pepakuis posgin 3.2.S.2.2 Batch size
HX575 DS is manufactured at 200 L
bioreactor scale NponoHoBaHa pefakLuis
po3gin 3.2.S.2.2 Batch size HX575 DS is
manufactured at approx. 200 L to up to
approx. 275 L bioreactor scale
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
(1 wnpwny y
KOXHil1) abo
no2 (3
wnpuua 'y
KOXHIlA)
KOHTYPHI
6nicTepHi
yNaKkoBKM B
KapTOHHiiA
Kopoobui
33. | BICOMPOMO Bisoprolol [biconpon |CO7AB07 | Tabnetkw, CaHpo3 CnoBeHis Nek C.A., Himeuun BHECEHHS 3MiH [0 peecTpaviliHnX 3a UA/4401/01/01
N CAHAO3® ony BKPUTI $apmach Monbua Ha/ mMartepianis: 3miHu | Tuny - 3MiHK WOA0 | peyernmom
chymapat NAiBKOBOO 1oTiKan3 (anbTepHatB | Monbwa 6e3nekn/eeKTUBHOCTI Ta
060/10HKOI0, a.no. HWA BUPOBHWK: thapmakoHarnsgy. BeegeHHs abo 3MiHu
no 5 mr; no 10 BMPOGHMNLITBO [0 y3aralbHeHUX JaHnx npo cuctemy
Tabnetok y 3a MOBHUM hapmakoHarnsgy (BBefeHHs
6nictepi; no 3 LMK/IoM; y3arasibHeHUX JaHux Npo cuctemy
6nictepu B nepBuHHE i hapmMakoHarnsagy, 3amMiHa yrnoBHOBaXeHOT
KapTOHHIW BTOPVHHE ocobu, BignoBifasibHOI 3a 34iCHEHHS
kopo6bui; no 15 nakyBaHHs, thapmakoHarnsgy; KOHTakTHoi ocobu 3
Tabnetok y BMNyCK cepii); thapMakoHarnagy 3asBHUka ons
6nicTepi; no 2 Cantotac 3fificHeHHs thapmakoHarnsgy B YkpaiHi,
a6o no 4, abo dapma 'mbX, SIKLLO BOHA BigMiHHA Bif, YNOBHOB&XEHOI
no 6 6nictepis HimeyunHa ocobwu, BignoBifanbHOI 3a 3iACHEHHS
Y KapTOHHii (BpPOGHNLTBO thapmakoHarnagy (BKovaoun KOHTaKTHi
Kopobui 3a NOBHUM [OaHi) Ta/abo 3MiHM Y PO3MilLEeHHI MacTep-
LMKI0M) thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6Y 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHarnag.
[Litoua pepakuin: Juergen Maares / FOpreH
Maapec. MponoHoBaHa pegakuis: Kotal
Mohamed Ali / Kotan Moxameg, Ani. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapMakoHarnag,
34. | BICOMPOJIO Bisoprolol [6iconpon |CO7ABO7 | Tabnetku, CaHpos CnoseHis Nexk C.A., Himeuun BHECEHHS 3MiH 10 peecTpaviliHnx 3a UA/4401/01/02
N CAHAO3® ony BKpUTI dapmacsh MonbLa Ha/ marepianis: 3miHu | Tuny - 3mMiHM WoAo | peyenmom
chymapat NNiBKOBOIO oTikan3 (anbTepHatvB | Monbwa 6e3nekn/echeKTMBHOCTI Ta
060/10HKOI0, a.n. HWiA BUPOBHWK: hapmakoHarnsgy. BeegeHHs abo 3MmiHu
no 10 mr; no BMPOGHMLTBO [0 y3arasibHEHNX AaHuX Mpo cucTemy
10 TabneTok y 3a NOBHUM thapmakoHarnagy (BBefeHHs
6nicTepi; no 3 LmKIoM; y3arasibHeHUX faHux Npo cuctemy
6nictepu B nepBUHHE i thapmakoHarnsgy, 3MiHa yroBHOBaXEHOI
KapTOHHIiA BTOPVHHE 0ocobw, BignoBiganbHOI 3a 34iACHEHHS
Kopobui; no 15 nakyBaHHs, hapmakoHarnagy; KOHTakTHoOi ocobu 3

TabneTok y

BUMYCK cepii);

hapmakoHarnsgy 3asBHuka ans
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6nicTepi; no 2 Cantotac 3ailicHeHHsA thapmakoHarnsgy B YkpaiHi,
abo no 4, abo dapma 'mbX, SKLLO BOHA BigMiHHA Bif, YNTOBHOB&XEHOI
no 6 6nictepis HimeyunHa ocobu, BignoBifanbHOI 3a 3iCHEHHS
Y KapTOHHiiA (B1pPOGHNLTBO thapmakoHarnagy (BKovaoum KOHTaKTHi
Kopobui 3a NOBHUM [OaHi) Ta/abo 3MiHM Y PO3MilLEeHHI MacTep-
LMKIOM) thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHariag.
[Litoua pepakuin: Juergen Maares / FOpreH
Maapec. NMponoHoBaHa pegakuis: Kotal
Mohamed Ali / Kotan Moxameg, Ani. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXeHOi 0cobu
3a8BHWVKa, BiANOBIAaIbHOI 3a
hapMakoHarag,
35. | BNIC® Rupatadin |pynatagn [RO6AX28 | po3uuH AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17819/01/01
e HYy opanibHuin 1 "®papmak” marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. | peyenmom
chymapat mr/m; no 100 [oTOBWIA Nikapcbkuii 3aci6. Cuctema
My prakoHi KOHTeliHep/3akKynopoBasibHWiA 3aci6.
3 aflanTepom 3MiHa y NepBUHHINA ynakoBsL,i roOTOBOro
abo 6e3 nikapcbKoro 3acoby (iHwi 3MiHu) —
ajanTepa, no BHECEHHS 3MiH 0 po3aini 3.2.P.7.
1 donakoHy 3i «Cuncrema KoHTeliHep/3aKkynopoBasbHWi
LUINPpULLOM- 3acib», y 38'A3Ky 3 TVM, L0 BUPO6HUK TOB
[,03aTopom y «PapmMmall», YKpaiHa nosifomMus npo
nauuj NPUNNHEHHS BUTOTOB/IEHHS OJHIET 3
KPWLLIOK, & caMe, KPULLIKM 3 KOHTPOJIEM
NepLUOoro BiAKPUTTS Ta 3axXMCTOM Bif, AiTei
Tuny 1.4 CRC-I-01. )KogHUX IHWNX 3MiH Y
KOMMN/IEKTHOCTI NEPBUHHOIO NakyBaHHA He
Big6ynocs. [itova pefakuis Kpuwka 3
KOHTPO/IEM NEPLLOro BiAKPUTTA Ta
3axucTom Big giteii Tun 1.4 CRC-I" 01.
KpuLuka 3 KOHTPONEM NEPLLOro BiAKPUTTS
Ta 3axucToMm Big, gitein Tun 1.4 CRC-b 01.
MponoHoBaHa pegakuis BunyyeHo.
KpuLuka 3 KOHTPONEM NEPLLOro BiAKPUTTS
Ta 3axmcToMm Big aitei Tun 1.4 CRC-6 01
36. | BO3EHTAH Bosentan [603eHTaH [CO2KX01 | Tabnetku, 3eHTiBa, Yecbka Bignosigae 3a Kinp/ BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/16744/01/01
3EHTIBA BKPUTI K.C. Pecny6nik BUMYCK cepil: KaHapa mMartepianis: 3miHu | Tuny - 3MiHK WOA0 | peyernmom
NAiBKOBOO a dapmacaiHc 6e3nekn/edhekTUBHOCTI Ta
060/10HKOIO, IHTepHeLleHn chapmakoHarnsgy. BeefeHHs abo 3MiHn
no 62,5 mr no Nimiten, Kinp; [0 y3arasibHEHUX AaHuX NPo cuctemy
14 TabneTok y BMPOGHMLTBO hapmakoHarnsgy (BBefeHHs
6nicTepi, no 4 "in bulk”, y3araJlbHeHNX AaHux npo cuctemy
6nictepn y TEeCTyBaHHS: hapmakoHarnsay, 3amMiHa yrnoBHOBaXeHOT
KapTOHHIW eHBioH ocobu, BignoBiganbHOI 3a 34iCHEHHS
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
nauui KopnopeiiweH hapMakoHarnagy; KOHTaKTHoOi 0cobu 3
¢, Kanaga; chapmakoHarnsgy 3asBHuka gns
nepBrHHE Ta 3[iiCHeHHs1 hapMakoHarisay B YkpaiHi,
BTOPUHHE AKLLO BOHA BifMiHHA Bif, YyNTOBHOB&XEHOI
nakyBaHHs: 0cobw, BignoBiganbHOI 3a 34iACHEHHS
MCI dapma hapmakoHarnsgy (BK1ovatoUy KOHTaKTHI
Cepsailici3 AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
KaHaga, IHk., thaiina cuctemun chapmakoHarnsgy) 3miHa
KaHaga; YNOBHOB&XEHOT 0CO6U 3asBHUKA,
TEeCTyBaHHS: BiANOBIAA/IbHOI 3a hapmakoHarnsag.
dapmacaitHc [itoua pepakuis: dininosa /llogmnna, MD /
IHK., KaHaga Ludmila Filipova, MD. NponoHoBaHa
pegakuis: Hikogemosa Minocnasa, MD /
Miloslava Nykodemova, MD. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
chapmakoHarng,.
37. | BOBEHTAH |[Bosentan |[6o3eHTaH [CO02KX01 | Tabnetku, 3eHTiBa, Yecbka Bignosigae 3a Kinp/ BHECEHHS 3MiH 10 peecTpaviliHux 3a UA/16744/01/02
3EHTIBA BKpUTI K.C. Pecny6nik BMNYCK cepil: KaHaga marepianis: 3miHu | Tuny - 3miHM WoAo | peyenmom
MN/1iBKOBOIO a dapmacaiiHc 6e3nekn/edheKTMBHOCTI Ta
060/10HKOI0, IHTEepHeLleHN thapmakoHarnsgy. BeefeHHs abo 3MiHK
no 125 mr no Nimiteq, Kinp; [0 y3aras/ibHeHVX fAaHux npo cucremy
14 TabneTok y BMPOGHMLTBO hapmakoHarnsgy (BBefeHHs
6nictepi, no 4 "in bulk", y3ara/lbHeHNX gaHux npo cuctemy
6nictepu y TECTYBaHHS: thapmakoHarnsgy, 3MmiHa yrnoBHOB&XEHOI
KapTOHHIA ['eHBioH 0ocobw, BignoBiganbHOI 3a 34iiCHEHHS
nauui KopnopefiweH chapmakoHarnsay; KOHTaKTHoi ocobu 3
¢, KaHaga; hapmakoHarnsgy 3asBHuka ans
nepBuHHe Ta 3AjiCHeHHs hapMakoHarsay B YkpaiHi,
BTOPVHHE SAKLLO BOHA BigMiHHA Bif, YNIOBHOBaXEHOT
nakyBaHHs: ocobu, BignoBifasibHOI 3a 34iCHEHHSA
MCIl ®apma thapmakoHarnagy (Bkovatoum KOHTaKTHi
Cepgalici3 OaHi) Ta/abo 3MiHN y po3MiLLLleHHI MacTep-
KaHaga, IHK., thaiina cuctemu chapmakoHarnsgy) 3miHa
KaHaga; YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
TEeCTyBaHHS: BiANoBiAabHOI 3a hapMakoHarnsg.
dapmacaiHc [itoua pepakuis: ®ininosa /llogmuna, MD /
IHk., KaHaga Ludmila Filipova, MD. MponoHoBaHa
pepakuis: Hikogemosa Minocnasa, MD /
Miloslava Nykodemova, MD. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarang,.
38. | BO3YNI®P Bosutinib  [603yTnHI6 [LOIEA04 Tabnetku, Mdpaiizep CLA BMPOGHMLUTBO, | Himeuun BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/17245/01/01
y BKPUTI EiAy.Ci.Mi. nakyBaHHs, Ha/ mMartepianis: 3miHu | TMny - peyenmom
MOHOrigpa nAiBKOBOK Kopnopei KOHTPO/1b Yexis AZMIHICTpaTVBHI 3MiHW. 3MiHa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
L 060/10HKOI0, LH AKOCTI Ta HaliMeHyBaHHs Ta/abo agpecy Micus
no 100 mr, no BMNYCK Cepil: NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA
14 TabneToK y Mdpaiizep (BKNtOYALOUM, 3a HeobXigHOCTI, Micue
6nictepi, 2 MeHtodekuyp NpoBeAEHHS KOHTPO/IO AKOCTI), abo
6nictepu y VHr [lonunens B/lacHuKa macTep-gaiina Ha A®l, abo
KapTOHHIlA mM6X, nocravanbHuka Adl/BuxigHoro
Kopo6Li; no HimeuuunHa; marepiany/peareHTy/npomMiKHOro
120 Tabnetok BUPOBHNLITBO, NPOAYKTY, L0 3aCTOCOBYOTLCA Y
y chnakoHi; 1 KOHTPOb BMPOGHMLTBI ADI (SKLLO 3a3HAYEHO Y
hnakoH y AKOCTI: [l0Cbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI
KapTOHHIA Ekcenna cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
Kopobui 'M6X & Ko. thapmMakonei y 3aTBepyKeHOMY [0Cbe, abo
KT, BMPOGHMKA HOBOI JOMNOMIXHOI Pe4YOBUHM
HimeuuunHa; (AKLL0 3a3HaYeHO Y AOCbE). 3MiHa Ha3BY
TecTyBaHHA Ta agpecu BUpo6Hrka APl Bo3yTuHI6.
npu Brpo6Huya finbHuus Ta yci BUpooHNYi
LOCNiMKEHHI onepadjii 3aMLWalTbCA HE3MIHHUMMU.
cTabinbHoCTI: BBefeHHA 3MiH NpOTArom 6 Micsuis nicns
KBiHTa- 3aTBepKEHHS.
AHanituka
C.p.o., Yexis
39. | BO3YNi®P Bosutinib  [603yTnHI6 [LO1EA04 Tabnetku, Mdpainzep CLIA BMPOGHMLUTBO, | Himeuun BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/17245/01/02
v BKpUTI Eiiy.Ci.Mi. nakyBaHHs, Ha/ marepianis: 3miHu | Tuny - peyenmom
MOHorigpa NAiBKOBOO Kopnopeii KOHTPO/b Yexis AMIHICTPaTMBHI 3MiHN. 3MiHa
T 060/10HKOI0, LH AKOCTI Ta HaliMeHyBaHHA Ta/abo agpecu micus
no 500 mr, no BMNYCK cepil: NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
14 TabneTok y Mdpaiizep (BKNtOHALOUM, 3a HEOBXiAHOCTI, Micue
6nictepi, 2 MeHtodekuyp NpoBeAEHHS KOHTPOIO AKOCTI), abo
6nictepu y WHr [loAunens BNacHuka macTep-taiina Ha A®l, abo
KapTOHHIlA m6X, nocravanbHuka Adl/BuxigHoro
kopo6ui; no 30 HimeuumnHa; marepiany/peareHTy/npomiKHOro
TabneTok y BUPOBHNLITBO, NPOAYKTY, L0 3aCTOCOBYOTLCA Y
hnakoHi, 1 KOHTPO/b BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
hnakoH y AKOCTI: [0CbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
KapTOHHIA Ekcenna cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
Kopooui m6X & Ko. thapmakonei y 3aTBeppKeHOMY [0CbE, abo
KT, BVMPOGHMKA HOBOI AOMNOMIXHOI PEeYOBUHU
HimeuyuunHa; (AKLL0 3a3HaYeHO Y A0CbE). 3MiHa Ha3BY
TeCTyBaHHs Ta agpecu Bupo6Huka APl Bo3yTuHI6.
npn Brpo6Huya AinbHuus Ta yci BUpoOHNYi
LOCNiMKEHHI onepaujii 3aMLWaTbCA HE3MIHHUMMU.
cTabinbHOCTI: BBefeHHA 3MiH NpOTArom 6 Micsiis nicns
KBiHTa- 3aTBEPL)KEHHSA.
AHanituka
C.p.o., Yexis
40. | BYCTPUKC Pertussis, |andTepin  J07AJ52 cycneHsig gnsa | [nakcoCwmi Benvka FnakcoCmiTKn | ®paHuis BHECEHHS 3MiH 40 peecTpaLiiHnx 3a UA/14955/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
KOMBIHOBA purified HWiA iH'ekuii, 0,5 TKNAH BputaHis AH / marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. | peyenmom
HA lantigen,  [aHaTokcn mn/posy; no 1 EkcnopT Bionopxikans, | Benbrisa A®I. KoHTponb A®I. 3miHa y meTogax
BAKUUHA combinati [H (D)} nosiy NimiTen PpaHuis BUNpobyBaHHA A®l abo BMXigHOTO
ana ons with  [npasLeBu nonepeaHL0 (PopmyBaHHs, marepiany/npoMixXHOro
MNPO®PINAKT toxoids i HanoBHeEHOMY HanoBHEHHA B npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA
KU aHaTokcu wnpuyj; no 1 nonepegHL0 y npoueci Bupo6bHuLTBa A®I (He3HauHi
DNDTEPII, H(T)Y nonepeaHL0 HanoBHeHi 3MiHW Yy 3aTBEpKEHNX MeTofax
NPABLS, Bordetella HarnoBHEHOMy Lnpui, BMNPOOYBaHHS)
KALUHOKY pertussis wnpuuy y MapKyBaHHs HesHauHa 3MiHa y BUNpo6yBaHHi Ha
(ALENONAP KaLLoKO KOMNJIEKTi 3 Ta nakyBaHHs, iaeHTugiKaLitlo MeTogom 6iYHOro NOTOKY
HUIA Bi ABomMa KOHTpPO/b (lateral flow method) ans akTMBHMX
KOMMOHEHT @HTUreHu: ronkamuv B AKOCTI); cy6CcTaHUili aLentonapHUX KaLLioKoBMX
) KaLLIIoOKO n1acTMKOBOMY nakcoCmiTKn (Pa) aHTWreHiB (KaLLOKOBUIA aHATOKCHH
(AACOPBOB BUiA KOHTEliHepi; ANH (PT), hinameHTO3HUIA reMar/IloTUHIH
AHA, 3I aHaTokcn nol Bionomxikans (FHA) Ta neptaktuH (PRN)) Ta eTani
SMEHLLUEHN H (PT)% KOHTelHepy Yy C.A., benbris afcopb0oBaHOro KOHLEeHTpaTy
M BMICTOM chinameHT KapTOHHI (HanoBHeHHs HaniBnpoaykty (Bulk Adsorbed
AHTUTEHIB) 03HUIA Kopobu,i 3 B nonepeaHbo Concentrate (BAC)) 3 MeTo0 onTuMisauii
remMarnioT MapKyBaHHAM HanoBHeHi niAroToOBKM 3paska nif yac npoBefeHHs
MHIH YKPaiHCbKO Lnpui, BMNpoOyBaHHSA, a caMe onTuMisauis etany
(FHA)Y; MOBOIO MapKyBaHHs nonepeaHbLOro0 Po3BefEHHS 3paskiB
nepTakTu Ta NakyBaHHs,
H (PRN)% KOHTPO/1b
‘ancop6o AKOCTI);
BaHWI Ha nakcoCmiTKn
aUTIOMIHII0 AH
rigpokcngai Bionomxikans
(AI(OH)s3) C.A., benbris
Ta (KoHTponb
aIOMiHI0 AKOCTI, BUNYCK
dbocchari cepii)
(AIPO,)

41. | BYCTPUKC Diphtheria |[nudTepii  J07CA02 cycneHsia gna | [nakcoCwmi Benuka FnakcoCmiTKn | ®paHuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/15071/01/01
nonio - HWi iH'ekujn no 1 TKnsiH BputaHis ANH / marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. | peyenmom
KOMBIHOBA [pertussis- [aHaTOKCK nosi (0,5 EkcnopT Bionoaxikana Benbrisa A®|. Bupo6bHuULTBO. 3MiHW B NpoOLieci
HA poliomyeli [H (D)% mn/po3sy); no 1 NimiTen C.A., benbris BMpo6HULUTBa APl (He3HAYHA 3MiHa Y
BAKUVHA tis-tetanus [npasLeBu nosiy (NpoBeAeHHs npoueci BupobHuutea A®l). 3miHa ckiagy
anda i nonepeaHbL0 KOHTPO/H0 XpomatorpaciyHoro cuHboro rento (Blue
MPODINAKT aHaTokcn HanoBHEHOMY AKOCTI Trisacryl M), L0 BUKOPUCTOBYETLCH B
KU H ()Y wnpuui; no 1 BaKLMHW, NPOLIECi OUMLLIEHHS [BOX aLEeNoNAPHUX
OUNDTEPII, Bordetella nonepeaHbL0 BMNYCK Cepiii KaLLMokoBux (Pa)aHTWreHiB, KaLLoKOBOro
MPABLSA, pertussis HanoBHEHOMY roToBOro TokcuHy (PT) Ta dinameHTo3HOro
KALUTHOKY KaLLI/TIoKO wnpuyy y npoaykKTy); remarmtoTuHiHy (FHA)

(ALUENONAP Bi KOMMEKTI 3 nakcoCmiTKn
HNIA @HTUreHu: asoma SANH
KOMMNOHEHT KaLL/TKO rosikamv B Bionomxikans,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
)TA BUIA na1acTUKOBOMY PpaHuis
noniomieni aHaToKCK KOHTEliHepi; (dhopmyBaHHs
TY H (PT); nol BaKLMHK,
(IHAKTBOB chinameHT KOHTelHepy Yy HanoBHEHHSA
AHA) 03HUIA KapTOHHI BaKU/HU B
(AQcoprPbe0OB remarnioT Kopobu,i npuwi,
AHA, 3l MHIH MapKyBaHHs
3MEHLLUEHN (FHA)Y; Ta nakyBaHHsI
M BMICTOM nepraxkTu roToBOro
AHTUTEHIB) H (PRN)% NPOAYKTY,
iHakTBOB npoBefeHHs
aHi Bipycu KOHTPOSIO
noniomien AKOCTI
iTy: Tun 1 BakLUHM);
(wtam Ma nakcoCmitKn
honey)?; SANH
mmn 2 Bionomxikans
(wtam ME C.A., benbris
F-1)% T1n (HanoBHeHHs
3 BaKLMHN B
(wTtam Sa npuwi,
ukett)? MapKyBaHHS i
"adcop6os nakyBaHHs
\akuil Ha roToBOro
a/11oMiHito NPOAYKTY,
leidpokcudi NPOBEAEHHA
(AI(OH)s) KOHTPOMO
AKOCTI
ma BaKLMHW)
@/TIOMIHIrO
igpocchami
(AIPO,)
? po3MHOX
leHi Ha
K/TimuHax
Vero
42. | BYCTPUKC Diphtheria |gudTepii  [J07CA02 cycneHsis gna | FnakcoCwmi Benvka FnakcoCmitKn | Benbrisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15071/01/01
nonio - HWiA iH'ekuj no 1 TKnsiH BpuTaHis ANH ®paHuia | matepianis: 3miHu | TUNYy - 3MiHW 3 AKOCTI. | peyenmom
KOMBIHOBA pertussis- [aHaTOKCK posi (0,5 Ekcnopt Bionogxikan3 A®I. KoHTponb A®I. 3miHa y meTofax
HA poliomyeli [H (D)} mn/gosy); no 1 Niviten C.A., benbris BMNPo6yBaHHS APl abo BMXigHOrO
BAKUUHA tis-tetanus [npasLeBu nosiy (npoBeeHHs mMaTtepiany/npomiKHOro
ana i nonepeaHLo KOHTpO/0 NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
MPODINAKT aHaToKCK HanoBHEHOMY SAKOCTI y npoueci BUpo6HuytBa A®I (HesHauHi
KU H (T), wnpwyi; no 1 BaKLUMHW, 3MiHU Y 3aTBEPIKEHNX MEeToAAX
DUNDTEPII, Bordetella nonepeaHL0 BUMYCK cepil BUNPOOYBaHHSA)
NMPABUA, ertussis HanoBHEHOMY roToBOro He3HayHa 3MiHa y BUNpoGYyBaHHi Ha
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KALUTHOKY KaLLoKO wnpuuy y NpoaykKTy); ioeHTudikauito MeTofom 6i4YHOTO NOTOKY
(ALUENONAP Bi KOMMEKTI 3 nakcoCmiTKn (lateral flow method) ans akTMBHMX
HUIA AHTUreHu: asoma AH cyOCTaHLili auentoNsapHNX KaLlTtoKOBUX
KOMMNOHEHT KaLL/TiOKO ronkamv B Bionogxikans, (Pa) aHTureHiB (KaLl/1tOKOBUIA aHATOKCUH
)TA BUiA N1acTMKOBOMY ®paHuis (PT), hinameHTO3HUIA reMar/IloTUHIH
noniomien aHaTokcu KOHTEliHepi; (cbopmyBaHHsA (FHA) ta neptaktuH (PRN)) Ta eTani
TY H (PT)%; nol BaKLMHW, aficopb0oBaHOro KOHLEeHTpaTy
(IHAKTUBOB chinameHT KOHTEliHepy y HamnoBHEHHS HaniBnpoaykty (Bulk Adsorbed
AHA) 03HUIA KapTOHHiiA BakUVHU B Concentrate (BAC)) 3 MeTo0 onTuMisauii
(AACOPBOB remMarnioT KopoobLi LunpuL, niAroTOBKM 3paska nif yac npoBefeHHs
AHA, 3I MHIH MapKyBaHHs BMNpoOyBaHHSA, a caMe onTuMisauis etany
3MEHLUEHU (FHA); Ta naxkyBaHHs nonepeaHbLOro po3BefeHHs 3paskis
M BMICTOM nepTaxkTu roToBOro
AHTUIEHIB) H (PRN)% NPoAyKTY,
iHakTBOB npoBefeHHs
aHi Bipycu KOHTPO/IO
noniomien AKOCTI
iTy: TN 1 BakUWHN);
(wtam Ma nakcoCmiTKn
honey)?; AlH
mmn 2 Bionomxikans
(wtam ME C.A., benbris
F-1)% T1n (HanoBHeHHs
3 BaKLMHN B
(wtam Sa LunpuL,
ukett)? MapKyBaHHS i
"adcop6os nakyBaHHS
\anuil Ha roToBOroO
anromiHito NPOAYyKTY,
l2idpokcudi NpoBeAeHHA
(AI(OH)3) KOHTpOJ'_IIO
AKOCTI
ima BaKLHW)
Q/IFOMIHI0
igpocchami
(AIPO.,)
P po3MHOX
leHi Ha
K/IIMmuHax
Vero
43. | BANIEPIAHU |Valeriana [HacToiika |NOS5CMO09 | HacToiika no ToBapuct YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 niosnse UA/8139/01/01
HACTOMKA e radix BasiepiaH 25mMny BO 3 "PITOPAPM" MaTepianis: 3miHa 3asBHuka /13 (MIBIM) peyenma ae
N KOPEHIB onakoHax 06MeXeHo (Br1acHvKa peecTpawiiHoro NocBig4yeHHs)
(Valeriana 10 (3rigHoO Hakaszy MO3 Big 23.07.2015 Ne
e radix) Bignosiga 460): TepMiH BBE/EHHSA 3MiH - NPOTAroM 6
JIBHICTIO MicsILiB Micnsi 3aTBepPAKEHHS. 3MiHu | Tuny
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

"Papmaue
BTUYHA

KOMNaHis
"Biona"

- 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHUX AaHnx Npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3ara/ibHeHNX JaHnx npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BiANoOBifabHOI 3a 3A4iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifaibHOT 3a 3AiACHEHHS
thapmakoHarnagy (BKIo4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOB&XeHOT 0CObM 3as1BHUKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag. firova
pepaxuis: [imakosa NaHHa CTaHicnaBiBHa.
MponoHoBaHa pepakuisn: Masnosa Knis
CepriiBHa. 3MiHa KOHTAKTHMX AaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag B
YKpaiHi. 3mMiHa MicLle3Hax0MKeHHS
macTtep-thaiina cuctemu papmakoHarnsgy
Ta iloro Homepa.
3MiHa Micus 34jACHEHHS1 OCHOBHOT
LisnbHOCTI 3 chapmakoHarnagy. 3miHn |
MMy - 3MiHK LWOAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHun)
OHOB/IEHHS TEKCTY MapKyBaHHs
NepBNHHOT YakoBKM MiKapCbKoro 3acoby.
TepMmiH BBEA,€HHS 3MiH - NPOTArom 6
MicALiB Nic/1a 3aTBePAKEHHS.

BAJIMICAP A
160/10

\Valsartan
land
amlodipin
e

BasicapTa

H; amnogu
niHy 6ecun

inat

CO9DBO1

Tabnetku,
BKpUTI
NAiBKOBOO
060/10HKOIO,
no 160 mr/10
mr; no 10
TabneTtok y
6nicTepi; no 1
a6o 3 abo 9
6nictepiB y
KapTOHHIA
ynakoBLi

Makneopc
dapmachb
toTukanc

Nimiten

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BifMiHHA Bif] YNOBHOBaXEHOT

3a
peyerimom

UA/19273/01/03
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHW Y po3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOi 0cobM
3asBHVKa, BigNOBIAa/IbHOT 38
hapmakoHarnsg. 3mMiHa KOHTaKkTHOI 0co6u
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy B Ykpaini. itoua
pefakuis: MHiTeubka Jlto6oB BanepiiBHa.
MponoHoBaHa pepakuis: Kyunba TeTaHa
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi. 3MiHa MicLle3HaxoMKEHHS
macTep-haiina cuctemm chapmakoHarnsgy
Ta iioro Homepa.
3MiHa Micus 3[iiCHEHHST OCHOBHOT
AiSNbHOCTI 3 dhapmakoHariagy.
45. | BAJIMICAP A |Valsartan [ancapta |C09DBO01 | Ttabnetkw, Makneoac IHais Makneopc IHais BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/19273/01/02
160/5 and H; amsio4u BKPUTI dapmach dapmacbloTK mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
lamlodipin  |niHy 6ecu N/1iBKOBOIO loTuKasIc anc Nimiteq 6e3nekn/edeKTMBHOCTI Ta
e InaT 060/10HKOI0, Niviten hapmakoHarnsgy. BeegeHHs abo 3miHu
no 160 mr/5 [0 y3ara/ibHEHMX AaHuX Npo cuctemy
mr, no 10 hapmakoHarnsgy (BBefeHHs
TabneTok y y3arasibHeHNX JaHnx nNpo cucTemy
6nictepi, no 1 hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
abo 3 abo 9 ocobu, BignoBigasibHOI 3a 34iACHEHHSA
6nicTepiB y hapmakoHarnsgy; KOHTakTHoT ocobu 3
KapTOHHIiiA chapmakoHarnsgy 3asBHuka gns
ynakoBLi 3[jificHeHHs hapmakoHarnagy B YkpaiHi,

AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkI4aroum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy). 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3as1BHYIKa, BignoBigabHOT 3a
thapmakoHarnsag. 3mMiHa KOHTakTHOI 0co6u
3asBHWVKa, BiANOBIAAIbHOI 38 34iACHEHHSA
thapmakoHarnagy B Ykpaini. ditoua
pefakuis: MHiTeubka /lto60B BanepiiBHa.
MponoHoBaHa pepakuis: Kyunba TeTaHa
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0COBM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
YKpaiHi. 3MiHa MicLie3HaxoMKeHHs
macTep-haiina cuctemm hapmakoHarnsgy
Ta lioro Homepa.
3MiHa micA 34iliCHEHHA OCHOBHOI
LisNIbHOCTI 3 hapmakoHarnsay.
46. | BAJIMICAP A |alsartan [Bancapta ([C09DB01 | Tabnetku, Makneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19273/01/01
80/5 and H; amnoan BKpUTI dapmacb PapmacboThK marepianis: 3miHu | Tuny - 3miHu WoaJo | peyenmom
lamlodipin  |niHy 6ecu MN/1iBKOBOIO roTukanc anc Nimiteq 6e3nekn/edeKTUBHOCTI Ta
e inat 060/10HKOI0, NimiTen thapmakoHarnagy. BeefeHHs abo 3miHu
no 80 mr/5 wmr, [0 y3arasilbHeHuX JaHux Npo cuctemy
no 10 hapmakoHarnsgy (BBefeHHs
TabneTok y y3arasibHeHNX faHnx Npo cucTemy
6nicTepi, no 1 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
a6o 3 abo 9 0ocobu, BignoBiganbHOI 3a 34iACHEHHS
6nictepiB y hapMakoHarnagy; KOHTakTHoOI ocobu 3
KapTOHHIW thapmakoHarnsgy 3asBHuka an1s
yrakoBLi 3[jiCHeHHs dhapmakoHarnsgy B YKpaiHi,
AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
thapmakoHarnagy (BK/I4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemu thapmakonarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAaIbHOT 38
hapmakoHarnsg. 3mMiHa KOHTakTHOI 0co6u
3asBHYKA, BigNoBiAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy B Ykpaiti. ditoua
pegakuis: MHiTeubka Jllob6oB BanepiiBHa.
MponoHoBaHa pepakuis: Kyunba TeTsaHa
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi. 3MiHa MicLle3HaxoMKeHHS
macTep-ghaiina cuctemmn thapmakoHarnsgy
Ta iioro Homepa.
3MiHa MicLA 34iiCHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHariagy.
47. | BEBUKAP™  |Solifenaci |conidheHa |G04BD08 | Ttabnetkw, AcTtennac HigepnaH Oendapm Higepna BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/3763/01/01
n LNHY BKPUTI dapmva an Mennen B.B. HOM mMartepianis: 3miHu | TMNy - 3MiHKU 3 AKOCTI. | peyenmom
CyKumMHaT MN/1iBKOBOIO tOpon B.B. Ceptudpikat BignosigHocTi/l E-cepTudiikat
0060/10HKOO, BiANOBIAHOCTI EBpONeiichbkil

no 5 mr; no 10
TabneToyk y
6nicTepi; no 1
a6o 3
6nictepv B

dhapmakonei/moHorpadii. NMogaHHsa HOBOro
ab0 OHOB/IEHOTO cepTugiikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANoOBIAHOCTI EBpONechbkili
apmakonei: ana A®l; ans BuxigHoOro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KapTOHHiiA marepiany/peareHTy/npomMiKHOro
KOpOOGL| NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOOGHMKA - MOAaHHSA OHOB/IEHOMO
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
hapmaxonei Ne CEP 2017-249 - Rev 03
(3atBepmxeHo: CEP 2017-249 - Rev 02)
ana A®l conicpeHaumHy CykuMHaTy Big,
3aTBepAXeHoro BupobHuka Glenmark Life
Sciences Limited, India, siknii 3miH1B
Ha3By Ha Alivus Life Sciences Limited,
India
48. | BEBUKAP™ [Solifenaci |conichbeHa ([G04BD08 | Ttabnetku, AcTtennac HigepnaH Lendapm Higepna BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/3763/01/02
n LIHY BKpUTI dapma an Mennen B.B. HAW marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
CyKuuHaT NAiBKOBOO tOpon B.B. CepTucpikat BignosigHocTi/lE-cepTudikat
060/10HKOIO, BiANOBIAHOCTI EBPONENChKil
no 10 mr; no thapmakonei/moHorpadii. NogaHHS HOBOTO
10 TabneToyk ab0o OHOB/EHOTO cepTugikaTa
y 6nicTepi; no BiANOBIAHOCTI 260 BUYYEHHS
1a6o3 cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
6nictepu B thapmakonei: ana Adl; ons BUXigHoro
KapTOHHIW marepiany/peareHTy/npomMiKHOro
KOpOO6Li NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWi
cepTnaikaT Bif yxe 3aTBepaKeHoro
BMPOOGHMKA - MOAaHHSA OHOB/IEHOrO
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
hapmaxonei Ne CEP 2017-249 - Rev 03
(3atBepmxeHo: CEP 2017-249 - Rev 02)
ana A®I conicpeHaumHy CykuMHaTy Big,
3aTBepxeHoro Bupo6Huka Glenmark Life
Sciences Limited, India, sKnii 3mMiH1B
Ha3By Ha Alivus Life Sciences Limited,
India
49. | BEPKYBO®  |\Vericiguat [Bepuuury |C01DX22 | Ttabnetkw, Baiiep Al HimeuunH Baiiep Al Himeuun BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/20116/01/01
aT BKPUTI a Ha martepianis: 3MiHu | TUNY - 3MiHKU 3 AKOCTI. | peyenmom
NAiBKOBOIO A®|. CtabinbHicTb. 3MiHa nepiogy
060/10HKOI0 MO NOBTOPHMX BUNPO6yBaHb/nepiogy
2,5 wmr; no 14 36epiraHHA abo ymoB 36epiraHHa Al (3a
Tabnetok y BiJCYTHOCTI Y 3aTBEpKEHOMY [0ChE
6nicTepi; no 1 cepTucpikaTa BiANOBIAHOCTI EBpONenchbkili
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6nictepy B thapmakonei, Lo BK/IYae nepiog
KapTOHHI NMOBTOPHOTrO BMNpoGyBaHHS) (Nepiog,
nauui NOBTOPHOro BUNpo6yBaHHs/Nepios,
36epiraHHs) - 36inbLIeHHs abo BBEAEHHS
nepiofy NoBTOPHOrO
BUNPO6YBaHHsA/Nepiogy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOC/IHKEHDb Y
peasibHOMY Yaci - 36i/bLUeHHs nepioay
MOBTOPHOTO BUNPOGYBAHHSA aKTUBHOT
peyoBuHM Bepuumryar 3 36 micsuis fo 60
MicsiuiB
50. | BEPKYBO® |ericiguat [Bepuuury (CO1DX22 | Tabnetku, Baiiep Al HimeuuunH Baiiep Al Himeuun BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/20116/01/02
aT BKpUTI a Ha marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
MN/1iBKOBOIO A®I. CtabinbHicTb. 3miHa nepiogy
060/10HKOIO MO NOBTOPHMX BUNpoByBaHb/nepiogy
5 wmr; no 14 36epiraHHa abo ymoB 36epiraHHa Adl (3a
Tabnetok y BiICYTHOCTi y 3aTBEp)XEHOMY JOCbE
6nictepi; no 1 cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili
abo 2 thapmakonei, Lo BK/IYae nepios
6nictepa B NMOBTOPHOTrO BUNpoGyBaHHS) (Nepiog,
KapTOHHIlA NOBTOPHOro BUNpobyBaHHsA/nepios
nauuj 36epiraHHsn) - 36inblueHHs abo BBeAEHHS
nepiogy NOBTOPHOrO
BUNPO6YBaHHsA/Nepiogy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOC/IHKEHDb Y
peasibHOMY 4aci - 36i/bLUeHHs nepioay
NOBTOPHOTO BUNPOGYBAHHS aKTUBHOT
peyoBuHM Bepuumryar 3 36 micauis fo 60
Micsuis
51. | BEPKYBO® |Vericiguat [Bepuuury [CO1DX22 | Tabnetku, Baiiep Al HimeuuunH Baiiep Al Himeuun BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/20116/01/03
aT BKpUTI a Ha marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
NNiBKOBOKO A®I. CtabinbHicTb. 3miHa nepiogy
060/10HKOIO MO NOBTOPHMX BUNpobyBaHb/nepiogy
10 mr; no 14 36epiraHHa abo ymoB 36epiraHHa Adl (3a
TabneTok y BifICYTHOCTI Y 3aTBEpAKeHOMY [J0CbE

6nictepi; no 2
abo 7
6nicTepisB B
KapTOHHIlA
nauuj

cepTucpikaTa BiANoOBIAHOCTI EBpONechbkili
hapmakonel, Lo BK/oYae nepiog,
NMOBTOPHOrO BUNpoGyBaHHS) (Nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36inbLIeHHs ab0 BBEAEHHS
nepiogy NOBTOPHOrO
BUNPOGYBaHHs/Nepiogy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOC/IHKEHDb Y
peanibHOMY Yaci - 36i/bLUeHHs nepioay
NOBTOPHOTO BUNPOGYBAHHSA aKTUBHOT
peyoBMHM Bepuumryar 3 36 micsauis o 60
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
MicAUiB
52. | BIKANIH 3 BiCMYTY IA02BX Tabnetkv no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 UA/7212/01/01
HiTpaT 10 TabneTok y "MoHcpap "MoHdapm" mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenma
OCHOBHWI 6nictepax abo m" [oTOBWIA Nikapcbknit 3aci6. KoHTposb
, MarHito cTpunax; no roTOBOrO JlikapcbKoro 3acoby. 3miHa
KapboHaT 10 TabneTok y napameTpiB cneuudikauiii Ta/abo
OCHOBHWIA 6nictepi; no 2 LOMYCTUMMX MEX rOTOBOTO J1iKapCbKOro
, HaTpiItlo abo 10 3aco6y (BWyYEHHS HE3HAYHOrO
rinpokap6 6nictepiB y nokasHvika (Hanpvknag 3actapisioro
oHar, nauuj 3 nokasHuKa, Takoro sik 3anax ta cmak, abo
Kopa KapToHy; Mo ideHTUdikauis 6apBHYIKIB YN CMaKOBUX
KPYLUMHK 10 TabneTok y [06aBOK)) - BUTyYeHHS NnokasHuka “Tasibk”
B cTpwni; no 2 3i Cneyudpikanii rotoBOro nikapcbkoro
MOPOLLIKY, abo 10 3aco0y, AK Hacnigok 3 MeToAiB KOHTPOIH0
KOpeHeBM cTpuniB y AKOCTi Ta NPUBEAEHHAM [0 Ait0H0ro
LLie aipy B nauuj 3 BUAaHHA Y.
MOPOLLKY, KapTOHY
PYTUH,
KeniH
53. | BIJIATE 1000 [Von hakTopa [BO2BD06 | nopoLuok Ta OkTathapm ABCTpis Bupo6HuK, ABcTpisi/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/17518/01/02
MO Willebran BroptaHHs PO3UMHHMK a BignosiganbHu | Himeuun | maTepianis: 3miHu Il TMNY - 3MiHK 3 AKOCTI. | peyernmom
d factor Kposi VIII ONA po3ynHy dapmaueB i 3ain bulk Ha/ [oToBUiA nikapcbkumii 3aci6. KOHTpob
and Ta Ans iH'exuin TMKa BVMPOGHMLTBO, Lseuis roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
coagulatio (dakTtopa no 100 MpopaykTio NepBUHHY MeToAax BUNpobyBaHHSA rOTOBOro
n factor Binnebpa MO/mn; Hcrec. yNakoBKY, nikapcbKkoro 3acoby (cyTTeBa 3miHa y
VI in HOa KapTOHHa M.6.X. KOHTPONb 6ion10riyHoOMy/iMyHONOTYHOMY/iMYHOXiIMiYH
combinati Kopobka Nol: AKOCTI, oMy MeTozi BunpobyBaHHs abo meTogi, y
on no 1 donakoHy BK/IHOYa0UN AKOMY BUKOPWCTOBYETLCA GiONOrMYHWMIA
3 NMOPOLLKOM Bi3yasibHy peareHT, abo ix 3amiHa, abo 6ionoriyHoro
ans iHCnekKu,ito npenapary NopiBHSAHHSA (CTaH4apPTHOro
NPUroTyBaHHSA NOPOLLKY AnS npenapary), LU0 He 3a3HayYeHnin y
pO34nHy Ans PO34nHY An1A 3aTBepAKeHOMY NPOTOKONI)
iH'ekuii (1000 iH'eKwji, BnpoBamKeHHs1 aHaliTUYHOTO MeToAyY
MO); BizyanbHy CORP-MMOA-00218 ans KinbkKicHOro
KapTOHHa iHCneKu,ito BuU3HauyeHHs ®akTopa VIII (FVII) y
Kopobka No2: PO3UMHHMKa Ta rotoBomy npogykTi /13 Binate. 3minu I
no 1 donakoHy BTOPVHHE T™Mny - 3MiHK 3 sikocTi. ADI. KoHTponb AdI.
3 nakyBaHHs, 3miHa y MmeTodax BunpobyBaHHs AD| abo
PO3YMHHMKOM MapKyBaHHS, BUXIAHOrO MaTepiany/npomiKHOro
(Boga ans BUNYCK cepii NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA
iH'ekuii 3 0,1 0N KiHLeBoro y npotieci Bupo6HuuTBa Ad| (cyTTeBa
% NpOAYKTY 3miHa y
nonicop6arom (nopowwok gns 6ion0riyHoMy/iMyHONOrYHOMY/iMYHOXiIMiYH
80) no 10 mn pPO34nHy AN oMy MeToAi BUnpobyBaHHs abo meTogi, y
pa3om 3 iH ekuili Ta SIKOMY BUKOPWUCTOBYETLCS GiONOMNYHNIA
KOMNEKTOM PO3YMHHMK): peareHT gns 6ionoriyHoro A®l, abo moro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
ans OkTadapma 3amiHa) - BNPOBaMKEHHS aHaNiTUYHOro
BHYTPILLUHbOBE PapmaueBTUK metogy CORP-MMOA-00218 gns
HHOro a KinibKicHoro Bu3HauveHHs daktopa VI
BBE[EHHS, 2 MpopgykTioHcre (FVIII) y 3pa3kax y npoLieci BUpobHMLTBa
MpPOCOYeHi c. Mm.6.X., aitoyoi pevosuHn /13 Binate
CNMpTOM ABCTpIS;
TaMMOHW; BUpPOGHK,
KOMMNAEKT Ans BigNoBiAa/IbHN
BHYTpILLHbOBE 7 3a Bizya/lbHy
HHOro iHCnekKu,ito
BBEJEHHSA PO3YMHHNKA,
cKnafaeTbes BTOPWHHE
3: 1 wnpuy, nakyBaHHs Ta
0fIHOPa30BWiA, MapKyBaHHsI
1 komnnekT KiHLLeBOro
ans NpoAyKTy
nepeHeceHHs, ( nopowuky gns
1 komnnekT pO34nHyY AnA
ANs iHDy3ii; iH ekLili Ta
KapToHHa PO3UMHHWKA):
Kopo6bka Nel OkTathapma
Ta KapToOHHa [Jeccay M'mo6X,
Kopobka Ne2 HimeuuunHa;
06’eHyIOTbCA Bupo6HuK,
MiX CO6010 BiANOBIAA/IbHN
nNacTVKOBO 7 3ain bulk
nniBKoto BMPOBHWLTBO,
NepBUHHY
ynakoBky Ta
KOHTPO/b
AKOCTI
PO3YMHHYKA:
OkTathapma
AB, LliBeuis
54. | BINIATE 1000 [Von chakTopa [B0O2BDO06 | nopoLuok Ta OxTadapm ABcTpist Bupo6HuK, AscTpisi/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/17518/01/02
MO Willebran BroptaHHsa PO3YMHHUK a BignosiganbHu | Himeuun | matepianis: 3MiHu | TUNY - 3MiHW 3 KOCTI. | peyernmom
d factor kposi VIII ONA po3ynHy dapmaueB i 3ain bulk Ha/ 3MiHM [0 peecTpaLiiHoro NoCBigYeHHs
and Ta Ans iH'exuin TMKa BVMPOGHMLTBO, LLBeuis | BHaCMiAOK IHWMWX PEryNATOPHMX NpoLeayp.
coagulatio (dakTopa no 100 MpoaykTio NepBUHHY NMM®/BA3® (macTep-thaiin Ha
n factor Binne6pa MO/mn; Hcrec. yMakoBKy, nnasmy/3arasibHuii dainn Ha BakLMHHWIA
VIl in HOa KapTOHHa M.6.X. KOHTPO/b aHTureH). BkoYeHHS HOBOro, OHOB/IEHOTO
combinati Kopobka Nel: AKOCTI, ab0 3MiHEeHOro MacTep-thaiina Ha nnasmy
on no 1 donakony BK/IHOYaA0UN y peecTpavjiiiHe fOCbE Ha NiKapCbKunii
3 MOPOLUKOM BizyanbHy 3aci6b (mpouenypa 2-ro etany gns NM®)
ans iHCneKu,ito (BK/TIIOYEHHSI OHOB/1IEHOT0/3MIHEHOTO
NPUIOTYBaHHSA NMOPOLUKY AN mMacTep-gaiina Ha niasmy, SKWo 3MiHW He
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
pO34mnHy Ans pO34nHy AnA BMN/IMBAIOTb Ha B/1ACTUBOCTI FOTOBOrO
iH'ekuin (1000 iH'ekyjn, nikapcbKoro 3acoby) - BknoueHHs
MO); Bi3yasibHy OHOBJ/IEHOTO MacTep-goaiina Ha niasmy y
KapTOHHa iHCnekuito peecTpaLifiHe AOCbE Ha nikapcbkuii 3aciob:
Kopobka Ne2: PO34YMHHKKA Ta PMF Certificate no:
no 1 conakoHy BTOPVHHE EMEA/H/PMF/000008/05/AU/030/G.
3 nakyBaHHs, 3MiHu | TUNY - 3MiHW 3 AKOCTI. 3MiHW A0
PO3YMHHVKOM MapKyBaHHS, peecTpauiiHoro NocBig4YeHHs BHACILOK
(Boga ans BUMyCK cepii HLIVX perynaTopHuX npoueayp.
iH'ekuili 30,1 013 KiHLEeBOro NMMV®/BA3® (MacTtep-thaiin Ha
% npoaykTy nnasmy/3arasibHuii dainn Ha BakLUHHWIA
nonicop6arom (nopowwok ans aHTureH). BklOYEHHs1 HOBOrO, OHOBJ/IEHOTO
80) no 10 mn pO34nHYy AN a60 3MiHEHOro MacTep-thaiina Ha nnasmy
pasom 3 iH exUili Ta y peecTpavjiiiHe [OCbE Ha JliKapCbKuii
KOMMNIEKTOM PO3YMHHUK): 3aci6 (npoueaypa 2-ro etany ana NMo)
ans OkTadapma (BK/IFOYEHHSA OHOB/IEHOTO/3MIHEHOTO
BHYTPILLUHbOBE dapmaneBTmK macTep-haiina Ha nasmy, SKLWO 3MiHU He
HHOro a BMN/IMBAIOTb Ha B1ACTUBOCTI FOTOBOrO
BBE/EHHS, 2 MpogykTioHcre nikapcbKoro 3acoby) - BknoyeHHA
MPOCOYEHi c. Mm.6.X., OHOBJIEHOTO MacTep-haiina Ha niasmy y
CnupTOoMm ABCTpIS; peecTpaLiiiHe AOCbE Ha Nikapcbkuii 3aci6:
TaMroHu; Bupo6HuK, PMF Certificate no:
KOMMNAEKT Ansi BigNoBiAa/IbHN EMEA/H/PMF/000008/05/11/031/G. 3MmiHu |
BHYTpILLHbOBE 7 3a Bizya/lbHy TMNYy - 3MiHU 3 AKOCTIi. 3MiHN A0
HHOro iHCnekKu,ito peecTpauiiHoro NocBigYeHHs1 BHACi0K
BBEJEHHSA PO3YMHHNKA, HLIMX perynaTopHuX npoueayp.
cKnafaeTbcs BTOPVHHE NMM®/BA3® (macTep-thaiin Ha
3: 1 wnpuy, nakyBaHHs Ta nnasmy/3aranbHuii dalin Ha BakLMHHWIA
0fiHOpa30BWiA, MapKyBaHHsI aHTUreH). BKYeHHS: HOBOrO, OHOB/IEHOTO
1 komnnaexT KiHLLeBOro ab0 3mMiHeHOro macTep-chaiina Ha nnasmy
ans NpoAyKTYy y peecTpaLjiiiHe fOCbe Ha NiKapcbkuii
nepeHeceHHs, ( nopowuky ans 3aci6b (mpouenypa 2-ro etany gns NM®)
1 komnnekT pO34nHyY AnA (BKNIOYEHHSA OHOB/IEHOTO/3MIHEHOTO
ANs iHDy3ii; iH ekLili Ta macTep-haiina Ha nnasmy, SKLWO 3MiHU He
KapToHHa PO3UMHHWKA): BMN/IMBAIOTb Ha B/IACTUBOCTI FOTOBOIO
Kopo6bka Nel OkTathapma nikapcbKkoro 3acoby) BkioueHHs
Ta KapTOHHA [Leccay 'm6X, OHOBJ/IEHOT0 MacTep-goaiiaa Ha niasmy y
Kopobka Ne2 HimeuuunHa; peecTpaLiiiHe JOCbE Ha Nikapcbkuii 3aci6:
06’eHYIOTbCA Bupo6HuK, PMF Certificate no:
MiXX cO6010 BiZiNOBIAAbHM EMEA/H/PMF/000008/05/AU/032/G.
N1acTMKOBOIO 1 3ain bulk 3MiHu | TUny - 3MiHK 3 aKocTi. AL,
nniBKoo BVMPOGHMLTBO, KoHTpornb A®L. 3miHa y MeToAax
NepBUHHY BunNpobyeaHHA APl abo BUXigHOTO
yMakoBKy Ta Marepiany/npoMixXHOro
KOHTPONb NpOAYKTYy/peareHTy, LU0 BUKOPUCTOBYETLCS
AKOCTI y npoueci BupobHuuTea A®| (He3HauHi
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
PO3UYNHHVMKA: 3MiHW Yy 3aTBEpKEHNX MeTofax
OkTadapma BMNPOGYBaHHS) - 3MiHa y MeTogi
AB, LUBeLis BUNPOBYBaHHA A/19 BU3HAYEHHS
3a/IMLLKOBOT BOJIOTW Y 3pas3kax y npoLieci
BMPOGHMLTBA Ajit040T pevyoBUHU. 3MiHN |
TMny - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3MiHa y MeTodax BUNPO6yBaHHS
roToBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpKEHNX MeTofax
BMNpoGyBaHHSA) 3MiHa y MeTofi
BUMPOOYBaHHA AN1A BU3HAYEHHS
3a/IMLLKOBOI BOJIOTN Yy FOTOBOMY NPOAYKTI
N3 Binate
55. | BIIATE500 |Von chakTopa [BO2BD06 | nopoLuok Ta OxkTathapm ABCTpist BUpPO6HYK, ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17518/01/01
MO Willebran [3roptaHHs PO3UMHHMK a BignosigasbHn | Himeuun | matepianis: 3minu |l Tuny - 3MiHK 3 SKOCTI. | peyenmom
d factor kposi VIII [ONS PO3YNHY dapmares 1 3ain bulk Ha/ ['oTOBWIA Nikapcbkuii 3aci6. KoHTpob
and Ta ans iH'exuii TMKa BUPOGHMLTBO, Lseuis roToBOro Nikapcbkoro 3acoby. 3miHa y
coagulatio (dakTopa no 100 MpoaykTio NepBUHHY MeTo4ax BUNPobyBaHHSA rOTOBOro
n factor Binnebpa MO/mn; Hcrec. yMakoBKy, nikapcbKoro 3acoby (cyTTeBa 3miHa 'y
VI in HOa KapTOHHa M.6.X. KOHTPO/b 6ionoriyHoMy/imyHONOr4YHOMY/iMYHOXIMIUH
combinati Kopobka Nel: AKOCTI, oMy MeToAj BUnpobysaHHs abo meTogi, y
on no 1 dpakoHy BK/IO4A0UN AKOMY BUKOPWCTOBYETLCS GiONOrMYHWIA
3 NOPOLLKOM Bi3yasibHy peareHT, abo ix 3amiHa, abo 6i010riYHOro
ans iHCnekujto npenapary nopiBHAHHA (CTaHA4apTHOro
NPUroTyBaHHA NOPOLLKY 415 npenapary), WO He 3a3HadveHnin y
pO34nHy Ans pO34nHy AnA 3aTBepAXeHOMY NPOTOKONI)
iH'ekuin (500 iH'ekuin, BnpoBaKeHHs1 aHaTITUYHOTO METOAY
MO); BizyanbHy CORP-MMOA-00218 ans KinbkicHOro
KapTOHHa iHCneku,ito Bu3HauyeHHs ®akTopa VIII (FVII) y
Kopobka Ne2: PO3YMHHMKa Ta roToBomy npoaykTi /13 Binate. 3minn Il
no 1 dpakoHy BTOPUHHE MRy - 3miHu 3 sikocTi. A®I. KoHTponb AdI.
3 nakyBaHHs, 3MiHa y MmeTofax BunpobyBaHHs APl abo
PO3YMHHMKOM MapKyBaHHs, BMXiAHOrO Marepiany/npomiKHOro
(sopa ans BUMYyCK cepii NpOAYKTYy/peareHTy, LU0 BUKOPUCTOBYETLCS
iH'ekuili 3 0,1 ONs KiHLEeBOro y npoveci Bupo6Huutea A®I (cyTTeBa
% NPOAYKTY 3MiHa y
nonicop6arom (nopowwok ans 6ion0riyHoOMy/iMyHONOTiYHOMY/iMYHOXiIMiYH
80) no 5 mn pO34nHYy ANs oMy MeTofi BunpobyBaHHs abo meTogi, y
pasom 3 iH eKUil Ta AKOMY BUKOPWUCTOBYETLCA GiONOMYHWIA
KOMI/IEKTOM PO3YUNHHNK): peareHT ans 6ionoriyHoro Adl, a6o ioro
ans OkTathapma 3aMiHa) - BNpOBaMXeHHA aHaNiTU4HOro
BHYTPILLUHbOBE dapmaueBTuK metogy CORP-MMOA-00218 ans
HHOro a KinbKicHOro Bu3HaueHHs ®aktopa VI
BBEJEHHS, 2 MpopaykTioHcre (FVII) y 3pa3kax y nporeci BUpobHuuTBa
NPOCOYeEHI c. M.6.X., njto4oi pevosuHn J13 Binate
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
CcnMpTOMm ABCTpISi;
TaMMnoHw; Bnpo6HuK,
KOMNAEKT Ans BignoBigabHU
BHYTPILLHbOBE 7 3a Bi3yaslbHy
HHOrO iHCnekKu,ito
BBEJEHHSA PO3YMHHYKA,
cKnafaeTbes BTOPVHHE
3: 1 wnpuy, nakyBaHHS Ta
0fiHOpa30BWIiA, MapKyBaHHS
1 KoMnIekT KiHLLeBOro
ans NpoAyKTYy
nepeHeceHHs, ( nopowuky gns
1 KomniekT po3unHy ansa
ans iHdysii; iH exUili Ta
KapTOHHa PO3UMHHWKA):
Kopob6ka Nel OxkTachapma
Ta KapToHHa [Jeccay MmbX,
Kopobka Ne2 HimeuuunHa;
06'eHYIOTbCA BUpPOGHYK,
MiX CO60t0 BigNoBiAa/IbHN
N1acTUKOBOO 7 3ain bulk
nAiBKO BUPOGHMLTBO,
nepBUHHY
ynakoBky Ta
KOHTPO/b
AKOCTI
PO3YMHHYMKA:
OxkTachapma
AB, LUBeuis
56. | BIIATE500 |Von chakTopa [BO2BD06 | nopoLuok Ta OxkTathapm ABCTpist BUpPO6HYK, ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17518/01/01
MO Willebran [3roptaHHs PO3UMHHUK a BignosigasbHy | Himeuun | matepianis: 3miHu | Tuny - 3miHW 3 AKOCTI. | peyenmom
d factor kposi VIII NS PO3YNHY dapmares 1 3ain bulk Ha/ 3MiHN [0 peecTpaLjiiiHOro NocBigYeHHS
and Ta ans iH'ekuii TMKa BUPOGHMLTBO, LBeuis | BHAcCNiOOK iHLUMX perynsiTopHUX nNpoLeayp.
coagulatio (dakTopa no 100 MpoaykTio NepBUHHY MM®/BA3® (macTep-thaiin Ha
n factor Binne6pa MO/mn; Hcrec. yMakoBKy, nnasmy/3arasibHuiA daiin Ha BakLUHHWIA
VI in HOa KapToHHa M.6.X. KOHTPO/1b aHTUreH). Bk/lOYEHHS1 HOBOrO, OHOBJ/IEHOTO
combinati Kopobka Nel: AKOCTI, ab0o 3miHeHOro macTep-thaiina Ha nnasmy
on no 1 dpakoHy BK/IO4A0UN y peecTpaviiiHe [OCbE Ha JliKapCbKuii
3 NOPOLLKOM Bi3yasibHy 3aci6 (npoueaypa 2-ro etany ana NMo)
ans iHCnekujto (BK/THOYEHHSA OHOB/IEHOTO/3MIHEHOTO
NPUroTyBaHHA NOPOLLKY 415 macTep-aiina Ha nnasmy, SKLWO 3MiHN He
pO34nHy Ans pO34nHy AnA BMN/IMBAIOTb Ha B1ACTUBOCTI FOTOBOrO
iH'ekuin (500 iH'ekwujn, nikapcbKoro 3acoby) - BkntoyeHHA
MO); BizyanbHy OHOBJ/IEHOTO MacTep-ghaiina Ha niasmy y
KapTOHHa iHCneKu,ito peecTpaLiiiHe f0oCbE Ha Nikapcbkuii 3aci6:

Kopobka Ne2:

PO34YMHHMKa Ta

PMF Certificate no:
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
no 1 donakoHy BTOPVHHE EMEA/H/PMF/000008/05/AU/030/G.
3 nakyBaHHs, 3MiHu | TMNY - 3MiHW 3 AKOCTIi. 3MiHW A0
PO34YNHHNKOM MapKyBaHHS, peecTpauiiHoro nNocBiAYeHHA BHACIAOK
(Boga ans BUMNYCK cepii IHLLUUX perynsaTopHuX npoweayp.
iH'ekuii 3 0,1 0115 KiHLeBOoro NMMV®/BA3® (macTtep-thaiin Ha
% npoaykTy nnasmy/3arasibHuii dhaiin Ha BakLUHHWIA
nonicop6arom (nopovok gns aHTUreH). BkNOYEHHA HOBOro, OHOB/IEHOTO
80) no 5 mn PO34unHy Ans abo 3miHeHOro macTtep-chaiina Ha nnasmy
pasom 3 iH exuili Ta y peecTpaviiiHe [OCbE Ha JliKapCbKuii
KOMMNIEKTOM PO3UYNHHWK): 3aci6 (npouepnypa 2-ro etany gns NM®)
ans OkTadapma (BK/THOYEHHST OHOB/IEHOTO/3MIHEHOTO
BHYTPILLHbOBE dapmaueBTUK macTep-haiina Ha nnasmy, SKLWO 3MiHU He
HHOTro a BMN/IMBAIOTb Ha B/1ACTUBOCTI FOTOBOrO
BBE/EHHS, 2 MpopaykTioHcre nikapcbKoro 3acoby) - BknoueHHs
npocoYeHi c. Mm.6.X., OHOBJIEHOro MacTep-chaiina Ha nnasmy y
cnupToMm ABCTpISi; peecTpaLiiiHe A0CbE Ha Nikapcbkuii 3aci6:
TammnoHu; Bupo6HuK, PMF Certificate no:
KOMNAEKT Ans BignoBigabHU EMEA/H/PMF/000008/05/11/031/G. 3MiHu |
BHYTPILLHbOBE 7 3a Bi3yaslbHy TMNy - 3MiHK 3 AKOCTi. 3MiHW [0
HHOrO iHCnekKu,ito peecTpauiiHoro NocBig4YeHHs BHACIL0K
BBEJEHHSA PO3YMHHYKA, HLIMX perynaTopHuX npoueayp.
CKNafaEeTbcsa BTOPUHHE NMMV®/BA3® (MacTtep-thaiin Ha
3: 1 wnpuy, nakyBaHHs Ta nnasmy/3arasibHuii daiin Ha BakLUHHWIA
0fiHOpa30BWIiA, MapKyBaHHS aHTWreH). BkoYeHHss HOBOrO, OHOBIEHOTO
1 komMnnexT KiHLLeBOro a60 3MiHEHOro MacTep-thaiina Ha nnasmy
ans npoaykTy y peecTpavjiiiHe [OCbE Ha JliKapCbKuii
nepeHeceHHs, ( nopoLuky ans 3aci6 (npoueaypa 2-ro etany ana NMo)
1 komnnekT pO3unHy Ans (BK/IHOYEHHSA OHOB/IEHOTO/3MIHEHOTO
ans iHdysii; iH exuili Ta macTep-haiina Ha niasmy, SKLWO 3MiHU He
KapToHHa PO3UMHHWKA): BMN/IMBAIOTb Ha B1ACTUBOCTI FOTOBOrO
Kopobka Nel OkTadapma nikapcbKkoro 3acoby) BkntoyeHHs
Ta KapTOHHa [Jeccay M'm6X, OHOBJIEHOr0 MacTep-thaiina Ha nnasmy y
Kopobka Ne2 HimeuuunHa; peecTpaLiiiHe AOCbE Ha Nikapcbkuii 3aci6:
06'eHYIOTbCA BUpPOGHYK, PMF Certificate no:
MiXX CO6010 BigNoBiAa/IbHN EMEA/H/PMF/000008/05/AU/032/G.
NnaacTUKOBOK 1 3ain bulk 3MiHu | TUnYy - 3MiHK 3 AKocTi. ADI.
nAiBKO BUPOGHMLTBO, KoHTposnb A®L. 3miHa y MeToAax
NepBUHHY BunpobyBaHHA APl abo BMXigHOTO
ynakoBKy Ta mMaTepiany/npomiKHOro
KOHTPONb NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS
AKOCTI y npoueci BUpo6HMUTBa AD| (HEe3HaYHI
PO3YMHHYMKA: 3MiHU Y 3aTBEPAKEHUX METoAax
OkTadapma BMNPOGYBaHHS) - 3MiHa y MeTozj
AB, LLiBeuis BMNPOGYBaHHSA [/18 BU3HAYEHHS

3a/TMLLIKOBOI BOIOTW Y 3paskax y npoLieci
BMPOGHULTBA Ait040I pevoBUHU. 3MiHu |
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
TUNYy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuiA
3aci6. KoOHTposb roToBOro MikapcbKoro
3acoby. 3miHa y MeToAax BUNPO6yBaHHS
roToBOro MikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToaax
BUNPO6YBaHHSA) 3MiHa y MeToai
BUNPOBYBaHHA 4718 BUSHAYEHHS
3a/IMLLIKOBOI BO/IOTN Y TOTOBOMY MPOAYKTI
13 Binate
57. | BOAAHOIo - ekcTpakTy [BO2B X eKCTpakT TosapucT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 nionsie UA/1093/01/01
NEPLO Tpasu pigkuii no 25 BO 3 "OITOPAPM" marepianis: 3miHu | Tuny - 3miHn Woao peyenma ae
EKCTPAKT nepLyo MmNy 06MeXeHo 6e3nekn/edekTBHOCTI Ta
PIAKWUIA BOAAHOIO chnakoHax 10 hapmakoHarnsgy. BeegeHHs abo 3miHn
(Herba Bignosiga [0 y3arasibHeHVX JaHux Npo cuctemy
Polygoni JBHICTIO thapmakoHarnagy (BBefeHHs
hydropipe "®apmaue y3araslbHeHVX AaHnx npo cuctemy
ris) BTUYHA thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOI
KOMNaHis ocobu, BignoBifasibHOT 3a 3AiCHEHHS
"Biona"

thapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa
YMNOBHOBAaXEHOT 0CO6M 3as1BHYKA,
BiANoBiAaNbHOI 3a thapmakoHarnsag,. firoya
pepakuis: [imakoBa MaHHa CTaHicnaBsiBHa
MponoHoBaHa pepakuin: Masnosa KOnis
CepriiBHa 3MiHa KOHTaKTHMX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/ILHOT 382 (hapmakoHarnsg B
YkpaiHi. 3MiHa MicLie3HaxomKeHHs
macTep-chaiina cuctemm hapmakoHarnsgy
Ta /ioro Homepa. 3MiHa Micls 3fiiCHEeHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy.
3MiHu | TURY - 3MiHN WoAao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
OHOB/IEHO TEKCT MapKyBaHHS NePBUHHOT
Ta BTOPVHHOI YNakoBKW NikapCbKoro
3acoby. BBeAeHHs 3MiH NpoTArom 6-tu
MicSLiB nicns 3aTBepAKeHHS. 3MiHa
3asBHVKa 13 (MIBIM) (BnacHuka
peecTpauiiiHoro nNoceig4eHHs) (3rigHo
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

Haka3y MO3 Big 23.07.2015 Ne 460):
3MiHM BHECEHO B IHCTPYKLi0 AN1s
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKoro
3acoby y po3ginm "3asBHuK" Ta
"Micue3HaxomKeHHs 3asiBHMKA".
BBefieHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAKeHHs.

58.

FA3ANIA

Rasagilin
e

pasarini

N04BD02

Tabnetkv no 1
mr; no 10
Tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHIW
ynakoB

Makneopc
dapmacb
loTUKasIC

NimiTen

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx nNpo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkI4aroum KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu
3asBHYKA, BigNoBiAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy. 3miHa KOHTaKkTHOT
0cobu 3asBHMKa, BiANOBIAA/IbLHOT 3a
3[4iiCHeHHSs dhapmakoHarnsgy B YKpaii.
Litova pepakuis: MHiTeybka /o608
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxoMKeHHsI macTep-ghainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa

3a
peyenmom

UA/19274/01/01

59.

FAHIPENIKC
rEJEOH
PIXTEP

Ganirelix

raHipenikc

H01CCO01

PO34MH ANA
iH'eKLi y
nonepeaHL0
HarnoBHEHOMY
Lwnpu1ui no
0,25 mr/0,5

BAT
"TefeoH
PixTep"

YropLmHa

BTOPUHHA
ynakoBka,
BMNYCK cepil:
BAT "TeneoH
PixTep",
YropLmHa,

YropLm
Ha

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
A®|. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa AdI (3a
BiJICYTHOCTI Y 3aTBEPAKEHOMY AOCLE

3a
peyenmom

UA/20422/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
M1, CKNSIHWIA BMPOGHMLTBO cepTudikaTa BignoBiAHOCTI EBpoNechkiii
Lwnpuy Hepo3chacosa chapmakonei, Lo BK/IYae nepios
06'emMom 1 mn HOro NOBTOPHOro BUNpobyBaHHsA) (nepiog,
i3 NPOAYKTY, NMOBTOPHOro BUNpo6yBaHHs/Nepios,
3aKpineHo KOHTpPO/b 36epiraHHs) - 36inblUeHHs abo BBeAEHHS
roJIKOK 3 AKOCTI (Kpim nepiogy NOBTOPHOro
HepXxaBito4oi CTepPU/IbHOCTI) BMNPOGYBaHHs/Nepiogy 36epiraHHA Ha
cTani 3 , NepBUHHA OCHOBI pe3ynbTaTiB AOC/iHKEHDb Y
YXOPCTKOI0 ynakoBka: BAT peasibHOMY Yaci - 36i/bLLUEHHS nepioay
HacafKoto, "l'epeoH NoBTOPHOro BMUNpobyBaHHA API 3 24
3aKpuTUi Pixtep", micsauiB fo 36 micauis. 3miHu | Tuny -
Npo6Koto- YroplmHa; 3MiHM 3 siKocTi. A®I. BUpo6GHMLTBO. 3MiHM
nopLUHEM 3i KOHTPO/1b B npoveci BupobHuutea AP| (HesHauHa
LUTOKOM, Mo 1 AKOCTI 3MiHa y 3aKpWTIll YacTuHI macTep-ghaina
a6o 6 wnpuuis (cTepunbHICTb Ha A®I)- BHECEHHA HE3HAUYHMX 3MiH [0
Y KapTOHHiA ): BAT 06MeXeHOI YacTHM MacTep-chaiina Ha
Kopobui "lepeoH A®| (ASMF) aueTarty raHipenikcy (emea-
PixTep", asmf-01419-gan-0000 3 NocNifOBHICTIO
YropLmHa 0006). 3aTBepaxeHo: 3.2.S. — Drug
Substance — Hybio Restricted Part
Number of Active Substance Master File:
EMEA/ASMF/01419 HYBIO-GAN-DMF-
002 3anponaHoBaHo: 3.2.S. — Drug
Substance — Hybio Restricted Part
Number of Active Substance Master File:
EMEA/ASMF/01419 HYBIO-GAN-DMF-
003
3MmiHu | TMny - 3MiHW 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA A®l abo BMXigHOrO
marepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BupobHuuTBa A®I (iHLWi 3MiHW) -
BUNPaBEHHA APYKAPCLKOT MOMUSIKU
elution gradient B meToAj BUNpo6yBaHHSA
A®| ranipenikcy (HPLC) 3a nokazHUKOM
“loeHTndikauis”.
60. | TATUMAK gatifloxaci |[ratudpniok |JO1IM A16 | Tabnetkw, MAKNEO IHais MAKNEOAC IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/3159/01/02
n caLuH BKPUTI ac PAPMACBIOT mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
060/10HKOI0, PAPMAC MKANC 6e3nekn/edpeKTBHOCTI Ta
no 400 mr; no bIOTUKA NIMITEL hapmakoHarnsgy. BeegeHHs abo 3miHu
5 Tabnetok y nc [0 y3ara/ibHEHUX AaHuX Npo cuctemy
6nicTepi; no 1 NIMITEL hapmakoHarnsgy (BBefeHHs

6nictepy B
KapTOHHIlA
yMaKoBLi

y3ara/ibHeHUX faHUX Npo cucTemy
thapmakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT
0cobW, BignoBiganbHOI 3a 34iiCHEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmakoHarnsgy; KOHTakTHoOT ocoou 3
chapmakoHarnsgy 3asBHuka gns
3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV Y pO3MiLLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi 0cobu
3asBHUKA, BiANOBiAa/IbHOI 3a 3AIACHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 38
3AilicHeHHs hapMakoHarnagy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608
BanepiiBHa. MNponoHoBaHa pejakuis:
Kyunba TeTaHa BacunisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
3asBHVKa, Bi4NOBIAa/IbHOT 38
hapmakoHarnsg B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina
crucTeMu dpapmakoHarnsgy Ta ioro
Homepa.

61.

FENbMIHTOK
C

Pyrantel

nipaHTen

P02CCO01

Tabnetku,
BKpUTI
NAiBKOBOO
060/10HKOIO,
no 250 mr; no
3 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHIlA
Kopobui

Nlabopato
pis
IHHOTEeK
IHTepHach
noHanb

®paHuisa

IHHOTepa LLysi

PpaHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWiA Nnikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[O0NYyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPO6GHULTBA
roTOBOrO NiKapCbKOro 3acoby
(momoBHeHHS abo 3amMiHa BUNpoGyBaHHA B
npoLieci BUpOGHULITBA 3a pe3y/bTaraMu
pocnipkeHb 3 6e3nekn abo AKOCTI) 3MiHK
KOHTPO/I0 B NPOLIECi BUPOBGHMLTBA Ha
eTani 2 — 3MillyBaHHA/3MalLlyBaHHS:
A0faBaHHA aHani3y KislbkicHOro
BM3HAYEHHS NipaHTesny B 3MaLlyBasibHil
cymiwi (onsa 125 mr: «assay of pyrantel in
lubricated blend: = 115,7 mg/420 mg»;
onsa 250 mr: «assay of pyrantel in
lubricated blend: = 231,5 mg/840 mg»).
3MmiHu | TUnYy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbknii 3aci6. 3MiHW Y BUPOGHWLTBI.
3MiHM BUNpOo6yBaHb abo f0NyCTUMUX
MeX, BCTaHOB/IEHUX Y creumdikayisx, nig

6e3
peyenma

UA/10137/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

yac BUPOOGHMLTBA FOTOBOIO NiKapCbKoro
3ac006y (iHLWi 3MiHX) 3MiHW KOHTPO/IIO B
npoueci BUpobHULTBA Ha eTani 3 —
MpecyBaHHSA: 36ibLUEHHS LiIbOBOrO
3HaYeHHs, WO 3aCTOCOBYETLCA A5
BMNPO6YBaHHsi «CepefHa maca»
cepueBuHn TabneTok (Tabnetok 6e3
NOKPUTTS), SIK HACNIA0K KOMMNeHcaw,jii macu
Ha eTani NpecyBaHHs Ha OCHOBI BMICTY
nipaHTeny B 3MaLLlyBasibHii CyMmiLLli.
Jonyck rpaHNyHNX 3HaYeHb 3a/NLLIAETLCS
He3MiHHUM (TO6TO + 21 Mr gns 13 no 125
mr; £ 42 mr ana /13 no 250 mr). Takox
BHOCATbCS pefakLiiiHi npaBku.
3arsepaxeHo: CepeaHa maca: 840 + 42
Mr (419 fo3yBaHHA no 250 mr)
3anponoHoBaHo: CepefHa maca: 865,2 +
42 mr (pnsA fo3yBaHHA no 250 Mr). 3miHn |
TUNYy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuiA
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig vac
BMPOBHMLITBA FOTOBOTO J1iKAPCbKOro
3aco06y (iHLi 3MiHKX) 3MiHV KOHTPOIO B
npoeci BUpobHuLTBa Ha eTani 4 —
MoKpUTTA: 36iNbLUEHHS LiSIbOBOTO
3HaYeHHS, Lo 3aCTOCOBYETLCA ANA
BMNpo6yBaHHA «CepefHsa Maca» Ans
TabneTok, BKPUTWX NAIBKOBOK 060/IOHKOIO,
BHACNiJ0OK KOMMeHcaLii Macu Ha eTani
npecyBaHHA Ha OCHOBI BMICTY nipaHTeny B
3MalLLyBaUTbHIl CyMili. JomycK rpaHNYHNX
3HaYeHb 3aUIMLIAETLCA HE3MIHHUM (TO6TO
+ 22 mr gnsa N3 no 125 mr; = 44 mr gns 13
no 250 mr). 3atBepxeHo: CepegHsa maca:
880 + 44 mr (onA fo3yBaHHA Mo 250 mr)
3anponoHoBaHo: CepefHsa maca: 905,2 +
44 wr (gns go3yBaHHsA no 250 mr). 3minHm |
TUny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHV y BUPOOHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig vyac
BVMPOGHWLTBA FOTOBOTO J1iKapCbKOro
3ac00y (iHLWi 3MiHN) BUAaNeHHs
BUNPOOYBaHHA «P0o3nafaHHs» 3 KOHTPOSI0
B npoLeci BUpobHuuTBa Ha eTani 3 —
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

MpecyBaHHA. 3MiHN | TUNY - 3MiHN 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro 3acoby.
3mMiHa y MeTofax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBepMXEHNX MeToAax BUNPOOYBaHHS)
He3HauHi 3MiHV 40 MeTOAVKM
BMNPOGYBaHHSA 3a nokasHukoMm «KinbkicHe
BM3HaYEeHHSA NipaHTeny» (HoBa Ha3Ba
«KinbkicHe BU3HaYeHHS nmipaHTeny Ta
CYNyTHIX AOMILLIOK»). 3MiHu | TUnNY - 3MiHK
3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6.
KOHTpPO/1b rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpPobyBaHHA rOTOBOTO
niKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPLKEHNX MeTOoAax BUNPOBYyBaHHS)
He3HauHi 3MiH/ B MeToAMLji BUNPOOyBaHHS
3a NOKa3HUKOM «PO34MHEHHS». 3MiHU |
TUNYy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuiA
3aci6. KOHTposib roTOBOro MikapcbKoro
3acoby. 3miHa napameTpiB cneuudikaliii
Ta/abo [oNyCTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (4OMNOBHEHHS
cneumaikalii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOBYBaHHS)
[OMNOBHEHHA creumndikayii MN3
[0AaTKOBMM METOA0M KOHTPOto «[pyra
ineHTudbikauisa nipaHteny» (metog BEPX/
AI04HO-MaTPUYHWIA feTekTop). Takox
BHOCATbCS BiANOBIAHI 3MiHW AN
nokasHuka lgetudikauis nipaHteny
(nepa igeHTudikauis) Ta emboHaTy Ans
3a3HayveHHs BiAMIHM Y MeTofax
BUNPOBYBaHHA 4115 NPUBEAEHHS [0
marepianis BUpo6Huka. 3minu |l Tuny -

3MiHu 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.

KOHTpPO/1b FOTOBOrO /iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTrO NiKapCbKoro
3acoby (3miHa 3HaxoauTbCs nosa
3aTBEPHKEHVIMI AONYCTUMAMU MEXamu
cneuudikaiin) 3amiHy cneuudpikadii M3
(Ha BMNYyCK Ta TEPMiH NPUAATHOCTI) 3a
nokasHukom «CepefHa maca TabneTok»,
Ta 'y Cneumdikauii MKA N13 y nigpo3aini
«MeToAn KOHTPO/II0» [104AaTKOBO
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3a3Ha4YaETLCA MeTo ] «3BaXKyBaHHA».
62. | TENMbMIHTOK [Pyrantel |nipaHTen [P02CCO1 | Tabnetkw, Na6opato ®paHuisa IHHOTepa LWWysi | ®paHuis BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 UA/10137/01/02
(o3 BKPUTI pis mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenma
N/1iBKOBOIO IHHOTEK [oTOBWI Nikapcbknii 3aci6. 3MiHN Y
060/10HKOI0, IHTEpHach BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
no 125 mr; no noHanb [0MNYyCTUMUX MEX, BCTAHOBNEHUX Y

6 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHIW
Kopobui

cneuudikauisix, nig yac BMpobHULTBA
rOTOBOrO JlikapCbkoro 3acoby
(8onoBHeHHs abo 3amiHa BUNPOGYBaHHSA B
npoueci BUPOGHMLTBA 3a pe3y/ibTatamu
pocnigpkeHb 3 6e3nekn abo AKOCTi) 3MiHW
KOHTPO/I0 B NpOLeCi BUPOGHMLTBA Ha
eTani 2 — 3milyBaHHsA/3MallyBaHHS:
[0faBaHHsA aHasi3y KislbkicHOro
BU3HAYEHHSA NipaHTe Ny B 3MaLLlyBaslbHiIi
cymiwi (gns 125 mr: «assay of pyrantel in
lubricated blend: = 115,7 mg/420 mg»;
ons 250 mr: «assay of pyrantel in
lubricated blend: = 231,5 mg/840 mg»).
3miHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI.
3MiHn BUNpobyBaHb abo JOMYyCTUMUX
MeX, BCTaHOB/IEHUX y crieumdpikayisx, nig
yac BMPOBGHMLTBA rOTOBOrO NiKapCbKOro
3ac006y (iHLUi 3MiHWN) 3MiHW KOHTPO/IIO B
npoueci BUpobHuUTBa Ha eTani 3 —
MpecyBaHHA: 36iN1bLUEHHS LiNIbOBOr0
3HAYEHHSI, L0 3aCTOCOBYETLCA A1
BMNPObyBaHHA «CepefHa maca»
cepuesunHn TabneTok (Tabnetok 6e3
NOKPUTTS), SIK HACNIA0K KOMMNeHcaw,ii macu
Ha eTani NpecyBaHHs Ha OCHOBI BMIiCTY
nipaHTesny B 3MalllyBaJlbHiil CyMmiLli.
Jlonyck rpaHNYHMX 3HAYEHb 3/NLLIAETHLCS
He3MiHHUM (To6TO + 21 Mr ana N13 no 125
Mr). TakoX BHOCSATLCSA peflakLiiiHi npaBku.
3areBepaxeHo: CepefHa maca: 420 + 21
Mr (419 J0o3yBaHHA Mo 125 mr)
3anponoHoBaHo: CepefHAa maca: 432,6
21 mr (gna go3syBaHHa no 125 mr). 3miHum |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbknii
3aci6. 3MiHM Y BUPOBHULTBI. 3MiHK
BMNpPoGyBaHb abo AOMYCTUMUX MEX,
BCTAHOBJIEHVX Y crneuudikauisx, nig vac
BMPOGHMLITBA FOTOBOTO J1iKapPCbKOro
3ac006y (iHLi 3MiHX) 3MiHWM KOHTPO/IO B
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

npoveci BUpobHuUTBa Ha eTani 4 —
MoKpUTTA: 36iNbLUEHHS LiSIbOBOTO
3HaYeHHS, Lo 3aCTOCOBYETLCA ANA
BMNpo6yBaHHA «CepefHsa Maca» Ans
TabneTok, BKPUTWX MAIBKOBOK 060/I0HKOIO,
BHAaCNi0K KOMMeHcaLii Macu Ha eTani
npecyBaHHA Ha OCHOBI BMICTY nipaHTeny B
3MalLLyBaJTbHIl CyMili. JomycK rpaHNYHNX
3HaYeHb 3aUIMLIAETLCA HE3MIHHUM (TO6TO
+ 22 mr gns N3 no 125 mr). 3aTBepAXKeHo:
CepepgHsa maca: 440 + 22 mr (ans
[03yBaHHSA No 125 Mr) 3anponoHoBaHo:
CepepHa maca: 452,6 + 22 mr (ana
[03yBaHHsA Mo 125 wmr). 3MiHn | Tuny -
3MiHu 3 sKoCTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHN Y BUPO6HULTBI. 3MiHN BUNPOOYBaHb
abo [0MyCTUMUX MeX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPO6GHULTBA
roTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHW)
BUAa/IEHHS BUNPOOYBaHHA «Po3nafaHHs»
3 KOHTPO/IO B NpoLeCi BUPOOHMLTBA Ha
etani 3 — MpecyBaHHA. 3MiHK | TUNy -
3MmiHu 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro 3acoby.
3mMiHa y MeTofax BUNpobyBaHHS roTOBOro
niKkapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpMXEHNX MeToAax BUNPOOYBaHHS)
He3HauHi 3MiHV 40 MeTOAVKM
BMNPOGYBaHHSA 3a nokasHukoM «KinbkicHe
BM3HaYeHHSA NipaHTeny» (HoBa Ha3Ba
«KinbkicHe BU3HaYeHHS nmipaHTeny Ta
CYNyTHIX AOMILLOK»). 3MiHu | TUNY - 3MiHK
3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeTofax BUNPoOyBaHHA rOTOBOTO
niKapcbkoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPKEHNX MeTOoAAax BUNPOBYyBaHHS)
He3HauHi 3MiH/ B MeToAMLji BUNPOOyBaHHS
3a NOKa3HUKOM «PO34MHEHHS». 3MiHU |
TUNYy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuii
3aci6. KoOHTposb roTOBOro NMikapcbKoro
3acoby. 3miHa napameTpiB cneuudikadliii
Ta/abo [oNyCTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (4OMNOBHEHHS
cneumaikalii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS)
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
[ONOBHEHHA creumndikayii MN3
[0AaTKOBMM METOA0M KOHTPO0 «[pyra
ineHTudikauia nipaHteny» (metog BEPX/
[iofHO-MaTpUYHWA feTekTop). Takox
BHOCSITbCS BiANOBiAHI 3MiHN ANs
nokasHvika lgetudikauis nipaHteny
(nepa igeHTudikavis) Ta emboHaTy ANns
3a3HavyeHHs BiAMIHM y MeToAax
BUMNPOOYBaHHA AN NPUBEAEHHS [0
marepianis BUpo6Huka. 3minn Il Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYCTUMUX MEX rOTOBOTIO NiKapCbKOro
3acoby (3MiHa 3HaxoAuTbLCSA No3a
3aTBEPLXEHVMI AONYCTUMAMU MeXamu
cneundikauiin) 3miHn cneuwndikadii M3
(Ha BMNYyCK Ta TepMiH NpuAAaTHOCTI) 3a
nokasHnkom «CepeHsa maca TabneTok»,
Ta 'y Cneuudpikanii MKA 13 y nigposgini
«MeToau KOHTPO/0» [0AaTKOBO
3a3Ha4YaETLCA MeTO ] «3BaXKyBaHHA».
63. | TEHOTPOMMIH [Somatropi |comatponi [HO1ACO1 | mopoLuok Mdpaiizep CLIA NOBHUIA LMK Benebrisi/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a He UA/11798/01/01
® n H niogpinizoBaHu IHK. BUpOGHMLTBA, | Himeuun mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenmom | niosse
nra BMNYCK cepil: Ha 6e3nekn/edeKTMBHOCTI Ta ae
PO3UYNHHMK Mdpaiizep hapmakoHarnagy (iHwi 3miHu). 3MiHu
ONs pPO34nHY MeHtodhekuyp BHECEHO A0 iHCTPYKLiT 415 MeanYHOro
ONs1 iH'exUin WHr Benbris 3acTOCyBaHHS NikapCcbKoro 3acoby y
no 16 MO (5,3 HB, Benbris; po3gin "Cnoci6 3acTocyBaHHA Ta fo3un”, a
mr); 1 BUPOBHULTBO came BUNYyYeHHs rpadiuHOro 306paxeHHs.
nonepeaHL0 in bulk,
HarnoBHeHa KOHTPO/b BBegeHHS 3MiH NpoTArom 6-Tu MicauiB
pyuka, Lo AKOCTI, nicns 3aTBepayKeHHs
MicTuTb 1 nepBuHHe
[ABOKaMepHWii nakyBaHHs
KapTpnox Betep ®apma-
(nepegHs PepTuryHr
Kamepa 3 v6X i Ko. KT,
MOPOLLKOM Ta HimeyunHa

3a4Hs Kamepa
3
PO34YNHHNKOM
no 1,14 mn (m-
Kpe3o/s1, MaHiT
(E 421), Boga
ANA iH eKUin)),
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Y KapTOHHiA
Kopo6ui
64. | TEHOTPOIMIH [Somatropi |comaTponi [HOLACO1 | nopoLok Mdpaiizep CWA Mdpaiizep Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/11798/01/02
® n H niogpinizoBaHu IHK. MeHtocbekuyp marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom | nidsnse
nTa nHr bBenbris 6e3nekn/edeKTUBHOCTI Ta ae
PO3YMHHUK HB hapmakoHarnagy (iHwi 3MiHn). 3MiHu
0151 PO3YMHY BHECEHO A0 IHCTPYKLi 415 MeAUyYHOro
ONs iH ek 3aCTOCYBaHHS NiKapcbKoro 3acoby y
no 36 MO (12 po3zin "Cnocib 3acTocyBaHHA Ta fo3u", a
mr); 1 a6bo 5 came BUyYeHHs rpachiuHOro 306paxeHHsl.
nonepegHL0
HanoBHEHUX BBefeHHA 3MiH NPOTArom 6-Tu MicALiB
PY4OK, LLIO nicns 3aTBepmAkeHHs
MicTATb 1
[BOKaMepHuii
KapTpraX
(nepeaHs
kamepa 3
MOPOLLKOM Ta
3aHA Kamepa
3
PO3YMHHVKOM
no 1,13 mn (m-
Kpe3os, MaHIT
(E 421), Boga
ONs iH eKLin))
KOXHa, Y
KapTOHHIW
Kopo6ui
65. | TENA-MEPL, [ L- IAOSBA KOHLleHTpaT MepL, HimeuuunH Mpoaykuis in LBeiiua BHECEHHS 3MiH 10 peecTpaviliHnx 3a UA/0039/01/01
OPHITUHY- 0151 PO3YMHY dapmacsh a bulk, pisi/ marepianis: 3miHu | Tuny - 3mMiHM WoAo | peyenmom
L- ans iHdysin, 5 toTikanc nepBrHHE Ta Himeyun 6e3nekn/echeKTMBHOCTI Ta
acnaptar r/10 mn; no 10 m6X BTOPVHHE Ha/ hapmakoHarnsgy. BeegeHHs abo 3miHu
M B amnysi; nakyBaHHs, Natsis [0 y3ara/ibHEHNX AaHuX Mpo cucTemy
no 10 amnyny KOHTPONb thapmakoHarnagy (BBefeHHs
KapTOHHIiiA akocTi: B. y3arasibHeHUX faHux Npo cuctemy
Kopobu,i BpayH hapMakoHarnsay, 3amMiHa yrnoBHOBaXXeHOT
MencyHreH ocobw, BignoBiganbHOI 3a 34iACHEHHS
Arl, hapmakoHarnagy; KOHTakTHoOi ocobu 3
HimeuuunHa; thapmakoHarnsgy 3asBHuka ans
BTopuHHe 3AjiCHeHHs1 hapMakoHarisay B YkpaiHi,
nakyBaHHs: SAKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
X.E.JL.M. ocobu, BignoBifasibHOI 3a 34iCHEHHS
v6X, hapmakoHarnsgy (BK1ovatouy KOHTaKTHI
HimeuuunHa; OaHi) Ta/abo 3MiHN y pPo3MiLLeHHI MacTep-
MpecTix dhaiina cuctemu papmakoHarnsgy). 3miHa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BUNYCKY
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MpomoyLuH
Bepkaydhcdoe
pAepyHr &
Bepb6ecepsic
v6X,
HimeuuunHa;
BunpobysaHH
A1 KOHTPOSIO
AKOCTI:

B. bpayH
MencyHreH
AT,
HimeuuunHa;
Bioxem Jlabop
®iop bionorive
YHA, Xemiwwe
AHaniTuk
mM6X,
HimeuuunHa;
idhn —
MpiBatec
IHCTUTYT dotop
MpopakTkBani
TeT M'M6X,
HimeuuunHa;
Na6opaTopi
o AHanisic
o
Bionogxuvkann
i EKTiB
KomnoyHac
NatsiaH
IHCTITLIOT OCh
OpraHik
CiHTesic,
Nartsist; Na6op
NIC CE & Ko.
Kr,
HimeuuunHa;
XBI dhapma
cepsicec
mM6X,
HimeuuunHa;
'BA ®apma
mM6X,
HimeuuunHa,;

KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKa, BignoBiAa/bHOT 3a
hapMakoHarnag B YKpaiHi.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

EBOHiK
OnepeiiwHc
v6X — Nlabop
MpopakT NaiiH
AHariTiKC,
HimeuuunHa;
EBOHiK
OnepeiwHc
mM6X,
HimeuuunHa;
Bunpo6yBaHH
A1 KOHTPONIO
AKOCTI Ta
BMNYCK Cepil:
Mepu, Papma
v6X i Ko.
KraA,
HimeyuunHa

66.

FENA-MEPL,

| -
OPHITVH-
|-
acnaprtar

IAOSBA

rpaHynsr, 3
r/S5r,no5ry
naketi; no 30
abo 50 abo
100 nakeTiB y
KapTOHHIlA
Kopobu,i

Mepy,
dapmacb
toTikanc
m6X

HimeyunH
a

Mpogykuis in
bulk: Knoke
$apma-Cepsic
m6X,
HimeyvunHa;
AciHo ®apma
AT,
LLiBeiiuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b
AKocTi: Knoke
dapma-Cepsic
M6X,
HimeuumnHa;
BTopuHHe
nakyBaHHS:
X.EN.M.
rm6X,
HimeuumnHa;
MpecTix
MpomoyLuH
Bepkaydcdoe
pAepyHr &
Bepbecepsic
M6X,
HimeuumHa,;

LLiseliya
pisi/
Himeuun
Ha/
Natsis

BHECEHHS 3MiH [0 peecTpavuiliHnX
marepianis: 3miHu | TUny - 3MiHK LWOA0
6e3nekn/ethekTMBHOCTI Ta
thapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3ara/ilbHeHUX JaHnX npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHuX Npo CUcTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobwu, BignoBifanbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, YyTOBHOB&XEHOI
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (Bk1ovatoUy KOHTaKTHI
AaHi) Ta/abo 3MiHM Y PO3MilLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
3asBHWVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaii.

6e3
peyenma

UA/0039/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BUNYCKY
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMNPOGYBaHHSA
KOHTPO/0
AKocTi: BAB
IHCTUTYT dotop
lirieHe yHg,
KBaniteTcsixe
pyHr Tm6X,
HimeuuunHa;
AciHo ®apma
AT,
LLiefiuapis;
Na6opatopi
ho Ananisic
ot
Bionogxukann
i EKTiB
KomnoyHac
NartsiaH
IHCTITBIOT O
OpraHik
CiHTesic,
Natsis; Na6op
NC CE & Ko.
Kr,
HimeuuunHa;
XBI dhapma
cepsicec
m6X,
HimeuuunHa;
'BA dapma
m6X,
HimeuuunHa;
EBOHiK
OnepeiiHc
v6X — Nlabop
MpopakT NaiiH
AHanITIKC,
HimeuuunHa;
EBOHiK
OnepeiiHc
v6X,
HimeuuunHa;
BunpobysaHH
A1 KOHTPOSIO
AKOCTI Ta
BMNYCK cepil:
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Mepu, ®apma
v6X i Ko.
KraA,
HimeyunHa
67. | MAPOKOPTU [Hydrocorti [rigpokopT [HO2AB09 | cycneHsis ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/3288/01/01
30HY sone N30HY iH'ekLil 2,5 %, "papmak” mMartepianis: 3miHu | Tuny - peuyenmom
AUETAT auertar no2mns AAMIHICTPaTUBHI 3MiHW. BunyyeHHs
amnyni; no 10 BMPOGHWYOI AinbHNL (BKIHOYAKUN
amnyn B naywi LinbHUUi ons A®l, NpoMiXXHOTO NPOAYKTY
3 KapTOHy; Mo a60 roToBOro NiKapcbkoro 3acooby,
2 mn B amnyni; OiNbHWL ANA NPOBeAEeHHS NakKyBaHHS,
no 5 amnyny BUPOGHMKA, BIANOBIAA/ILHOIO 3a BUMYCK
6nicTepi; no 2 cepiid, MicLe NpoBeAEHHS KOHTPOIO cepil)
6nictepy B abo nocTtavasibHUKa BUXiZHOrO MaTepiany,
nauui 3 peareHTy ab0 [,ONOMiXHOI pe4OBUHU
KapTOHYy (SIKLLO 3a3HAYEHO Y AOCHE).
BunyueHHsi BUpo6Huka AdI
FapokopTn3oHy auetaty Shandong
Xinhua Pharmaceutical Co. Ltd., Kutaii,
a/IbTEPHATUBHUM BUPOOHVKOM
3anuwaetbea Tianjin Tianyao
Pharmaceuticals Co. Ltd., China.
68. | MNEHIA Fingolimo |piHronimo [LO4AA27 Kancynm Hosapric LBeiuapi | BupobHuutBO, | LUBeiiua BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/11704/01/01
d il TBepai no 0,5 dapmva Al a KOHTPONb pis mMartepianis: 3miHu | TMny - peyenmom
Mmr; o 7 AKOCTI, AAMiHICTpaTUBHI 3MiHW. 3MiHa
kancyny nakyBaHHsl, HaliMeHyBaHHA Ta/abo agpecu micus
6nictepi; no 1 BUMYCK cepil: NPOBaPKEHHS AisS/IbHOCTI BUPOOHUKA
6nicTepy B HosaprTic (BKItOYatoun, 3a Heob6XiAHOCTI, MicLe
KapTOHHIiA dapwma LLTenH NPOBEefEeHHA KOHTPOSIIO SKOCTI), abo
Kopobui; no 14 Arl, B/lacHWKa macTep-thaiina Ha A®l, a6o
Kancyny LLiBeiuapis noctavanbHuka A®l/BuxigHoro
6nicTepi; no 2 MaTepiany/peareHTy/npomiKHOro
6nictepn B NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
KapTOHHIN BMPOOHULTBI ADI (SKLWL0 3a3HAYEHO Y
Kopoobui [OCbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI

cepTucpikaTa BiANoOBIAHOCTI EBpONechbkili
thapMakonei y 3aTBepKeHOMY AOCkE, ab0
BMPOGHMKA HOBOI JOMOMiXXHOI Pe4OBUHU
(AKLLLO 3a3HAYeHOo Y f0oCbe). OHOBMEHHSA
agpecu 3aTBepKeHOT BUPOBGHNYOT
ninbHUUi Novartis Pharma Schweizerhalle
AG, BignoBiganbHOI 3a BUPOOGHULTBO
NMPOMiXHMX NPOAYKTIB A0 cTagii FTY720
C11 y npoueci A®I (3 Rothausweg Ha
Rothausstrasse, Pratteln, Switzerland) .
3MiH y MicLe3HaX0MKEeHHI AiIHKA HEMAE.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)
3MiHn | TURY - 3MiHK 3 aKocTi. AL,

Brpo6HMUTBO. 3MiHa BUPOOHUKa
BUXiQHOro/NPOMIXHOrO NPOAYKTY/peareHTy,
LLL0 BUKOPMNCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKOYatoum, ae HeobxigHo, micue
npoBefeHHs1 KOHTPO/0 skocTi) APl (3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei y
3aTBEPLKEHOMY [10ChE)(3anpPONoHOBaHWA
BMPOOHUK HANeXuUTb A0 TiEl camol
BMPOGHWYOI rpynu NigNPUEMCTB, LLO i
3aTBEPMKEHWI).

[JlopaBaHHa BUpO6HUYOI AinbHMLi Novartis
Pharma Schweizerhalle AG, Switzerland
AK a/IbTePHATUBHOT AiNbHULI 415
BMPOGHMLITBA MPOMIXHMX MPOAYKTIB A0
crnonykn C11 (BKIHOYHO) y npoLeci
BMPOOHULTBA Ait04OI peYOBUHMN
dhiHronimog, rigpoxnopug. BukoHaHo
pejakuiiiHi 3miHn y mogynsax 3.2.S.2.1,
3.2.5.2.2,3.2.S.2.3; gofaHo cneumndikauii
ans acetic acid anhydride Ta activated
charcoal, oHoBneHo cneumdikayii gns 5%
palladium on charcoal, sodium hydroxide
Ta water, process. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. BUpo6HMLTBO. 3MiHM B
npoteci Bupo6HuuTea APl (HesHauHa
3MiHa y npoueci BupobHuutea Adl).
HesHauHi 3MiHW y npoLieci BUpo6bHULTBa
NMPOMDKHUX NPOAYKTIB A0 cTagi
oTpuMaHHs cnosnykm C11 (BkOYHO) Ha
ainbHuui Novartis Pharma Schweizerhalle
AG, Switzerland, y NOPiBHAHHI 3 YUHHUM
(3aTBEpPAKEHNM) BUPOOHNYMM MPOLLECOM
Ha ainbHULi Novartis Pharma AG,
Switzerland.
3MiHu | TUny - 3MiHK 3 aKkocTi. AdDI.
Bupo6HnuTBO. 3MiHa po3mipy cepii
(Bkntovaroun gianasonun) Adl abo
NPOMDKHOTO MPOAYKTY, SKWIA
3aCTOCOBYETHLCA Y NpoLeCi BUPOOHNLTBA
Ad| (3MEHLLEHHST 06cAry BUpO6HMLUTBA A0
10 pasiB). 3MEHLLEHHS Aiana3oHy po3Mipy
cepii cnonykn C11 ana BUPO6HUYOT
AinbHuui Novartis Pharma Schweizerhalle
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

AG (Switzerland) 3 32—-38 kr go 30-37 «r.
3MiHu | TUny - 3MiHK 3 aKkocTi. AL,
Brpo6HMLUTBO. 3MiHM BUNpoGyBaHb abo
[0NyCTUMMX MEX Y npoueci BUpobHMULTBA
A®I, w0 BCTaHOB/EHI y cneuudikavisx
(BUNYyYEHHA HECYTTEBOIO BUMPOBYBaHHS).
BunyyeHHs BHYTPILLHbO-BMPOOHNYOro
KOHTponto IPC-5 Ans BUPOGHNYOT AiNbHUL
Novartis Pharma Schweizerhalle AG,
Switzerland. 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpoLieci
BMPOGHMLTBA AD| (JONOBHEHHSA
cneupndikauii HOBUM NMOKAa3HNKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS).
[opaBaHHA napameTpy «Benzene» fo
cneumdikauii BUxigHoi cuposuHu ethanol
(denatured, abs., 1% toluene), i3
BiAANOBIAHUM METOA0M
BMNPOGYBaHHA(NIMIT 2 ppT). 3MiHu | TUny -
3MiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa
y NapameTpax crneuudikayiin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauisx Ha A®l, a6o
BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BUKOPVCTOBYIOTbCS Y NpoLecCi
BMPOGHMLTBA AD| (ONOBHEHHS
cneumdikavii HOBUM NOKA3HMKOM SKOCTI Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS).
[opasaHHa napameTpa «ldentity by
Refractive Index» fo cneumdikavii
BMXigHOT cpoBuHK ethanol (denatured,
abs., 1% toluene) 3 BiANOBIAHUM METOAOM
BMMNPOGYBaHHSA. 3MiHW | TUNy - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYHOTbCSA Y MPOLEC
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO
nokasHuka AKocTi (Hanpuknag BUIyYeHHs
3aCTapifioro NokasHuka)).
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
BunyuyeHHs napameTpa «Assay by
Titration» i3 cneyudikauii BuxigHoi
peyoBuHu Acetic acid, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA Ajl0HO0T PeYOBUHU
oiHronimog, rigpoxnopud. 3miHu | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Ad®l, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpoLeci
BMPO6HULTBA AP| (BUNYYEHHA HE3HAYHOTO
nokasHuka AKocTi (Hanpuknag BUIyYeHHs
3acTapifioro nokasHuka)). BuganeHHs
napameTtpa «ldentity by Odor» 3i
cneuudikauii BuxigHoi cuposuHu Charcoal
(activated, decolorizing), Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA Ajl040T PeYOBUHU
dhiHronimog, rigpoxnopug,.
69. | MIA® Empaglifl |emnarnico |[A10BKO3 | Tabnetku, TOBAPUC YkpaiHa dapmallac Ipeuis BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/21163/01/01
0zin INO3WH BKpUTI TBO 3 C.A. marepianis: yTOUHEHHS HOMepa peyenmom
NAiBKOBOO OBMEXE peecTpauiliHOro NocBigYeHHA B HakKasi
060/10HKOIO, HOKO MO3 Ykpaitu Ne 217 Big 19.02.2026 B
no 10 mr, no BIANOBIA npoueci peectpadii. Pegakuis B Hakasi -
10 TabneTok B ANTbHICT UA/21164/01/01. BipHa pepgakuis -
6nicTepi; no 3 o UA/21163/01/01.
6nictepu y "OHINPO
KapTOHHIlA PAPM"
nauuj
70. | TNIA® Empaglifl [emnarnico |A10BKO3 | Tabnetku, TOBAPUC YkpaiHa dapmallac peuis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/21163/01/02
ozin INO3UH BKPUTI TBO 3 C.A. martepianis: yTOUHeHHs1 HOMepa peyenmom
MN/1iBKOBOIO OBMEXE peecTpauiiiHOro NocBigYeHHA B HakKasi
060/10HKOI0, HOIO MO3 Ykpainu Ne 217 Big 19.02.2026 B
no 25 mr; no BIANOBIA npoueci peectpadii. Pegakuia B Hakasi -
10 TabneTok B AJTbHICT UA/21163/01/01. BipHa pepgakuis -
6nicTepi; no 3 10] UA/21163/01/02.
6nictepn y "AHINPO
KapTOHHIW PAPM"
navui
71. | TNINTAP®-M Metformin [Bingarnin  |A10BD08 | Tabnetku, TOB CnoBeHis | BUPOGHULTBO i IcnaHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19966/01/01
land TVH Ta BKPUTI "MONIME nakyBaHHs MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenmom
vildaglipti  meTdopmi NNiBKOBOO TPIA, roToBoil A®I. BupobHuLTBO. 3MiHa po3mipy cepil
n HY 060/10HKOIO, ancTpudy nikapcbKot (Bkntovaroun gianasonun) Adl abo
rigpoxnop no 50/850 wr; Lis Ta copmu, NPOMiXXHOr0 NPOAYKTY, SKUIA
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
na no 10 nocnyrun" KOHTpONb cepil 3aCTOCOBYETLCA Y NPOLEC BUPOOHULTBA
Tabnetok y i BUMYyCK cepii: A®| (3MeHLIeHHs 06cAry BUPOGHMLTBA A0
6nictepi, no 6 CAIl 10 pasiB), fofaBaHHA 3MEHLLEHOr0
6nicTepiB y MAHY®AKTY po3mipy cepii A®| ans supobHuka Ad|
nauui PIHI, CJLY., Bingarnintui Moehs BCN, S.L.
IcnaHis; 3artBepmxeHo: About 1000 kg
KOHTpONb cepii 3anponoHoBaHo: About 1000 kg About
(chizmko- 180 kg
XiMiYHWI) i 3MiHu | TUnYy - 3MiHK 3 AKocTi. ADI.
BUNYCK cepil: Brpo6HMLUTBO. 3MiHa BUPOOHMKa
aneHikym BVIXiZLHOro/MpOMKHOro NpoAyKTy/peareHTy,
Xenc, CJ1Y., LLIO BUKOPUCTOBYIOTLCH Y BUPOBHUYOMY
Icnanis npoueci A®l, abo 3miHa BUPOBHMKa

(BrtOvatoun, fe HeobxigHoO, Micue
npoBeAeHHs KOHTPOo AkocTi) Al (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI

€Bponelicbkiin hapmakonei y
3aTBepXeHOMY [10CbE)(3MiHM [0 3axX0fiB,
noB'si3aHnx 3 koOHTponem A®l, abo
[0AaBaHHA fiNbHUL, ie TPOBOAUTLCSA
KOHTPO/b/BUNPOGYBaHHSA cepii) -
[oAaBaHHA MiCLSi NPOBEAEHHS KOHTPOJIHO
cepii (mikpobionoriyHoro) ans Adl
BingarnintuH (BnacHuk ASMF Moehs
Iberica, S.L.), a came Eurofins BioPharma

Product Testing Spain SLU (Josep

ARGEMI, 13-15, 08950 Esplugues de
Llobregat, Barcelona, Spain). 3miHu | Tuny
- 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BUPOGHMLTBA AD| (3BY)XXEHHSA AONYCTUMUX

MeX, BU3HaYeHuX y cnewmdikayii) -
3BY)XEHHSA [OMYCTUMUX MEX MOKa3HMKa

«byab-sika HecneuudikoBaHa AOMiLLKa» Y
crneundikavii Ha BUXigHY peyoBUHY
xnopaueTtunxnopug ana A®| singarnintui

(po3gin 3.2.S.2.3 3aKpUTOi YaCTUHK
ASMF). 3MiHu | TUNy - AgMiHICTpaTUBHI

3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BMPOGHMKa (BK/TOUAOUM, 3a HEOOXIAHOCTI,
MicLie NpoBefieHHS KOHTPOJII0 SKOCTI), abo
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

BflacHvka mactep-gaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPO6HMLTBI API (SKLLO 3a3HAaYEHO Y
[0CbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI
cepTucpikaTa BigNoBigHOCTI EBpoNechbkili
dhapmakonei y 3aTBepfkeHoMy AOCbE, a60
BMPOGHMKA HOBOI JOMOMiXHOI Pe4YOBUHU
(AKLL0 3a3HAYEHO Y 0CbE) - 3MiHa agpecu
BMpo6HUuKa A®I BingarnintuHy Moehs
BCN, S.L., 6e3 3MiHX MicLsA BUPOGHMLTBA.
3arBepaxeHo: Moehs BCN, S.L. Poligono
Industrial Aquiberia, Zenc 12 08755
Castellbisbal (Barcelona), Spain
3anponoHoBaHo: Moehs BCN, S.L. Zenc
12 08755 Castellbisbal (Barcelona), Spain.
3MiHu | TUnYy - 3MiHK 3 AKocTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOro/MpOMIKHOro NpoAyKTy/peareHTy,
LLL0 BUKOPWNCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUPOBHMKa
(BrtOvatoun, fe HeobxigHo, Micue
npoBeAeHHs KOHTPOo AkocTi) Al (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPAKEHOMY A0CHE)(iHLWWI 3MiHN) -
3amiHa BUPOOHVKa NPOMIKHOIO NPOAYKTY
FapokcnamaHTagvH, SKuia
BMKOPWCTOBYETbLCS NpY BUPO6HULTBI ADI
BingarnintuH (BnacHuk ASMF Moehs
Iberica, S.L.) i3 Benechim, S.P.R.L.
(Benebrisa) Ha Tianjin Minxiang
Pharmaceutical Co., Ltd. (Kutaii) (No. 17,
Taian Road, Jinghai Economic
Development Area, 301600, Tianjin, P.R.
China).
3miHu | TMny - 3MiHKW 3 AKocTi. AdI.
B1po6HMLTBO. 3MiHa BUPOGHUKaA
BUXiAHOr0/MPOMIXHOrO
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(Brtovatoun, fe HeobxigHO, MicLe
NpoBeAeHHs KOHTPO0 AkocTi) APl (3a
BiICYTHOCTI cepTudikara BifnoBigHOCTi
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
€sponelicbkili hapmakonei y
3aTBEPMKEHOMY AOCLE)(iHLWi 3MiHN) -
3MiHa BUPO6HMKa BUXigHoro martepiany L-
nponiHamigy, BKIYaum foAaBaHHS
HOBOro napameTpa cneuudikauii Loss on
drying ansa BuxigHoro martepiany L-
nponiHamigly, SiKuiA BUKOPUCTOBYETLCA NpU
BMPO6HMLTBI AP BingarninTuH (po3ain
3.2.S.2.3 3akpuTtoi yacTnHu ASMF). 3MiHn
I Tuny - 3miHn 3 akocTi. A®l. KoHTponb
A®|. 3miHa y meTodax BUNpobyBaHHs AD|
ab0o BMXigHOro Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCSA
y npouieci BUpo6HMuTBa A®| (HE3HaYHI
3MiHU Y 3aTBEPMKEHUX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHW 4,0 onucy
NPUroTYBaHHS PO3YNHIB /15 METOANKN
BUNpo6yBaHHA «CynpoBiHi AOMILLKM»
(BEPX) onsa A®l BingarninTuH (BNacHUK
ASMF Moehs Iberica, S.L.).
72. | TANINTAP®-M |Metformin [Bingarnin  |A10BD08 | Tabnetku, TOB CnoBeHis | BUPOGHULTBO i IcnaHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19966/01/02
and TUH Ta BKpUTI "MONIME nakyBaHHs marepianis: 3miHu | TuNy - 3MiHW 3 AKOCTI. | peyenmom
vildaglipti  [meTchopmi MN/1iBKOBOIO TPIA, roToBOI A®I|. BupobHuLTBO. 3MiHa po3mipy cepil
n HYy 060/10HKOI0, anctpunby nikapcbKoi (Bovaroum gianasoHun) A®l abo
rigpoxnop no 50/1000 wr; Lis Ta dopmu, NPOMDKHOrO NPOAYKTY, SKWIA
na, no 10 nocnyrun" KOHTpOsb cepii 3aCTOCOBYETHLCA Y NpoLieCi BUPO6HULITBA
TabneTtok y i BUNycK cepii: AD| (3MeHLLEeHHs1 06cAry BUpobHMLUTBA A0
6nictepi, no 6 CAr 10 pasiB), fogaBaHHSA 3MEHLLEHOTO
6nicTepiB y MAHY®AKTY po3mipy cepii A®| ans BupobHuka Ad|
nauui PIHI, C.JY., Bingarnintui Moehs BCN, S.L.
IcnaHis; 3aTtBepakeHo: About 1000 kg
KOHTpOsb cepii 3anponoHoBaHo: About 1000 kg About
(chisnko- 180 kg
XIMIYHWR) i 3MiHn | TUnYy - 3MiHK 3 aKkocTi. AL,
BMNYCK cepil: Brpo6HMLUTBO. 3MiHa BUPOOHUKa
[aneHikym BUXIAHOTO/NPOMIXXHOrO NPOAYKTY/peareHTy,
Xenc, CJ1Y., LLIO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY
Icnanis npoueci A®l, abo 3miHa BUpo6HMKa

(BKkOvatoum, ae HeobxigHoO, micLe
npoBefEeHHs1 KOHTPOs0 sikocTi) APl (3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI

€Bponelicbkiii hapmakonei y
3aTBEPKEHOMY [OCHE)(3MIHW A0 3aX0p4iB,
noB'A3aHuX 3 KOHTponem Adl, abo
[0AaBaHHA fiNbHULI, Aie NPOBOAUTLCS
KOHTPO/b/BMNPO6YBaHHSA cepii) -
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

[oAaBaHHA MiCLSi NPOBEAEHHS KOHTPOJIHO
cepii (mikpobionoriyHoro) ans Adl
BingarnintuH (BnacHuk ASMF Moehs
Iberica, S.L.), a came Eurofins BioPharma
Product Testing Spain SLU (Josep
ARGEMI, 13-15, 08950 Esplugues de
Llobregat, Barcelona, Spain). 3miHu | Tuny
- 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BUPOGHMLTBA AD| (3BY)XXEHHSA AONYCTUMUX
MeX, BU3HaYeHuX y cnewmdikayii) -
3BY)XEHHSA [OMYCTUMUX MEX MOKa3HMKa
«byab-sika HecneuudikoBaHa AOMiLLKa» Y
crneundikavii Ha BUXigHY peyoBUHY
xnopaueTtunxnopug ana A®| singarnintui
(po3gin 3.2.S.2.3 3aKpUTOi YaCTUHK
ASMF). 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BMPOGHMKa (BK/TOUAOUM, 3a HEOOXIAHOCTI,
MicLie NpoBeAEHHS KOHTPOJII0 SKOCTI), abo
B/lacHWKa macTep-ghaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI ADI (SKLLO 3a3HAYEHO Y
[l0Cbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
dhapmakonei y 3aTBepAKeHOMy A0Cbe, a60
BMPOGHMKA HOBOI JOMNOMIXHOI Pe4YOBUHM
(AKLLLO 3a3HaYEHO Y AOCHE) - 3MiHa agpecu
BMpo6HUuKa A®I BingarnintuHy Moehs
BCN, S.L., 6e3 3MiH MicLA BUPOBGHMLTBA.
3arBepmkeHo: Moehs BCN, S.L. Poligono
Industrial Aquiberia, Zenc 12 08755
Castellbisbal (Barcelona), Spain
3anponoHoBaHo: Moehs BCN, S.L. Zenc
12 08755 Castellbisbal (Barcelona), Spain.
3MiHn | TUnY - 3MiHK 3 aKocTi. AL,
Brpo6HMLUTBO. 3MiHa BUPOOHUKaA
BUXiQHOro/NPOMIXXHOTrO NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYHOTHLCS Y BUPOGHUYOMY
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

npoueci A®l, abo 3miHa BUPOBHMKa
(BrtOvatoun, fe HeobxigHo, Micue
npoBeAeHHs KOHTPOo AkocTi) Al (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPAKEHOMY A0CHE)(iHLWWI 3MiHN) -
3amiHa BUPOOHVKa NPOMIKHOIO NPOAYKTY
FapokcnamaHTagvH, SKuia
BMKOPWCTOBYETbLCS MpY BUPOOHULTBI ADI
BingarnintuH (BnacHuk ASMF Moehs
Iberica, S.L.) i3 Benechim, S.P.R.L.
(Benebrisa) Ha Tianjin Minxiang
Pharmaceutical Co., Ltd. (Kutaii) (No. 17,
Taian Road, Jinghai Economic
Development Area, 301600, Tianjin, P.R.
China).
3miHu | TMny - 3MiHKW 3 AKocTi. ADI.
B1po6HMLTBO. 3MiHa BUPOGHUKa
BUXiAHOr0/MPOMIXHOrO
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(Brtovatoun, fe HeobxigHO, MicLe
NpoBeeHHs KOHTPO AKkocTi) APl (3a
BiICYTHOCTI cepTudpikara BifnoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPKEHOMY A0CHE)(iHLWi 3MiHN) -
3MiHa BUPOGHUKa BUXigHOro maTepiasny L-
nponiHamigy, BKIOYaoun oaaBaHHS
HOBOro nNapameTpa crneundikadii Loss on
drying ans BuxigHoro matepiany L-
nposiHamigy, skuii BAKOPUCTOBYETHCS NpU
BMpOOHULTBI A®I Bingarnintux (po3gain
3.2.5.2.3 3akputoi yactmHn ASMF). 3MiHn
| Tuny - 3miHn 3 akocTi. A®I. KoHTposb
A®|. 3miHa y meTogax BunpobysaHHA AdI
abo BMXigHOro martepiany/npomMiKHOro
NPoAyKTy/peareHTy, Lo BUKOPNCTOBYETLCA
y npoLieci BUpo6HMuTBa A®| (HE3HAYHI
3MiHW Yy 3aTBEpKEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHW 4,0 onucy
NPUroTyBaHHS PO3YUHIB 415 METOANKN
BMNpobyBaHHA «CynpoBifHi AOMILLKM>»
(BEPX) ons Adl BingarnintuH (B1acHUK
ASMF Moehs Iberica, S.L.).

73.

FOHANN-®®

Follitropin

dboniTponi

G03G A0

NOPOLLIOK ANsA

Apec

Lisenuapi

Mepk CepoHo

LLiselina

BHECEHHS 3MiH 10 peecTpaviiHnX

3a

UA/4113/01/03
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
alfa Hanbtha 5 po3uuHy Ans Tpenginr A CA, pisi/ marepianis: 3miHu | Tuny - 3mMiHu WoAo | peyenmom
iH'ekuj no 75 C.A. BiAAINEHHS Yy ITanisa 6e3nekn/edheKTMBHOCTI Ta
MO (5,5 mkr); M. O6OHH, thapmakoHarnsgy. BeegeHHs abo 3MiHu
Nel:1 LLiBeiiuapisi; [0 y3arasibHeHUX AaHux Npo cucTemy
chnakoH 3 Mepk CepoHo hapmakoHarnsgy (BBefeHHs
MOPOLLKOM Y C.n.A,, Itanis y3arasibHeHUX JaHux Npo cuctemy
KOMMNEKTi 3 thapmakoHarnagy, 3MmiHa yrnoBHOBaXeEHOI
PO3YMHHVKOM 0cobw, BignoBiganibHOI 3a 34iACHEHHS
(Bopa ans chapmakoHarnsgy; KOHTaKTHoi ocobu 3
iH'ekyiit) no 1 hapmMakoHarniagy 3asiBHUka ons
MmNy 3gificHeHHs chapmakoHarnsgy B YkpaiHi,
nonepegHLo AKLLO BOHA BiAMiHHA Bif, YNOBHOBaXXEHOT
3arnoBHeHOMy 0co6u, BiANOBifabHOI 3a 3AiACHEHHS
wnpuui, 1 thapmakoHarnagy (BKvatoum KOHTaKTHi
ro/iKo Ans naHi) Ta/abo 3MiHWN y po3MilLLleHHI MacTep-
PO3YMHEHHS chaiina cuctemu papmakoHarnsgy). 3miHa
Ta 1 ronkowo KOHTaKTHOI 0COOM 3asBHUKA,

NS BBEEHHSA
Y KOHTYpHil
YapyHKOBIl
ynakosLi; no 1
KOHTYpHIl
YapyHKOBIl
ynakosLi y
KapTOHHiiA
Kopo6ui; Ne
10: 5
pNakoHiB 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34YNHHMKOM
(Boga ans
iH'ekuiit) no 1
May5
nonepegHL0
3anoBHEHUX
wnpuyax, 5
ronkamu gns
PO34YNHEHHS
Ta 5 ronkamu
[ONs BBEJIEHHSA
Y KOHTYpHili
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI
YapyHKOBI

BiANOBIAa/IbHOT 32 hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: HazapeHko BikTopisi.
[MponoHoBaHa pepakuisn: HikiTueHkoBa
o608 IBaHiBHA. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsg B
YKpaiHi.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
yrnakoBKku B
KapTOHHI
Kopobui
74. | TOHAN-®® Follitropin  [choniTponi |[GO3G A0 pO3uuH ans Apec Lsenuapi BMPOGHMLTBO ITania/ BHECEHHS 3MiH [0 peecTpavuiliHnX 3a UA/4113/02/01
alfa Hanbtha 5 iH'ekuji no 300 | TpenaiHr a Hepo3chacoBa | LBeiiua marepianis: 3miHu | Tuny - 3miHn WoAo | peyenmom
MO (22 C.A. HOro pis 6e3nekn/ethekTMBHOCTI Ta
Mmkr)/0,48 mn; npenapary, thapmakoHarnsgy. BeegeHHs abo 3MiHu
no 0,48 mny nepBuHHe Ta [0 y3ara/ilbHeHUX JaHnX npo cuctemy
KapTpuaXi 3 BTOPWHHE thapmakoHarnsgy (BBefeHHs
npo6Koto- nakyBaHHs, y3arasibHeHVX AaHnx Npo cuctemy
nopLUHEM Ta KOHTPO/b dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
pudaneHoto AKOCTi Ta ocobu, BignoBifanbHOI 3a 3iCHEHHSI
Kpu1LLEYKOIO, BMNYCK Cepii: hapMakoHarniaay; KOHTaKTHOI 0cobu 3
BMiLLleHOMY Y Mepk CepoHo chapmakoHarnsgy 3asBHuka gns
pyuky ans C.n.A., Itanis; 3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi,
BBE/IEHHS; MO nepBuHHe AKLLO BOHA BifMiHHA Bif, YyTOBHOB&XEHOI
1 pyuyiTa 8 nakyBaHHs ocobw, BignoBiganbHOI 3a 34iACHEHHS
rofioK y (36upaHHsa hapmakoHarnsgy (BK1o4YatoUy KOHTaKTHI
KapTOHHIN nornepenHL0 OaHi) Ta/abo 3MiHNM y pO3MiLLeHHi MacTep-
Kopobui 3anoBHEHNX thaiina cuctemu hapmakoHarnsgy). 3miHa
KapTpuaXiB 3 KOHTaKTHOI 0CO6M 3asBHUKA,
npenaparom B BiANOBIAa/IbHOI 3a hapmakoHarnsg B
pyuKy Ans YkpaiHi.
BBEEHHS): [Oitova pepakuin: HazapeHko Biktopisi.
Mepk CepoHo MponoHoBaHa pegakuis: HikiTyeHkoBa
CA, Jlto60B IBaHiBHA. 3MiHA KOHTAKTHUX AaHWX
BiA4iNEHHA y KOHTaKTHOT 0CO6U 3asiBHYMKA,
M. OBOHH, BiANOBIAa/IbHOI 3a hapmakoHarnsg B
LLiBelinapis YKpaiHi.
75. | FOHAN-®® Follitropin  |boniTponi [GO3G A0 pO34uH Ans Apec LLBeiiuapi BUPOBHULTBO ITania/ BHECEHHS 3MiH 10 peecTpaviliHnx 3a UA/4113/02/02
alfa Hanbtha 5 iH'ekujn no 450 TpeWngiHr A Hepo3chacosa | Lseiua marepianis: 3miHu | Tuny - 3mMiHM WoAo | peyenmom
MO (33 C.A. HOro pis 6e3nekn/echeKTMBHOCTI Ta
MKr)/0,72 Mn; npenapary, hapmakoHarnsgy. BeegeHHs abo 3miHu
no 0,72 mny NepBUHHE Ta [0 y3ara/ibHeEHUX AaHuX Npo cuctemy
KapTpuaXi 3 BTOPWHHE thapmakoHarnsgy (BBefeHHs
npo6koto- nakyBaHHsl, y3arasibHeHUX faHux Npo cuctemy
MOpLUHEM Ta KOHTPO/b thapmakoHarnsgy, 3MiHa yroBHOBaXEHOI
pudaneHoto AKOCTi Ta ocobw, BignoBiganbHOI 3a 34iACHEHHS
KpYILLEYKOIO, BUMYCK Cepili: chapmakoHarnsay; KOHTaKTHoi ocobu 3
BMiLLLleHOMY Y Mepk CepoHo thapmakoHarnsgy 3asBHuka ans
pyuky ans C.n.A., Itanis; 3AjiCHeHHs1 hapMakoHarisay B YkpaiHi,
BBEJEHHS; No nepBuHHe AKLLO BOHA BifMiHHA Bifi, YNOBHOBaXXEHOT
1 pyuui Ta 12 nakyBaHHs ocobu, BignoBifasibHOI 3a 34iCHEHHS
rofioK y (36upaHHs hapmakoHarnsgy (BK1ovatouy KOHTaKTHI
KapTOHHIlA nonepegHL0 OaHi) Ta/abo 3MiHN y pPo3MiLLeHHI MacTep-
Kopobui 3anoBHEHNX dhaiina cuctemu papmakoHarnsgy). 3miHa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
KapTpuaxis 3 KOHTaKTHOI 0CObM 3as1BHUKA,
npenaparom B BiANOBIAa/IbHOI 32 hapMakoHarnsg B
pyuky ons YkpaiHi.
BBE[EHHS): [itoya pepakuis: HaszapeHko BikTopis.
Mepk CepoHo MponoHoBaHa pepakuis: HikiTueHkoBa
CA, Jo60B IBaHiBHa. 3MiHa KOHTaKTHUX JaHuX
BiAAINEeHHs Yy KOHTaKTHOI 0CObM 3as1BHUKA,
M. OGOHH, BiANOBIAa/IbHOI 32 hapMakoHarnsg B
LLiBeiiLapis YKpaiHi.
76. | TOHAN-®® Follitropin  [choniTponi |[GO3G A0 po3unH Ans Apec LLsenuapi BMPOGHMLTBO ITania/ BHECEHHS 3MiH [0 peecTpauiliHuX 3a UA/4113/02/03
alfa Hanbtha 5 iH'ekujii no 900 | TpengiHr a Hepo3chacoBa | LUBeiiua marepianis: 3miHu | Tuny - 3miHn WoAo | peyenmom
MO (66 C.A. HOro pis 6e3nekun/eheKTUBHOCTI Ta
mkr)/1,44 mn; npenapary, thapmakoHarnsgy. BeegeHHs abo 3MmiHu
no 1,44 mny nepBuHHe Ta [0 y3ara/lbHeHUX JaHnX npo cuctemy
KapTpuaXi 3 BTOPWHHE thapmakoHarnsgy (BBefeHHs
npo6Koto- nakyBaHHs, y3arasibHeHVX AaHnx Npo cuctemy
nopLUHEM Ta KOHTPO/b dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
pudaneHoo AKOCTi Ta ocobwu, BignoBifanbHOI 3a 34iCHEHHS
Kpu1LLEYKOHO, BMNYCK Cepii: hapMakoHarnaay; KOHTaKTHoOI 0cobu 3
BMiLLleHOMY Y Mepk CepoHo chapmakoHarnsgy 3asBHuka gns
pyuky ans C.n.A., Itanis; 3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi,
BBE/IEHHS; MO nepBuHHE AKLLO BOHA BifMiHHA Bif, YyTOBHOB&XEHOI
1 pyuui Ta 20 nakyBaHHs 0ocobw, BignoBiganbHOI 3a 34iACHEHHS
rofioK y (36upaHHsa hapmakoHarnsay (Bk1ovatoUy KOHTaKTHI
KapTOHHIN nonepenHL0 OaHi) Ta/abo 3MiHN y pO3MiLLEeHHiI MacTep-
Kopobui 3anoBHEHNX thaiina cuctemu hapmakoHarnsgy). 3miHa
KapTpuaXiB 3 KOHTaKTHOI 0CO6M 3asBHUKA,
npenaparom B BiANOBIAa/IbHOI 3a hapmakoHarnsg B
pyuKy Ans YkpaiHi.
BBEEHHS): [Oitova pepakuin: HazapeHko Biktopisi.
Mepk CepoHo MponoHoBaHa pegakuis: HikiTyeHkoBa
CA, Jlto60B IBaHiBHA. 3MiHA KOHTAKTHUX AaHWX
BiA4iNEHHA y KOHTaKTHOT 0CO6U 3asiBHYMKA,
M. OBOHH, BiANOBIAa/IbHOI 3a hapmakoHarnsg B
LLiBelinapis YKpaiHi.
77. | TPUNAYT Paraceta |napaueta [NO2B E51 | nopowok ons €8Bpo IHAis & AC Nimiten, IHais BHECEHHS 3MiH [10 peecTpaviliHnX 6e3 UA/15361/01/01
FAPSUUNI mol, MOJT, OopaJibHOTo Naiidpkep IHais; MaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyenma
HAMIIA combinati |peHipami pO34mHy; Mo 6 MpaiBiT EBepTomkeH 6e3nekn/edeKTUBHOCTI Ta
ons excl.  Hy Iy nakeTuky, NimiTen Naiicp thapmakoHarnagy (iHLwi 3miHu).
psycholep |wanear, no 10 CaeHcus OHOB/EHHS TEKCTY MapKyBaHHS
tics heHined nakeTukiB y NimiTen, IHAiA NepBUHHOT Ta BTOPUHHOI YNakoBOK
PUHY KapTOHHIlA nikapcbKoro 3acoby. TepMiH BBeEHHS
rigpoxnop KopoobLi 3MiH - NpOTAroM 6 MicAuiB nicns
na, 3aTBEPAKEHHSA
lacKopbiHO

Ba
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Kucnota
78. | TPUMNOCTA [(Xylometa [kcunomeT [RO1AAQ7 | cnpeit CTALA HimeuunH BMPOGHMLTBO | Himeuun BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 UA/3090/01/01
A® PUHO zoline a30/iHY HasaslbHUIA, ApuHaimit a 3a NOBHUM Ha/ mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenma
0,1% rigpoxnop po3uuH 0,1 %; Tens Al LMKIOM: Pecny6n [oTOBWI Nikapcbknii 3aci6. 3MiHN Y
HA3AJIbHWUIA na no 10 mny CTALOA ika BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CMPEN pnakoHi 3 ApuHaiimitten | Cep6is/ CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOSI0
aBTOMaTUYHN b Al PymyHis AIKOCTi rOTOBOrO MiKaPCbKOro 3acoby
M HimeuuunHa; (3amiHa abo gofdaBaHHS AiNbHWL|, Ha AKIN
nynbBepn3aTo BMPOGHMNLITBO 3AiiCHIOETLCA KOHTPO/b/BUNPOBYBaHHS
pom Ta Hepo3gacosa cepii). JoaaBaHHs AiNbHULI 419 KOHTPOSIIO
Hasza/lbHUM HOT MpoAyKu;i, cepii STADA Hemofarm SRL, Romania /
HaKOHEYHNKOM nepBuHHe Ta CTALOA XEMO®APM CP/J1, PymyHis B
; BTOPVHHE AKOCTI aNlbTEPHATUBHOI AiNbHNL,
no 1 dpakoHy nakyBaHHs: BiANOBIAA/IbHOI 3@ KOHTPO/b cepii
B KapTOHHiiA «Xemohapm» roToOBOrO NikapcbKoro 3acooby.
KopoobLi Af, Bpwau,
BigAin
BUPOGHMYA
AiNbHUUA
LLla6au,
Pecny6nika
Cepbis;
KOHTPO/b
cepiii:
CTALA
XEMO®APM
CP/1, PymyHis
79. | FIYTTANAKC® [Sodium nikocysnb  |AO6AB0O8 Kpanni, 7,5 TOB Ykpaina IcTiTyTO BIE ITanis BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/0832/01/01
MIKOCY/Ib® picosulfat (haty mr/mn, no 15 "Onenna Arxeni C.p.n. mMartepianis: 3MiHu | TMNy - 3MiHK WoOA0 peyenma
AT e MOHoOrigpa mn a6o 30 mn Xenckea 6e3nekn/edpekTBHOCTI Ta
T y thnakoHi; no YkpaiHa" hapmakoHarnsgy. BeegeHHs abo 3miHn

1 chnakoHy y
KapTOHHIlA
Kopobu,i

[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBeLeHHs
y3arasibHeHVX AaHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHST
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (Bknoyakouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
MiCLLe3HaXOMKEHHST MacTep-haiina
cucTeMun dpapmakoHarnsgy Ta oro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
Homepa. 3MiHa MicLs 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
80. | AEKATWUNEH ([Flurbiprof |bnyp6inp [RO2AX01 | NbOASHWUKM MO TOB YkpaiHa KOHTpONb cepii | IcnaHia/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/19472/01/01
any len ocheH 8,75 mr; no 12 «TeBa (nvwe doisuko- | Monbwa | matepianis: 3miHn | TMNy - 3MiHK 3 AKOCTI. | peyernma
NbOASHUKIB Y YkpaiHa» XiMiYHWi [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
6nictepi, no 2 aHanis): BUPOGHMUTBI. 3amiHa abo BBeLEeHHS
6nictepu y Indpapmage, [0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A5
KapTOHHIA C.J1., IcnaHis; YyacTvHy abo BCbOro BUPOBHNYOro
Kopooui npouecy roToBoro JlikapcbKoro 3acoby

KOHTpOb cepii
(mwe
NOKa3HUK
"Mikpobionoriy
Ha uuctoTa"):
Nab6opaTtopio
EyeBapHe,
C.A., IcnaHis;
nepBuHHA Ta
BTOPUHHA
ynakoBska,
[03BiN Ha
BMNYCK cepil:
Nosuc
PapmMacboThK
an3 C./.,
IcnaHis;

KOHTpOb cepii
(nvwe dpisuko-
XiMiYHWIA
aHania):
Cinkpodhapm,
C.J1., IcnaHis;
BMPOGHMLTBO
3a NOBHUM
LIMK/TOM:
AT
Bripo6Huyo-
Toprosa
KOMMaHis
"EBA",
MonbLua

(@inbHUUSA, Ha AKI NPOBOAATLCA BYyAb-AKi
BMPO6GHUYI CTagji, 3a BUHATKOM BUMYCKY
cepiii, KOHTPOIHO AKOCTi, NEePBUHHOTO Ta

BTOPVHHOIO NakyBaHHS, A1
HEeCTepPUIbHUX NMiKapCbKrX 3acobiB) -
3amiHa komnaHii Lozy’s Pharmaceuticals
S.L., IcnaHis, BignosigansHoi 3a
BMPOGHULITBO HEpo3(hacoBaHOro
npoAaykTty, Ha Przedsiebiorstwo

Produkcyjno - Handlowe “EWA” S.A. (ul.
Zamkowy Folwark 9, 63-700 Krotoszyn,

Poland)/AT Bupo6H/140-TOproBa KoMmmnaHis
«EBA» (Byn. 3amkosuii ®onsapk 9, 63-

700 KpoTtowwuwmH, MNonbLia). BBeaeHHS 3MiH

NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUnY - 3MiHK 3
AKocTi. [o0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y

BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo

CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOI0
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA, WO
BiANOBIAAa€ 3a BBE3EHHS Ta/abo BMNyCK
cepii) - Bkntoyatoun
KOHTPONb/BUNPOBYBaHHSA cepil -
AopasaHHA komnarii Przedsiebiorstwo

Produkcyjno - Handlowe “EWA”" S.A. (ul.

Zamkowy Folwark 9, 63-700 Krotoszyn,
Poland)/AT Bupo6H/1YO-TOproBa KommnaHisi
«EBA» (Byn. 3amkoBuii ®onsapk 9, 63-
700 KpoToLuuH, MonbLya) B AKOCTI
OiNbHUL, BiANOBIgaIbHOI 3a BUMNYCK Ta
KOHTPO/Ib cepii. 3MiHVM BHECEHO B po34inn
"BUPOB6HUK" Ta "MicLe3HaxoMKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS OO AisSIbHOCTI" B
HCTPYKLi0 AN51 MeANYHOr0 3aCTOCYyBaHHS
Y 3B'A3KY 3 f0A4aBaHHSAM BUPOOHYKA,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
BIZANOBIAA/ILHOrO 3a BUNYCK cepii, Ta AK
HacnifokK - BiANoBiAHI 3MiHN BHECEHO Y
TEKCT MapKyBaHHS YNakoBOK likapCbKOro

3acoby. BBeeHHs 3MiH NpoTArom 6-u
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FO0TOBUIA NiKAPCbKUiA
3aci6. 3MiHM y BUpoOHULTBI. 3amiHa abo
BBEJEHHS 4OAATKOBOI Ai/TbHUL
BMPOBHMLTBA 151 HaCTMHM abo BCbOro
BMPOBGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (finbHWUUSA ans
NepBUHHOTO MakKyBaHHS) A0faBaHHS
KoMnaHii Przedsiebiorstwo Produkcyjno -
Handlowe “EWA” S.A. (ul. Zamkowy
Folwark 9, 63-700 Krotoszyn, Poland)/AT
Brpo6HMyo-Toprosa komnaxis «<EBA»
(Byn. 3amkoBuii donsapk 9, 63-700
KpoTowwH, MonbLua), B AKOCTI AiNbHULL,
BiANOBIAa/IbHOI 3@ NePBUHHE NaKyBaHHSA
N3. BBefeHHs 3MiH NpoTArom 6-Tm MicsauiB
nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHn
3 AkocTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULTBA A/15
4YacTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy rotToBoro Nikapcbkoro 3acoby
(4iNnbHULA 0N BTOPUHHOTO NakyBaHHS)
AopasaHHA komnaxii Przedsiebiorstwo
Produkcyjno - Handlowe “EWA" S.A. (ul.
Zamkowy Folwark 9, 63-700 Krotoszyn,
Poland)/AT Bupo6H/1YO-TOproBa kommnaHis
«EBA» (Byn. 3amkoBuii ®onsapk 9, 63-
700 KpoToLuuH, MonbLya), B AKOCTI
AiNbHUL, BiANOBIAAIbHOT 32 BTOPUHHE
nakyBaHHs J13. BBefeHHS 3MiH NpOTArom

3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHK Y
npoueci BUpOOHULITBA FOTOBOro
niKapcbKoro 3acoby, BKIYaum

npu BUPOBHULITBI FOTOBOrO /1iKaPCLKOro
3aco6y (He3HayHa 3MiHa y npoueci

i3 BUMyYEHHsIM eTany nornepeaHbLOro

6-TN MicALiB Nicna 3aTBEPAXKEHHSA. 3MiHN |
TUNYy - 3MiHW 3 SIKOCTi. FTOTOBWIA NiKapcbKuii

MPOMiXKHUIA MPOJYKT, L0 3aCTOCOBYETLCS

BMPOGHMLITBA) - 3MiHA MOAAETHLCA Y 3B'A3KY

3MilyBaHHsA A®| 3 nonieTuneHrnikonem B
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

npoLieci BUPO6HMLITBA Yepes BUTyYEHHS
OCTaHHbOTO 3i cknagy /13. BBeeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUnY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHU Y NpoLEeCi
BVMPOGHULTBA FOTOBOTO J1iKapCbKOro
3ac00y, BK/II0YAKUN NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS NPV BUPOOHULTBI
roToBOro MikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpOOHULTBA) Y 3B'A3KY 3
pi3HuLLel0 B 06/1aaHaHHI kKomnaHii Lozy's
Pharmaceuticals S.L. Ta Przedsiebiorstwo
Produkcyjno - Handlowe “EWA” S.A.,,
BHECEHO He3HauHi 3MiHW Yy TEXHO/OrYHWIA
npouec BMpo6HULTBA J13 A1 OTPMMaHHS
NPOAYKTY 3 aHasoriYHUMK hi3uko-
XIMIYHUMU XapakTepucTikamm, a came
3MiHeHO TemnepaTtypy kapamernisauii
cymiwi 3 135 °C go 159 °C, 1a
nocnigyt4oro oxonomkeHHs 3 120 °C go
126 °C. BBefieHHS 3MiH NPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FO0TOBUIA NiKAPCbKUiA
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHN Y
npoLeci BUpO6HULITBA FOTOBOIO
NikapcbKoro 3acoby, BK/IKOHaoum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS
npy BUPOGHMLTBI FOTOBOTO /iKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULITBA) Y 3B'A3KY 3 Pi3HNLEIO B
obnagHaHHi komnaHii Lozy's
Pharmaceuticals S.L. Ta Przedsiebiorstwo
Produkcyjno - Handlowe “EWA” S.A.,
BHECEHO He3HauHi 3MiHW Yy TEXHOSIOTIYHWIA
npouec BMpo6HuUTBa /13 418 OTpUMaHHS
NPOAYKTY 3 aHaoriYHUMK pi3nko-
XIMIYHMMW XapakTepucTikamm, a came
3MiHEHO NOCNIAO0BHICTb 3MilLlyBaHHs
KOMMOHEHTIB B NpoL,eci BUpOBHMLTBA.
KoMmnoHeHTn fogatoTb Okpemo nicns
O0X0/I0XeHHA macu npu 126 °C ana
YHUKHEHHS ferpajalii KOMNOHEHTIB.
CymMilw nepemiwyoTb 2 XBUINH, NOTIM
BaKyymyloTb. BBeleHHA 3MiH NpoTArom 6-
TN MicALiB NicNs 3aTBEPMKEHHS. 3MiHK |
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

TUNYy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuiA
3aci6. 3MiHM Y BUPOOHULTBI. 3MiHK Y
npoueci BUpOOHULITBA FOTOBOro
niKapcbKoro 3acoby, BKIYaum
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULITBI FOTOBOIO /1iKAPCLKOro
3aco6y (He3HayHa 3MiHa y npoveci
BMPOGHULITBA) Y 3B'A3KY 3 Pi3HULEIO B
061aaHaHHI KomnaHil Lozy's
Pharmaceuticals S.L. Ta Przedsiebiorstwo
Produkcyjno - Handlowe “EWA” S.A.,,
BHECEHO He3HauHi 3MiHW Yy TEXHOSOrYHWIA
npouec BMpo6HULUTBA J13 A1 OTPMMaHHS
NPOAYKTY 3 aHasIoriYHUMK hi3nko-
XIMIYHUMW XapakTepucTikamm, a came
3MiHa yMOB BakyymyBaHHs: 1. Ha finbHuui
Lozy's 34iiCHIOETLCA A0 OXONOKEHHS, HA
OinbHUU EWA - nicns 0X0NoaXeHHs; 2.
HanawTtyBaHHs 3 BpaxyBaHHAM
o6nagHaHHSA AiNbHULI. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUnY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHU Y NpoLEeCi
BVMPOGHULTBA FOTOBOTO J1iKapCbKOro
3ac00y, BK/II0YAKUN NPOMDKHUIA NPOAYKT,
LL{0 3aCTOCOBYETHCS NPW BUPOOHULTBI
roToBOro MikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpOOHNLTBA) Y 3B'A3KY 3
pi3HuLLel0 B 06/1aaHaHHI kKomnaHii Lozy's
Pharmaceuticals S.L. Ta Przedsiebiorstwo
Produkcyjno - Handlowe “EWA” S.A.,
BHECEHO He3HauHi 3MiHW Yy TEXHOSOTYHNWIA
npouec BMpo6HULTBA J13 A1 OTPMMaHHS
NPOAYKTY 3 aHasoriYHUMK dhi3nko-
XIMIYHAMY XapaKkTepucTMkamm, a came yac
nepemillyBaHHs 3MiHeHO 3 210 xB Ha 26
XB. BBeAeHHS 3MiH npoTarom 6-Tu micauis
nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHn
3 skocTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHM y NpoLeci
BMPOGHMLITBA FOTOBOTO J1iKaPCbKOro
3aco0y, BK/OYakUy NPOMKHWA NPOAYKT,
LLI0 3aCTOCOBYETHCS NPV BUPOOHULTBI
roToBOro NikapcbKoro 3acoby (HesHayHa
3MiHa y npoueci BUpo6HWLTBA) V 3B'A3KY 3
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

pi3HMLeto B 06n1aaHaHHI KOMNaHii Lozy's
Pharmaceuticals S.L. Ta Przedsiebiorstwo
Produkcyjno - Handlowe “EWA” S.A.,
BHECEHO HEe3HaYHi 3MiHWN Y TEXHOMOTIYHWIA
npouec BMpobHuuTea /13 A5 oTprMaHHs
NPOAYKTY 3 aHaNoriYHUMmn i3nKo-
XiMIYHMMU XapakTepucTmkamu, a came
3aMiHEHO COPTYBa/lbHY CTaHLjH0.
BBefieHHA 3MiH NPOTArom 6-Tu MicALiB
nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHn
3 AKoCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHK
y BUPOBHULTBI (iHLLI 3MiHN) Y 3B'A3KY 3
[ofaBaHHA BUPOOHNYOT AiNbHULL
Przedsiebiorstwo Produkcyjno - Handlowe
“EWA” S.A., NonbLLa, BiANOBiAaIbHOI 3a
NOBHWIA BUPOGHNUNIA LIMKS1, 3MEHLLYETHLCS
po3mip cepii 3 660 kr 4o 50 kr.
3arBepmkeHo: 660 kr (264 000
NboAsAHUKIB). 3anponoHoBaHo: 50 kr (20
000 NboAsHMKIB) BBEAEHHS 3MiH NPOTArom
6-T1 MicsLIB nicns 3aTBepKeHHA. 3MiHu 11
TUNYy - 3MiHK 3 IKOCTi. FTOTOBMWIA NiKapcbKuii
3aci6. Onuc Ta cknag,. 3viHa y cknagi
(8ONOMIKHMX pevoBUHAX) rOTOBOro
nikapcbKoro 3acoby (iHLWi AONOMKHI
PeYOoBUHM) - AKICHI @60 KiIbKICHI 3MiHN
LLOA0 OAHIET ab0 AeKiNbKOX AONOMDKHUX
PEYOBWH, SIKi MOXYTb 3HAYHO BM/IMHYTU HA
6e3neky, SKiCTb ab0 e(DEKTUBHICTb
roTOBOrO NiKapPCbKOro 3acoby - BUTyYEHHS
[OMNOMDKHOT peyoBuHY MonieTuneHrnikons
300 (Macrogol 300) 3i cknagy /13 yepes
YAOCKOHa/1eHHS! BUPOGHMYOro npoLiecy.
3MiHU BHECEHO B IHCTPYKLit0 ANs
MeANYHOro 3aCTOCYBaHHS y Po3fin
"Cknag" (40NOMKHI peqyoBuHN) Ta AK
HacnifokK - y TEKCT MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby. BBegeHHs 3MiH
NpPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.

81.

JIEKCANOC

Dexameth
lasone

\AekcameT
A30H

SO01BAO1

Kpanni ouHi, 1
mr/m; no 5
My chriakoHi-
KpanesbHuL;
no 1 chnakoHy-
KpanesbHuLi B

YPCA®AP
M
ApuHaimiT
Tenb
6X

HimeuumnH
a

YPCA®APM
ApuHaiimitTen
b 'M6X

Himeuun
Ha

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs

3a
peyenmom

UA/4878/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KapTOHHiiA y3arasisHeHNX faHUX Npo cucTemy
Kopobui thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
ocobu, BignoBifasbHOT 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoou 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif] yNOBHOBaXXEHOT
0cobw, BignoBigabHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV Y pO3MiLLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/bHOI 3a thapmakoHarnsag,.
[Oitoua pepaxuin: Dorothea Grop.
MponoHoBaHa pepakuis: Charlotte
Steinmetz. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOI 0CO6U 3asBHNIKA,
BiANOBIA&/IbHOT 38 hapMakoHarnsg.
82. | AEKCAPOM |Dexketopr |gekcketon [MO1AE17 | po3uvH ans K.T. PymyHis K.T. PymyHis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/16086/01/01
ofen pocheHy T iH'eku;jnn, 50 POM®AP POM®APM marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTi. | peyenmom | nidnse
pomeTamo Mr/2 MA1; nNo 2 M KOMMAHI [oTOBWiA Nnikapcbkuii 3aci6. 3MiHN Y ae
n M B amnysi; KOMMAHI C.P.. BMPOGHMLTBI. 3amiHa abo BBEAEHHSA
no 5 amnyny C.P.N. (BpOGHMLTBO, [0[aTKOBOI Ai/TbHNL BUPOGHMLTBA AN
KOHTYPHIl nepBuHHe 4yacTuHK abo BCbOro BUPOBHNYOrO
YapyHKOBIN nakyBaHHs1, npouecy roToBOro JlikapCbKoro 3acoby
ynakosui; no 1 KOHTpO/b (AiNbHUUA ANA BTOPMHHOIO MakKyBaHHS).
a6o 2 pisuko- 3aMiHa BUPOGHMYOI AiNIbHUL BTOPUHHOTO
yMNaKoBKN y XIMIUHMX nakyBaHHs /13 Bupo6Huka K. T.
KapTOHHIA NoKa3HUKIB POM®APM KOMMAHI C.P.J1.
Kopobui nikapcbKoro 3MmiHu | TMNYy - 3MiHK 3 sIKOCTI. FoTOBUIA
3acoby Ta nikapcbknii 3aci6. 3MiHW Y BUPOBGHULTBI.
BMNYCK Cepil; 3miHa iMnopTepa/3miHu, L0 CTOCYHThCA
BTOPWHHE BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
nakyBaHHs Ta roTOBOrO JliKapCbKOro 3acoby (3amiHa abo
KOHTpO/b 00JaBaHHs AibHULI, Ha SKil

MiKpOG6i0ONOorivH
MX NOKa3HWKIB
nikapcbKoro
3acoby)

3[iICHIETLCS KOHTPO/IL/BUNPOBYBAHHS
cepii).
3amiHa ginbHUL Ha SKilA 34iNCHI0ETLCS
KOHTPO/b AKOCTi (KOHTPO/Ib Bi0NorivyHNX Ta
MiKpPOGIONOriYHNX NOKA3HUKIB NiKapCbKoro
3acoby) '3 BupobHuka K.T. POM®APM
KOMMNAHI C.P.J1. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS Ai/IbHOCTI

BMPOGHMKa/imnopTepa rotosoro
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu

Pekna
myBaH

Homep
peecmpayitiHo

n/n

Hassa
JliKapcbK0O20
3acoby

Hassa
diroyoi
peqyoBsuH

u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

BUPOGH

uka

NiKapcbKoro 3acoby, BKIOHAUN [iTbHAL

Bionycky

20
NnocsioYeHHs1

CnoBeHisi

Cantortac

Himeuyun

BK/IOUAK0UM BMMYCK cepiid). 3MiHa agpecu

BMPOGHNLTBA, Y 3B'A3KY 3 NPUBEAEHHAM
[0 OHOB/EHOro ceptudikata EudraGMP.

HE3MiHHUMUW. 3MiHN BHECEHO B iIHCTPYKLiO
015 MeUYHOTO 3aCTOCYBaHHS JliKkapCbKOro

BMMYCKy Cepii abo MicLe NpoBeAeHHS
KOHTPOJIO SKOCTI. (AiS/IbHICTb, 3a Ky
BiAnoBigae BUpo6HMK/iMnopTep,

BMPOGHMYOI AinbHULI BUpOGHMKa K.T.
POM®APM KOMIAHI C.P.J1.
BigNoBiga/IbHOI 3a NOBHWIA LMK/

Bupo6Huya ginbHuusA, Ha3Ba Ta yci
BMPOGHMYI onepauii 3anuwaTbes

3acoby y po3ain "Micue3HaxoKeHHs
BUPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHs yNakoBOK. BBeleHHs 3MiH
NpoTArom 6-TM MicALIB micns
3aTBEPAXKEHHSA
BHECEHHS 3MiH [0 peecTpavuiiHnX

6e3

peyernma

UA/0981/02/01

83.

OVNKNAK®
NINOTENb

\anknogoe
Hak

rens 1 %; no
50 r y Ty6i; no
11y6iB
KapTOHHIW
Kopobui

CaHpo3
dapmachb
loTikan3

a.a.

dapma 'm6X

Ha

marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyaruy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBAaXEHOT 0CO6U 3as1BHYKA,
BiANoOBiAaNbHOI 3a thapmakoHarnsag,. firova
pepakuis: Aasig LxoH flesic /
DavidJohnLewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pegakuis: Kotal Mohamed
Ali / Kotan Moxameg, Ani. 3miHa
KOHTaKTHUX [laHWNX YMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 3A4iICHEHHSA
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
hapmakoHarnsgy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
3[iiCHEeHHs1 hapmakoHarnaay B Ykpaii.
[itoua pepakuin: Opnos B’auecnas
BiktopoBuy / ViacheslavOrlov, M.D.
MponoHoBaHa pefakLis: TaHacoBa
3opsiHa MukonaisHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0cobu 3as1BHMKA, BiAMNOBiAa/IbHOT 38
34ilicHeHHA hapMakoHarnsgy B YkpaiHi.
3MiHa Micus 34jACHEHHS1 OCHOBHOT
LifNbHOCTI 3 thapmakoHarniagy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
Homepa
84. | ANKNAK® Diclofena |guknode |[MO2AA15 | renb 5 % no CaHpo3 CnoBeHis Cantotac Himeuun BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/8908/01/01
MAKC ic Hak 50r,100rabo | dapmacb dapma 'm6X Ha marepianis: 3miHu | Tuny - 3miHn Woao peyenma
150 r rento B loTikan3 6e3nekn/edekTUBHOCTI Ta
Ty6i; no 1 Ty6i 4.4, hapmakoHarnsagy. BeegeHHs abo 3miHn
B KAPTOHHIl [0 y3arasibHeHNX AaHnx Npo cuctemy
Kopobui thapmakoHarnagy (BBefeHHs

y3araslbHeHVX AaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHYKA,
Bi4NOBiAa/IbHOI 32 hapMakoHarnsg.
[itoua pepakuis: asig [xoH Jlesic / David
John Lewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pegakuis: Kotal Mohamed
Ali / Kotan Moxameg, Ani. 3miHa
KOHTaKTHUX [laHWNX YMOBHOBaXeHOT 0cobm,
BiANOBIA&/IbHOI 3a 34IICHEHHSA
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiAMNOBIAA/IbHOT 3a
3[jificHeHHs hapmakoHarnagy B YkpaiHi.
[itoua pegakuis: Opnos B’auecnas
Biktoposuu / Viacheslav Orlov, M.D.
MponoHoBaHa pefakuis: TaHacosa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3opsiHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 38
34ilicHeHHA hapMakoHarnsgy B YkpaiHi.
3MiHa Micus 34jACHEHHS1 OCHOBHOT
LifNbHOCTI 3 thapmakoHarniagy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
Homepa.
85. | AMKNO®PEHA [Diclofena |guknoce [MO1ABO5 | cynosuTopii TOBAPUC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/11697/01/01
K-®APMEKC [c Hak peKTasIbHi, TBO 3 "®APMEKC marepianis: 3miHu | Tuny - 3miHn Wwoao | peyenmom | nidnse
100 mr; no 5 OBMEXE reyn 6e3nekn/edekTBHOCTI Ta ae
CynosunTopiiB y HOIO hapmakoHarnsagy. 3miHa y KopoTkili
cTpuni; no 2 BIAMOBIA, XapakTepucTuLi nikapcbkoro 3acoby,
cTpunn y ANTbHICT TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
nauuj 3 0] MeZMYHOro 3aCTOCyBaHHA Ha MiacTasi
KapToOHYy «KOPINOP perynspHO OHOB/IHOBAHOrO 3BiTYy 3 6e3neku
AUIA nikapcbKoro 3acoby, abo focnigpkeHs 3
«340POB 6e3Mekn 3aCToCyBaHHA NiKapCbKoro
A 3acoby B micrispeecTpaviiiHvin nepios, abo
AK pe3ynbTar OLiHKM 3BIiTY 3 AOCNIIKEHD,
npoBefeHnX Bi4NOBIAHO 40 NaHy
neajatpnyHux gocnigkeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCyBaHHSA /iKapCbKoro
3acoby A0 po3ginis "Oco6anBoCTi
3actocyBaHHs", "Mob6iuHi peakuyii
BiANOBIAHO 4O OHOBEHOT iHGhopMaLi 3
6e3nekun gjtoyoi pevyoBuHU (auKnogeHaky
HaTpito) 3rigHo 3 pekomeHaauiamn PRAC.
86. | ANDEPENIH [Triptorelin [tpuntope [LO2AE04 NOPOLLOK MO INCEH PpaHuis MopoLuok dpaHuis BHECEHHS 3MiH [10 peecTpaviliHnX 3a He UA/0695/01/02
® IniH 3,75 mr ta PAPMA Bupo6Huuteo | /ITanis/ marepianis: 3miHu | Tuny - peyenmom | nidsnse
PO3UMHHUK Ta nakyBaHHS: Benbris AIMIHICTpaTVBHI 3MiHW. 3MiHa ae
ans cycneHsii INCEH HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa
Ans iH'ekuin PAPMA (BnacHviKa peecTpauiiHoro NocBigYeHHs).
NPOJIOHTOBaHO BIOTEK, 3MiHa agpecu 3asaBHUKA. 3MiHN BHECEHO B
ro PpaHuis; HCTPYKLi0 4151 MeANYHOrO 3aCTOCYBaHHS
BMBINIbHEHHS, NiKapcbKoro 3acoby y po3gin
1 chnakoH 3 amma- «Micue3Haxo4KEHHS 3asBHUKa».
NMOPOLLKOM Y BMNPOMIHIOBaH BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
KOMMNEKTi 3 HS: 3aTBEPIKEHHS
PO3YMHHMKOM INCEH
no 2 mn (MaHit PAPMA
(E 421), Boga BIOTEK,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Anst iH'ekuili) B PpaHuis
amnyni,
LINp1Lom ans abo
0fiHOpa30BOro CTEPIOXEHI
BUKOPUCTaHHA KC ITANIA
Ta ngoma C.IN.A,, Itanis;
ronkamu (y
6nicTepHii abo
ynakoBLi) y CTEPIOXXEHI
KapTOHHIlA KC BENbIIA
Kopobui CA (®nepyc),
benbris;
BTopuHHe
nakyBaHHS,
KOHTPO/b
AKOCTI Ta
BUMYCK
nikapcbKoro
3acoby:
INCEH
SAPMA
BIOTEK,
dpaHuis;
PO34YMHHNK
Brpo6HMLTBO,
nepBuHHe
nakyBaHHS Ta
KOHTPO/b
AKOCTI:
CEHEKCI,
dpaHuis;
BTopuHHe
nakyBaHHS Ta
BVNYCK Cepil:
INCEH
®APMA
BIOTEK,
PpaHuis
87. | ANPEPENIH [Triptorelin |Tpuntope [LO2AEO4 MOPOLLIOK MO INCEH ®paHuisa MopoLuok PpaHuis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/0695/02/01
® i 0,1 mr Ta PAPMA Brpo6HMLTBO, marepianis: 3miHu | Tuny - peyenmom | niosnse
PO3YMHHUK TeCTyBaHH4, AMIHICTPaTMBHI 3MiHW. 3MiHa ae
ONA po3ynHy nakyBaHHs, HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKA
Ans iH'exuil; BMMYyCK cepil (BnacHviKa peecTpauiiHoro NocBigYeHHs).
no 7 chnakoHiB INCEH 3MiHa agpecu 3asaBHUKA. 3MiHM BHECEHO B
3 MOPOLUKOM PAPMA IHCTPYKLiI0 415 MeANYHOro 3acTOCyBaHHS
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Ta7amvnynsl BIOTEK, nikapcbKoro 3acoby y po3ain
M dpaHuis; «Micue3HaxoKeHHs 3asBHMKa».
PO3YMHHMKA BBefeHHA 3MiH NpOTArom 6 Micsiuis nicns
(po3uunH PO34nHHMK 3aTBEPKEHHSA
HaTpito Brpo6HMLTBO,
xnopuay 0,9 nepBuHHe
%)y nakyBaHHA Ta
KapTOHHIA KOHTpPO/1b
Kopobu,i AKOCTI
CEHEKCI,
®paHuis;
BTopuHHe
nakyBaHHSl,
BMMYCK cepil
INCEH
®APMA
BIOTEK,
PpaHuis
88. | AIKNOCEN® [Diclofena |guknoce | eMynbCiiHNI TOB YkpaiHa KYCYM IHAiA BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/21184/01/01
® ®OPTE ic Haky renb gns «TNEQPA XENTXKEP marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
\nieTnnami 30BHILUHLOIO PM NTAO» NBT NTA4 ['oTOBWIA NiKapcbkuMii 3aci6. Cuctema
H 3aCcToCyBaHHSA KOHTeHep/3aKynoptoBasibHMI 3aci6.
2,32 % in bulk: 3MiHa po3mipy ynakoBKy roTOBOro
no 30 ry Ty6i, nikapcbKoro 3acoby (iHLi 3MiHK) -
no 144 tyé6u B BBEAEHHSA A0AATKOBOI yNakoBKM y chopmMi
KapTOHHIA in bulk y 38'a3ky 3 BUpo6HUYOI0
Kopobui; no HEeoB6XiAHICTIO
100 r y Ty6i,
no 64 Ty6u B
KapTOHHIlA
Kopobui
89. | AIKNOCEW® [Diclofena |guknode [MO2AA15 | emynbciliHuii TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/16445/02/02
® ®OPTE c Haky renb Ans «NEAPA XENTXKEP marepianis: 3miHu | TUny - 3MiHK 3 AKOCTI. | peyenma
\nieTnnami 30BHILUHBOTO PM NTO» NBT NTA [oTOBWIA Nikapcbkunii 3aci6. Cuctema
H 3acTocyBaHHS KOHTeliHep/3akKynopoBasibHWiA 3acib.
2,32 % no 30 3MiHa po3Mipy ynakoBK/ roTOBOro
r,no 50 r a6o nikapcbKoro 3acoby (iHLwi 3MiHK) -
no100ry BBE[IEHHSA 4OAAaTKOBOI YNakoBKM Y hopmi
Ty6i, no 1 Ty6i in bulk y 3B'A3ky 3 BUPOGHNYOIO
Y KapTOHHii HeoObXigHIcTio. 3MiHM | Tuny - 3MiHW Woao
ynaxoBLi 6e3nekn/edeKTUBHOCTI Ta

thapmakoHarnsgy (iHwi 3miHn) - 3MiHn
BHECEHO B TEKCT MapKyBaHHA BTOPUHHOI
yNakoBKM NiKkapCbKOro 3acoby y MyHKTU 2,
3,8,6,12, 13, 16, 17 Ta B TEKCT
MapKyBaHHA NepBUHHOT YNaKOBKM Y MYHKTU
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
2,17
90. | AOMINIYM Domperid |[nomnepug |AO3FA03 TabneTku, Lo €Bpo IHais AteHa [par IHais BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 nionse | UA/20253/01/01
oaTt one OH ancnepryiotbe Naiidokep [Oenisepi mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenma ae
Ay pOTOBIli Mpaisit CornoLuH3 6e3nekn/edeKTMBHOCTI Ta
MOPOXHWHI, N0 Niviten MBT. NTA,. hapmakoHarnsgy. 3miHa y KopoTkili
10 mr, no 10 XapakTepucTuL Nikapcbkoro 3acooby,
Tabnetok y TEKCTi MapKyBaHHS Ta iHCTpyKLi A1s
6nicTepi, no 3 MeZMYHOro 3acToCyBaHHs Ha MigcTasi
6nictepu B perynsipHoO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekun
KapTOHHIN nikapcbKoro 3acoby, abo gocnigpkeHs 3
Kopobui 6e3Mnekn 3acTocyBaHHS JlikapCbKoro
3acoby B nic/isipeecTpaviliHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHN BHECEHO
[0 IHCTPYKLUiT ANna Mefn4HOoro
3acTOCyBaHHS NikapCcbKoro 3acoby y
po3gain "MpoTunokasaHHsa" BiANOBIAHO A0
OHOBNEHOT iHthopMmaLii 3 6e3neku Aitodol
peyoBuHW. BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
91. | AOLUETAKCE [Docetaxel |gouetakc [LO1CDO02 KOHLleHTpaT ToBapuct YkpaiHa AkTasic ITanis ITania/ BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/13982/01/01
N-BICTA en 0151 PO3YMHY BO 3 C.n.A, Itanis; | PymyHisa marepianis: 3miHu | Tuny - peyenmom
ans iHdysii, obmexeHo CiHgaH ®apma AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
20 mr/mnno 1 10 C.P.n, BUPOBHMYOT AiNbHULL (BKNHOYaOUN
mn (20 wr), Bignosiga PymyHis AinbHUU Ana A®l, npoMikKHOro NpoayKTy
abo no 4 mn NBHICTHO ab0 roToBOro slikapcbKoro 3acoby,
(80 wmr), abo 7 «BYCT LiNbHULI 415 NPOBEAEHHS NaKyBaHHS,
mn (140 mr) y OAPMA» BMPOGHWKA, BiANOBifaSIbHOTO 3a BUMYCK

dhnakoHi; no 1
dhnakoHy B
KapTOHHIW
Kopoobui

cepiid, MicLe NpoBeAEeHHSI KOHTPOSHO cepil)
a60 nocTtavasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo f0NOMiXXHOI pe4OBUHN
(AKLLO 3a3HaYeHO Y [iOCbE) - BUSTYUEHHS
BMpobHuKka A®I Phyton Biotech LLC,
KaHaga. 3minu | Tuny - 3MiHK 3 SKOCTi.
A®|. KoHTposnb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BMXigHOrO
mMarepiany/npoMixXHOro
NpoAYyKTy/peareHTy, LU0 BUKOPUCTOBYETLCS
y npoveci Bupo6HuuTea AP| (iHLWi 3MiHW Y
MeTofdax BUNpPo6yBaHHSA (BK/IH0Haoun
3amiHy abo fonoBHeHHs) Al abo
BUXiAHOrO/NPOMIXXHOTO NPOAYKTY)
OHOBJ/IEHHSI MeToAy BUNPOOYyBaHHSA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

oL TOBOI KUcnoTn ans A®| gouerakcen.
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikaT
BignosigHoCTI/TE-cepTucpikat
BiZJNOBIAHOCTI €BpPONENChKii
thapmakonei/moHorpadii. NogaHHs HOBOrO
abo OHOBMEHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ana Adl; ons BUXigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNeHWi
cepTnaikaT Bif yxe 3aTBepAKeHoro
BMPOGHUKA - OHOBNEeHHA CEP Big BXe
3aTBEepKEHOro BUpobHMNka Ad|
pouetakcen, ScinoPharm Taiwan, Ltd,
TaiiBaHb (R1-CEP 2016-146-Rev 00).
[itoua pepakuis: RO-CEP 2016-146-Rev
01 MponoHoBaHa pegakuis: R1-CEP 2016-
146-Rev 00

92.

EBIHOMNOH-
B®

Diclofena
c

\nmknode
Hak
HaTpito

MO1ABO5

PO34nH ANnA
iH'ekuin, 25
mr/m; no 3
M B aMnysii;
no 5 amnyny
6nictepi; no 1
6nictepy B
nauui

MpuBartHe
akuioHepH
e
TOBapuCTB
0 "Jlekxim-
Xapkis"

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi A1s
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHNM OpraHoM). 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3gainis "Ocob6MBOCTi 3acToCyBaHHA",
"Mo6iyHi peaxuii" BignNosigHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku gitouoi
peyvoBUHM (AMKNOdQEeHaKy HaTpIlo) 3rigHO 3
pekomeHgauismm PRAC

3a
peyenmom

He
nionsie
ae

UA/19439/01/01

93.

EAAPBI™

Azilsartan

asuncapT

CO9CA09

TabNeTKnN No

AcCiHO

LLiseiuapi

BMPOGHMLTBO

Ipnangis

BHECEHHS 3MiH 10 peecTpaviiHX

3a

He

UA/13312/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

medoxomi
I

aHy
ME/I0KCOM
in

20 vr; no 14
Tabnetok y
6nictepi; no 1,
abo no 2, abo
no 4 6nictepu
Y KapTOHHii
KopoobLi

Papma Al

3a NOBHUM
LIMK/TOM:
Takega
IpnaHgia N4

marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekun
nikapcbKkoro 3acoby, abo gocnimkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3ynbTaT OUiHK/ 3BiTy 3 AOC/iIKEHb,
npoBeAeHVX BignoBigHO 40 NaHy
negiatpuyHnx gocnimpkersb (PIP) (iHwi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKLi ANs
MeAMYHOro 3aCTOCYBaHHSA /iKapCbKoro
3acoby B po3gisin "OcobnnBocTi
3actocyBaHHs", "Mob6iuHi peakuyii"
BiAMNOBIAHO 4O OHOBEHOT iHGhopMaLi 3
6e3nekun fjtoyoi pevyoBnHN. BBeAeHHS 3MiH
NpoTArom 6-TM MicALIB micns
3aTBEepMKEHHS. 3MiHM Il TUNY - 3MiHK
oo 6esnekun/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn). 3MiHun
BHECEHO A0 iHCTPYKLiT 415 MeANyHOro
3acTOoCyBaHHS NikapcbKoro 3acoby B
po3giny "dapmMakonoriyHi BNacTuBocTi"
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbkMmn 3acobamu Ta iHWi BUan
B3aemogiin”, "OcobamBOoCTi 3acToCyBaHHS",
"3acTocyBaHHs y nepio BariTHoCTi abo
rofyBaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta go3n", "[itn",
"Mepeno3yBaHHsA", "Mo6ivHI peakuii”
BiNOBIAHO O MaTepianis peecTpaLiiHoro
[0CbE.

peyenmom

nionsie
ae

94.

EAAPBI™

Azilsartan
medoxomi
I

asuncapt
aHy
ME/I0KCOM
in

CO9CA09

TabneTtky no
40 mr; no 14
Tabnetok y
6nictepi; no 1,
abo no 2, abo
no 4 6nictepu
Y KapTOHHii
Kopobu,i

AciHO
dapmva Al

LLBeiiuapi
2

BUPOBHULTBO
3a NOBHUM
LIVKNIOM:
Takega
IpnaHgia N4

IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BiTY 3 6e3nekn
nikapcbKkoro 3acoby, abo focnimxeHb 3
6e3nekn 3acTocyBaHHA NlikapCbKoro
3acoby B micnsipeecTpauiiHuii nepiog, abo

3a
peyenmom

He
nionsie
ae

UA/13312/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

AK pe3ynbTaT OUiHKM 3BIiTYy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO 40 NaHy
negiatpuyHux gocnimkerb (PIP) (iHwi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKLi 415
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby B po3ginn "OcobnmnsocCTi
3actocyBaHHs", "MobiuHi peakwi"
BIANOBIAHO [0 OHOBMEHOT iIHhopMaLi 3
6e3neku fjtyoi pevyoBuHU. BBeaeHHs 3MiH
NpoOTAroM 6-T1 MicALIB Micns
3aTBepMKeHHS. 3MiHu Il Tuny - 3MiHn
oo 6e3sneku/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHu). 3MiHun
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby B
po3ginu "dapmakonoriyHi BnactusocTi”
"MpoTunoka3aHHs", "B3aeMogis 3 iHLLIMMY
nikapcbknmy 3acobamu Ta iHWi BUAN
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta gosu", "Aitn",
"MepepnosyBaHHs", "INo6Gi4HI peakuii”
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.

95.

EAAPBI™

IAzilsartan
medoxomi
I

asuncapT
aHy
MeaoKCOM
in

CO9CA09

Tabnetkv no
80 mr; no 14
TabneTtok y
6nicTepi; no 1,
abo no 2, abo
no 4 6nictepu
Y KapTOHHii
Kopobui

AciHo
dapma Al

LLiBeruapi
2

BMPOGHMLTBO
3a NOBHUM
LKNIOM:
Takepa
Ipnangisa Nta,

Ipnangis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi A1s
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCcyBaHHA /liKapCbKoro
3acoby B nic/isipeecTpaviiiHnii nepios, abo
AK pe3ynbTaTt OUiHK/ 3BiTy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimkerb (PIP) (iHwi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKLi ANs
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby B po3ginin "OcobnmnsocTi
3actocyBaHHs", "MobiuHi peakwyji"
BiANOBIAHO [0 OHOBMEHOT iHhopMaLi 3
6e3nekun Ajtyoi pevyoBuHU. BBeaeHHs 3MiH
NpoTArom 6-T1 MicALIB micns

3a
peyenmom

He
nionsie
ae

UA/13312/01/03
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3aTBepMKEHHS. 3MiHuM Il Tuny - 3MiHn
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHO 0 IHCTPYKLi 415 MeAUyYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby B
po3ainu "®apmakonoriyHi BnactusocTi”
"MpoTunoka3saHHs", "B3aeMogdis 3 iHLLIMMU
nikapcbkMmn 3acobamu Ta iHWi BUam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta gosun”, "Mitn",
"Mepeno3yBaHHA", "T06GIYHI peakuii™
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.
96. | EKBEMAPUH [Exemesta |ek3emecT |[LO2BGO6 | Tabnetku, 3eHTiBa, Yecbka Bci cTagji IpnaHgais BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/13698/01/01
ne aH BKpUTI K.C. Pecny6nik npouecy marepianis: 3miHu | Tuny - 3miHu WoJo | peyenmom
NAiBKOBOO a BUPOGHMLTBA: 6e3nekn/edekTUBHOCTI Ta
060/10HKOIO, Eiilen ®apma hapmakoHarnsagy. BeegeHHs abo 3miHn
no 25 mr; no Nimiteq, [0 y3arasibHeHNX AaHnx Npo cuctemy
10 TabneTok y Ipnangis; thapmakoHarnagy (BBefeHHs
6nicTepi; no 3 MepBuHHE i y3araslbHeHVX AaHnx npo cuctemy
6nicTepu B BTOPUHHE thapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOI
naJui 3 nakyBaHHs: ocobu, BignoBifasibHOT 3a 3AiACHEHHS
KapToHYy MinvayHT thapmakoHarnsgy; KOHTakTHOT ocobu 3
Xenckea /14, chapmakoHarnsgy 3asBHuka gns
IpnaHgis 3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNoBHOBaXXEHOI 0CObM 3asiBHUKA,
BiANoBiAaNbHOI 3a thapmakoHarnsag,. firova
pepakuis: ®ininosa Nitogmuna, MD /
Ludmila Filipova, MD. NponoHoBaHa
pegakuisi: Hikogemosa Minocnasa, MD /
Miloslava Nykodemova, MD. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3a8BHVKa, BiANOBIAaIbHOI 3a
hapMakoHarnag,
97. | EKOKC 400 Ethambut |eTambyTo [J04AK02 Tabnetku, Maxkneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/6906/01/01
ol n BKpUTI dapmacsh PapmacbTHUK marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
060/10HKOI0, loTMKasnc anc fNimiteq 6e3nekn/edeKTUBHOCTI Ta
no 400 mr; no NimiTen thapmakoHarnagy. BeegeHHs abo 3miHu
10 TabneTok y [0 y3araslbHeHuX flaHnX Npo cucTemy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6nictepi; no
10 6nicTepiB y
KapTOHHIlA
ynakoBLj

hapmakoHarnsagy (BBefeHHs
y3ara/ibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnagy (BKI4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy). 3MiHa
YMNOBHOB&XeHOT 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[Litova pepakuis: Dr. Sukhada Wadkar.
MponoHoBaHa pepgakuis: Dr. Ashish
Mungantiwar. 3mMiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6U 3aABHUKA,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 38
34ilicHeHHA hapMakoHarnsgy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608
BanepiiBHa. MNponoHoBaHa pejakuis:
Kyunba TeTaHa BacunisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsg B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
crucTeMu dpapmakoHarnsgy Ta ioro
Homepa.

98.

EKOKC 400

Ethambut
ol

eTambyTo
n

Tabnetku,
BKpUTI
060/10HKOH,
no 400 wr, in
bulk: no 1000
Tabnetok y
NIacTUKOBUX
6aHKax

Makneopc
dapmachb
toTukanc

Nimiten

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BifMiHHA Bif] YNOBHOBaXEHOT

UA/6907/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHW Y po3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
Bi4NoBiAaIbHOT 3a hapMakoHarnsg.
[itoua pepakuis: Dr. Sukhada Wadkar.
MponoHoBaHa pepakuis: Dr. Ashish
Mungantiwar. 3MiHa KOHTaKkTHUX gaHUX
YNOBHOB&XeHOT 0CObM 3as1BHUKA,
BignoBiga/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOT 3a
3piicHeHHs hapmakoHarnsgy B YKpaiHi.
Litova pepakuis: MHiTeubka J/llo60B
BanepiiBHa. MponoHoBaHa pegakuis:
Kyunba TeTsaHa BacuniBHa.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/ILHOT 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHS] OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
99. | EKCTPANIOP | rekcetngn [RO2AA20 | po3uuH ons ToBapucT YkpaiHa MpuBaTHE YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/19769/01/01
H, XOsiHy poToBoi| BO 3 akuioHepHe mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenma
caniunnar MOPOXHWUHMY, obmexeHo TOBapuCTBO 6e3nekn/edeKTMBHOCTI Ta
, no 120 mn a6o 10 thapmavneBTuy hapmakoHarnsgy. BeegeHHs abo 3miHu
nop6yta no 200 mny Bignosiga Ha thabpuka [0 y3aras/ibHeHUX faHnX Npo cucTemy
Hony chnakoHi NBHICTIO "Biona" hapmakoHarnsgy (BBefeHHs
remirigpat CKNISTHOMY B "MpepacTas y3arasibHeHNX JaHnx nNpo cucTemy
nauui 3 HMLTBO thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
MipHUM BAYM ocobu, BignoBigasibHOI 3a 34iACHEHHS
CTakaH4nKoM; DAPM thapmakoHarnsgy; KOHTakTHoT ocobu 3
no 120 mn a6o rMBX" thapMakoHarnagy 3asBHuka ons
no 200 mny 3fjificHeHHs hapmakoHarnagy B YkpaiHi,
chnakoHi AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
noniMepHomy ocobu, BignoBifasbHOT 3a 3AiACHEHHS
B nauuj 3 thapmakoHarnagy (BKIuYakum KOHTaKTHi
MipHUM [aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
CTakaH4YMKOM thaiina cuctemm chapmakoHarnsgy) 3miHa

YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANoBiAanbHOI 3a hapmakoHarnsag. fitova
pepakuis: LnaxoseHko KaTtepuHa
BonogmmupisHa. MponoHoBaHa pefakuis:
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Bucoubka Onbra 'puropisHa. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOi 0cobM
3asBHVKa, BigNOBiAa/IbHOT 38
hapmakoHarnsg. 3miHa
MiCLLe3HaxX0MKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) OHOBNEHO
TEKCT MapKyBaHHA NepBUHHOI Ta
BTOPUHHOI YNakoBKM NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepakeHHs. 3MiHa 3asaBHuka /13
(MIBM) (BNacHuka peecTpaLiiiHoro
nocBeigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460): 3aTBepaXeHO:
MpuBaTHE akuioHepHe TOBapnCTBO
thapmaueBTuyHa thabpuka "Biona”,
Ykpaida 3anpornoHosaHo: ToOBapuUCTBO 3
06MEeXeHoI0 BignoBifabHICTIO "
MpepacTtasHuyTBO BAYM ®APM T'MBX",
YKpaiHa 3MiHV BHeceHo y n. 11 TekcTy
MapKyBaHHsS NepPBUHHOT Ta BTOPUHHOI
YNaKoBKM NiKapCbKOro 3acooy.
100. | EKCTPATEP [ ekcTpakT  [RO5X TabneTtku; no MPAT YkpaiHa BignoBiganbHM | YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/3602/01/01
M® Tpasun 12 TabneTok y "®ITOPA n3a marepianis: 3miHu | Tuny - 3miHK 3 AKkocCTi. | peyenma
Tepmoncu 6nicTepax; no PMm" BVMPOGHMLTBO, [oTOBWIA Nikapcbkunii 3aci6. CTabiNbHICTb.
cy 12 TabneTok y nepBrHHE/BTO 3MiHa y TepMiHax npuaartHocTi abo
lnaHueTHO 6nictepi; no 2 pUHHE yMoBax 36epiraHHsi roTOBOroO NikapCbKoro
ro cyxui, 6nictepu y nakyBaHHs, 3acoby (3miHa y 3aTBepAXEeHOMY
HaTpito naJui 3 KOHTPO/b NpoTOKOAi CTabiNbHOCTI) 3MiHa Y
rigpokap6 KapToHYy AKOCTI Ta 3aTBEPKEHOMY NPOTOKONI CTabiNbHOCTI,
oHaT BUMYCK Cepii: 00 YTOUHEHHS NepioANYHOCTI KOHTPOSIO
MPAT NoKa3HWKiB «laeHTudikayis»,
"OITOPAPM", «OfgHOopIgHICTb Macu TabneTkn», «4Yac
YKpaiHa; PO34YNHEHHS», «OAHOPIAHICTb 4030BaHNX
BignoBigabHU OANHULb>» Ta «MikpobionoriyHa yncToTa»
n3a rn3
BVMPOGHMLTBO,
nepBrHHE/BTO
pVHHE
nakyBaHHS Ta
KOHTPONb
akocTi: AT
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MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
"Ny6Hudhapm",
YkpaiHa;
BignoBigabHU
i 3a BUNYCK
cepii, He
BK/THOHAI0UM
KOHTPONb/BUMN
pobyBaHHs
cepii: MPAT
"OITOPAPM",
YkpaiHa
101. | E/TIIOKCA® Apixaban [anikcabaH [BO1AF02 Tabnetku, AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19524/01/01
BKpUTI "®papmak” marepianis: 3miHu | Tuny - peyenmom
MN/1iBKOBOIO AAMiHICTpaTUBHI 3MiHW. 3MiHa
060/10HKOI0, HalilMeHyBaHHs Ta/abo agpecy Micus
no 2,5 mr; no

10 TabneTok y
6nictepi; no 6
6nictepiB y
nauui

NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
(BKItOHatouM, 3a HeOOXiAHOCTI, MicLe
NpoBeeHHS KOHTPO0 AKOCTI), abo
BNlacHuKa mactep-taiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPO6HMLTBI API (SKLLO 3a3HAaYEHO Y
[0CbE Ha nikapcbkuid 3aci6) 3a BifACYTHOCTI
cepTuduikaTta BignoBigHOCTI €EBpONENChKii
dhapmakonei y 3atBepkeHoMy A0CbE, ab0
BUPOGHMKa HOBOI [LONOMIXHOI pEYOBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) - 3MiHN Y
3B'AI3KY 3 OHOB/IEHHAM po3giny 3.2.S.2.1.
Bupo6Huk(1) aitodoro DMF Bepcist 3368-
EU-09.2023 gns A®I| anikcabaH Big
BMpo6HMKa Assia Chemical Industries Ltd,
I13painb, a came: OHOBMEHO Ha3BY Ta
agpecy BnacHuka DMF, agpecy
BMpo6HUKa A®| (hakTnuHe po3TallyBaHHS
3a/mLmniock 6e3 3MiH) Ta BKazaHo HOBOTO
HavyanbHVIKa MalijaHumka no BuUmnycky
HaniBnpoaykty APX-13. 3MiHu | Tuny -
3MiHM 3 aKocTi. API. (iHLi 3MiHK)
OHOBJ/IEHHS po3ainy 3.2.5.3.2. [lomilukum
aitoyoro DMF ansa A®l anikcabaH Bepcis
3368-EU-09.2023 Big, BUpOGHMKa Assia
Chemical Industries Ltd, I3pains , a came:
OHOBJIEHO 3BIT 3i OLiHKM HITPO3aMiHIB —
nofanu aaHi no N-Nitroso-Apixaban
impurity B, pu3uk BigCyTHIi.
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Hassa

MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
102. | E/TIOKCA® Apixaban [anikcabaH [BO1AF02 Tabnetku, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnx 3a UA/19524/01/02
BKpUTI "®apmak” marepianis: 3miHu | Tuny - peyenmom
NNiBKOBOKO AMIHICTpaTMBHI 3MiHW. 3MiHa
060/10HKOIO, HaliMeHyBaHHS Ta/abo agpecu micus
no 5 mr; no 10 NPOBaKEHHA AiS/IbHOCTI BUPO6HUKA
TabneTok y (BKNtOYAtOUM, 3a HeobXigHOCTI, Micue
6nictepi; no 6 NpoBeAEHHS KOHTPO/IO AKOCTI), abo
6nictepiB y B/lacHWKa macTep-ghaiina Ha A®l, abo
nauui nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HMLTBI ADI (SKLLO 3a3HAYEHO Y
[l0Cbe Ha Nnikapcbkuii 3acib) 3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONENchbkili
chapmakonei y 3aTBepAkeHOMy A0Cbe, a60
BMPOGHMKA HOBOI JOMNOMIXHOI Pe4YOBUHM
(AKLLIO 3a3HAYEHO Y A0CHE) - 3MIHN Y
3B'A3KY 3 OHOBJIEHHAM po3giny 3.2.S.2.1.
Bupo6Huk(n) gitoyoro DMF Bepcisa 3368-
EU-09.2023 gna A®l anikcabaH Big
BUpo6HMKa Assia Chemical Industries Ltd,
I3painb, a came: OHOBNEHO Ha3By Ta
afpecy BnacHuka DMF, agpecy
BUpo6HUKa A®I (thakTuyHe po3TallyBaHHS
3anMwnnockb 6e3 3MiH) Ta BkasaHO HOBOroO
HavasibHMKa MalijaHumka no B1nycky
Hanisnpoaykty APX-13. 3MiHu | Tuny -
3MiHn 3 aKocTi. API. (IHLi 3MiHW)
OHOBJ/IEHHS po3ainy 3.2.5.3.2. lomilukm
aitoyoro DMF ansa A®l anikcabaH Bepcis
3368-EU-09.2023 Bif BMpOo6HUKA Assia
Chemical Industries Ltd, I3painb , a came:
OHOBJIEHO 3BIT 3i OLiHKM HITPO3aMiHIB —
popanun aaxi no N-Nitroso-Apixaban
impurity B, pu3uK BiCyTHiiA.
103. | EHEPIOH® Sulbutiam |canbbyTia |[A11DAO2 | Tabnetku, Ne PpaHuis Nab6opaTopil dpaHuin BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 niosnse UA/2097/01/01
ine MiH BKPUTI Na6oparty CepB'e mMaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyenma ae
060/10HKOI0, ap CepB’e IHpacTpi 6e3nekn/edeKTUBHOCTI Ta
no 200 mr, no hapmakoHarnsgy (iHwi 3miHu) - 3MiHn
10 TabneTok y BHECEHO [0 TEKCTY MapKyBaHHS YNakoBKu
6nicTepi; no 2 nikapcbKoro 3acoby Woao0 B1aaneHHs
6nictepn B [0[aTKOBOTrO TEKCTY MapKyBaHHS
Kopobui 3 ynakoBkn 6e3 3a3HauyeHHs OANHULb
KapTOHY BUMIptOBaHHA Sl. BBefeHHA 3MiH
npoTsArom 9 micsLiB NicNs 3aTBEPXKEHHS -
3MiHu | TMNY - 3MiHK Woa0
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO [0 TEKCTY MapKyBaHHS
BTOPUHHOI YNakoBKM NikapCbKoro 3acoby
[0 nyHkTiB 8, 11, 17. BBEAEHHSA 3MiH
npoTsArom 9 micsLiB Nicns 3aTBEPYKEHHS -
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu) - 3MiHn
BHECEHO 0 IHCTPYKLT 415 MeAUyYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainis "MicLe3HaxoMKeHHsS 3asiBHMKA",
a came, BUyYEHHSA NIOKa/IbHOT KOHTaKTHOT
iHchopmawii Wwopo dhakcy, Ta "MobivHi
peakui”, a came, BHeCeHHs iHdhopMaLil
LL{040 HEOOXIAHOCTI NOBIAOMAATY NPO YCi
BMMNaAKM Nif03poBaHMX NOBIYHMX peakLiii
Ta BiACYTHOCTI eDEKTUBHOCTI JliKapCbKOro
3acoby. BBefeHHs 3MiH npoTsrom 9
MiCsILiB Micnsi 3aTBEPAKEHHS
104. | EHTEPOXEP [ cnopun IAO7FA cycneHsis TOB YkpaiHa Onenna ITania BHECEHHS 3MiH [10 peecTpaviliHnx bes UA/4234/01/01
MIHA® nonipesnc opanbHa Ne "Onenna Xenckea Itani mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenma
[TEHTHOrO 10; Ne 20 Xenckea C.p.n. 6e3nekn/edeKTUBHOCTI Ta
LuTamy (10x2): no 5 YkpaiHa" thapmakoHarnagy. BeefeHHs abo 3miHu
Bacillus My chr1akoHi; [0 y3arasibHeHMX JaHnX Npo cucTemy
clausii no 10 hapmakoHarnsgy (BBefeHHs
dhnakoHis, y3arasibHeHNX faHnx Npo cucTemy
3'e4HaHNX MiX thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
coboto 0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
nonieTuneHoB chapmakoHarnsgy; KOHTaKkTHoi ocobu 3
olo thapmakoHarnsgy 3asBHuka an1s
NepemMmnyKoL, 3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
y kaceTi; no 1 AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
abo 2 kaceTu ocobu, BignoBigasibHOI 3a 34iACHEHHS
B KapTOHHIiA thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
Kopooui [AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) 3miHa
MiCLLe3HaxoMKeHHsI macTep-ghainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHa MicLA 34iICHEHHS
OCHOBHOI flifsiNIbHOCTI 3 dhapmakoHarnsay
105. | EHTEPOXEP [ cnopun IAO7FA Kancynu Ne TOB YkpaiHa Onenna ITania BHECEHHS 3MiH [10 peecTpaviliHnX 6e3 UA/4234/02/01
MIHA® nonipesnc 12, Ne 24 "Onenna Xenckea Itani MaTtepianis: 3miHu | TMny - 3MiHK WOA0 peyenma
[TEHTHOro (12x2): no 12 Xenckea C.p.n. 6e3nekn/edeKTUBHOCTI Ta
LuTamy Kancyny YKpaiHa" thapmakoHarnagy. BeegeHHs abo 3miHu
Bacillus 6nictepi; no 1 [0 y3arasibHeHMX flaHNX Npo CUCTEMY
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
clausii abo 2 hapmakoHarnsagy (BBefeHHs
6nictepn B y3ara/ibHeHNX JaHnx npo cuctemy
KapTOHHIlA thapmakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
KopoobLi 0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnagy (BKI4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLA 34iACHEHHS
OCHOBHOI fiSi/IbHOCTI 3 (hapmakoHarnagy.
106. | EHTEPOXEP | cnopu IAO7FA MOPOLLIOK ANs TOB YkpaiHa BVMPOGHMLTBO, ITanisa BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 UA/4234/04/01
MIHA® nonipesuc nepopasibHoro "Onenna nepBuHHe Ta mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peyenma
[TEHTHOro 3aCcToCyBaHHSA Xerickea BTOPUHHE 6e3nekn/edpeKTBHOCTI Ta
LuTamy no 6x10° KYO Ykpaina" nakyBaHHs, hapmakoHarnsgy. BeegeHHs abo 3miHu
Bacillus cnop KOHTPONb [0 y3aranbHeHNX AaHnx Npo cuctemy
clausii nonipe3ncTeHT AKOCTI, BUMYCK hapmakoHarnsgy (BBefeHHs
HOrO LTamy cepiit: Onenna y3arasibHeHNX JaHnx nNpo cucTemy
Bacillus Xenckea Itani hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
clausii; Ne 9, C.p.n. ocobu, BignoBigasibHOI 3a 34iACHEHHSA
Ne 12, Ne 18, thapmakoHarnsgy; KOHTakTHoT ocobu 3
Ne24:no2ry thapMakoHarnagy 3asBHuka ons
calue, no 9, 3fjificHeHHs hapmakoHarnagy B YkpaiHi,
12, 18 a6o 24 AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
cawey ocobu, BignoBifasbHOT 3a 3AiACHEHHS
KapTOHHIW thapmakoHarnagy (BKIuYakum KOHTaKTHi
Kopobui [aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy). 3MiHa
MiCLie3HaxXoMKeHHs macTep-hainna
crucTeMu dpapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLs 34iACHEHHS
OCHOBHOI fiSi/IbHOCTI 3 (hapmakoHarnagy.
107. | EHTEPOXEP [ cnopun IAO7FA cycrneHsis TOB YkpaiHa BVMPOGHMLTBO, ITanis BHECEHHS 3MiH 10 peecTpavuiliHnX 6e3 UA/15608/01/01
MIHA® nonipesnc opasibHa, Ne "Onenna nepBrHHE Ta mMartepianis: 3miHu | TMny - 3MiHK LWOA0 peuenma
POPTE [TEHTHOro 5:no5mny Xerickea BTOPUHHE 6e3nekn/epeKTBHOCTI Ta
LuTamy dhnakoHi; no 5 YkpaiHa" nakyBaHHs, hapmakoHarnsgy. BeegeHHs abo 3miHu
Bacillus hNakoHi., KOHTpONb Ta [0 y3ara/ibHeHUX flaHnX Npo cucTemy
clausii 3'e4HaHNX MiX BUMYCK CepiiA: hapmakoHarnsgy (BBefeHHs
coboto Onenna y3ara/ibHeHNX JaHnx nNpo cucTemy
nonieTuneHoB Xenckea Itani hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT
[o]}s) C.p.n., Itanis; ocobu, BignoBiganbHOI 3a 34iICHEHHS
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
NepeMUYKoI, BTOPUHHE hapmakoHarnsgy; KOHTakTHoOT ocoou 3
y KaceTi; no 1 nakyBaHHS: chapmakoHarnsgy 3asBHuka gns
KaceTi B HeonogxucTik 3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
KapTOHHiiA acC.p.n., AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXeHOT
Kopo6ui; Ne ITanis 0cobw, BignoBiganbHOI 3a 34iACHEHHS
10; Ne 20 hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
(10x2): no 5 [AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
My h/1aKoHi; thaiina cuctemu chapmakoHarnsgy). 3miHa
no 10 MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
dpNakoHi., cucTeMmn papmakoHarnsgy Ta ioro
3'eHAHNX MiX HoMepa. 3MiHa MicuA 34iACHEHHS
coboto OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy.
nosieTuneHoB
oto
nepemMunyKolo,
y kaceTi; no 1
abo 2 kacetn
B KapTOHHiiA
Kopoobui
108. | EMOBIOKPU [Erythropoi [EnoeTiH  [BO3XA01 | po3uvH Ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/17088/01/01
H letin anba iH'eKUjil no "CTALA" "CTALA" mMatepianis: 3miHu | TUNY - 3MiHK 3 AKOCTI. | peyenmom
1000 MO; no 1 Ceptucpikat BignosigHocTi/l E-cepTudiikat
MmN B BiANOBIAHOCTI EBpONeichKil
nonepegHsL0 thapmakonei/MmoHorpadii. 3mMiHK, NOB'A3aHi
HanoBHeHOMY 3 HeOOXiHICTIO NPUBEAEHHS Y
wnpudy; no 5 BiANOBIAHICTb A0 MoHOrpadii APY abo
nonepegHL0 €Bponelicbkoi hapmakonei, abo iHWoT
HarnoBHEHUX HauioHanbHOI hapmakonei gepxasn €C
LINpULB y (3miHa y cneumdikauisx, nos'a3aHa 3i
6nicTepi; no 1 3MiHamu B 1Y, abo €Bponeiichbkili
6nictepy y chapmakonei, abo iHLUIA HalioHaNbHIi
nauuyj; no 1 mn thapmakonei gepxasu €C). 3miHM 0
B amnyni; no 5 crneundikauii cybcTaHuUil «<EpUTponoeTuHy
amnyny PO34MH KOHLEHTPOBaHWIi» BUPOGHMKA
6nicTepi; no 1 BiANOBIAHO A0 BUMOr MOHorpadii gitouoi
6nictepy y €Bponelicbkoi hapmakonei 1316
nauui «Erythropoietin concentrated solution». a
came: - BHECEHO 3MiHM [0 NPUroTyBaHHSA
PO34MHY NOPIBHAHHSA (&) B NOKA3HUKY
AKOCTI «lgeHTudikaiuis, n 2.3.»; - 4ogaHo
[OMNYCTUMI MeXi B MOKa3HWKY SIKOCTI
«3aranibHuii 6inok»
109. | EMOBIOKPU [Erythropoi [EnoeTiH  [BO3XA01 | po3uvH Ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/17088/01/02
H etin anba iH'eKUji no "CTALA" "CTALA" martepianis: 3MiHu | TUNY - 3MiHKW 3 AKOCTI. | peyenmom
2000 MO; no 1 CepTucpikat BignosigHocTi/lE-cepTudikat
M/ B BiANOBIAHOCTI EBpoNenchbkil
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
nonepegHsL0 hapmakonei/moHorpadii. 3miHW, NoB'a3aHi
HarnoBHEHOMY 3 HeOOXiJHICTIO MPUBEAEHHS Y
wnpuuy; no 5 BignoBigHICTb A0 MoHorpadii 4PY a6o
nonepeaHL0 €Bponelicbkoi thapmakonei, abo iHLWol
HanoBHEHUX HaujoHanbHoi hapmakonei gepxasun €C
Lwnpuyis y (3miHa y cneuudpikauisx, nos'asaHa 3i
6nicTepi; no 1 3miHamu B 1®Y, abo €Bponeiicbkiii
6nictepy y chapmakonei, abo iHLUIA HaLioHaNbHIi
naJui; no 1 mn hapmakonei gepxasu €C). 3MiHn A0
B amnyni; no 5 cneundikauii cybcTaHuUil «<EputTponoeTuHy
amnyny PO34MH KOHLIEHTPOBaHWIi» BUPOOHMKa
6nictepi; no 1 BiANOBIAHO [0 BUMOr MOHorpadii aitouoi
6nictepy y €sponeiicbkoi thapmakonei 1316
nauuj «Erythropoietin concentrated solution». a
came: - BHECEHO 3MiHW [0 NPUroTyBaHHSA
PO34MHY NOPIBHAHHSA (&) B NOKA3HUKY
AKOCTI «lgeHTndikaiuis, n 2.3.»; - AogaHo
[0ONyCTUMI MeXi B MOKa3HUKY SIKOCTI
«3aranbHuii 6iNok»
110. | EMOBIOKPWU [Erythropoi [EnoeTiH  [BO3XA01 | po3uvH Ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/17088/01/03
H letin anba iH'eKUjil no "CTALA" "CTALA" mMatepianis: 3miHu | TUNY - 3MiHK 3 AKOCTI. | peyenmom
4000 MO; no 1 Ceptucpikat BignosigHocTi/l E-cepTudiikat
MmN B BiANOBIAHOCTI EBpONeichKil
nonepegHsL0 thapmakonei/MmoHorpadii. 3mMiHK, NOB'A3aHi
HanoBHeHOMY 3 HeOOXiHICTIO NPUBEAEHHS Y
wnpudy; no 5 BiANOBIAHICTb A0 MoHOrpadii APY abo
nonepegHL0 €Bponelicbkoi hapmakonei, abo iHWoT
HarnoBHEHUX HauioHanbHOI hapmakonei gepxasn €C
LINpULB y (3miHa y cneumdikauisx, nos'a3aHa 3i
6nicTepi; no 1 3MiHamu B 1Y, abo €Bponeiichbkili
6nictepy y chapmakonei, abo iHLUIA HalioHaNbHIi
nauuyj; no 1 mn thapmakonei gepxasu €C). 3miHM 0
B amnyni; no 5 crneundikauii cybcTaHuUil «<EpUTponoeTuHy
amnyny PO34MH KOHLEHTPOBaHWIi» BUPOGHMKA
6nicTepi; no 1 BiANOBIAHO A0 BUMOr MOHorpadii gitouoi
6nictepy y €Bponelicbkoi hapmakonei 1316
nauui «Erythropoietin concentrated solution». a
came: - BHECEHO 3MiHM [0 NPUroTyBaHHSA
PO34MHY NOPIBHAHHSA (&) B NOKA3HUKY
AKOCTI «lgeHTudikaiuis, n 2.3.»; - 4ogaHo
[OMNYCTUMI MeXi B MOKa3HWKY SIKOCTI
«3aranibHuii 6inok»
111. | ENOBIOKPU [Erythropoi [EnoeTiH  [BO3XA01 | po3uvH Ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/17088/01/04
H etin anba iH'ekuj no 10 "CTALA" "CTALA" martepianis: 3MiHu | TUNY - 3MiHKW 3 AKOCTI. | peyenmom
000 MO; no 1 CepTucpikat BignosigHocTi/lE-cepTudikat
M/ B BiANOBIAHOCTI EBpoNenchbkil
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
nonepegHsL0 hapmakonei/moHorpadii. 3miHW, NoB'a3aHi
HarnoBHEHOMY 3 HeOOXiJHICTIO MPUBEAEHHS Y
wnpuuy; no 5 BignoBigHICTb A0 MoHorpadii 4PY a6o
nonepeaHL0 €Bponelicbkoi thapmakonei, abo iHLWol
HanoBHEHUX HaujoHanbHoi hapmakonei gepxasun €C
Lwnpuyis y (3miHa y cneuudpikauisx, nos'asaHa 3i
6nicTepi; no 1 3miHamu B 1®Y, abo €Bponeiicbkiii
6nictepy y chapmakonei, abo iHLUIA HaLioHaNbHIi
naJui; no 1 mn hapmakonei gepxasu €C). 3MiHn A0
B amnyni; no 5 cneundikauii cybcTaHuUil «<EputTponoeTuHy
amnyny PO34MH KOHLIEHTPOBaHWIi» BUPOOHMKa
6nictepi; no 1 BiANOBIAHO [0 BUMOr MOHorpadii aitouoi
6nictepy y €sponeiicbkoi thapmakonei 1316
nauuj «Erythropoietin concentrated solution». a
came: - BHECEHO 3MiHW [0 NPUroTyBaHHSA
PO34MHY NOPIBHAHHSA (&) B NOKA3HUKY
AKOCTI «lgeHTndikaiuis, n 2.3.»; - AogaHo
[0ONyCTUMI MeXi B MOKa3HUKY SIKOCTI
«3aranbHuii 6iNok»
112. | EPBITYKC Cetuxima |ueTykcum |[LO1FEO1 pO34MH Ans Mepk HigepnaH BMPOGHMLTBO | Himeuun BHECEHHS 3MiH [0 peecTpaviliHnX 3a UA/13055/01/01
b a6 iHdpy3iiA, 5 tOpon B.B. an roToBOro Ha/ mMartepianis: 3miHu | Tuny - 3MiHK WOA0 | peyernmom
mr/mn, no 20 nikapcbKoro ITanisa 6e3nekn/edhekTMBHOCTI Ta
mn a6o no 100 3acoby, thapmakoHarnsgy. BeegeHHs abo 3miHu
My nepBuHHe Ta [0 y3aralbHeHUX JaHnx npo cuctemy
CKNAHOMY BTOPVHHE hapmakoHarnsgy (BBefeHHs
donakoHi; no 1 nakyBaHHS, y3arasibHeHUX JaHux Npo cuctemy
donakoHy y MapKyBaHHS, dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
KapTOHHIW KOHTPO/b ocobu, BignoBifasibHOI 3a 34iCHEHHS
Kopobui AKOCTi Ta hapmakoHarnsgy; KOHTakTHoi ocobu 3
BUNYCK Cepili: chapmakoHarnsgy 3asBHuka ons
Mepk Xenckea 3fificHeHHs thapmakoHarnsgy B YkpaiHi,
KlraA, SIKLLO BOHA BigMiHHA Bif, YNOBHOB&XEHOI
HimeuuunHa; ocobwu, BignoBifanbHOI 3a 3iACHEHHS
KOHTPO/b thapmakoHarnagy (BKvaun KOHTaKTHi
AaKocTi: Mepk [OaHi) Ta/abo 3MiHM Y PO3MilLEeHHI MacTep-
CepoHo (haiina cuctemu chapmakoHarnsgy). 3miHa
C.n.A, ltania KOHTaKTHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi.
[Jitova pepakuin: HazapeHko Biktopisi.
MponoHoBaHa pepakuis: HikiTueHkoBa
Jo60B IBaHiBHA. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi.
113. | ECCEHUIAN | «EcceHui |AOSBA pO34uH Ans TOB YkpaiHa nakyBaHHs, Ykpaina/ BHECEHHS 3MiH 10 peecTpaviiHX 3a UA/8626/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
E®H anbHi dhoc iH'eKuilA, 250 "Onenna MapKyBaHHs, Icnanis marepianis: 3miHu | Tuny - 3mMiHu WoAo | peyenmom
choninian mr/5 mn, Ne5: Xenckea KOHTPO/Ib Ta 6e3nekn/edheKTMBHOCTI Ta
»I= EPL"- no5wmns YkpaiHa" BUMYCK cepil: chapmakoHarnsgy. BeegeHHs abo 3MiHW
cy6CcTaHUi amnyni; no 5 [0 y3aranibHeHVX JaHux Npo cuctemy
9 amnyn y "Tannudapm", hapmakoHarnsgy (BBefeHHs
(chbocdponi KOHTYPHIi YkpaiHa; y3araslbHeHNX gaHux npo cuctemy
nign i3 YapyHKOBIl BVMPOGHMLTBO, thapmakoHarnagy, 3MmiHa yrnoBHOBaXeEHOI
COEBUX ynakoBLi B nakyBaHHs, 0cobw, BignoBiganibHOI 3a 34iACHEHHS
606iB (93 KapTOHHiiA MapKyBaHHS, thapmMakoHarnagy; KOHTakTHoOi ocobu 3
% (3-sn- KopoobLi KOHTPO/b Ta thapmakoHarnsgy 3asBHuka ans
chocdpatm BMNYCK Cepil: 3gificHeHHs chapmakoHarnsgy B YkpaiHi,
\Ann)XoniH PAMAP XENC SAKLLO BOHA BigMiHHA Bif, YNIOBHOBaXEHOT
y), SKi KEAP 0co6u, BiANOBifabHOI 3a 3AiACHEHHS
MicTaTb O CEPBICI3 thapmakoHarnagy (BKvatoum KOHTaKTHi
- MAOPWA, naHi) Ta/abo 3MiHWN y po3MilLLleHHI MacTep-
[Tokodhepo C.AY., IcnaHis chaiina cuctemu papmakoHarnsgy). 3miHa
In, eTaHo MiCLLe3HaxXoMKEHHS1 MacTep-dhaina
In 96 %) cmucTeMu dpapmakoHarnsgy Ta ioro
Homepa. 3MiHa Micust 34iACHEHHS
OCHOBHOI Aisi/IbHOCTI 3 ddapMakoHarnsay.
114. | ECCEHUIAN | «EcceHui |AO5SBA Kancynu no TOB YkpaiHa BUPOGHMLTBO, | Himeuun BHECEHHS 3MiH 10 peecTpaviliHux 6e3 UA/8682/01/01
€® ®OPTE H anbHi 300 mr Ne 30 "Onenna nepBuHHE Ta Ha/ marepianis: 3MiHu | Tuny - 3MiHK LWOA0 peyenma
chocdponin (10x3): no 10 Xenckea BTOPUHHE Monbwa 6e3nekn/edheKTMBHOCTI Ta
ian»®= Kancyny YkpaiHa" nakyBaHHs, thapmakoHarnagy. BeegeHHs abo 3MiHu
EPL® - 6nictepi, no 3 KOHTPO/b Ta [0 y3ara/ibHeHUX AaHux npo cuctemy
cy6CcTaHui 6nictepu y BUMYCK Cepiii: hapmakoHarnsgy (BBefeHHs
A KapTOHHIiiA Eii. y3arasibHeHUX faHux Npo cuctemy
(cbocdhoni Kopo6ui; Ne 90 HaTtTepmaHH hapMakoHarnsay, 3amiHa ynoBHOBaXXeHOT
nign i3 (10x9): no 10 eHpg, Caiii. 0ocobw, BignoBiganbHOI 3a 34iiCHEHHS
COEBUX Kancyny m6X, hapMakoHarnsay; KOHTaKTHoOi ocobu 3
606iB ((3- 6nictepi, no 9 HimeuumnHa; hapMakoHarniagy 3asiBHUka gns
sn- 6nicTepiB y nepBuHHe Ta 3AjiCHeHHs hapMakoHarisay B YkpaiHi,
chocchatum KapTOHHIlA BTOPVHHE SAKLLO BOHA BigMiHHA Bif, YNIOBHOBaXEHOT
\AnMN)XoniH Kopob6ui; Ne nakyBaHHs, ocobu, BignoBigasibHOI 3a 34iCHEHHS
, K 100 (10x10): BUMYCK Cepiii: thapmakoHarnagy (Bkovatoum KOHTaKTHi
MICTATb no 10 kancyn Onenna OaHi) Ta/abo 3MiHN y po3MiLLLeHHI macTep-
all-rac y 6nicTepi, no Xenckea thaiina cuctemmn thapmakoHarnsgy). 3miHa
anbcac- 10 6nicTepiB y Monaxg Cn. 3 MiCLLe3HaxoMKeHHs1 MacTep-dhaiina
Tokodhbepo KapTOHHIiiA 0.0., MonbLa cucteMu chapmakoHarnsgy Ta oro
) KopoobLi Homepa. 3MiHa MicLA 34iCHEHHS
OCHOBHOI Aii/IbHOCTI 3 ddapMakoHarnsay.
115. | ECTPAMOH [Estradiol |ectpagion |[GO3CA03 | nnactup CaHpo3 CnoBeHis BupobHmutBo | Himeuun BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/5035/01/01
50 TpaHcaepman dapmacsh 3a NMOBHUM Ha marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
bHUiA, 50 oTikan3 LMKIOM: 6e3nekn/edeKTUBHOCTI Ta
MKr/po6a; no 1 a.n. lekcan Al, thapmakoHarnagy. BeegeHHs abo 3miHu
nnacTvpy B HimeyunHa; [10 y3arasibHEHUX AaHMX NPo CUcTEMyY
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nakeTuky; no 6
nakeTukiB y
KapTOHHIlA
KopoobLi

KOHTPOb
SIKOCTI:
Cautotac
dapma M'm6X,
HimeuumnHa;
KOHTPO/1b
SIKOCTI:
AEPO®APM
m6X,
HimeuunHa

hapmakoHarnsagy (BBefeHHs
y3ara/ibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnagy (BKI4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy). 3MiHa
YMNOBHOB&XeHOT 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[Oitova pegaxkuis: Jasig OxoH flesic / David
John Lewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pepakuisi: Kotal Mohamed
Ali / Kotan Moxamepg, Ani. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0Co6M,
BignoBiga/IbHOI 3a 34jACHEHHS!
thapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOT 3a
3pificHeHHs hapmakoHarnsgy B YKpaiHi.
[itova pegakuin: Opnos B’avecnas
Biktoposuu / Viacheslav Orlov, M.D.
MponoHoBaHa pepfakuis: TaHacosa
3opsHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0Cco6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3[iiCHEeHHs1 hapmakoHarnaay B Ykpaii.
3MiHa micLA 34ilicCHEHHA OCHOBHOI
[ISNbHOCTI 3 hapMakoHarisgy.
3MiHa MicLe3HaxomKeHHs MacTep-chaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa.

116.

EYTUPOKC

Levothyro
xine
sodium

INeBOTUPO
KCWH
HaTpito

HO3AAOL

TabneTtky no
25 mkr; no 25
Tabnetok y
6nictepi; no 2
abo no 4
6nicTepu B
KapTOHHIlA
Kopobu,i

Mepk
Xenckea
KraA

HimeuunH
a

Mepk Xenckea
KlraA

Himeuun
Ha

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[10 y3arasibHeHUX AaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans

3a
peyenmom

UA/8388/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiICHEHHS
thapmakoHarnagy (BKo4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
thaiina cuctemu cpapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YkpaiHi. [itoya pefakuis: HazapeHko
BikTopis IBaHiBHa. MNponoHoBaHa
pepakuisi: HikiTueHkoBa /110608 IBaHiBHa.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOT 3a
hapMakoHarnisg B YKpaiHi

117.

EYTUPOKC

Levothyro
xine
sodium

INeBOTUPO
KCWH
HaTpito

HO3AAOL

TabneTtky no
50 mkr; no 25
Tabnetok y
6nictepi; no 2
abo no 4
6nicTepu B
KapTOHHIlA
Kopobu,i

Mepk
Xenckea
KraA

HimeuunH
a

Mepk Xenckea
KlraA

Himeuun
Ha

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHNX faHnx Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXEHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka an1s
3[jiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
thapmakoHarnagy (BK/I4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAA/ILHOT 382 (hapmakoHarnsg B
YkpaiHi. [itoua pegakuis: HazapeHko
BikTopis IBaHiBHa. MNponoHoBaHa
pepfakuis: HikiTueHkosa J1t060B IBaHiBHa.
3MiHa KOHTaKTHWUX AaHNX KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
hapmMakoHarnag B YkpaiHi

3a
peyenmom

UA/8388/01/02

118.

EYTUPOKC

Levothyro
Xine
sodium

INeBoTnpo
KCWH
HaTpito

HO3AAO0L

Tabnetkv no
75 MKr; no 25
TabneTok y
6nictepi; no 2
abono 4
6nictepu B
KapTOHHIW

Mepk
Xenckea
KraA

HimeuunH
a

Mepk Xenckea
KraA

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3miHu | TMNy - 3MiHK WoOA0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3arasibHEeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy

3a
peyerimom

UA/8388/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KopoobLi

hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT
0cobw, BignoBigabHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka an1s
3pjicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI
0cobu, BiANoOBifabHOI 3a 3A4iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYIKA,
BiANOBIAA/IbHOT 382 hapmakoHarnsg B
YkpaiHi. [itoua pegakuis: HazapeHko
BikTopis IBaHiBHa. MNponoHoBaHa
pepaxuis: HikiTueHkoa J1t060B |BaHiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0Cco6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
hapmMakoHarnag B YkpaiHi

119.

EYTUPOKC

Levothyro
Xine
lsodium

INesoTnpo
KCWH
HaTpito

HO3AAO0L

Tabnetkv no
100 mkr; no 25
Tabnetok y
6nictepi; no 2
abono 4
6nictepu B
KapTOHHIW
Kopobui

Mepk
Xenckea
KraA

HimeyunH
a

Mepk Xenckea
KraA

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoua pegakuis: HazapeHko
BikTopist IBaHiBHa. MponoHoBaHa
pegakuisi: HikiTueHkoa /110608 |BaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0cobu 3as1BHMKA, BiAMNOBIAA/IbHOT 3a
hapmakoHarnsg B YkpaiHi

3a
peyerimom

UA/8388/01/04

120.

EYTUPOKC

Levothyro
xine

sodium

nesBoTnpo
KCUH

HaTpito

HO3AAO0L

TabneTkn no
125 wmkr; no 25
TabneTok y

Mepk
Xenckea
KraA

HimeuunH
a

Mepk Xenckea
KraA

Himeuun
Ha

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TMny - 3MiHK LWOA0
6e3nekn/edeKTNBHOCTI Ta

3a
peyenmom

UA/8388/01/05




126

Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6nicTepi; no 2 thapmakoHarnsgy. BeegeHHs abo 3miHn
abo no 4 [0 y3arasibHEeHNX AaHnx Npo cuctemy
6nictepu B thapmakoHarnagy (BBefeHHs
KapTOHHiiA y3arasibHeHNX flaHUX NpPo cUcTemy
Kopobui thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
chapmakoHarnsgy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif] yNOBHOBaXeHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuis: HazapeHko
BikTopist IBaHiBHa. MponoHoBaHa
pefaxuisi: HikiTueHkoa /110608 |BaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 38
hapmakoHarnag B YkpaiHi
121. | EYTUPOKC Levothyro |neBotmpo [HO3AAQl | Tabnetku no Mepk HimeuunH | Mepk Xenckea | Himeuun BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/8388/01/06
Xine KCUH 150 mkr; no 25 Xenckea a KraA Ha mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
sodium HaTpio Tabnetok y KraA 6e3nekn/edpeKkTBHOCTI Ta
6nicTepi; no 2 hapmakoHarnsgy. BeegeHHs abo 3miHu
abo no 4 [0 y3aranbHeHNX AaHnx Npo cuctemy
6nictepu B hapmakoHarnsgy (BBefeHHs
KapTOHHIi y3arasibHeHNX JaHnx nNpo cuctemy
Kopobui hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT

ocobu, BignoBifasibHOT 3a 3MiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
hapmakoHarnsgy (BkI4arouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemu cpapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YkpaiHi. [itoya pefakuis: HazapeHko
BikTopis IBaHiBHa. MNponoHoBaHa
pepakuisi: HikiTueHkoBa /110608 IBaHiBHa.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOI 38
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
hapmakoHarnag B YkpaiHi
122. | XXMBOKOCT | bkmBokocT |[MO2AX10 | ma3bmo50r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 nionse | UA/16630/01/01
Y KOpeHiB abono100ry | dapmares dapmaneBTny mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenTta ae
HacToka GaHLUi CKIsAHIN TUYHA Ha habpuka 6e3nekn/edpeKTBHOCTI Ta
(Symphyti abo thabpuka "Biona" hapmakoHarnsgy (iHwi 3miHun)
radices), nonimepHiii y "Biona" BHeceHO 3MiHWN y TeKCT MapKyBaHHs
[Tokodhepo nauyj; no40r nepBuHHOI (N. 2, 3, 4) Ta BTOPUHHOI (M. 2,
Iny auetat abono100ry 3, 4) ynakoBKu nikapcbKoro 3acooy.
(BiTamiH Ty6i B nayu,i BBefeHHA 3MiH NPOTArom 6-Tu MicALiB
E) nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn

3 AKocTi. FoTOBMIA Nnikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULITBI. 3MiHM Y npoueci
BVMPOGHMLITBA rOTOBOTO J1iKapCbKOro
3ac00y, BK/1I0HYAKUN NPOMDKHUIA NPOAYKT,
LL{0 3aCTOCOBYETHCS NPV BUPOOHULTBI
roToOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpOOHNLTBA) 3MiHN
BMPOBHMYOTro NpoLecy Y 3B’sA3KY 3i 3MiHOK
AOMNOMDKHWUX PeYOBUH
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu1) 3MiHn
BHECEHO B |HCTPYKUil0 AN MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3gainy "Mo6iuHi peakuyii”, a came:
[0MNOBHEHO iHhopMaLli€to LWoao
3BiTyBaHHS Npo No6iyvHi peakuii. 3miHu 11
TMny - 3MiHK 3 SKOCTi. [OTOBWIA NikapcbKni
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(4ONOMDKHMX peYoBUHAX) rOTOBOro
nikapcbKoro 3acoby (iHLWi AONOMKHI
PeYvoBUHM) - FKICHI @60 KibKICHI 3MiHN
LLOA0 OAHIET ab0 AeKiNbKOX AONOMDKHUX
PEYOBWH, SIKi MOXYTb 3HAYHO BM/IMHYTU Ha
6e3neky, AKiCTb a60 e(PEKTUBHICTb
roTOBOrO J1iKapCbKOro 3acoby - 3amiHa
[OMNOMDKHOT peyoBmHM CneH 80 Ha
KOMOGIHALLit0 AOMOMIXH/X PEYOBUH
oumeTnkoHy AM 100, makporony 30
avnonirigpocmcTeapar, LeTocTeapuioBuii
CnmpT.
3MiHM BHECEHO B IHCTPYKLitO ANs
Me[MNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby go posainy "Ckiag” (4onoMikHi
peyoBUHM) Ta K HACNILOK, 40 PO34iny
"Oco61rBOCTI 3acTocyBaHHA". BBegeHHs
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMAKEHHS.
123. | 3APCIO® Filgrastim |cpinrpactn [LO3AA02 po34uH Ans CaHpo3 ABCTpist BignosigasnbHn | Himeuun BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/12447/01/01
M (pekom iH'ekLin abo 6X n3a Ha/ marepianis: 3miHu | TuNy - 3MiHW 3 AKOCTI. | peyenmom
GiHaHTHWI iHcpysiid, 30 BMPOGHMLTBO, | ABCTpIS [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
INtoaCbKMiA MnH Of/0,5 nepBuHHe BUPOGHMUTBI. 3MiHU y npoLeci
rpaHysnow, w1, no 0,5 mn nakyBaHHs, BMPOGHMLTBA FOTOBOrO NiKapCbKoro
MTapHWI K pO34nHy B KOHTpO/b 3ac00y, BK/1I0YAKUN NPOMDKHUIA NPOAYKT,
0NoHieCTH nonepegHsL0 cepii: A [j Ti LLIO 3aCTOCOBYETLCA NPV BUPOOHMLTBI
MY HOH0UN 3anoBHEHOMY Bionorika roTOBOrO JliKapcbKoro 3acoby (HesHayHa
i chakTop) Lwnpui, v6X, 3MiHa y npoueci BUpobHuLTBa) HesHauHi
OCHalLleHoro HimeuuunHa; 3MiHU Y BUPOBHNYOMY NPOLLECi TOTOBOrO
NOpLUHEM, MOBHWIA LKA NPOAYKTY A5 NPOLOBXEHHS Yacy
iH'eKLiHO0 BMPOGHMLTBA: 36epiraHHA npu Temnepatypi 20 + 5°C 'y
rOJIKOI0, Hosapric pesepByapi 4ns 36epiraHHs 3 < 60 rog, 4o
KOBMaykom Ta dapmacbioTika < 95 rog. 3miHu | Tuny - 3MiHK 3 SKOCTI.
3aXVCHUM n [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
NPUCTPOEM MaHyakTypiH BUPOGHMUTBI. 3MiHU y npoLeci
ans r Fm6X, BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3anobiraHHs ABCTpiIs; 3ac00y, BK/II0YAKUN NPOMDKHUIA NPOAYKT,
MOLLUKOKEHHS BUWMYyCK Cepii: LL{0 3aCTOCOBYETHCS NPV BUPOOHULTBI
ronKoto nicns CaHgos 'meX roTOBOrO /liKapcbKoro 3acoby (HesHayHa
3acTocyBaHHS, - Bupo6Hnua 3MiHa y npoueci BUpo6HuLTBa) HesHauHi
y 6nicTepHili OinbHUUSA 3MiHU Y BUPOBHNYOMY NPOLLECi FTOTOBOIO
ynakosLi; no 1 AcenTuyHi NPOAYKTY 4715 36iMbLUIEHHS Yacy KOHTaKTy
abo 5 Nikapcbki 3i CTEepWIbHUM (PiNbTPOM 3 < 24 rof Ao <
6nictepHux 3acobu 48 rof. 3MiHu | TNy - 3MiHK 3 AKOCTI.
ynaxkoBOK B LWadTeHay [oTOBWIA NikapcbKnii 3aci6. 3MiHN Y
KapTOHHIA (AcenTnyHi BMPOGHMLTBI. 3MiHN Y NpoLeci
Kopobui N3L), AscTtpia BYPOGHMLTBA FOTOBOIO NiKapCbKoro

3ac006y, BK/1IOYAKUN NPOMDKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NPV BUPOOHULTBI
roToOBOro NikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHuLTBa) HesHauHi
3MiHM Y BUPOGHUYOMY MpoLeci roTOBOro
NPOAYKTY A5 NOAOBXEHHS Yacy
YTPYMaHHS HanoBHEHWX LUNPULIB Nif Yac
Bi3yasibHOro ornsay 3 < 48 roanH go < 96
roavH. 3miHu | Tmny - 3MiHK 3 SKOCTI.
[oTOoBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO J1iKapPCbKOro
3ac006y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NPV BUPOOHULTBI
roToBOro NikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHuLTBa) HesHauHi
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3MiHV Y BUPOGHUYOMY NpoLeci roTOBOro

NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS

NPOAYKTY A5 NPOLOBXEHHS Yacy
yTpUMaHHs npu TemnepaTtypi 5 + 3°C nig
yac 36epiraHHa B pesepsyapi Ans
36epiraHHs 3 "He BU3HauveHunit" oo < 144
roavH. 3miHu | Tmny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHN Yy
BMPO6HULTBI. 3MiHa po3mipy cepii
(BKNKOYaOUM Aianas3oH po3Mipy cepir)
roTOBOrO NikapCbKoro 3acoby (MacluTab
0715 NikapcbKoro 3acoby
6i0n10ri4HOro/iMyHO0rYHOTO NOXOKEHHS
36iNbLUMBCSA/3MEHLIMBCA 6€3 3MiHN
BVMPOGHMYOro npouecy (Hanpuknag,
Ay6noBaHHA NiHii)) 36inbleHHA obesary
6ionoriyHoro KiHueBoro npoaykTy 3i 110 go
220 niTpiB. 3MiHM y BUPOOHNYOMY MpOLECi
BiAaCyTHI. 3aTBepakeHo: The current
validated batch size range of EP2006 DP
compounded solution at Novartis
Pharmaceutical Manufacturing GmbH,
Austria (ex. Sandoz GmbH, Austria) is 100
to 110 L. 3anponoHoBaHo:The new
validated batch size range of EP2006 DP
compounded solution at Novartis
Pharmaceutical Manufacturing GmbH,
Austria (ex. Sandoz GmbH, Austria) is
extended to 100 to 220 L. 3minu | Tvny -
3MiHu 3 sKocTi. A®I. KoHTponb A®l. 3miHa
y MeTogax BunpobysaHHa Adl abo
BMXiAHOrO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoLieci BUpo6bHMUTBa A®| (HE3HAYHI
3MiHW Yy 3aTBEpKEHNX MeToAax
BMNpo6yBaHHA)He3HauyHa 3MiHa B MeTogi
SEC (ekcko3nBHa xpomarorpadis) ans
aKTVBHOI PEYOBUHN 3 METOK OHOBJ/IEHHS
po3paxyHKy YyT/MBOCTI, TOGTO TecTy
BiANOBIAHOCTI CUCTEMM CNIBBIAHOLIEHHS
curHan-wym (SST). 3MiHn | Tuny - 3MiHM 3
akocTi. A®l. KoHTponb AdL. 3miHa y
MeToAax BunpobyBaHHs A®Il abo
BMXiAHOrO Matepiany/npoMixXHOro

y npoLieci BUpo6HMuTBa A®| (HE3HAYHI
3MiHW Yy 3aTBEPKEHMX MeTodax
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
BMNpo6yBaHHA)He3HayHa 3MiHa B MeTofi
RP-HPLC (o6epHeHo-thasoBa
BUCOKOeeKTMBHA pignHHA
xpomaTorpadis) Ans akTUBHOI cy6cTaHLil
3 METO OHOBJ/IEHHSI PO3PaxXyHKY
YyT/MBOCTI, TOBGTO TECTY NPUAATHOCTI
CMCTEMMU CNIBBIAHOLLEHHSA CUrHaN/LyMm
(SST)
124. | 3APCIO® Filgrastim |cpinrpactn [LO3AA02 po34uH Ans CaHpo3 ABCTpist BignosigasnbHn | Himeuun BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/12447/01/02
M (pexom iH'ekLin abo 6X n3a Ha/ marepianis: 3miHu | TuNy - 3MiHW 3 AKOCTI. | peyenmom
GiHAHTHWI iHdpy3iid, 48 BMPOGHMLTBO, | ABCTpIS [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
INtoaCbKMiA MnH Of/0,5 nepBuHHe BUPOGHMUTBI. 3MiHU y npoLeci
rpaHysnow, w1, no 0,5 mn nakyBaHHs, BMPOGHMLTBA FOTOBOIO NiKapCbKOro
MTapHWI K pO34nHy B KOHTpO/b 3ac00y, BK/1I0HYAKUN NPOMDKHUIA NPOAYKT,
0NoHiECTU nonepegHL0 cepii: A [j Ti LLIO 3aCTOCOBYETLCA NPV BUPOOHMLTBI
MY HOH0UN 3anoBHEHOMY Bionorika roTOBOrO /liKapcbKoro 3acoby (HesHayHa
i chakTop) Lwnpui, v6X, 3MiHa y npoueci BUpobHuLTBa) HesHauHi
OCHalLleHoro HimeuuunHa; 3MiHU Y BUPOBHNYOMY NPOLLECi FTOTOBOIO
NOpLUHEM, MOBHWIA LKA NPOAYKTY ANS1 NPOLAOBXEHHS Yacy
iH'eKLiiHO0 BMPOGHMLTBA: 36epiraHHA npu Temnepatypi 20 + 5°C 'y
rO/IKOI0, Hosapric pesepByapi 41 36epiraHHsA 3 < 60 rog, fo
KOBMaykom Ta dapmacbioTika < 95 rog. 3miHu | Tuny - 3MiHK 3 SKOCTI.
3aXVCHUM n [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
NPUCTPOEM MaHyakTypiH BUPOGHMUTBI. 3MiHU y npoLeci
ans r Fm6X, BVMPOGHMLTBA FOTOBOTO J1iKapCbKOro
3anobiraHHs ABCTpiIs; 3ac00y, BK/1I0YAKUN NPOMDKHUIA NPOAYKT,
MOLLUKOKEHHS BUWMYyCK cepii: LL{0 3aCTOCOBYETHCS NPV BUPOOHULTBI
ronKoto nicns CaHgos 'meX roTOBOrO /liKapcbKoro 3acoby (HesHayHa
3acTocyBaHHS, - Bupo6Hnua 3MiHa y npoueci BUpobHuLTBa) HesHauHi
y 6nicTepHiii OinbHUUSA 3MiHU Y BUPOBHNYOMY NPOLLECi TOTOBOrO
ynakosLi; no 1 AcenTuyHi NPOAYKTY 4715 36iMbLUEHHS Yacy KOHTaKTy
abo 5 Nikapcbki 3i CTepWIbHUM (PiNbTPOM 3 < 24 rof Ao <
6nictepHux 3acobu 48 rof. 3MiHU | TNy - 3MiHK 3 AKOCTI.
ynaxkoBOK B LWadTeHay [oTOBWIA NikapcbKnii 3aci6. 3MiHN Y
KapTOHHIA (AcenTnyHi BMPOGHMLTBI. 3MiHN Y NpoLeci
Kopooui N3L), AscTtpia BYPOGHMLTBA FOTOBOIO NiKapCbKoro

3ac006y, BK/1I0YAKUN NPOMDKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NPV BUPOOHULTBI
roToOBOro NikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHuLTBa) HesHauHi
3MiHM Y BUPOGHUYOMY npoLeci roTOBOro
NPOAYKTY A5 NOAOBXEHHS Yacy
YTPYMaHHS HanoBHEHWX LUNPULIB Nif Yac
Bi3yasibHOro ornsay 3 < 48 roanH go < 96
roavH. 3miHu | Tmny - 3MiHK 3 SKOCTI.
[0TOBWIN NikapCcbKWii 3aci6. 3MiHK Y
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOOBHMLITBA FOTOBOTO J1iKAPCbKOro
3aco0y, BK/oYatouy NPOMKHWIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPU BUPOBHULTBI
rOTOBOrO JliKapcbKoro 3acoby (HesHauyHa
3MiHa y npoueci BUpo6HuLTBa) HesHauHi
3MiHW Y BUPOGHUYOMY npoLeci roTOBOro
NPOAYKTY A5 NPOLOBXEHHS Yacy
yTpUMaHHs npu TemnepaTypi 5 + 3°C nig
yac 36epiraHHa B pesepsyapi Ans
36epiraHHs 3 "He BU3HauYeHunit" oo < 144
roavH. 3miHu | Tmny - 3MiHK 3 SKOCTI.
[oTOBWIA NiKapcbkunii 3aci6. 3MiHN Yy
BMPO6HULTBI. 3MiHa po3mipy cepii
(BKNKOYaOUM Ajana3oH po3Mipy cepir)
roTOBOrO NikapCbKOro 3acoby (MacluTab
0715 NikapcbKoro 3acoby
6i0n10ri4HOro/iMyHO0TYHOTO NOXOKEHHS
36iNbLUMBCSA/3MEHLIMBCA 6e3 3MiHN
BMPOGHMYOro npouecy (Hanpuknag,
Ay6oBaHHA NiHii)) 36inbleHHA obesary
6ionoriyHoro KiHueBoro npoaykTy 3i 110 go
220 niTpiB. 3MiHM y BUPOOHNYOMY MpOLECi
BiAaCyTHI. 3aTBepakeHo: The current
validated batch size range of EP2006 DP
compounded solution at Novartis
Pharmaceutical Manufacturing GmbH,
Austria (ex. Sandoz GmbH, Austria) is 100
to 110 L. 3anponoHoBaHo:The new
validated batch size range of EP2006 DP
compounded solution at Novartis
Pharmaceutical Manufacturing GmbH,
Austria (ex. Sandoz GmbH, Austria) is
extended to 100 to 220 L. 3minu | Tny -
3MiHn 3 aKocTi. A®I. KoHTponb A®l. 3miHa
y MeTogax BunpobysaHHa Adl abo
BMXiAHOrO Matepiany/npoMixXHOro
NPoAyKTy/peareHTy, Lo BUKOPNCTOBYETLCA
y npoLieci BUpo6HMuTBa A®| (HE3HAYHI
3MiHW Yy 3aTBEpKEHNX MeToAax
BMNpo6yBaHHA)He3HayHa 3MiHa B MeTogi
SEC (ekcko3nBHa xpomarorpadis) ans
aKTVBHOI PEYOBUHN 3 METOK OHOBJ/IEHHS
po3paxyHKy YyT/MBOCTI, TOGTO TecTy
BiANOBIAHOCTI CUCTEMM CNIBBIAHOLIEHHS
curHa-wym (SST). 3MiHu | Tuny - 3MiHu 3
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
akocTi. A®l. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs AdIl abo
BUXIZAHOrO MaTepiany/npomixxHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCSA
y npoueci BUpo6HMuTBa A®| (HE3HaYHI
3MiHU Y 3aTBEPAKEHUX METoAax
BMNpo6yBaHHA)He3HayHa 3MiHa B MeTofi
RP-HPLC (o6epHeHo-thazoBa
BUCOKOe(eKTMBHA pignHHA
xpomaTorpadis) Ans akTUBHOI cy6CcTaHLil
3 METO OHOBJ/IEHHSI PO3PaxXyHKY
YyT/MBOCTI, TOBGTO TECTY NPUAATHOCTI
CMCTEMMU CNIBBIAHOLLEHHSA CUrHaN/LWym
(SST)
125. | 3APCIO® Filgrastim |cpinrpactn [LO3AA02 po34uH Ans CaHpo3 ABCTpist BignosigasnbHn | Himeuun BHECEHHS 3MiH 10 peecTpaviliHux 3a UA/12447/01/01
M (pekom iH'eKLin abo m6X i 3a Ha/ mMartepianis: 3miHu | Tuny - 3MiHK WoA[0 peyenmom
GiHAHTHWI iHcpysiid, 30 BMPOGHMLTBO, | ABCTpIS 6e3nekn/edheKTMBHOCTI Ta
INtoaCbKMiA MnH Of/0,5 nepBuHHe thapmakoHarnsgy. BeefeHHs abo 3MiHu
rpaHynoL mn, no 0,5 mn nakyBaHHs, [0 y3aras/ibHeHVX AaHux npo cucrtemy
MTapHUii K pO34unHy B KOHTPO/b thapmakoHarnsgy (BBefeHHs
0NoHieCTU nonepegHsL0 cepii: A [j Ti y3ara/lbHeHNX gaHux npo cuctemy
MY/THOHOUN 3arnoBHEHOMY Bionorika thapmakoHarnsgy, 3MmiHa yroBHOBaXEHOI
i chakTop) Lwnpui, v6X, ocobwu, BignoBiganbHOI 3a 34iICHEHHS
OCHalLLeHOro HimeyvunHa; chapmakoHarnsay; KOHTaKTHoi ocobu 3
NOpLUHEM, NOBHUIA LMK thapmakoHarnsgy 3asBHuka ans
iH'eKLiHO0 BMPOGHMLTBA: 3AjiCHeHHs hapMakoHarisay B YkpaiHi,
rO/IKOI0, Hosapric SAKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOT
KOBMaykom Ta dapmacbioTika ocobu, BignoBifasibHOI 3a 34iCHEHHS
3aXUCHUM n dhapmakoHarnsgy (BKIHHaoUN KOHTaKTHi
NPUCTPOEM MaHyakTypiH OaHi) Ta/abo 3MiHWM y po3MiLLLeHHI MacTep-
ans r Fm6X, thaiina cuctemu chapmakoHarnsagy) 3miHa
3anobiraHHs ABCTpiIs; YMOBHOBaXEHOI 0CO6Y 3asBHMKa,
NOLLUKOAXXEHHS BUMYCK cepil: BiANoBiAabHOI 3a hapMakoHarnsag.
ro/IKOto nicsis CaHpo3 'moX Litova pegakuis: dasig LkoH Jlesic /
3acTocyBaHHS, - Bupo6Hnua David John Lewis. MponoHoBaHa
y 6nicTepHili OinbHUUSA pepakuis: Kotal Mohamed Ali / Kotan
ynakosui; no 1 AcenTuyHi Moxameg Ani. 3MiHa KOHTaKTHUX JaHuX
abo 5 Nikapcbki yMOBHOBaXeHOT 0co6bw, BiANOBiAabHOT 3a
6nictepHux 3acobu 3[iiCHEeHHs1 hapMakoHarsay. 3MiHa
ynaxkoBOK B LWadTeHay KOHTaKTHOI 0CcObM 3asBHMKA,
KapTOHHIA (AcenTnyHi BiANOBiAa/IbHOI 3a 3AiACHEHHSI
Kopobui N3L), AscTtpia thapmakoHarnagy B Ykpaini. Jitoua

pegaxuisi: Opnos B’auecnas BiktopoBuu.
MponoHoBaHa pepakuis: TaHacoBa

3opsHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHWNX KOHTaKTHOI
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
0cobu 3asBHMKA, BiANOBIAA/ILHOT 3a
3pjicHeHHs hapmakoHarnsgy B YKpaiHi.
3MiHa Micus 3[iACHEHHST OCHOBHOT
AisnbHOCTI 3 dhapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
126. | 3APCIO® Filgrastim [chinrpactn [LO3AA02 pO34MH Ans CaHpo3 ABcTpist BignosigasibHn | Himeyun BHECEHHS 3MiH [0 peecTpaviliHnX 3a UA/12447/01/02
M (pekom iH'eKLili abo m6X 3a Ha/ mMartepianis: 3miHu | Tuny - 3MiHK WOA0 | peyenmom
6iHaHTHWI iHcpy3ii, 48 BVMPOGHMLTBO, ABCTpis 6e3nekn/edhekTMBHOCTI Ta
INtoACbKMiA mnH Of/0,5 nepBuHHe thapmakoHarnsgy. BeegeHHs abo 3MiHu
rpaHysow, mn; no 0,5 mn nakyBaHHsl, [0 y3aralbHeHUX JaHnx npo cuctemy
MTapHWI K PO34UHY B KOHTPO/1b thapmakoHarnagy (BBegeHHs
0NIOHIECTN nonepeaHbL0 cepii: A [i Ti y3arasibHeHVX faHux Npo cuctemy
My 04N 3anoBHEHOMY Bionorika dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
i chakTop) winpu, v6X, ocobu, BignoBigasibHOI 3a 34iCHEHHS
OCHalLLeHOoro HimeyvunHa; chapmakoHarnsay; KOHTaKTHoOi ocobu 3
NopLUHEM, MOBHWIA LKA chapmakoHarnsgy 3asBHuka ons
iH'eKLiHO0 BMPOGHMLTBA: 3fificHeHHs thapmakoHarnsgy B YkpaiHi,
rO/IKOIO, HoBaprTic SIKLLO BOHA BigMiHHA Bif, YNIOBHOB&XEHOI
KOBMaykom Ta dapmacbioTika ocobu, BignoBifabHOI 3a 3iACHEHHS
3axX1CHUM n thapmakoHarnagy (BKouaoun KOHTaKTHi
NPUCTPOEM MaHydhakTypiH OaHi) Ta/abo 3MiHM Y PO3MilLEeHHi MacTep-
ans r rm6X, thaiina cuctemu chapmakoHarnsgy) 3miHa
3anobiraHHs ABCTpISt; YNOBHOB&XEHOT 0CO6M 3asBHUKA,
MOLLKOKEHHS BMNYCK cepil: BiANOBIAA/IbHOI 32 hapMakoHarnsag.
ro/IKoto nicsis CaHpo3 'moX [Litova pepakuis: Aasig IxoH Jlesic /
3aCcTOCyBaHHS, - BupobHuua David John Lewis. MponoHoBaHa
y 6nicTepHiii OinbHUUSA pepakuis: Kotal Mohamed Ali / Kotan
ynakosLi; no 1 AcenTuyHi Moxamep, Ani. 3MiHa KOHTaKTHUX JaHUX
abo 5 Nikapcbki YNOBHOBaXXEHOT 0CO6M, BiAMNOBIAaIbHOI 3a
6nicTepHux 3acobu 3[jiCHeHHs1 hapMakoHarsgy. 3MiHa
ynakoBOK B LWadpteHay KOHTaKTHOT 0CO6U 3asBHUKA,
KapTOHHIW (AcenTnyHi BiANOBIAA/IbHOI 3a 3A4IICHEHHS
Kopobui N3LW), AscTpis thapmakoHarnagy B Ykpaini. [itoua

pepakuis: Opnos B’ayecnas BikTopoBuu.
MponoHoBaHa pepakuis: TaHacosa
3opsHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOT 38
3[4iiCHeHHs dhapmakoHarnsgy B YKpaii.
3MiHa MicLA 34iiCHEHHA OCHOBHOT
AisnbHOCTI 3 dhapmakoHarniagy. 3miHa
MiCLLe3HaxoMKeHHsT macTep-gainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
127. | S3UTPOKC Azithromy [a3uTpomiy [JO1FAL0 Tabnetku, Makneopc IHAis Maxkneopc IHais BHECEHHS 3MiH 10 peecTpaviliHnx 3a UA/3160/01/01
cin H BKpUTI dapmacb dapmacboThK marepianis: 3miHu | Tuny - 3miHK Woao | peyenmom
060/10HKOIO MO toTuKanc anc Nimiteq 6e3nekn/edeKTUBHOCTI Ta
250 wmr; no 6 Niviten thapmakoHarnsgy. BeegeHHs abo 3miHn
TabneTok y [0 y3araslbHEeHNX AaHnx Npo cuctemy
cTpwvni; no 1 thapmakoHarnagy (BBefeHHs
cTpuny y y3arasibHeHNX flaHUX NpPo cUcTemy
KapTOHHIA thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
ynakoBLi ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoobu 3
thapmakoHarnsgy 3asBHuka gns
3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHUKA, BiANOBiAa/IbHOI 3a 3AIACHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 38
34ilicHeHHA hapMakoHarnsgy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608
BanepiiBHa. MNponoHoBaHa pejakuis:
Kyunba TeTaHa BacunisHa. 3MiHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
3asBHVKa, Bi4NOBIAa/IbHOT 38
hapmakoHarnsg B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
crucTeMu dpapmakoHarnsgy Ta ioro
Homepa
128. | S3UTPOKC IAzithromy [asuTpomiy [JO1FAL0 Tabnetku, Makneopc IHais Makneogc IHais BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/3160/01/02
cin H BKpUTI dapmacb dapmacbloThK marepianis: 3miHu | Tuny - 3miHu WoJo | peyenmom
060/10HKOIO MO loTrKanc anc Nimiteq 6e3nekn/edekTUBHOCTI Ta
500 wr; no 3 Niviten hapmakoHarnsgy. BeegeHHs abo 3miHu
TabneTkn y [0 y3arasibHeHNX AaHnx Npo cuctemy
cTpwvni; no 1 thapmakoHarnagy (BBefeHHs
cTpuny y y3arasibHeHNX faHUX Npo cucTemy
KapTOHHIA thapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOI
ynaxoBLi ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BifMiHHA Bif] YNOBHOBaXEHOT
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHW Y po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOi 0cobM
3a8BHWKa, BiANOBiAANLHOI 3a 34iiCHEHHS
hapmakoHarnagy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3[iiCHeHHs1 hapMakoHarnaay B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1lo608
BanepiiBHa. [MponoHoBaHa pegakuis:
Kyunba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKa, BignoBiga/bHOT 3a
thapMakoHarnag B YkpaiHi. 3miHa micus
3[ilACHEHHSI OCHOBHOI fis/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHSI MacTep-ghaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa
129. | IBIKAPA® H [Telmisart [renmicapT [CO9DAO7 | Tabnetku no OPIrAHO OAE EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/16929/01/01
an and aH, 40 mr/12,5 wmr; CUH Navid marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
diuretics  [rigpoxnop no 7 Tabnetok | NANDGCA CaeHcus 6e3nekn/edeKTUBHOCTI Ta
oTiasng B €EHCUN3 NimiTen hapmakoHarnagy (iHwi 3MiHn). 3MiHu
antominiesomy | (E® 3ET 1) BHECEHO Y TEKCT MapKyBaHHA NepBUHHOT
6nicTepi, no 2 (n. 1, 2, 5, 6) Ta BTOpWHHOI (1. 1, 2, 3, 4,
6nictepu y 17) ynakoBKK NiKapcbKoro 3acoby.
KapTOHHIW
Kopobui; no 7
TabneTok B
anoMiHieBOMY
6nicTepi, no 4
6nictepu y
KapTOHHIW
Kopobu,i
130. | IBIKAPO® H ([Telmisart [renmicapT [CO9DAQ7 | Tabnetku no OPTAHO OAE EBepromxeH IHAiA BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/16929/01/02
an and aH, 80 mr/12,5 wr; CUH Navid marepianis: 3miHu | Tuny - 3MiHn WoAo peyenmom
diuretics  [rigpoxnop no 7 TabneTok NANDCA CaeHcu3 6e3nekn/edeKTUBHOCTI Ta
oTiasng B EHCUN3 NimiTen hapmakoHarnagy (iHwi 3MiHn). 3MiHu
antominiesomy | (E® 3ET 1) BHECEHO Y TEKCT MapKyBaHHSA NepBUHHOT
6nicTepi, no 2 (n. 1, 2, 5, 6) Ta BTOPUHHOI (M. 1, 2, 3, 4,
6nictepn y 17) ynakoBKku NikapcbKoro 3acoby.
KapTOHHIW
Kopo6ui; no 7
TabneTok B
anoMiHieBOMY
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6nicTepi, no 4
6nictepu y
KapTOHHIlA
Kopoobui
131. | IBIKAPO®H [Telmisart [renmicapT [CO9DA07 | TabneTku no OPIrAHO OAE EBepTomXeH IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/16929/01/03
lan and aH, 80 mr/25 wr; CUVH Naiicp mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
diuretics  [rigpoxnop no 7 Tabnetok | NIAN®GCA CaeHcus 6e3nekn/edeKTMBHOCTI Ta
oTiasng, B EHCK3 Niviten hapmakoHarnagy (iHwi 3miHu). 3MiHu
antomiHiesomy | (E®P 3ET I) BHECEHO Y TEKCT MapKyBaHHS NepBUHHOT
6nictepi, no 2 (n. 1, 2, 5, 6) Ta BTOPMHHOI (. 1, 2, 3, 4,
6nictepu y 17) ynakoBKw fliKapCbKOro 3acoby.
KapTOHHIlA
Kopob6ui; no 7
TabneTok B
antoMiHieBOMY
6nicTepi, no 4
6nictepu y
KapTOHHIlA
Kopobui
132. | IBOKET® Isosorbide |i3ocop6ig [CO1DA08 | cnpeii 3eHTiBa, Yecbka BTOPVHHE Himeyun BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/3055/01/01
dinitrate |y OPOMYKO3HWIA, K.C. Pecny6nik nakyBaHHs, Ha/ mMartepianis: 3miHu | Tuny - 3MiHK WOA0 | peyernmom
\AVHITPaT 1,25 mr/gosy, a KOHTPOJ1b IpnaHgais 6e3nekn/eekTUBHOCTI Ta
no 15 mn (300 AKOCTI thapmakoHarnsgy. BeegeHHs abo 3MiHu
[o3)y NepBMHHOTO [0 y3araslbHeHUX JaHnx npo cuctemy
chnakoHi; no 1 nakyBaHHSs «in hapmakoHarnsgy (BBefeHHs
onakoHy B bulk», y3arasibHeHUX AaHux npo cuctemy
KapTOHHIlA Bignosigae 3a hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT
KopoobLi BMNYCK cepil: ocobu, BignoBifasibHOI 3a 34iCHEHHS
Eiicika thapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmMacboThK chapmakoHarnsgy 3asBHuka ons
an3 'véX, 3fificHeHHs chapmakoHarnsgy B YkpaiHi,
HimeuuunHa; AKLLO BOHA BiMiHHA Bif, YNIOBHOBaXEHOT
BTOPVHHE ocobu, BignoBigasibHOI 3a 34iACHEHHS
nakyBaHHs: thapmakoHarnagy (Bko4atoum KOHTaKTHi
Eiicika [OaHi) Ta/abo 3MiHM Y PO3MilLEeHHI MacTep-
dapmacboTUK thaiina cuctemun chapmakoHarnsgy) 3miHa
ans3 'mo6X, YNOBHOB&XEHOT 0CO6M 3asBHUKA,
HimeuuunHa; BiANOBiAa/IbHOT 3a dapMakoHarnsag.
BUPOBHULTBO Litova pepakuisa: dininosa Jltogmuna, MD /
«bulk», Ludmila Filipova, MD. MponoHoBaHa
anbTepHaTUBH pepakuis: Hikogemosa Minocnasa, MD /
nii BUPOBHUK Miloslava Nykodemova, MD. 3miHa
NnepBUHHOTO KOHTaKTHUX JaHWUX YNOBHOBaXXEHOI 0CObM
nakyBaHHsl, 3asBHUKA, BiAMNOBIAaIbHOI 3a
HanoBHEHHS thapmakoHarnsg,.

h1aKOHIB:
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Asapa
LLleHHOH
dapmMacboThK
an Cepsices
Nimiteq,
Ipnangis;
nepBuHHe
nakyBaHHS,
HanoBHEHHSA
h1aKoHIB:
Konen
Naynxaiim
M6X eHg Ko.
KI, HimeyunHa
133. | I30-MIK® Isosorbide [i3ocop6in [CO1DAO8 | cnpeii TOB HB® YkpaiHa BUPOGHMYA Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/2621/01/01
dinitrate |y cy6niHrsanbHu | «MIKPOXI AinbHMUA (BC marepianis: 3miHu Il TNy - 3miHK 3 AKOCTI. | peyernmom
\MHITpaT 1 [o30BaHWiA, M> cTagji A®I. BupobHuLTBO. 3MiHa BUPOGHMKA
1,25 mr/gosy, BUPOBHMYOTO BUXIAHOTO/NPOMIXXHOrO NPOAYKTY/peareHTy,
no 15 mn (300 npouecy): LLIO BMKOPUCTOBYIOTLCS Y BUPOBHNYOMY
[o3)y TOB HB® npoueci A®l, abo 3miHa BUpo6HMKa
hnakoHi 3 "MIKPOXIM", (BKkOvatoum, ae HeobxigHoO, micLe
posnwuaoBave YKpaiHa; npoBefEeHHs KOHTPOs0 sikocTi) APl (3a
M; no 1 BignoBiAabHN BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
chnakoHy y 1 3a BUNyCK €Bponelicbkii hapmakonei y
nauui 3 cepii He 3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOIO
KapToOHYy BK/IOHa4MN BMpOGHMKa AD| 3 HafaHHAM MacTep-
KOHTPONb/BYN thaiina Ha A®I) - BBE|EHHSI HOBOTO
pobyBaHHsA BMPOGHMKA Ait040i peyoBMHY i30copbigy
cepii: TOB AvHiTpaty BogHoro TOB «®APMXIM»,
HB® YkpaiHa 3 HafjlaHHsIM MacTep-haiina Ha
"MIKPOXIM", A®| (Bepcis 1).
YKpaiHa,;
BignoBigabHU
n3a
BMPOGHMLTBO
Ta
KOHTPONb/BUM
pobyBaHHS
cepii, He
BK/IOYA0UN
BMNYCK Cepil:
AT "dapmak”,
Ykpaina
134. | ISOHIA3UA Isoniazid  |i3oHiasng |[JO4ACO01 TabneTkn no Makneopc IHAjA Makneopc IHAjA BHECEHHS 3MiH 10 peecTpavuiliHnX 3a He UA/15099/01/01
100 mr no 10 $apmach dapmacboTUK mMartepianis: 3miHu | TMny - 3MiHK LWOA0 peuyenmom | nionse
TabneTok y loTMKaIC anc Jlimiteq 6e3nekn/edeKTNBHOCTI Ta ae




138

Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6nicTepi, no 3, Niviten thapmakoHarnsgy. 3MiHa y KopoTkili
9 a6o 10 XapakTepucTuLi Nikapcbkoro 3acoby,
6nictepiB y TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
KapTOHHiiA MeJMYHOro 3aCTOCyBaHHA Ha MigcTasi
ynakosLii; no perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
28 TabneTtok y nikapcbKoro 3acoby, abo AocnimKeHb 3
6nictepi, no 3 6e3MeKkn 3aCToCyBaHHA NiKapCbKoro
abo 24 3acoby B micrsipeecTpaviiiHvin nepiog, abo
6nictepu y AK pe3ynbTar OLiHKW 3BIiTY 3 AOCNIMKEHD,
KapTOHHiiA npoBefeHnX Bi4NOBIAHO 40 NaHy
ynakoBLi; no neajatpnyHux gocnigpkeHs (PIP) (3MiHy
1000 Y3rofXXeHo 3 KOMMEeTEHTHUM
TabneTok y YNOBHOBaXXEHVNM OpraHom)
noslieTuneHoB 3MiHU BHECEHO [0 IHCTPYKUIT Ans
OMy nakeTi, no MeAMYHOro 3aCTOCYBaHHSA /iKapCbKoro
1 nakety y 3acoby y po3ginun "OcobanBocCTi
N1acTMKOBOMY 3actocyBaHHs", "Mob6iuHi peakuyii"
KOHTEliHepi BiAMNOBIAHO 4O OHOBEHOT iHGhopMaLi 3
6e3nekun Aito4oi pevoBUHN. IHCTPYKLIS ANs
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby (eCTD Bepcisst 0000). BBefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA
135. | IBOHIA3UA Isoniazid  [i3oHiasng JO4ACO1 TabneTtky no Makneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/15099/01/02
300 mr no 10 Papmacsh PapmacbTHUK marepianis: 3miHu | Tuny - 3miHn Woao peyenmom | nidsnse
Tabnetok y roTukanc anc Nimiteq 6e3nekn/edeKTUBHOCTI Ta ae
6nictepi, no 3, NimiTen hapmakoHarnsgy. 3miHa y KopoTkili
9 a6o 10 XapakTepucTuLi Nikapcbkoro 3acooby,
6nicTepiB y TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
KapTOHHIlA MeAUYHOro 3acTocyBaHHA Ha nigcTasi
ynakosLij; no perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku

28 TabneTtok y
6nictepi, no 3
abo 24
6nictepu y
KapTOHHIlA
ynakosLi; no
1000
Tabnetok y
nosieTuneHoB
OMy MakeTi, Mo
1 nakety y
nnacTykoBoMy
KOHTEliHepi

nikapcbKkoro 3acoby, abo focnimxeHb 3
6e3nekn 3acTocyBaHHA NlikapCbKoro
3acoby B nicnsipeecTpauinHuii nepiog, abo
AK pe3ynbTaTt OUiHK/ 3BIiTy 3 AOC/iIKEHb,
npoBeAeHVX BigNoBigHO 40 NaHy
negjatpnyHux gocnigpkeHns (PIP) (3MiHy
Y3TO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHN BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby y po3ginun "OcobnnBocCTi
3actocyBaHHs", "MobiuHi peakwyji"
BiANOBIAHO [0 OHOBMEHOT iHhopMaLi 3
6e3nekun jtoyoi pevyoBuHN. IHCTPYKUIA Ans
Me[IM4HOr0 3aCTOCYBaHHS NTiKapCbKOro
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Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3acoby (eCTD Bepcist 0000). BBefeHHs
3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHSA
136. | ISBOHIA3UA Isoniazid  |[i3oHiasng JO4ACO1 TabneTtky no My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a He UA/3624/01/01
100 wr; no 10 aKLjioHepH akKuioHepHe marepianis: 3miHv | Tuny - 3miHn Wwoao | peyenmom | nidnse
TabneTtok y e TOBapucTBO 6e3nekn/edeKkTBHOCTI Ta ae
6nicTepi; no 5 TOBapuUCTB "HaykoBo- hapmakoHarnsagy. 3miHa y KopoTkili
6nicTepiB y o BMPOGHNYNIA XapakTepucTuLi Nnikapcbkoro 3acoby,
nauui "HaykoBo- LEeHTp TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
BMPOGHUY "BopuuariBcbk MeZMYHOro 3aCTOCyBaHHA Ha MiacTasi
WiA LEeHTp N4 XiMiKo- perynspHO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
"bopLiaris hapmaveBTny nikapcbKoro 3acoby, abo focnigpkKeHs 3
CbKUiA HWiA 3aBog” 6e3MeKn 3aCToCyBaHHA NiKapcbKoro
XimiKo- 3acoby B micrispeecTpaviiiHvin nepiog, abo
thapmaues AK pe3ynbTar OLiHKW 3BIiTY 3 AOCNIIKEHD,
TUYHUIA npoBefeHnX Bi4NOBIAHO 40 NAaHy
3aBog" neajatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA /liKkapCbKoro
3acoby A0 po3ginis "Oco6amnBoCTi
3actocyBaHHs" Ta "MobiuHi peakwyji
BiANOBIAHO 4O OHOBAEHOT iHGhopMaLi 3
6e3nekn 3acTocyBaHHs /iKkapCbKOro
3aco6y. TepmiH BBELEHHS 3MiH NMPOTArom
6 MicALiB Nic/a 3aTBEPAXEHHS.
137. | ISOHIA3UA Isoniazid  |[i3oHiasng JO4ACO1 TabneTky no My6niuHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/3624/01/02
200 wmr; no 10 aKuioHepH akuioHepHe mMartepianis: 3MiHu | TMNy - 3MiHK WoOA0 peyenmom | niosse
Tabnetok y e TOBapuCTBO 6e3nekn/edpekTBHOCTI Ta ae
6nicTepi; no 5 TOBapuCTB "HaykoBo- hapmakoHarnsagy. 3miHa y KopoTkili
6nicTepiB y o BMPOGHUYNIA XapaKkTepucTuLi Nnikapcbkoro 3acoby,
nauui "HaykoBo- LEeHTp TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
BMPOGHUY "BopLuariBcbk MeAMYHOro 3aCTOCyBaHHS Ha MiacTasi
Wii LeHTp Wi Ximiko- perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
"BopLuiaris hapmaveBTny nikapcbKoro 3acoby, abo focnigpkeHs 3
CbKUiA HWiA 3aBog” 6e3Mekn 3aCToCyBaHHA NiKapcbKoro
Ximiko- 3acoby B nicnsipeecTpaviiiHvii nepios, abo
thapmares AK pe3ynbTar OLiHKM 3BiTY 3 AOCNIMKEHD,
TUYHUIA npoBefeHnX BigNOBIAHO 40 NnaHy
3aBog" negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA /liKkapCbKoro
3acoby A0 po3aiais "OcobanBoCTi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3actocyBaHHs" Ta "lMob6iyHi peakuii™”
BiANOBIAHO [0 OHOBMEHOT iHhopMaLi 3
6e3neky 3acToCyBaHHA NikapCbKoro
3aco6y. TepmiH BBELEHHS 3MiH NPOTArom
6 MicALiB Nic/1a 3aTBEPAKEHHS.

138.

IHCYNPUA

Glimepirid
e

rnimenipn
i

IA10BB12

Tabnetkv no 2
mr; no 15
Tabnetok y
6nictepi; no 2
6nictepy B
KapTOHHIA
Kopooui

TOB
«YOPN[
MEANLN

H»

YkpaiHa

YOPA[,
MEAMLIMH
INAY CAH. BE
TIDK. A.LLL

Typeyun
Ha

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
MeAM4HOro 3acToCyBaHHA
reHepuyHnX/ribpugHnx/6ionodibHmNx
niKapcbkUx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHV Ha pedepeHTHWIn npenapat
(3miHa He noTpebye HagaHHsA XOAHNX
HOBUX J0LATKOBUX AaHNX). 3MiHN BHECEHO
[0 IHCTPYKLUiT ANna Mefn4HOoro
3acTOCyBaHHS NikapCcbKoro 3acoby y
po3ginu "OcobamBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflysaHHs rpygao”, "MNepeposysaHHs",
"Mo6iuHi peakwyji" 3rigHoO 3 iHhopMmaLieto
LLLOZI0 MEANYHOIO 3aCTOCYBaHHS
pedyepeHTHOrO JliKapCbKOro 3acoby
(Amaryl 2 mg, 3 mg, 4 mg, compresse).
BBefieHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepmkeHHs

3a
peyenmom

He
nionsie
ae

UA/18083/01/01
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IHCYNPUA

Glimepirid
e

rnimenipn
n

A10BB12

Tabnetkv no 3
Mr; no 15
TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHIW
Kopoobui

TOB
«YOPN[,
MEANLN
H»

YkpaiHa

YOPII,
MEANLIH
INIAY CAH. BE
TIDK. A.LL.

Typeyun
Ha

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TMny - 3MiHK LWOA0
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuUYHNX/ribpuaHNX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/1si BHECEHHSA Tiel
camoi 3MiHV Ha pedepeHTHWI npenapat
(3MiHa He NoTpebye HaAaHHS XOOHNX
HOBUX A0AATKOBMX AaHWNX). 3MiHU BHECEHO
[0 IHCTPYKLUiT 4519 Me4NYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y
po3ainu "Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHoCTi abo
rogysaHHsa rpyaar”, "fepenosysaHHa",
"Mo6iyHi peakuii" 3rigHoO 3 iHopmaLieto

3a
peyenmom

He
nionsie
ae

UA/18083/01/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
{040 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOrO /ikapCbkoro 3acoby
(Amaryl 2 mg, 3 mg, 4 mg, compresse).
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepKeHHs
140. | IHCYNnPUA Glimepirid [rnimenipn |A10BB12 | TabneTku no 4 TOB YkpaiHa yopna Typeuuun BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/18083/01/03
e il Mmr; no 15 «YOPNA MEOVUWVH Ha marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom | nidsnse
Tabnetok y MEANLN INAY CAH. BE 6e3nekn/edeKTUBHOCTI Ta ae
6nictepi; no 2 H» TIOXK. A.LL. thapmakoHarnsgy. 3MiHW y KopoTkil
6nictepu B XapaKTepucTuL Nikapcbkoro 3acooby,
KapTOHHIA TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
KOpoO6L MeAM4HOro 3acToCyBaHHA
reHepuyHnX/ribpugHnx/6ionodibHmNx
niKapcbkUx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHV Ha pedepeHTHWIn npenapat
(3miHa He noTpebye HagaHHsA XOAHNX
HOBUX J0LATKOBUX AaHNX). 3MiHN BHECEHO
[0 IHCTPYKLUiT ANna Mefn4HOoro
3acTOCyBaHHS NikapCcbKoro 3acoby y
po3ginu "OcobamBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflysaHHs rpygao”, "MNepeposysaHHs",
"Mo6iuHi peakwyji" 3rigHoO 3 iHhopMmaLieto
LLLOZI0 MEANYHOIO 3aCTOCYBaHHS
pedyepeHTHOrO JliKapCbKOro 3acoby
(Amaryl 2 mg, 3 mg, 4 mg, compresse).
BBefieHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepmkeHHs
141. | IHOPAHPUKC |Diphtheria [Andtepiii JO7CA09 cycrneHsis "nakcoCmi Benuka FnakcoCmitKn | Benbrisi/ BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/16235/01/01
FEKCA - HWiA (DTPa-HBV- TKNsiH BpuTaHis ANH ®paHuia | matepianis: 3miHn | TUNy - 3MiHW 3 AKOCTI. | peyenmom
KOMBIHOBA haemophil [aHaTokcn IPV) ons Ekcnopt Bionogxikan3 A®I. BupobHULTBO. 3MiHW B NpOLIECI
HA us H (D)* iH'ekuili mo 0,5 NimiTen C.A., benbris BMpOGHMLTBA AD| (HE3HAYHA 3MiHA Y
BAKUUHA influenzae [MpaBsueBu mn (1 gosa) Ta (Bunyck cepiii npoueci BupobHuuTea AdI)
ansa B- i niodpinisat roToBOro 3MiHa cknagy xpomarorpadivyHoro
MPO®INAKT |pertussis- [aHaTokcu (Hib); 1 NPOAYKTY. cuHboro rento (Blue Trisacryl M), wo
KU poliomyeli [H (T)* nonepegHsL0 MpoBeneHHs BMKOPUCTOBYETLCA B NMPOLLECI OUNLLEHHSA
ONDTEPII, tis- Bordetella HarnoBHeHW KOHTPO/0 [BOX aue/toNAPHNUX KaLLtOKOBUX
MNPABLSA, tetanus-  |pertussis 0HOPAa30BUiA akocTi DTPa- (Pa)aHTureHiB, KaLL/toKoBOro TokcuHy (PT)
KALUTHOKY hepatitis  [kawnoko wnpwy, (no 0,5 HBV-IPV Ta hinameHTo3HOro remarntoTuHiHy (FHA)
(ALENONAP B Bi mn (1 gosa)) y KOMMOHEHTY);
HUIA aHTUreHu: KOMINEKTi 3 nakcoCmiTKn
KOMMNOHEHT KaLunoko asoma ANH
), TENATUTY BUIA ronkamu Ta Bionompxkikans,
B, aHaTokcn hNakoH 3 PpaHuis
noniomien H (PT)* niogpinizatom (PopmyBaHHs,
TYTA HuTtyacTtu (Hib) ana 1 HanoBHEHHSA B
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3AXBOPIOB i [o3u, Wwo LunpuL,
AHb, remarnot 3MiLLYHOTbCA nposefeHHsA
36YAHNKOM NHIH nepeg, KOHTPONHO
AKUX € (FHA)! BUKOPUCTaHHSA akocTi DTPa-
HAEMOPHIL MepTakTn M; [Bi FOJIKN, HBV-IPV
us H (PRN)* wnpuy, Ta KOMIMOHEHTY.
INFLUENZAE p-AHK chnakoH dopmyBaHHs,
TANY B nosepxHe repmMeTnyHo HanoBHEHHA
BUIA 3anakoBaHi y Ta
aHTUreH nnacTukoBuii niodgpinisauis B
BipyCy KOHTEliHep; no chnakoHu,
renatuty 1 a6o no 10 MapKyBaHHSA
B NAacTUKOBUX Ta NakyBaHHs,
(HBsAg)>® KOHTEiHepiB y npoBeAeHHs!
IHaKTMBOB KapTOHHIiA KOHTpOI0
aHi Bipycu Kopobu,i 3 sKocTi Hib
noniomien MapKyBaHHSAM KOMMOHEHTY.
iTy: YKpaiHCLKO MapkyBaHHA
mvn 1 MOBOI0; 1 Ta nakyBaHHA
(wTtam nonepegHL0 roToBOro
Mahoney) HarnoBHeHW NPOAYKTY);
N 0/iHOpa30BWii FnakcoCmiTKn
Tun 2 wnpwuy, (no 0,5 ANH
(wtam Mn (1 gosa)) y Bionomxikans
MEF-1)* KOMMNJIEKTi 3 C.A., benbrisi
Tun 3 aBoma (PopmyBaHHs,
(wTtam ronkamu Ta HanoBHEHHS B
Saukett)* chnakoH 3 wnpuj,
nonicaxap niodpinizatom MapKyBaHHS i
ng Haem (Hib) ana 1 nakyBaHHs,
lophilus 4o3un, Wwo npoBeAeHHs
influenza 3MiLLYHOTbCA KOHTPO/H0
Tuny b nepeg sakocTi DTPa-
(nonipn6o BMKOPUCTaHHA HBV-IPV
Bunpubito M; [Bi FOJIKN, KOMMOHEHTY.
n LnpuL, Ta HanoBHeHHS
choccpar, dhnakoH Ta
PRP)? repmMeTuyHO niodpinizauis B
KOH'toroBa 3anakoBaHi y donakoHu,
HWiA 3 nnacTukoBuii MapKyBaHHS
npasLeBn KOHTeliHep; no Ta nakyBaHHs,
M 1 a6o no 10 nposefeHHsA
aHaToKCK NAacTUKOBUX KOHTPO/H0
Hom (TT) KOHTEliHepIB y akocTi Hib
K HOCIEM KapTOHHIlA KOMIMOHEHTY.
npoTeiHy Kopobui 3 MapkyBaHHs
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
radcop6o MapKyBaHHSAM Ta nakyBaHHs
BaHuUl Ha aHrNiicbKo roToBOro
@/TIOMIHII0 MOBOHO 3i NpoAayKTY)
leiopokcud CTPUKEPOM
i, YKPaiHCbKOI
leiopamos MOBOIO
aHudl
(AI(OH)s)
FBupobie
Hul 8
KaimuHax
OpiKOXIB
(Saccharo
imyces
cerevisiae
3a
ldoromoz0
to p-
IHK mex
Hos02ii
Fadcop6o
BaHul Ha
@/IFOMIHI0
igboccham
(AIPO4)
po3mMHOX
leHi Ha
K/1imuHax
Vero
142. | IHPAHPUKC |Diphtheria [AndTepii JO7CA09 cycneHsis nakcoCwmi Benvka FnakcoCmiTKn | Benbrisi/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/16235/01/01
FEKCA 3 HWiA (DTPa-HBV- TKnsiH BputaHis ANH ®paHuia | martepianis: 3miHW | TURY - 3MiHW 3 AKOCTI. | peyenmom
KOMBIHOBA |haemophil jaHaTokcu IPV) ons Ekcnopt Bionomxikans A®I. KoHTposnb A®I. 3miHa y meTogax
HA us H (D)* iH'ekuii mo 0,5 Niviten C.A., benbris BunpobyeaHHA APl abo BuXigHOro
BAKLUVHA influenzae [Mpasueswn mn (1 gosa) Ta (Bunyck cepiii Marepiany/npoMixXHOro
ansa B- i niocpinizat roToBOro nNpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCSA
MPO®DINIAKT  |pertussis- [aHaToOKCK (Hib); 1 NPOAYKTY. y npoueci BUpo6Huyta A®I (He3HauHi
KN poliomyeli |H (T)* nonepeaHbL0 MpoBeaeHHs 3MiHW y 3aTBEpKEHMX MeToax
OUNDTEPII, tis- Bordetella HanoBHeHW KOHTPOSIO BUNPOOBYBaHHS) - He3HayHa 3MiHa y
NnPABLUA, tetanus-  |pertussis 04HOpa30Bwi skocTi DTPa- BMNPOGYBaHHI Ha igeHTMdiKaLilo MeTo40M
KALLTHIOKY hepatitis  [kaLuoko wnpwuy, (no 0,5 HBV-IPV 6iuHoro noToky (lateral flow method) gns
(ALENONAP B B Mn (1 gosa)) y KOMMOHEHTY); aKTUBHUX CYyBOCTaHLL auentonapHmuX
HUIA AHTUreHN: KOMMNEKTi 3 nakcoCmiTKn KaLLntoKoBux (Pa) aHTUreHiB (KaLLioKoBuiA
KOMMOHEHT Kavutoko ABomMa ANH aHaTokcuH (PT), dhinaMeHTO3HWiA
), FENATUTY BUiA rofikamv Ta Bionogxikans, remarntoTuHiH (FHA) Ta neptaktnH (PRN))
B, aHaToKCK oNakoH 3 PpaHujis Ta eTani afcopboBaHOro KOHUEHTpaTy
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
noniomieni H (PT)* niogpinizatom (PopmyBaHHs, Hanisnpoaykty (Bulk Adsorbed
TY TA HutyacTtn (Hib) ana 1 HanoBHEHHS B Concentrate (BAC)) 3 meToto onTumi3aw,i
3AXBOPIOB i [osu, wo npuwi, nigroToBKY 3paska nig vac npoBefeHHs
AHb, remMarnioT 3MiLLYHOTbCA npoBefeHHsA BMNpobyBaHHA, a caMe onTumisauis etany
36YAHNKOM MHIH nepeg, KOHTPO/H0 nonepeAHbLOro po3BeAeHHs 3pa3kiB
AKNX € (FHA)* BUKOPUCTaHHA sakocTi DTPa-
HAEMOPHIL MepTakTn M; [iBi FOJIKN, HBV-IPV
us H (PRN)* wnpuy, Ta KOMMOHEHTY.
INFLUENZAE p-OHK dhnakoH dopmyBaHHA,
TNy B noBepxHe repmMmeTnyHo HanoBHEHHA
BUiA 3anakoBaHi y Ta
@HTUreH N1acTUKOBUIA niodpinizauin B
BipyCy KOHTeliHep; no chnakoHu,
renatuty 1 a6o no 10 MapKyBaHHA
B NNacTVKOBUX Ta NakyBaHHs,
(HBsAg)*® KOHTelHepiB y NpoBefeHHs
IHaKTBOB KapTOHHI KOHTPO/H0
aHi Bipycu Kopobu,i 3 aKocTi Hib
noniomien MapKyBaHHAM KOMMOHEHTY.
iTy: YKpaiHCbKOH MapkyBaHHsA
mun 1 MOBOI0; 1 Ta naxkyBaHHs
(wTam nonepeaHb0 roToBOro
Mahoney) HarnoBHeHW npoaykTy);
i 0HOPAa30BUiA nakcoCmitKn
Tvn 2 wnpwy, (no 0,5 AH
(wtam mn (1 gosa)) y Bionoaxikan3
MEF-1)* KOMMNIeKTi 3 C.A., benbris
Tun 3 Asoma (PopmyBaHHs,
(wtam roskamun Ta HanoBHEHHS B
Saukett)* hNakoH 3 npuwi,
nonicaxap niogpinizatom MapKyBaHHS i
na Haem (Hib) ana 1 nakyBaHHs,
lophilus [03u, Wwo npoBeAeHHs
influenza 3MiLLYHOTbCA KOHTPO/IO
Tuny b nepeg akocTti DTPa-
(nonipnéo BUKOPUCTaHHA HBV-IPV
Bnunpubito M; [iBi FOJIKN, KOMMOHEHTY.
n LwnpuL, Ta HanoBHeHHsA
choccpar, hnakoH Ta
PRP)? repMeTnyHo niodpinisauin B
KOH'torosa 3anakoBaHi y chnakoHu,
HWi1 3 N1acTUKOBUIA MapKyBaHHs1
npasLesun KOHTeliHep; no Ta nakyBaHHs,
M 1 a6o no 10 nposeaeHHsA
aHaToKcm NNacTVKOBUX KOHTpOI0
Hom (TT) KOHTeliHepiB y akocTi Hib
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
K HOCIEM KapTOHHiiA KOMIMOHEHTY.
npoTeiny Kopobui 3 MapkyBaHHs
fadcop6o MapKyBaHHSAM Ta nakyBaHHs
BaHull Ha aHrNikcoLKoo roToBOro
@/1IOMIHI0 MOBOIO 3i NpoayKTY)
eiopokcud CTpVKEPOM
, YKpaiHCbKOI0
leiopamos MOBOH
aHut
(AI(OH)3)
PBuUpo6/ie
Hul B8
K/1imuHax
OpixOxi8
(Saccharo
imyces
cerevisiae
3a
idorromoz20
o p-
JHK mex
Hoso2ii
Fadcop60o
BaHuUl Ha
Q/IFOMIHIt0
ihocgham
(AIPO4)
pO3MHOX
leHi Ha
K/1imuHax
Vero
143. | IHOAHPUKC |Diphtheria |gudptepiii J07CA02 cycneHsia gna | [nakcoCwmi Benuka FnakcoCmitKn | Benbrisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/13939/01/01
InB - HWi iH'ekuiin; no 0,5 TKnsiH BputaHis ANH ®paHuia | marepianis: 3miHu | TUNY - 3MiHW 3 AKOCTI. | peyenmom
KOMBIHOBA [pertussis- [aHaTOKCK MmNy EkcnopT Bionoaxikana A®I. KoHTponb A®I. 3miHa y meTodax
HA poliomyeli |H (D)* nonepegHL0 NimiTen C.A., benbris BUNpo6yBaHHA APl abo BMXigHOrO
BAKUVHA tis-tetanus [npasLeBu 3arnoBHeHOMY (NpoBeAeHHs mMaTepiany/npomiKHOro
ana i 0[IHOPa30BOM KOHTPO/0 NpOAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
MPODINAKT aHaTokcn y wnpuui y AKOCTI y npoueci Bupo6HuLTBa A®I (He3HauHi
KN H (T) KOMNJIEKTi 3 BaKLHN, 3MiHM y 3aTBEPAKEHNX METOAAX
OUNDTEPII, Bordetella ronkoto; no 1 BMNYCK Cepiii BMNpo6yBaHHs) - He3HayHa 3miHa y
MPABLSA, lpertussis a6o 10 roToBOro BMNPOBYBaHHI Ha ifeHTUiKaLilo MeTog0M
KALLUMHOKA KaLL/TIOKO nonepeaHL0 NPOAYKTY); 6iuHoro notoky (lateral flow method) ans
(ALUENONAP Bi 3anoBHEHNX nakcoCmiTKn aKTMBHUX CyOCTaHL auentonsapHmX
HNIA AHTUreHu: 0HOPa30BMUX SANH KaLLMtoKoBuX (Pa) aHTUreHiB (KalLtoKoBuiA
KOMMOHEHT Katunoko LNpULB Y Bionompxkikans, aHaTokcuH (PT), dhinaMeHTOo3HWiA
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
)TA BUIA na1acTUKOBOMY PpaHuis remarioTuHiH (FHA) Ta neptaktuH (PRN))
noniomieni aHaToKCK KOHTEliHepi; (dhopmyBaHHs Ta eTani aacopb0oBaHOro KOHUEeHTpaTy
TY H (PT)" nol BaKLUMHW, Hanisnpoaykty (Bulk Adsorbed
HutyacTn KOHTelHepy B HanoBHEHHS Concentrate (BAC)) 3 meToto onTumisawi
i KapTOHHI BakLVHN B niAroTOBKM 3paska Mif yac NpoBeAeHHs
remarnioT Kopobu,i npuwi, BUNPOOBYBaHHS, a came oNnTUMI3aLis etTany
MHIH MapKyBaHHs nonepeaHbOro PO3BELEHHS 3paskiB
(FHA): Ta nakyBaHHsI
MepTakTy roToBOro
H (PRN)% NPOAYKTY,
IHaKTBOB npoBefeHHs
aHi Bipycu KOHTPOSIO
nosniomien AKOCTI
iTy: BakLUHM);
mun 1 nakcoCmiTKn
(wtam AH
Mahoney) Bionoaxikan3
o C.A., Benbris
mmn 2 (HanoBHeHHs
(wtam BaKU/HU B
MEF-1)% Lnpuui,
mvn 3 MapKyBaHHS i
(wtam nakyBaHHs
Saukett)® roTOBOro
fadcop6o NpoayKTy,
BaHuUl Ha npoBefeHHs
@/TIOMIHII0 KOHTPOSIO
leiopokcud SAKOCTI
i, BaKLHW)
eiopamos
aHull
R
lpo3mHOXe
Hi Ha
KaimuHax
Vero
144. | NOrYPT Lactic Lactobacil |[AO7F A51 | kancynm 2 dapmacait KaHaga BMPOGHMLTBO KaHapa/ BHECEHHS 3MiH [0 peecTpaviliHnX 6e3 UA/17496/01/01
acid lus MApA HC IHK. Hepo3gacosa NuTtBa mMartepianis: 3MiHu | TMny - 3MiHW WOA0 peuenma
producing [acidophilu aKTUBHUX Horo 6e3nekn/edhekTMBHOCTI Ta
lorganisms s, Lactoba KITUH npoaykTy, thapmakoHarnsgy. BeegeHHs abo 3miHu
\ cillus (KYO);no 30 nepBrHHe Ta [0 y3ara/ibHeHVX AaHux npo cuctemy
combinati  [rhamnosu abo no 75 BTOPUHHE hapmakoHarnsgy (BBefeHHs
ons s, Strepto kancyny nakyBaHHS, y3arasibHeHUX JaHux Npo cuctemy
coccus dhnakoHax; no KOHTPO/b dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
salivarius 15 kancyn y AKOCTI, BUMYCK ocobu, BignoBigasbHOI 3a 34iNCHEHHS
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
subsp. 6nictepax, no cepii: hapMakoHarnagy; KOHTaKTHoOi 0cobu 3
thermophi 1 6nicTtepy B dapmacaitHc thapmakoHarnsgy 3asBHuka ans
lus, Lacto KapTOHHIlA IHK., KaHaga; 3[iiCHeHHs1 hapMakoHarisay B YkpaiHi,
bacillus KopoobLi BTOPUHHE AKLLO BOHA BifMiHHA Bif, YyNTOBHOB&XEHOI
delbruecki nakyBaHHs: 0cobw, BignoBiganbHOI 3a 34iACHEHHS
i subsp. JNuToBCbKO- hapmakoHarnsgy (BK1ovatoUy KOHTaKTHI
bulgaricus HOpBE3bke OaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
3AT thaiina cuctemun chapmakoHarnsgy) 3miHa
Hopdhauem, YNOBHOB&XEHOT 0CO6U 3asBHUKA,
NutBa BiANOBIAA/IbHOI 3a hapmakoHarnsag.
[itoua pepaxuis: Lidia Morelli.
MponoHoBaHa pepfakuis: Romana Smocot.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6u 3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnag,.
145. | NOryYPT Lactic Lactobacil |AO7F A51 | kancynu 4 dapmacai KaHaga BMPOBHULTBO KaHapa BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 UA/17496/01/02
lacid lus MNpA, HC [HK. Hepo3chacosa marepianis: 3miHu | Tuny - 3miHn Woao peyenma
producing [acidophilu aKTUBHUX HOro 6e3nekn/edekTUBHOCTI Ta
lorganisms |s, Lactoba knituH (KYO); npoaykTy, hapmakoHarnsagy. BeegeHHs abo 3miHn
, cillus no 30 kancyn nepBuHHe [0 y3arasibHeHNX AaHnx Npo cuctemy
combinati [rhamnosu y chniakoHax nakyBaHHs, thapmakoHarnagy (BBefeHHs
ons 'S, Strepto KOHTPO/1b y3arasibHeHnX AaHux npo cuctemy
coccus AKOCTI, BUMYCK thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
salivarius cepii: ocobu, BignoBifasibHOT 3a 3AiACHEHHS
subsp. dapmacaiHc hapMakoHarnagy; KOHTaKTHoOI 0cobu 3
thermophi IHK. hapmakoHarnsgy 3asBHuKa ans
lus, Lacto 3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
bacillus AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
delbruecki 0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
i subsp. hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
bulgaricus [AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHYKA,
Bi4NOBiAa/IbHOI 32 hapMakoHarnsg.
[itoua pepakuis: Lidia Morelli.
MponoHoBaHa pepfakuis: Romana Smocot.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
hapmakoHarnag,.
146. | KA/bLIO Calcium  [KanbUilo  [A12AA03 ALPRAGHH ANA TOBAPUC YkpaiHa TOBAPUCTB | YkpaiHa BHECEHHSA 3MiH 10 peecTpauitHnx 3a UA/4726/01/01
FNHOKOHAT- (gluconate [r/itokoHaT iH'ekujin, 100 TBO 3 03 mMartepianis: 3miHu | TNy - peyenmom
3400POB'A mr/mn, no 5 OBMEXE OBMEXEHO AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
(CTABINI3OB M B amnyni; HOIO 0] BMPOGHNYOI AinbHML (BKIHOYAKUN
AHWNIN) no 10 amnyny | BIAMOBIA BIAMOBIOAN OinbHUUl gnsa A®l, NpOMiIXXHOTO NPOAYKTY
KapTOHHIlA ANbHICT bHICTHO ab0 roToBOro NiKapcbkoro 3acooby,
Kkopobui; no 5 o «KOPTIMOPALII AiNbHWLI ANA NpoBeAEeHHS NakyBaHHS,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
M B amnyni, «KOPMOP A BMPOGHMKA, BIANOBIAA/ILHOIO 3a BUMYCK
no 5 amnyny AlIA «30POB'Ax» cepiid, MicLe NpoBeAeHHS KOHTPOSHO cepii)
6nictepi; no 2 «300P0OB abo nocrtavasibHUKa BUXiAHOro MaTepiasy,
6nictepu y A peareHTy ab0 A0NOMDKHOI PEYOBUHM
KapTOHHI (KO 3a3HaYEHO Y AOCHE).
Kopo6ui; no 10 BunyueHHs1 3aTBEPAKEHOTO BUPOGHMKA
M B amnyni; A®| KanbLito rNoKoHaT AN iH'eKUili
no 10 amnyny PURAC BIOCHEM BV, Netherlands
KapTOHHiiA (BnacHuk cepTucpikata BignosigHOCTI
KopoobLi €Bponeiicbkiii hapmakonei). BBegeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEepMKEHHS. 3MiHn Il Tuny - 3MiHK 3
akocTi. A®l. BupobHuuTeo. 3miHa
BMPOBGHUKA BUXiAHOro/NpoMKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKOYatouu, ae HeobxigHo, micue
NpoBefeHHs1 KOHTPO/O skocTi) APl (3a
BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponelicbkiil hapmakonei y
3aTBEPMKEHOMY [0CbE)(BBEAEHHS HOBOIO
BMpOGHMKa AP| 3 HafaHHAM MacTep-
paiina Ha Adl).
BBefieHHs1 HOBOrO BMPO6HUKa API
Kanbuito riokoHat ans iH'ekuid, Zhejiang
Ruibang Laboratories, China, (agpeca
Micus npoBampKeHHs AisinbHocTi: No. 578,
Binhai Tenth Road Economic and
Technological Development Zone,
Wenzhou City, Zhejiang Province, China).
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB
nicns 3aTBepKeHHs.
147. | KAPOIOMAIH |Acetylsali [kucnota  [BOLACO6 | Tabnetku, TOB YkpaiHa BMPO6GHMLTBO | Himeyun BHECEHHS 3MiH [0 peecTpavuiliHnX 6e3 UA/10141/01/01
n cylic acid  |ayeTunca BKpUTI "ACIHO 3a NOBHUM Ha/ marepianis: 3miHu | TURy - 3MiHK LWOA0 peyenma
iniunnosa NAiBKOBOO YKPAIHA" LMKIOM: EcToHis/ 6e3nekn/ehekTMBHOCTI Ta
060/10HKOIO, Takepga 'm6X, | Lseiua thapmakoHarnsgy. BeegeHHs abo 3MiHu
no 75 mr, no micue pis [0 y3ara/lbHeHUX JaHnX npo cuctemy
30 a6o no 100 BUpOBGHULTBA thapmakoHarnagy (BBefeHHs
Tabnetok y OpaHieHoypr, y3arasibHeHVX AaHnx Npo cucTtemy
chnakoHi; no 1 HimeuuunHa; thapmakoHarnsgy, 3MiHa yroBHOBaXEHOI
onakoHy y anbTepHaTUBH ocobu, BignoBifanbHOI 3a 3iCHEHHS
KapTOHHIN a [inbHnuA hapMakoHarniaay; KOHTaKTHOI 0cobu 3
Kopobui ons hapmakoHarnsgy 3asBHuka ans

NePBUHHOTO Ta
BTOPWHHOTO

3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi,
SKLLO BOHA BiMiHHA Bifj YTOBHOB&XEHOI
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
nakyBaHHs, 0cobu, BiANOBifabHOI 3a 3AiACHEHHS
BWMYCKY Cepii: thapmakoHarnagy (Bkovatoum KOHTaKTHi
AciHo EcTOHIa OaHi) Ta/abo 3MiHWN y po3MiLLleHHI macTep-
QY, EcToHis; thaiina cuctemun chapmakoHarnsgy) 3miHa
a/lbTepHaTUBH KOHTaKTHUX JaHVX YNOBHOBaXEHOT 0CO6m
a [inbHuuA 3asBHVKa, BignoBigabHOT 3a
BMPOGHULITBA thapmakoHarnag,
Ta KOHTPO/0
AKOCTi: ACIHO
Papma AT,
LLiefiuapis;
KOHTpaKTHa
naboparopis
[N KOHTPOIO
"Mikpob6ionoriy
HOT uncToTn'™:
MpuBaTHWiA
HayKoBO-
[OCNifHWIA
IHCTUTYT
Xennenep
m6X,
HimeyynHa
148. | KAPCUN® Silymarin  [cyxuii IAO5BAO3 | TabneTtku, AT Bonrapis AT Bonrapi BHECEHHS 3MiH [10 peecTpaviliHnx bes UA/2773/01/01
ekcTpakT BKpUTI "Codhapma "Codcpapma" A marepianis: 3miHu | Tuny - 3miHK 3 AKkocTi. | peyenma
nnoais 060/10HKOI0, " [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
po3Topon no 22,5 mr; no BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo
LLli 10 TabneTok y O0NYyCTUMUX MEX, BCTAHOBJIEHNX Y
6nicTepi; no 8

naAMNUCTO
i

6nictepiB y
KapTOHHIW
nauui

cneuudikauisix, nig yac BUpobHuUTBa
roTOBOrO NikapcbKoro 3acoby (BUyYeHHs
HecyTTEBOro BUNpobyBaHHA B NpoLeci
BMPOOHMLTBA) BunyyeHHs nokasHuka
«BTpatu npu BucyLwysaHHi» («Loss on
drying») Ha eTani «BucyluyBaHHs
rpaHynsATy». Takox Bigbynmcs 3miHm
dhopMytoBaHHSA BUMOT 3@ NOKa3H1Kamu
«Mass of one tablet» Ta «Uniformity of
mass» Ha eTani TabneTyBaHHs Ta Ha eTani
nokpuTTa Tabnetku BignosigHo fo Ph.
Eur. 2.9.5. 3miHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneyudikauisix, nig yac BUpobHuUTBa
roTOBOrO NikapcbKoro 3acoby (BUyYeHHs
HecyTTEBOro BUNpobyBaHHS B NpoLeci
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMPOGHULTBA) BUnyyeHHs nokasHuka
«BmicT gjtouoi pevoBuHu» («Assay of
active substance») Ha eTani
«BucyliyBaHHS rpaHynaty». 3Minu | Tuny -
3MmiHu 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHM BUNpobyBaHb
ab0o fonyCTUMUX MeX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUpobHuUTBa
roTOBOrO NikapcbKoro 3acoby (BUyYeHHs
HecyTTEBOro BUNpobyBaHHA B NpoLeci
BMPOOHMLTBA) BunyyeHHs nokasHuka
«CTiliKiCTb 10 P03/ aB/HOBAHHSA»
(«Resistance to crushing») Ha eTani
«TabnetyBaHHs». 3MiHW | TUMY - 3MiHK 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPOOYyBaHb abo
[ONyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPO6GHULTBA
roTOBOrO NiKapCbKOro 3acoby (BUy4YEeHHs
HecyTTEBOro BMNpobyBaHHA B NpoLeci
BMPOGHMLTBA) BrnyyeHHs nokasHuka
«Po3nagaHHsa» («Disintegration») Ha eTani
«TabnetyBaHHsa».

149.

KBETIMAK
100

Quetiapin
e

kBeTianiH

NO5AHO04

Tabnetku,
BKPUTI
MN/1iBKOBOIO
060/10HKOIO MO
100 wmr, no 10
Tabnetok y
6nictepi; no 3
abo 6
6nicTepiB y
KapTOHHIlA
ynakoBLi

Makneopc
Papmacsh
toTuKasnc

NimiTen

IHAis

Makneopc
PapmacbTHUK
anc fNimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHNX faHnx Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka an1s
3[jiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOT 3a 34iACHEHHSA
thapmakoHarnagy (BK/I4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHKa, BiANOBiAALHOI 32 34iiCHEHHS
hapmakoHarnisgy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
3[iliCHEeHHs1 hapmakoHarnaay B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608

3a
peyenmom

UA/19916/01/02




151

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BanepiiBHa. MponoHoBaHa pepakuis:
Kyumba TeTaHa BacunisHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOT 0cobu
3asBHWVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg, B Ykpaiti. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHST macTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.

150.

KBETIMAK
200

Quetiapin
e

KBeTianiH

NO5AHO04

Tabnetku,
BKPUTI
NAiBKOBOO
060/10HKOI0 NO
200 mr, no 10
TabneTok y
6nicTepi; no 3
a6o 6
6nictepiB y
KapTOHHIiA
ynaxoBLi

Makneopc
dapmacb
loTuKasIC

NimiTen

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
mMatepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkI4atoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOi 0cobu
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOT 38
3[4iiCHeHHs dhapmakoHarnsgy B YKpaii.
Litova pepakuis: MHiTeybka /o608
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
3asBHWVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxoMKeHHsT macTep-hainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.

3a
peyenmom

UA/19916/01/03

151.

KBETIMAK 25

Quetiapin
e

kBeTianiH

NO5AHO04

TabneTku,
BKPUTI
NNiBKOBOK

Makneopc
dapmacb
loTUKasIC

IHAjA

Makneopc
PapmMacboThK
anc Jlimiteq

IHAjA

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis: 3miHu | TMny - 3MiHK LWOA0
6e3nekn/edeKTNBHOCTI Ta

3a
peyenmom

UA/19916/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep

n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo

3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
060/10HKOI0 N0 Niviten thapmakoHarnsgy. BeegeHHs abo 3miHn
25 wr, no 10 [0 y3arasibHEeHNX AaHnx Npo cuctemy
TabneTok y thapmakoHarnsgy (BBefeHHs
6nicTepi; no 3 y3araslbHeHVX gaHnx npo cuctemy
abo 6 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
6nictepiB y ocobu, BignoBifasibHOT 3a 3AiACHEHHS
KapTOHHiiA hapmakoHarnsgy; KOHTakTHoOT ocoou 3
ynakoBLi chapmakoHarnsgy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif] yNOBHOBaXeHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobu
3asBHUKA, BiANOBiAa/IbHOI 3a 3AIACHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 3a
3ailicHeHHA hapMakoHarnsgy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608
BanepiiBHa. MNponoHoBaHa pejakuis:
Kyunba TeTaHa BacunisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
3asBHVKa, BigNOBIAa/IbHOT 38
hapmakoHarnsg B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
Homepa.

152. | KE®NIM Cefepime |uecbenim |JO1DEO1 MOPOLLIOK AN Makneogc IHAis AcTpan IHAiA BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/11188/01/01
po3unHy Ans dapmacb CrepiTex marepianis: 3miHu | Tuny - 3miHu WoJo | peyenmom
iH'eKLji no loTrKanc Mpusat 6e3nekn/edeKkTBHOCTI Ta
1000 mr; 1 Niviten Niviten hapmakoHarnsagy. BeegeHHs abo 3miHn
donakoH 3 [0 y3arasibHeHNX AaHnx Npo cuctemy
MOPOLLKOM Y thapmakoHarnsgy (BBefeHHs
KapTOHHIW y3araJlbHeHUX AaHux npo cucrtemy
yrakoBLi thapmakoHarnsgy, 3miHa yrnoBHOBaXEHOI

ocobu, BignoBifasbHOT 3a 3AiACHEHHS

thapmakoHarnsgy; KOHTakTHOT ocobu 3

chapmakoHarnsgy 3asBHuka gns

3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT

0ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyaruy KOHTakKTHI
[aHi) Ta/abo 3MiHV Y pO3MiLLEHHI MacTep-
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOi 0cobM
3asBHKa, BiANOBiAANLHOI 3a 34iiCHEHHS
hapmakoHarnagy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3[iiCHeHHs1 hapmakoHarnaay B Ykpaii.
[itoua pepakuis: MHiTeubka J/1lo608
BanepiiBHa. [MponoHoBaHa pegakuis:
Kyunba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKa, BignoBiAa/bHOT 3a
thapmMakoHarnag B YkpaiHi. 3miHa micus
3[ilACHEHHSI OCHOBHOI fis/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHSI MacTep-ghaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa
153. | KNNEBYTAM® [Dobutami |no6ytami [CO1CAO07 | KOHUeHTpaT TOB YkpaiHa KOHTPO/b Typeuuun BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/18613/01/01
ne H 0151 PO3YMHY "BOPBAP AKOCTI, BUMYCK Ha marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. | peyenmom
ans iHdysii, TC cepiii: [oTOBWIA Nikapcbkunii 3aci6. KoHTpob
250 mr/20 mn; PAPMA" Monichapma roToBOro Nikapcbkoro 3acoby. 3miHa y
no 20 mn B Inak CaH. Be MeTo4ax BUNPobyBaHHSA rOTOBOro
amnyni, o 10 Tik. A.C., nikapcbkoro 3acoby (He3HayHa 3MiHa y
amnyny TypeuunHa; 3aTBEPMKEHNX METOAAX BUNPOGYBaHHS),
KapTOHHIW BMPOGHMLTBO He3HauyHa 3MiHa y aHaliTU4HIn MeToanLi
KOpOO6Li Hepo3dacosa «lTOMa rycTHa», a caMme 3a3HauyeHHs
HOI NpoAayKLUii, Temneparypu, Npu sikili NPOBOAUTbLCSA
nepBuHHa Ta BMMIpIOBaHHS
BTOPVHHA
ynakoBka:
Apoma Inak
CaH. Nita. Cri.,
TypeyynHa
154. | KNOMIAOINPE |[Clopidogr [knonigorp [BO1ACO4 | Tabnetku, TOB YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/11825/01/01
Nb-CAHO®I el enb BKPUTI "CaHoi- BIHTPOMN mMartepianis: 3MiHu | TMNy - 3MiHK WOA0 peyenmom | niosse
NAiBKOBOIO ABeHTIC IHOACTPIA 6e3nekn/edpekTBHOCTI Ta ae
060/10HKOIO, YkpaiHa" hapmakoHarnsgy. 3mMiHu y KopoTkili
no 75 mr; Ne XapaKkTepucTuLi Nnikapcbkoro 3acoby,

14 (14x1): no
14 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHIW
kopo6ui; Ne 30
(30x1), Ne 90
(30x3): no 30

TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpnaHnx/6ionodibHNX
nNiKapcbknx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiHN Ha pedepeHTHWIA Npenapar
(3miHa He NoTpebye HagaHHsA XOLHNX
HOBUX AOAATKOBKX AaHMX) 3MiHVM BHECEHO
00 IHCTPYKUIi Ana MeAnyHoro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Tabnetok y 3acTOCyBaHHSA NikapcbKoro 3acoby y
6nicTepi; no 1 po3ainu "®apmakosoriyHi BNacTneocTi",
abo no 3 "MokasaHHs", "OcobMBOCTI
6nictepu B 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
KapTOHHI fo3n", "MNo6iyHi peakuii™ BiANOBIAHO A0
Kopobu,i iHbopmauii Wwoao MeguyHoro
3acToCyBaHHsA pethepeHTHOro NikapcbLKoro
3acoby (Mnasikc, TabneTkn, BKPUTI
NAiBKOBOK 000JI0HKO, MO 75 Mr).
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmAkeHHs. 3MiHu | Tuny - 3MiHn
oo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHK
BHECEHO [10 TEKCTY MapKyBaHHs
NepBUHHOT YNakoBKW Nikapcbkoro 3acoby
n. 6 Ta BTOPMHHOI yNaKkoBKW NiKapCbKoro
3acoby n.2, n.11, n.16, n.17. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
155. | KNO®AH Clotrimaz [knoTpuma [DO1A CO1 | kpem 2 %, no TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 UA/19381/01/02
ole 3on 20 ry Ty6i, no "TNEQ®PA XENTXKEP mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenma
1 1y6i B PM NTA" NBT NTA [oTOBWMIA Nikapcbkunit 3aci6. Cuctema
KapTOHHIA KOHTeliHep/3akynopoBasibHWiA 3acib.
Kopobui 3MiHa po3Mipy ynakoBk/ roTOBOro
NikapcbKoro 3acoby (iHwi 3MiHu) -
BBEJEHHA [0AaTKOBOI YyNakoBK/ y chopMi
in bulk y 3B'A3ky 3 BUPOGHNYOIO
HeoObXigHIcTio. 3MiHM | TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHu) - 3MiHn
BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
yNakoBKM NiKapCbKOro 3acoby y MyHKTU 2,
5,8, 12, 13, 16, 17 Ta B TeKCTi
MapKyBaHHSI NEPBUHHOT YNaKOBKMN Y MYHKTY
2, 5, 17. BBeAeHHS 3MiH NpOTArom 6-Tu
MicALiB Nic/1a 3aTBEPAXKEHHS.
156. | KNNO®AH Clotrimaz knoTpuma |- Kpem 2 %, in TOB YKpaina KYCYM IHais BHECEHHS 3MiH 4,0 peecTpauiiHnx - UA/20818/03/01
ole 3on bulk:no20ry "TNEQ®PA XENTXKEP mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
Ty6i; no 144 PM NTA" NBT NTA4 [oTOBWIA Nikapcbkuii 3aci6. Cuctema
TYy6” B KOHTeliHep/3aKynopoBasibHWiA 3aci6.
KapTOHHIiA 3MiHa po3Mipy ynakoBk/ roToBOro
Kopobui nikapcbKoro 3acoby (iHLi 3MiHK) -
BBEAEHHSA A0AATKOBOI yNakoBKu y chopMi
in bulk y 38'a3Ky 3 BUpo6HUYOIO
HEOoB6XiAHICTIO
157. | KNODAH® Clotrimaz _ knotpuma |GO1AF02 | kpem TOB YKpaiHa KYCYM BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/14084/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
ole 301 BariHasIbHWiA "TNEAPA XENTXKEP Martepianis: 3MiHu | TMNy - 3MiHK WOA0 peyenma
10%;no7ry PM NTAO" MBT NT4 6e3nekn/edeKTMBHOCTI Ta
Ty6i; no 1 Ty6i thapmakoHarnagy (iHwi 3MiHK) - 3MiHK Y
pasom 3 3aTBEPKEHOMY TEKCTI MapKyBaHHS
ansikaTopom y yMakoBOK NiKapCbKoro 3acoby ans
KapTOHHIlA ynakoBok in bulk
ynakoBLi
158. | KIO®AH® Clotrimaz |[knoTpuma | Kpem TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH 10 peecTpaviliHnX - UA/20818/02/01
ole 3on BariHasIbHWiA "TNEQ®PA XENTXKEP mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
10 % in bulk: PM NTA" NBT NTA 6e3nekn/edeKTMBHOCTI Ta
no7r hapmakoHarnsgy (iHwi 3MiHN) - 3MiHK Y
npenapary B 3aTBEPIKEHOMY TEKCTi MapKyBaHHSI
Ty6i, no 169 yMakoBOK NiKapCbKoro 3acoby ans
Y6 y ynakoBok in bulk
KapTOHHIlA
Kopobui
159. | KOKCEPUH Cycloseri uuknocep [JO4ABO1 Kancynu no Makneopc IHAjA Makneopc IHAjA BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/2483/01/01
ne NH 250 mr; Ne 100 dapmacb PapmMacboThK mMartepianis: 3miHu | TMny - 3MiHK LWOA0 peyenmom
(10x10): mo 10 loTUKasIC anc Nimiteq 6e3nekn/edeKTMBHOCTI Ta
Kancyny NimiTen hapmakoHarnsgy. BeegeHHs abo 3miHu
cTpwni; no 10 [10 y3arasibHeHNX AaHnx Npo cuctemy
cTpunis y thapmakoHarnagy (BBe4eHHs
KapTOHHIiA y3ara/ibHeHNX JaHnx nNpo cucTemy
ynakoBLii; Ne thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
90 (10x9): no ocobu, BignoBigasibHOT 3a 34iICHEHHSA
10 kancyny hapmakoHarnsgy; KOHTakTHoOT ocobu 3
6nictepi; no 9 thapmakoHarnagy 3asaBHuka ons
6nicTepiB y 3fjiicHeHHs hapmakoHarnsagy B YkpaiHi,
KapTOHHIA AKWO BOHA BiAMIHHA BiJ YNOBHOBaXEHOI
ynakosLi; Ne ocobu, BignoBifasibHOT 3a 3AiACHEHHS

100 (10x10):
no 10 kancyn
y 6nicTepi; no
10 6nicTepiB y
KapTOHHIiA
ynakoBLi

thapmakoHarnagy (BK4Yak4m KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BignoBigabHOI 3a 3AjACHEHHS!
hapmakoHarnsagy. ditova pegaxuisi: Dr.
Sukhada Wadkar. MNponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3asBHWVKa, BiANOBIAANLHOI 38 34iiCHEHHS
thapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3as1BHMKA, BiANOBIAA/IbHOT 3a
3fjiicHeHHs hapmakoHarnsagy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l060B
BanepiiBHa. MNponoHoBaHa peaakLis:
Kyumnba TeTsiHa BacunisHa. 3miHa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKa, BignoBiAa/bHOT 3a
thapMakoHarnag B YkpaiHi. 3miHa micus
3[ilACHEHHSI OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa.
160. | KOKCEPUH Cycloseri |uuknocep | Kancynu no Maxkneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnx - UA/9940/01/01
ne NH 250 wr; in bulk Papmacsh PapmacboTUK marepianis: 3miHu | Tuny - 3mMiHn Woao
Ne 500 roTukanc anc Nimiteq 6e3nekn/edeKTUBHOCTI Ta
(10x50): no 10 NimiTen thapmakoHarnagy. BeefeHHs abo 3miHu
Kancyny [0 y3arasibHeHVX JaHux Npo cnuctemy
cTpuni; no 50 hapmakoHarnsgy (BBefeHHs
cTpuniB y y3arasibHeHNX faHnx Npo cucTemy
KopoobLi thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI

0ocobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iICHEHHS
thapmakoHarnagy (BK/4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemu thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnagy. fitoua pegakuis: Dr.
Sukhada Wadkar. MNponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKa, BiANOBIAA/IbLHOT 38
3[iiCHeHHSs dhapmakoHarnsgy B YKpaii.
Litova pepakuis: MHiTeybka J/llo60B
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxoMKeHHsT macTep-gainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
161. | KOMBITPUM |Paraceta [napaueta [NO2BE51 | nopowok gns OPIrAHO OAE EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpaviliHnx 6e3 UA/11503/01/01
XOT CIn® mol, Mo, opasibHoro CW/H Navidp marepianis: 3miHu | Tuny - 3miHK 3 AkoCTi. | peyenma
combinati |ueTupusu pO34uHy 3 NANDCA CaeHcus [oTOBWI1 Nnikapcbkuii 3aci6. KoHTpob
ons excl.  |Hy JIMMOHHUM EHCK3 Nimiteq, HAjs; roTOBOrO /liKapCcbkoro 3acoby. 3miHa y
psycholep [rigpoxnop cmakomno5r | (E® 3ET ) Cara MeToJax BUNPO6yBaHHS roTOBOro
tics na, NMOpPOLLKY B NaidcaeHcus niKapcbkoro 3acoby (He3HayHa 3MiHa y
heHined cauwe, no 10 Nimitea, IHaia 3aTBEPKEHNX MeTOoAax BUNPOBYyBaHHS)
PUHY cawle B YTOUYHEHHS KOHLeHTpaLii PO34nHy
rigpoxnop KapTOHHiiA xnopuay 3anisa (lll) B meToamui
na KopoobLi BMNPOGYBaHHA rOTOBOrO NiKAPCbKOro
3aco0y /19 NoKa3HUKa AKOCTI
«lpeHTudpikauis» giro4oi pevyoBuHU
MNapaueTtamon.
162. | KOMBIFPUMN [Paraceta |[napaueta [NO2BE51 | mopowok ans OPIAHO OAE EBepTomXeH IHais BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/11504/01/01
XOT CIn® mol, MO, OpasibHOro CUVH Naiicp mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenma
combinati |ueTnpnsun PO34uHy 3 NANDOCA CaeHcuns [oToBUiA nikapcbkumii 3aci6. KOHTpob
ons excl.  |Hy Ma/IMHOBUM EHCK3 Nimiteq, IHAjs; roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
psycholep [rigpoxnop cmakom no5r | (Ed 3ET 1) Cara MeToAax BUNpobyBaHHSA rOTOBOro
tics na, MOPOLLIKY B NandcaeHcus niKapcbKoro 3acoby (He3HayHa 3MiHa 'y
cheHined cawe, no 10 Nimitea, IHaia 3aTBEPKEHNX MeToAax BUNpobyBaHHS)
PUHY cawle B YTOUYHEHHS KOHL,EHTpaLii pO34nHy
rigpoxnop KapTOHHIN xnopugy 3anisza (lll) B metogmui
na Kopobui BMNPOGYBaHHSA rOTOBOr0 NiKapCbKOro
3acoby A5 nokasHuKa AKoCTi
«lgeHTucpikauis» gito4oi pevyoBuHN
MNapaueTtamon.
163. | KOHKOP® Bisoprolol [6iconpon |[CO7ABO7 | Tabnetku, Mepk HimeuunHn | Mepk Xenckea | Himeuun BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/3322/01/02
on BKPUTI Xerickea a KraA Ha MaTtepianis: 3miHu | TMny - 3MiHK WoOA0 peyenmom
NNiBKOBOIO KlraA 6e3nekn/edeKTUBHOCTI Ta
060/10HKOI0, thapmakoHarnagy. BeefeHHs abo 3miHu
no 5 mr; no 30 [0 y3arasilbHeHuX JaHuxX Npo cuctemy
TabneTok y thapmakoHarnsgy (BBefeHHs
6nictepi; no 1 y3araslbHeHUX gaHux npo cuctemy
6nictepy y hapmakoHarnisgy, 3MiHa yrnoBHOBaXeHOT
KapTOHHIiA 0cobw, BignoBiganbHOI 3a 34iACHEHHS
Kopobui; no 25 hapmakoHarnagy; KOHTakTHoi ocobu 3
TabneTok y thapmakoHarnsgy 3asBHuka ans
6nicTepi; no 2 3[iliCHeHHs1 dhapmakoHarnagy B YkpaiHi,
6nictepn y AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
KapTOHHIW ocobu, BignoBigasnibHOT 3a 34iACHEHHS
Kopobui hapmakoHarnsagy (Bknoyarouy KOHTakKTHI

[AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu thapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6M 3asiBHUKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg, B
YkpaiHi. [litova pegakuis: HazapeHko
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
BikTopis IBaHiBHa. MNponoHoBaHa
pepakuisi: HikiTueHkoBa /110608 IBaHiBHa.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOT 3a
hapMakoHarnisg B YKpaiHi
164. | KOHKOP® Bisoprolol [6iconpon [CO7ABO7 | Tabnetku, Mepk HimeuunH | Mepk Xenckea | Himeuun BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/3322/01/03
on BKPUTI Xerickea a KraA Ha Martepianis: 3miHu | TMNy - 3MiHK WoA0 peyenmom
MN/1iBKOBOIO KraA 6e3nekn/edeKTUBHOCTI Ta
060/10HKOI0, thapmakoHarnagy. BeefeHHs abo 3miHu
no 10 wmr; no [0 y3ara/ibHeHMX faHnX Npo cuctemy
30 TabneTtok y hapmakoHarnsgy (BBefeHHs
6nictepi; no 1 y3araslbHeHUX AaHux npo cuctemy
6nictepy y hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT
KapTOHHIA 0ocobu, BignoBiganbHOI 3a 34iACHEHHS
Kopob6ui; no 25 hapMakoHarnagy; KOHTakTHoOI ocobu 3
TabneTok y thapmakoHarnsgy 3asBHuka an1s
6nicTepi; no 2 3[jiCHeHHs dhapmakoHarnsgy B YKpaiHi,
6nictepu y AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
KapTOHHIW ocobu, BignoBigasibHOI 3a 34iACHEHHSA
Kopobui thapmakoHarnagy (BK/I4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAA/ILHOT 382 (hapmakoHarnsg B
YkpaiHi. [itoua pegakuis: HazapeHko
BikTopis IBaHiBHa. MNponoHoBaHa
pepfakuis: HikiTueHkosa J1t060B IBaHiBHa.
3MiHa KOHTaKTHWUX AaHNX KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
hapMakoHarnag B YkpaiHi
165. | KOHTPAKTY | pigKnia DO3AX renb; no 10, Mepy, HimeuunH Mpogykuis in Himeuun BHECEHHS 3MiH [0 peecTpavuiliHnX 6e3 UA/6090/01/01
BEKC ekcTpakT 20a6o50ry dapmach a bulk, Ha/ mMartepianis: 3miHu | TUny - 3MiHK WoOA0 peyenma
Lnoéyni, Ty6i; no 1 Ty6i toTikanc nepBrHHE Ta NaTtsis 6e3nekn/eekTUBHOCTI Ta
renapuH Y KapTOHHii 6X BTOPVHHE thapmakoHarnsgy. BeegeHHs abo 3MiHu
HaTpito, KOpOO6Li nakyBaHHsl, [0 y3ara/ilbHeHUX JaHnxX npo cuctemy
anaHToiH KOHTPONb thapmakoHarnsgy (BBefeHHs
AKOCTI Ta y3arasibHeHVX AaHux Npo cuctemy
BUNYCK cepii: hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHoT
Mepy, ®apma ocobu, BignoBiganbHOI 3a 34iACHEHHS
v6X i Ko. thapmakoHarnsgy; KOHTakTHoOI ocobu 3
KraA, thapmakoHarnagy 3asaBHuka ons
HimeuunHa; 3[iliCHeHHs1 hapMakoHarnsay B YkpaiHi,
BTOPVHHE AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
nakyBaHHs: 0ocobw, BignoBiganbHOI 3a 34iACHEHHS
MpecTix hapmakoHarnsgy (BKo4YatoUy KOHTaKTHI
MpomoyLuH AaHi) Ta/abo 3MiHW Y pO3MilLeHHi MacTep-
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Bepkaydcdoe (haiina cuctemu cpapmakoHarnsgy). 3miHa
paepyHr & KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
Bepb6ecepsic 3asBHVKa, BigNOBiAa/IbHOT 38
m6X, thapmakoHarnsg B Ykpaii.
HimeyvunHa;
X.E.N.N.
m6X,
HimeuunHa;
Bunpo6ysaHH
A1 KOHTPOSIIO
AKOCTI:
Na6opatopi
ho Ananisic
ot
Bionogxukann
i EKTiB
KomnoyHac
NatsiaH
IHCTITBIOT O
OpraHik
CiHTesic,
Natsis; Na6op
NC CE & Ko.
Kr,
HimeuuunHa;
JEN®-i Tm6X,
HimeuuunHa,;
'BA dapma
rm6X,
HimeyunHa
166. | KOH®YHAYC |[Levodopa [kap6igona [NO4BAO2 | Tabnetku no TOB Ykpaina BUPOBHMLTBO, IHais/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a He UA/18054/01/01
® and , nesopon 25 mr/250 wr, «TNEQPA nepBuHHe YkpaiHa | Mmarepianis: 3miHu | TUNy - 3MiHW 3 AKOCTi. | peyenmom | ninodas
decarboxy ja no 10 PM NTAO» nakyBaHHs, [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. 2ae
lase TabneTok y BTOPVHHE 3MiHa y TepMiHax npuaaTHocTi abo
inhibitor 6nicTepi, no nakyBaHHs, ymoBax 36epiraHHsi roTOBOrO /iKapCbKOro
10 6nicTepiB y KOHTPONb 3aco06y (36iNbLUEHHA TEPMiHY NPUAATHOCTI
KapTOHHIN SIKOCTi, BUNYCK roTOBOrO JIiKapCbKOro 3acoby) - A5
yrakoBLi cepii TOProBoi ynakoBku (NigTBEPMAXYETbCA
abo OaHUMM peasibHOro Yacy) 36iMbLlUeHHs
BMPOGHMLTBO TepMiHy npugartHocTi M3 3 2-x Ao 3-x
npoaykuii in pOKIB Ha MiACTaBi MO3UTMBHUX pe3ynbTaTiB
bulk: LocnimkeHHs cTabinbHOCTI B peasibHOMY
KYCYM yaci. 3atBepgkeHo: TepMiH npuaaTHoCTI:
XENTXKEP 2 poku. 3anponoHoBaHo: TepMiH
NnBT NTA, NPUAATHOCTI: 3 POKN. 3MiHN BHECEHO B
IHAjs; IHCTPYKLiI0 415 MeANYHOro 3acTOCyBaHHS
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
BTOPVHHE nikapcbKoro 3acoby y po3gin "TepMmiH
nakyBaHHs, npugatHocTi". BBegeHHsA 3MiH MpoTArom 6-
KOHTPONb TW MiCALIB NicNsa 3aTBepIKEHHS
AKOCTI, BUMYCK
cepii 3
nNpoAyKUii in
bulk:
TOB
«MMEAPAPM
NTA»,
YkpaiHa
167. | KOH®YHAYC |[Levodopa [kapbigona |- TabneTtky no TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaviliHnx - UA/18055/01/01
® and , nesogon 25 mr/250 wr, «NIEA®PA XENTXKEP marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
decarboxy |a in bulk: no 10 PM NTO» MBT NT4 [oTOBWIA Nikapcbkumii 3aci6. CTabiNbHICTb.
lase TabneTtok y 3MiHa y TepMiHax npuaarHocTi abo
inhibitor 6nictepi, no yMoBax 36epiraHHsi roTOBOrO MiKapCbKoro
90 6nicTepiB y 3ac00y (36inbLIeHHs TePMiHY NPUAATHOCTI
KapTOHHIlA roTOBOrO JIiKapCbKOro 3acoby) - Ans
Kopoobui TOProBoi ynakoBKu (NigTBEPAXYETbCA
[aHVMU peanibHOro vacy) 36i/1bLIeHHS
TepMmiHy npugarHocTi 113 3 2-x Ao 3-X
POKiB Ha MigcTaBi MO3UTMBHUX pe3ynbTaTiB
[OCNimpKeHHs cTabinbHOCTI B peasibHOMY
yaci. 3aTBepKeHo: TepMiH NpuaaTHOCTI:
2 pokn. 3anpornoHoBaHo: TepMmiH
npuaaTHocTi: 3 poku. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
168. | KOMAKCOH (Glatirame [rnatupam [LO3AX13 pO34uH Ans TOB YkpaiHa Brpo6HuuTBO | I3painb / BHECEHHS 3MiH 10 peecTpavuiliHnX 3a He UA/6307/01/02
40 r acetate |epy iH'ekujnn, 40 «TeBa 3a NOBHUM Benvka marepianis: 3miHu Il Tuny - 3miHn Woafo | peyenmom | nindns
aleTar mr/mn; no 1 YkpaiHa» umknom: Teea BpuTaHi 6e3nekn/epeKTBHOCTI Ta 2ae
M1 PO34MHY B dPapmaLeBTika al hapmakoHarnsgy. 3mMiHu y KopoTkili
nonepegHsL0 n lHpacTpi3 Higepna XapakTepucTuL Nikapcbkoro 3acooby,
HanoBHeHOMY Nrtg., 13paine; Hawn/ TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
wnpwvyj; no 1 Brpo6HMLTBO Yropim Me[NYHOro 3acToCyBaHHSA y 3B'A3KY i3
Lnpu1y B 3a NOBHUM Ha HOBUMW JaHUMW 3 AKOCTi, AOKIHIYHUMM,
6nicTepi; no LMKNOM: KAIHIYHUMW AaHVMKU Ta JaHUMK 3
12 wnpuuis B HopToH hapmakoHarnsgy - 3MiHM BHECEHO B
KapTOHHIiiA Xenckea HCTPYKLi0 4151 MeANYHOrO 3aCTOCYBaHHS
Kopobu,i Nimiteg T/A nNiKapcbKoro 3acoby A0 po3ainy
AVBEKC "B3aemogis 3 iHWMU NiKapCbKUMU
dapmacboTUK 3aco6amu Ta iHLWi BUAY B3aEMOgIiIA".
an3 oK, BBeaeHHs 3MiH NpoTArom 6-Tn Micauis
Benvika nicns 3aTBepayKeHHs
BpuTaHis;
KoHTposib
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepii (Tinbkn
6ionoriyHe
TECTYBaHHs):
A6ik N14.,
13pains;
KoHTposib
cepii (noBHe
TecTyBaHHs,
BK/THOHAI0UN HA
CTepUNbHICTb
Ta
6akTepiasibHi
€HL0TOKCUHMU,
ane okpim
6ionoriyHoro
TecTyBaHHS):
dapmaxemi
B.B.,
Higepnangu;
KoHTposib
cepii (Tinbkn
6ionoriuHe
TeCcTyBaHHs):
AT
dPapmaneBTny
HWIA 3aBO
TeBa,
YropLmHa;
KoHTposib
cepii
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHOCTI):
Asis Kemikan
IHaacTpi3
it 13painb

169.

KPUHOH®

Progester
one

nporecTte
poH

GO3DA04

renb
BariHa/bHWi1 8
%;no1,45r
(wo
Biagnosinae
[03i ans
BBEEHHS
1,125r1) B
0HO/030BOM

Apec
TpelgiHr
C.A.

LLiBeruapi
2

Brpo6HMK
Hepo3gacosa
HOI npoayKuii
Ta KOHTPO/1b

AKOCTI:
[JeHppoH
BpeHac
Nimites,
BenukobputaH

Benunkob
puTaHis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasbHOI 3a 34iCHEHHS

3a
peyenmom

UA/3490/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
y annikaropi, is1; KoHTponb hapmakoHarnsgy; KOHTakTHoOT ocoou 3
BK/1afleHoMy B AKOCTI: chapmakoHarnsgy 3asBHuka gns
bararoLapoBy Xepa MaHngi 3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
ynakoBKy; Mo 6 PiuapacoH AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXeHOT
a6o 15 Nimiteq, 0cobw, BignoBiganbHOI 3a 34iACHEHHS
0[IHOA030BUX BenvkobpuTaH dhapmakoHarnsgy (BKI04aUn KOHTaKTHI
annikaTopis y is; MepBUHHA [aHi) Ta/abo 3MiHV Y pO3MiLLLEeHHI MacTep-
KapTOHHIA yrnakoBka: thaiina cuctemu chapmakoHarnsgy). 3miHa
KOpoo6L maponak ar, KOHTaKTHOI 0CO6M 3asBHUKA,
LBeliuapis; BiANOBIAa/IbHOI 3a hapmakoHarnsag B
BTopuHHa YkpaiHi.
ynakoBka Ta [Oitova pepakuin: HazapeHko Biktopis.
BMNYCK cepil: MponoHoBaHa pegakuis: HikiTyeHkoBa
LlenTpan Jlto60B IBaHiBHA. 3MiHA KOHTAKTHUX AaHWX
Papma KOHTaKTHOI 0CO6M 3asiBHUKA,
(KoHTpakT BiANOBIAa/IbHOI 3a hapmakoHarnsg B
MekiHr) YKpaiHi.
NimiTes,
BenukobputaH
]
170. | NA30O/NIBAH® |Ambroxol [ambpokco [RO5CB06 | Tabnetku no TOB YkpaiHa Jenbcapm dpaHuin BHECEHHS 3MiH 10 peecTpaviliHux 6e3 UA/3430/03/01
iny 30 mr no 10 «Onenna Peiimc, / marepianis: 3MiHu | Tuny - 3MiHK LWOA0 peyenma
rigpoxnop Tabnetok y Xenckea dpaHLis; Monbwa 6e3nekn/edheKTMBHOCTI Ta
ng, 6nictepi; no 2 YkpaiHa» Onenna thapmakoHarnsgy. BeefeHHs abo 3MmiHu
6nictepu y Xenckea [0 y3ara/iHEHNX AaHuX Npo cucTemy
KapTOHHIA Monaxg Cn. 3 hapmakoHarnsgy (BBefeHHs
KOpOO6L 0.0., MonbLa y3arasibHeHUX faHux Npo cuctemy
hapMakoHarnsay, 3amiHa ynoBHOBaXXeHOT
0ocobw, BignoBiganbHOI 3a 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3AjiCHeHHs hapMakoHarisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, YNIOBHOBaXEHOT
ocobu, BignoBigasibHOI 3a 34iCHEHHS
thapmakoHarnagy (Bkovatoum KOHTaKTHi
OaHi) Ta/abo 3MiHN y po3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
MiCLLe3HaxoMKeHHs1 MacTep-dhaiina
cucteMu chapmakoHarnsgy Ta oro
Homepa. 3MiHa MicLA 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
171. | NA30/IBAH® |Ambroxol [ambpokco [RO5CB06 | po3unH ans TOB YkpaiHa IcTiTyTO AIE ITania BHECEHHS 3MiH [10 peecTpaviliHnX 6e3 UA/3430/06/01
iny iHranaujn tTa "Onenna Arxeni C.p.n. MaTtepianis: 3miHu | TMny - 3MiHK WOA0 peyenma
rigpoxnop nepopasibHoro Xenckea 6e3nekn/edeKTUBHOCTI Ta
na, 3aCTOCyBaHHs, YKpaiHa" thapmakoHarnagy. BeegeHHs abo 3miHu
15 mr/2 ma, no [0 y3araJibHeHMX AaHUX MNpo cucrtemy
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
100 mny hapmakoHarnsagy (BBefeHHs
donakoHi 3 y3ara/ibHeHNX JaHnx npo cuctemy
KpanenbHue thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
to;no 1 0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
chnakoHy y thapmakoHarnsgy; KOHTakTHOT 0cobu 3
KOMNEeKTi 3 chapmakoHarnsgy 3asBHuka gns
MipHUM 3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
KOBMaykoM B AKLLO BOHA BiAMiHHA Bif, yNTOBHOBaXEHOT
KapTOHHiiA ocobu, BignoBifasibHOT 3a 3AiACHEHHS
KopoobLi thapmakoHarnagy (BKI4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLA 34iACHEHHS
OCHOBHOI fiSi/IbHOCTI 3 (hapmakoHarnagy.
172. | NA30O/IBAH® |Ambroxol [ambpokco [RO5CB06 | po3uuH Ans TOB YkpaiHa CAHO®I ITanisa BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/3430/04/01
LS IHOY3IN iny iHdpy3iid, 15 "Onenna C.P.N. mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
rigpoxnop Mr/2 mn; no 2 Xenckea 6e3nekn/edeKTMBHOCTI Ta
na, M/1 B amnynax; Ykpaina" hapmakoHarnsgy. BeegeHHs abo 3miHu
no 10 amnyn y [0 y3aranbHeHNX AaHnx Npo cuctemy
KapTOHHIW hapmakoHarnsgy (BBefeHHs
KOpOO6Li y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkIyatoum KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa MicLue3HaxomkeHHs MacTep-charina
crucTeMu dpapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLs 34iACHEHHS
OCHOBHOI fisiNIbHOCTI 3 chapmakoHarnsgy
173. | NA30NBAH® |Ambroxol [ambpokco [RO5CB06 | cupon, 30 mr/5 TOB YkpaiHa [enbtapm PpaHuin BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 UA/13771/01/01
3 iny M, no 100 mn "Onenna Peiimc, / IcnaHis mMaTtepianis: 3MiHK | TUNy - 3MiHK WOA0 peuenma
NONYHNYHO rigpoxnop chnakoHi; no 1 Xenckea PpaHLis; 6e3nekn/echekTMBHOCTI Ta
- ng, donakoHy B YkpaiHa" BepiHrep thapmakoHarnsgy. BeegeHHs abo 3MiHu
BEPLLKOBU KOMNIeKTi 3 IHrenbxanmv [0 y3arasibHEHUX AaHuX NPo cuctemy
M CMAKOM Na1acTUKOBUM EcnaHa, CA, hapmakoHarnsgy (BBefeHHs
MipHUM IcnaHis y3arasibHeHUX JaHnx Npo cuctemy

KOBMaYKoOM y
KapTOHHIW

thapmakoHarnsgy, 3miHa ynoBHOBaXXeHol
0cobW, BigNoBiganbHOI 3a 34iCHEHHS




164

Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
Kopobui hapMakoHarnagy; KOHTaKTHoOi 0cobu 3
chapmakoHarnsgy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarisay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, YyNTOBHOB&XEHOI
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (BK1ovatoUy KOHTaKTHI
AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
MiCLLe3HaxoMKeHHs1 MacTep-gaiina
cucteMu chapmakoHarnsay Ta iioro
Homepa. 3MiHa MicLA 34iACHEHHS
OCHOBHOI flifi/IbHOCTI 3 dpapMakoHarnsaay.
174. | NA30/IBAH® |Ambroxol [ambpokco [RO5CBO06 | cupon, 15 mr/5 TOB YkpaiHa BepiHrep Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/9887/01/01
31 CMAKOM Iny M no 100 mn "Onenna IHrenbxanmv ®paHLis marepianis: 3miHu | TUny - 3MiHK LWOA0 peyenma
nicoBux rigpoxnop Y CKSAHOMY Xenckea EcnaHa, CA, 6e3nekn/ethekTMBHOCTI Ta
Aaria ng chnakoHi 3 YkpaiHa" Icnanis abo thapmakoHarnsgy. BeegeHHs abo 3MmiHu
NNacTVKOBUM Jenbthapm [0 y3ara/ilbHeHUX JaHnX npo cuctemy
3aKynoproBasb Peiimc, thapmakoHarnsgy (BBefeHHs
HUM PpaHuis y3arasibHeHVX AaHnx Npo cuctemy
NPUCTPOEM i3 dhapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT
3axX1CTOM Bif, ocobu, BignoBifabHOI 3a 3iACHEHHS
BiOKPUTTA thapmakoHarnsgy; KOHTakTHoOI ocobu 3
Aitemu; no 1 chapmakoHarnsgy 3asBHuka gns
hnakoHy B 3[iiCHEeHHs1 hapMakoHarisay B YkpaiHi,
KOMMNEKTi 3 AKLLO BOHA BifMiHHA Bif, YTOBHOB&XEHOI
NNacTUKOBUM 0ocobw, BignoBiganbHOI 3a 34iiCHEHHS
MipHUM hapmakoHarnsgy (BK1o4YatoUy KOHTaKTHI
KOBMA4yKoM y OaHi) Ta/abo 3MiHNM y pO3MiLLeHHi MacTep-
KapTOHHIA thaiina cuctemu hapmakoHarnsgy). 3miHa
Kopobui MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTeMun dpapmakoHarnsagy Ta moro
Homepa. 3MiHa MicLA 34iCHEHHS
OCHOBHOI Aifi/IbHOCTI 3 ddapMakoHarnsaay.
175. | NA30/IBAH® |Ambroxol [ambpokco [RO5CB06 | kancynwu 3 TOB Ykpaina BUPOGHMLTBO, | Himeuun BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/3430/02/01
MAKC iny NPOJIOHIOBaHO «Onenna KOHTPONb Ha/ mMartepianis: 3miHu | TUny - 3MiHK WoA0 peyenma
rigpoxnop 10 fieto no 75 Xenckea AKOCTI: dpaHuis 6e3nekn/eekTUBHOCTI Ta
na mr; no 10 YkpaiHa» BepiHrep thapmakoHarnsgy. BeegeHHs abo 3MiHu
kancyny IHrenbxaim [0 y3ara/ilbHeHUX JaHnx npo cuctemy
6nictepi; no 1 dapma M'vbX i thapmakoHarnagy (BBefeHHs
6nicTepy B Ko. KT, y3arasibHeHVX AaHux Npo cuctemy
KapTOHHIiA HimeuuunHa; hapmakoHarnsgy, 3amMiHa yrnoBHOBaXXeHoT
Kopobui nakyBaHHs, ocobu, BignoBigasibHOI 3a 34iACHEHHS
MapKyBaHHA, thapmakoHarnsgy; KOHTakTHoOI ocobu 3
BUMYCK Cepii: chapmakoHarnsgy 3asBHuka gns
[enbcapm 3[iliCHeHHs1 hapMakoHarnsay B YkpaiHi,
Peiimc, SIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
PpaHLis; 0cobu, BiANOBifabHOI 3a 3AiACHEHHS
BVMPOGHMTLBO, thapmakoHarnagy (Bkovatoum KOHTaKTHi
KOHTPOb OaHi) Ta/abo 3MiHWN y po3MiLLleHHI macTep-
AKOCTI: (haiina cuctemu cpapmakoHarnsgy). 3miHa
CaHodi MiCLLe3HaxXoMKeHHsT MacTep-daina
BinTpon cucteMu chapmakoHarnsgy Ta ioro
IHAroCTPI, Homepa. 3MiHa Micusi 34iACHEHHS
PpaHujs OCHOBHOI Aisi/IbHOCTI 3 ddapMakoHarnsay.
176. | NA30®PITO - ekcTpakTt [RO5CA cupon, Ne 1: TOB YkpaiHa EW. Himeuun BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/10763/01/01
pigkoro 4 no 100 mny "Onenna HattepmaHH Ha mMaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyenma
ebpeuto / CKNISIHOMY Xenckea eHp Caiii. 6e3nekn/edeKTUBHOCTI Ta
Thymus pnakoHi 3 YkpaiHa" m6X thapmakoHarnagy. BeefeHHs abo 3miHu
vulgaris NAacTMKOBUM [0 y3arasibHeHVX JaHux Npo cnuctemy
L./ 3aKynoptoBasb hapmakoHarnsgy (BBefeHHs
HUM y3arasibHeHNX faHnx Npo cucTemy
NPUCTPOEM i3 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
3axMCTOM Bifg, 0ocobw, BignoBiganbHOI 3a 34iACHEHHS
BIAKPUTTA thapMakoHarnagy; KOHTakTHoOi ocobu 3
AitbMu; no 1 hapmakoHarnsgy 3asBHuka ans
chnakoHy B 3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
KOMMNIeKTi 3 AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
Na1acTUKOBUM ocobu, BignoBigasibHOI 3a 34iICHEHHS
MipHUM thapmakoHarnagy (BK/4Yaum KOHTaKTHI
KOBMaykoMm y [AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
KapTOHHIN tharina cuctemmn thapmakoHarnsgy). 3miHa
Kopobui MiCLLe3HaxoMKeHHsT macTep-gainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHa MicLA 34iICHEHHS
OCHOBHOI AlifsiNIbHOCTI 3 dhapmakoHarnsay
177. | NAMIXOMN 3  [Zidovudin |namisyan JO5AR01 TabneTku, Maxkneopc IHAin Makneopc IHAiA BHECEHHSA 3MiH 0 peecTpauitHux 3a UA/14139/01/01
e and H i BKpUTI dapmacsh PapmacbTHUK marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
lamivudin  [3ugoByau nNiBKOBOKO loTUKasc auic flimiteq, 6e3nekn/edeKTUBHOCTI Ta
e H 060/10HKOI0, NimiTen thapmakoHarnagy. BeefeHHs abo 3miHu
150 mr/300 wr, [0 y3arasilbHeHuX JaHux Npo cuctemy
no 60 thapmakoHarnagy (BBefeHHs
TabneTok y y3arasisHeHNX faHnX Npo cucTemy
chnakoHi; no 1 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
onakoHy B ocobu, BignoBiganbHOI 3a 34iACHEHHS
KapTOHHIlA hapmMakoHarnagy; KOHTakTHoi ocobu 3
ynakoBLi hapmakoHarnsgy 3asBHuka ans
3[iiCHeHHs1 dhapmakoHarnaay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
ocobu, BignoBigasibHOT 3a 34iICHEHHS
hapmakoHarnsagy (Bknoyatouy KOHTakKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
dpalina cuctemu chapmakoHarasgy) 3miHa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOT 3a
3[jicHeHHs hapMakoHarnsay B YkpaiHi.
Litova pepakuis: MHiTeubka J/llo60B
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacunisHa. 3MiHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg, B Ykpaiti. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnsgy.
3miHa MicLe3HaxomkeHHs MacTep-chaiina
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.

178.

NATACONT

Latanopro
st

ynataHonp
OCT

SO1EEO1

Kpanni ouHi,
po3uuH 0,05
mr/mn, no 2,5
My dh/TaKoHi-
KpanenbHuLj;
no 1 donakoHy-
KpanesnbHuLi B
KapTOHHIlA
Kopobu,i

TOB
«YOPNA
MEAVLN

H»

Ykpaina

K.O.
Pomdpapm
KomnaHi
C.P.N.

PymyHis

BHECEHHS 3MiH 0 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
MeAM4HOro 3acTOCyBaHHS
reHepUYHNX/TibpuaHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/s BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HaAaHHS XOOHUX
HOBUWX A0AATKOBMX AaHNX) 3MiHU BHECEHO
00 IHCTPYKLiT ANns MeanyHOro
3aCTOCYBaHHS ikapcbKoro 3acoby y
po3ginu "dapmakoTepaneBT1yHa rpyna.
Kog ATX" (Loao Ha3Bu rpynn 6e3 3miHun
Kkoay ATX), "®apMakonorivHi
BnactmsocTi", "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rofyBaHHs rpyaar”,
"Mepeno3yBaHHA", "Mo6GI4HI peakuii™
3rigHO 3 iHhopMaLielo WoA0 MeaNYHOro
3acTocyBaHHs pehepeHTHOro NikapCbkoro
3acoby (KcanaraH, kpanni o4Hi 0,05
mr/Mmn). BBeeHHS 3MiH NpoTArom 6-Tu
MiCsILiB MicNs 3aTBepAKEHHS

3a
peyenmom

He
nionsie
ae

UA/14885/01/01

179.

NEBOKAPHIT
MH

Levocarnit
ine

IneBoKapHi
TUH

A16AA01

PO34unH Ans
iH'ekUin, 1 /5
M1; no 5 mn B
amnyni i3

AT
«JlybHnha
PM>»

Ykpaina

AT
«Jly6H1chapm»

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. CTabiNbHICTb.

3MiHa y TepmiHax npugartHocTi abo

3a
peyerimom

He
ninons
2ae

UA/20403/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KOPWMYHEBOTO ymoBax 36epiraHHsi roTOBOro NikapCbKoro
ckna, no 5 3ac00y (36ibLIEeHHS TeEPMiHY NPUAATHOCTI
amnyny roTOBOrO JIiKapCbKOro 3acoby) - Ans
6nicTepi 3 TOProBoi ynakoBKu (NigTBEPMAXKYETLCA
nnisku, no 1 [aHVMK peanbHOro vacy) 36inbLUeHHs
a6o 2 TepMiHy npugartHocTi 13, y 3B'A3ky i3
6nicTepu B OTPMMAHHAM MO3UTUBHUX AAHUX LLOAO
nauuj 3 LOCNiHKEHHs cTabiNbHOCTI y peasibHOMY
KapToHy yaci. livoya pegakuis: TepmiH
npuaaTHocTi. 2 poku. lNMponoHoBaHa
pepakuis: TepMiH NPUAATHOCTI. 3 poKK.
3MiHV BHECEHO B IHCTPYKLi0 ANs
Me[MNYHOro 3aCTOCYBaHHS NIKapCbKOro
3acoby y po3gin "TepmiH npugaTHocTi".
BBefieHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepikeHHs
180. | IEBOMAK Levofloxa [neBodinok JO1IMA12 | Tabnetku, Makneoac IHais Makneopc IHais BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/8637/01/01
icin caLuH BKPUTI $apmacb dapmacboTUK mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
NAiBKOBOO oTUKasIC anc Nimiteq 6e3nekn/edpeKTBHOCTI Ta
060/10HKOI0, Niviten hapmakoHarnsgy. BeegeHHs abo 3miHu
no 250 mrno 5 [0 y3ara/ibHEHMX AaHuX Npo cuctemy
Tabnetok y hapmakoHarnsgy (BBefeHHs

6nicTepi, no 1
abo 2
6nictepu B
KapTOHHIA
ynakosLi; no 5
TabneTtok y
6nicTepi, no 4
6nictepu,
3'€AHaHNX MiX
coboto; no 5
6nictepis,
3'€AHaHNX MiX
coboto B
ynakosLij; no
10 TabneTok y
6nicTepi, no
10 6nicTepiB B
KapTOHHIW
yMakoBLi

y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkIyatoum KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BignoBiga/bHOI 3a 34jACHEHHS!
hapmakoHarnsagy. ditoya pegaxuis: Dr.
Sukhada Wadkar. MNponoHosaHa
pegakuist: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3asBHWVKa, BiANOBIAAIbHOI 38 34iACHEHHSA
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiAMNOBIAA/IbHOT 3a
3[jificHeHHs hapmakoHarnagy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1lo60B
BanepiiBHa. MNponoHoBaHa pejakLis:
Kyumnba TeTsiHa BacunisHa. 3miHa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKa, BignoBiAa/bHOT 3a
thapMakoHarnag B YkpaiHi. 3miHa micus
3[ilACHEHHSI OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa.
181. | NIEBOMAK Levofloxa |neBochniok JO1IMALl2 | Tabnetku, Maxkneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/8637/01/02
cin caLuH BKpUTI Papmacsh PapmacboTUK marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
MN/1iBKOBOIO roTukanc anc Nimiteq 6e3nekn/edeKTUBHOCTI Ta
060/10HKOI0, NimiTen thapmakoHarnagy. BeefeHHs abo 3miHu
no 500 mr no 5 [0 y3arasilbHeHVX faHux Npo cuctemy
Tabnetok y hapmakoHarnsgy (BBefeHHs

6nictepi, no 1
abo 2
6nictepy B
KapTOHHIlA
ynakosui; no 5
Tabnetok y
6nictepi, no 4
6nictepw,
3'eQHaHNX MiXK
co6oto; no 5
6nictepis,
3'eQHaHNX MiXK
co6oto B
ynakosLij; no
10 TabneTok y
6nictepi, no
10 6nicTepis B
KapTOHHIA
ynakoBLi

y3arasibHeHNX faHnx Npo cucTemy
hapmakoHarniagy, 3MiHa yrnoBHOBaXXeHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iICHEHHS
thapmakoHarnagy (BK/4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemu thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnagy. fitoua pegakuis: Dr.
Sukhada Wadkar. MNponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKa, BiANOBIAA/IbLHOT 38
3[iiCHeHHSs dhapmakoHarnsgy B YKpaii.
Litova pepakuis: MHiTeybka J/llo60B
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxoMKeHHsT macTep-gainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
182. | IEBOMAK Levofloxa |nesochnok [JOIMAL12 | po3uuH gns Makneopc IHAis [JouipHe YkpaiHa BHECEHHSA 3MiH 10 peecTpavLiiHnxX 3a UA/13772/01/01
B/IB cin cauvH iHdpysiiA, 500 dapmacb niaNpYEMCTBO marepianis: 3miHu | Tuny - 3miHK Woao | peyenmom
Mr/100 mn no toTuKanc "®dapmatpeiig” 6e3nekn/edeKTUBHOCTI Ta
100 mny Niviten thapmakoHarnsgy. BeegeHHs abo 3miHn
KOHTeliHepi 3 [0 y3araslbHEeHNX AaHnx Npo cuctemy
nonisiHinxnop thapmakoHarnagy (BBefeHHs
nay; no 1 y3araslbHeHVX gaHnx npo cuctemy
KOHTelHepy B thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
nosnieTueHoB ocobu, BignoBifasibHOT 3a 3AiACHEHHS
oMy NakeTi B hapMakoHarniagy; KOHTakTHoi ocobu 3
KapTOHHIA thapmakoHarnsgy 3asBHuKa ans
Kopobui 3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHUKA,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnagy. fitoua pegakuis: Dr.
Sukhada Wadkar. MNponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOi 0cobM
3a8BHWKa, BiANOBiAANLHOI 3a 34iiCHEHHS
hapmakoHarnagy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3[iiCHEeHHs1 hapmakoHarnaay B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1lo608
BanepiiBHa. [MponoHoBaHa pegakuis:
Kyumnba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKA, BignoBiga/bHOT 3a
thapmMakoHarnag B Ykpaini. 3miHa micus
3[ilACHEHHSI OCHOBHOI fis/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHSI MacTep-ghaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa
183. | IEBO®J/IOKC |[Levofloxa |neBochniok JOIMALl2 | Tabnetku, Makneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/15003/01/01
ALUVH 250 icin cauuH BKPUTI Papmacb PapmMacboThK mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom
MN/1iBKOBOIO roTukanc anc Nimviteq 6e3nekn/edeKTUBHOCTI Ta
060/10HKOI0, NimiTen thapmakoHarnagy. BeefeHHs abo 3miHu
no 250 wmr, no 0,0 y3araslbHeHMX faHuX nNpo cucrtemy

20 TabneTtok y
6nictepi; no 5
6nictepiB y

hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx Npo cucTemy
dhapmakoHaraisgy, 3MiHa yrnoBHOBaXEHOT
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KapTOHHiiA 0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
ynakosLii, no chapmakoHarnsgy; KOHTaKTHoOi ocobm 3
10 TabneTok y chapmakoHarnsgy 3asBHuka gns
6nicTepi; no 9 3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
a6o 10 AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
6nictepiB y ocobu, BignoBifasibHOT 3a 3AiACHEHHS
KapTOHHiiA thapmakoHarnagy (BK4vaum KOHTaKTHI
yMakoBLi [aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
thapmMakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOT 3a
3piicHeHHs hapmakoHarnsgy B YKpaiHi.
Litova pepakuis: MHiTeubka J/llo60B
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacunisHa. 3MiHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHS] OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa
184. | IEBO®JIOKC |Levofloxa |neBodpriok JOIMAL2 | Tabnetku, Makneoac IHais Makneopc IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/15003/01/02
ALVH 500 icin caLuH BKPUTI $apmacb dapmacboTUK mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
NAiBKOBOO oTUKasIC anc Nimiteq 6e3nekn/edpeKTBHOCTI Ta
060/10HKOI0, Niviten hapmakoHarnsgy. BeegeHHs abo 3miHu
no 500 wmr, no [0 y3ara/ibHEHMX AaHuX Npo cuctemy
20 TabneTtok y hapmakoHarnsgy (BBefeHHs
6nicTepi; no 5 y3arasibHeHVX AaHux Npo cuctemy
6nictepiB y hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
KapTOHHIW ocobu, BignoBigasibHOI 3a 34iACHEHHS
ynakosLii, no chapmakoHarnsgy; KOHTaKTHoi ocobm 3
10 TabneTok y chapmakoHarnsgy 3asBHuka ans
6nicTepi; no 9 3fjificHeHHs hapmakoHarnagy B YkpaiHi,
a6o 10 AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
6nictepiB y ocobu, BignoBifasbHOT 3a 3AiACHEHHS
KapTOHHIW thapmakoHarnagy (BKIuYakum KOHTaKTHi
yMakoBLi [aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asBHYKA, BigNoBiAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy. 3miHa KOHTaKkTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOI 38
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n/n

Hassa

3acoby

JliKapcbK0O20

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi

u

pedyosuH

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

185.

3ailicHeHHA hapMakoHarnsgy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608
BanepiiBHa. MNponoHoBaHa pejakuis:
Kyunba TeTaHa BacunisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
3asBHVKa, BigNOBIAa/IbHOT 38
hapmakoHarnsg B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
Homepa

186.

ALVH 750

NEBO®/IOKC

Levofloxa
icin

caLyH

inesocpnok

JO1IMA12

Tabnetku,
BKpUTI
NAiBKOBOIO
060/10HKOIO,
no 750 mr, no
10 TabneTok y
6nictepi; no
10 6nicTepiB y
KapTOHHIlA
ynakoBLi

Makneopc
dapmachb
toTukanc

Nimiten

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocoou 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3asBHWVKa, BiANOBIAAIbHOI 38 34iACHEHHSA
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBIAAIbHOT 3a
3[jiicHeHHs hapmakoHarnagy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1lo60B
BanepiiBHa. MNponoHoBaHa pejakLis:
Kyunba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOT 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsag B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MiCLLe3HaxXoMKeHHs macTep-hainna
crucTeMu dpapmakoHarnsgy Ta ioro
Homepa

3a
peyerimom

UA/15003/01/03

NEPKAHIANN

Lercanidip

InepkaHign

CO8CA13

TabNeTKN,

TOB

YKpaina

BankaHdapma

Bonrapi

BHECEHHS 3MiH 10 peecTpaviiHX

3a

UA/16977/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
IH-TEBA ine niHy BKPUTI «TeBa -AynHvusa AT A marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. | peyenmom
rigpoxnop M/1iBKOBOIO YkpaiHa» [oTOBWIA Nikapcbkunii 3aci6. KoHTposb
ng, 060/10HKOI0, roToBOro Nikapcbkoro 3acoby. 3miHa y
no 20 mr; no mMeTofax BUNPOo6yBaHHS roTOBOro
14 TabneTok y nikapcbkoro 3acoby (He3HayHa 3MiHa y
6nictepi; no 2 3aTBEpPXKEHNX MeToax BUNPOBYBaHHS).
abono 4 3MiHa meTody iaeHTudikauii 6apBHUKa
6nictepu B TUTaHy Zliokcua B MeToAax KoHTposto M3
Kopobui
187. | NEPKAHIANN |Lercanidip |nepkaHign [CO8CA13 | Tabnetku, TOB YkpaiHa BankaHdapma | Bonrapi BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/16977/01/02
IH-TEBA ine niHy BKpUTI «TeBa -Oynunus AT A marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
rigpoxnop NAiBKOBOIO YkpaiHa» [oTOBWIA Nnikapcbkuii 3aci6. KoHTposb
ng, 060/10HKOI0, roToOBOro Mikapcbkoro 3acoby. 3miHa y
no 10 wr; no mMeToAax BUNPo6yBaHHSA rOTOBOrO
14 TabneTok y nNiKapcbkoro 3acoby (He3HayHa 3MiHa y
6nicTepi; no 2 3aTBEPMKEHUX MEeTOoAax BUNPOOYBaHHS).
abono 4 3MiHa meToay iaeHTudikauii 6apBHUKa
6nictepu B TUTaHy Aiokcua B MeToAax KoHTposto M3
Kopobui
188. | NMNIAOKCAH® [ xnoprekcn [RO2A AO5 | NboAsiHWKK, 5 CaHpo3 CnoseHis BUMYCK Cepiii: CnoBeHi BHECEHHS 3MiH 0 peecTpaviliHnX 6e3 UA/18801/01/01
nonyHumusa \AVHY mr/1 mr; 12 $apmach Nex a/ mMartepianis: 3miHu | TMny - 3MiHK WoA0 peuenma
\amrigpoxn NbOASAHUKIB Y toTikan3 dapmaneBTny Benbrisa 6e3nekn/edhekTMBHOCTI Ta
opua, 6nicTepi, no 2 a.no. Ha KoMnaHis thapmakoHarnsgy. BeegeHHs abo 3MiHu
IninokaiHy 6nictepn B a.n., [0 y3araslbHeHUX JaHnx npo cuctemy
rigpoxnop KapTOHHIW CnoBeHis; hapmakoHarnsgy (BBefeHHs
na KOpOO6Li BMPOGHMNLITBO y3arasibHeHUX JaHnx Npo cuctemy
in bulk, hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT
nepBuHHE Ta ocobu, BignoBifasibHOI 3a 34iCHEHHS
BTOPWHHE chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
nakyBaHHsl, chapmakoHarnsgy 3asBHuka ons
KOHTPONb 3fificHeHHs chapmakoHarnsgy B YkpaiHi,
cepiii: AKLLO BOHA BiMiHHA Bif, YNIOBHOBaXEHOT
Nab6opaTopia ocobu, BignoBigasibHOI 3a 34iACHEHHS
Ksanichap HB thapmakoHarnagy (Bko4atoum KOHTaKTHi
(Kanidpap [OaHi) Ta/abo 3MiHM Y PO3MilLEeHHI MacTep-
HB), Benbris (haiina cuctemu chapmakoHarnsgy). 3miHa

YNOBHOB&XEHOT 0C06Y 3asBHMKa,
BiANOBiAa/IbHOT 3a dapMakoHarnsag.
Litova pepgakuis: Aasig MxoH Jlesic /

David John Lewis. MponoHoBaHa
pepaxuis: Kotal Mohamed Ali / Kotan

Moxamep, Ani.
3MiHa KOHTaKTHMUX AaHNX YNOBHOBaXKEHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnagy. 3MiHa KOHTaKTHOT
0cobu 3asBHMKA, BiANOBIAA/IbLHOI 38
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3ailicHeHHA hapMakoHarnsgy B YkpaiHi.
[itoua pegakuis: Opnos B’auecnas
BikTopoBuy. MNMponoHoBaHa pegakuis:
TaHacoBa 3opsHa MukonaisHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6M 3asBHUKA,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxXoMKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa
189. | NIPUOXXYB Pregabali [npera6ani [NO3AX16 | kancynuno 75 | [Iky6inaHTt IHgis [xy6inaHt IHAisA BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/18125/01/01
n H Mr; no 10 [bxeHepikc [bkeHepikc mMatepianis: 3miHu | TUNY - 3MiHK 3 AKOCTI. | peyenmom
Kancyny Niviten Niviten Ceptucpikat BignosigHocTi/l E-cepTudiikat
6nicTepi; no 3 BiANOBIAHOCTI EBpONEeichbkil
6nictepu y thapmakonei/moHorpadii. NMogaHHsa HOBOro
KapTOHHIN ab0 OHOB/IEHOTO cepTugikaTa
Kopobui BiANOBIAHOCTI 260 BUTyYEHHS

cepTucpikaTa BiANOBIAHOCTI EBpONEchkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTndikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHSA cepTudikary, 3
CEP-2021-197-Rev-02 po CEP-2021-197-
Rev-03 gns npera6aniny (“Process II”) Big,
3aTBepAxeHoro Bupo6Huka Hetero Drugs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBpONeichkil
thapmakonei/moHorpadii. NMogaHHsa HOBOro
ab0 OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEchkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; AN AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTmdikaT Bif Y)Xe 3aTBepaKeHoro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

BMPOGHMKa - OHOB/IEHHS cepTudikary, 3
RO-CEP 2021-197-Rev 00 go CEP-2021-
197-Rev-02, ansa nperabaniHy (“Process
II") Big, Hetero Drugs Limited/ Hetero Labs
Limited. 3minHu | TMny - 3MiHW 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiZiNOBIAHOCTI €BpPONENChKii
thapmakonei/moHorpadii. NogaHHsA HOBOTO
abo OHOBMEHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ana Adl; ons BUXigHOro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuia
cepTuaikaT Bif BXe 3aTBEP)KEHOrO
BMPOGHMKA - CynyTHSA 3MiHa - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMpOGHMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO10rYHOTO
NOXOMKEHHS) NapameTpa cneundikauii 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnifpkeHb 3 6e3nekn abo
AKocTi) - CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYHOTbCSA Y MPOLEC
BMPOGHMLTBA ADI (iHLWi 3MiHK) - MogaHHA
HOBOrO cepTudikata EBponeicbkoi
thapmakonei (Ph. Eur.) RO-CEP 2021-197-
Rev 00, Bif BXe 3aTBEpPAKEHOrO
BMPOGHMKa nperabaniHy (process ll):
Hetero Drugs Limited; oHoBneHHSA
cneuudikayii 3a NoKasHMKOM «OpraHiyHi
PO3UYMHHUKM» Ta «PO3Mip YaCTUHOK» (ans
d (0,9) Ta d(0,5)). 3MiHK | TNy - 3MiHK 3
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
AKOCTI. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM Y
BMPO6HMLTBI. 3MiHa po3mipy cepii
(BKNKOYaOUM Aiana3oH po3Mipy cepir)
roTOBOrO NiKaPCbKOro 3acoby (36i/bLIeHHS
[0 10 pasiB NMOPIBHSHO i3 3aTBEPIKEHNM
po3mipom) - 36iNbLUEHHS PO3MIpY cepiit
roToBOro fikapcbkoro 3acoby fo 10 pasis.
3arsepmkeHo: ans 75 mr - 170 000 kanc.
3anponoHoBaHo: Ansa 75 mr - 593 330
Kanc.
190. | NIPUOXXYB Pregabali [npera6ani [NO3AX16 | kancynu no [xy6inaHt IHgis [xy6inaHt IHAisA BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/18125/01/02
n H 150 wmr; no 10 [bxeHepikc [bkeHepikc mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenmom
Kancyny Niviten Niviten Ceptucpikat BignosigHocTi/l E-cepTudiikat
6nicTepi; no 3 BiANOBIAHOCTI EBpONEeiChbKil
6nictepu y thapmakonei/moHorpadii. NMogaHHsa HOBOro
KapTOHHIN ab0 OHOB/EHOTO cepTugikaTa
Kopobui BiANOBIAHOCTI 260 BUTyYEHHS

cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTndikaT Bif y)e 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHSA cepTudikary, 3
CEP-2021-197-Rev-02 go CEP-2021-197-
Rev-03 gnsa npera6aniny (“Process II”) Big,
3aTBepAxeHoro Bupo6Huka Hetero Drugs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONeichKil
thapmakonei/moHorpadii. NMogaHHsa HOBOro
ab0 OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; ANt 4ONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTndikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHSA cepTudikary, 3
RO-CEP 2021-197-Rev 00 go CEP-2021-
197-Rev-02, ansa nperabaniHy (“Process




176

Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

II") Big, Hetero Drugs Limited/ Hetero Labs
Limited. 3minu | TNy - 3MiHW 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKii
thapmakonei/moHorpadii. NogaHHs HOBOrO
abo OHOBMEHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ana Adl; ons BUXigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuit
cepTuaikaT Bif BXe 3aTBEP)KEHOrO
BMPOGHMKA - CynyTHSA 3MiHa - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMpOGHMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO/10rYHOTO
NOXOMKEHHS) NapameTpa cneundikauii 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnifpkeHb 3 6e3nekn abo
AKocTi) - CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMPOGHMLTBA ADI (iHLWi 3MiHK) - MogaHHA
HOBOrO cepTudikata EBponeicbkoi
chapmaxkonei (Ph. Eur.) RO-CEP 2021-197-
Rev 00, Bif BXe 3aTBEpPAKEHOrO
BMpOGHMKa nperabaniHy (process ll):
Hetero Drugs Limited; oHoBneHHSA
cneuudikayii 3a NokasHMKOM «OpraHiyHi
PO3UYMHHUKM» Ta «PO3Mip YaCTUHOK» (ans
d (0,9) Ta d(0,5)). 3miHK | TMRy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHa po3mipy cepii
(BKIOMA0YM fiana3oH po3Mipy cepii)
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
roTOBOrO NiKaPCbKOro 3acoby (36i/bLIeHHS
[0 10 pasiB MOPIBHSHO i3 3aTBEPKEHNM
po3mipom) - 36iNbLUEHHS PO3MIpY cepiit
roToBOro fikapcbkoro 3acoby Ao 10 pasis.
3arsepgkeHo: ans 150 mr - 170 000 kanc.
3anponoHosaHo: ans 150 mr - 593 330
Kanc.
191. | NIPUOXXYB Pregabali [npera6ani [NO3AX16 | kancynu no [xy6inaHt IHgis [xy6inaHt IHAisa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/18125/01/03
n H 300 wmr; no 10 [bxeHepikc [bkeHepikc mMatepianis: 3miHu | TMNY - 3MiHK 3 AKOCTI. | peyenmom
Kancyny Niviten Niviten Ceptucpikat BignosigHocTi/l E-cepTuddikat
6nicTepi; no 3 BiANOBIAHOCTI EBpONEeichkil
6nictepn y thapmakonei/moHorpadii. NMogaHHsa HOBOro
KapTOHHIN ab0 OHOB/EHOTO cepTudlikaTa
Kopobui BiANOBIAHOCTI 260 BUTyYEHHS

cepTucpikaTa BiANOBIAHOCTI EBpONechkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTndikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHSA cepTudikary, 3
CEP-2021-197-Rev-02 po CEP-2021-197-
Rev-03 gns npera6aniny (“Process II”) Big,
3aTBepAxeHoro Bupo6Huka Hetero Drugs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBpONEeichkil
thapmakonei/moHorpadii. NMogaHHsa HOBOro
ab0 OHOB/EHOTO cepTudlikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTndikaT Bif y)e 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHSA cepTudikary, 3
RO-CEP 2021-197-Rev 00 go CEP-2021-
197-Rev-02, ansa nperabaniHy (“Process
1I") Big, Hetero Drugs Limited/ Hetero Labs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-ceptudiikat
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

BiZJNOBIAHOCTI E€BPONENChKii
thapmakonei/moHorpadii. NogaHHs HOBOrO
abo OHOBMEHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
thapmakonei: ana Adl; ons BUXigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTuaikaT Bif BXe 3aTBEP)KEHOr0
BMPOGHMKA - CynyTHSA 3MiHa - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y MPOLEC
BMpOGHMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO/10rYHOTO
NOXOMKEHHS) NapameTpa cneyndikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnigpkeHb 3 6e3nekn abo
AKocTi) - CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMPOGHMLUTBA ADI (iHWi 3MiHK) - MogaHHA
HOBOrO cepTudikata EBponeicbkoi
chapmaxkonei (Ph. Eur.) RO-CEP 2021-197-
Rev 00, Big BXe 3aTBEpPAKEHOrO
BMpOGHMKa nperabaniHy (process ll):
Hetero Drugs Limited; oHoBNneHHSA
cneuudikayii 3a NoKasHMKOM «OpraHiyHi
PO3UYMHHUKM» Ta «PO3Mip YaCTUHOK» (ans
d (0,9) Ta d(0,5)). 3miHK | TMNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHa po3mipy cepii
(BKtOYatOUM dianasoH po3mipy cepit)
roTOBOrO /IiKaPCbKOro 3acoby (36i/bLUeHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom) - 36inbLUEHHS po3Mipy cepilt
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
roToBOro fikapcbkoro 3acoby fo 10 pasis.
3arsepgkeHo: ans 300 mr - 160 000 karnc.
3anponoHosaHo: Ans 300 mr - 296 665
Kanc.
192. | NIPUOXXYB Pregabali [nperabani | kancynuno 75 | [ky6inaHT IHgis [xy6inaHt IHAisa BHECEHHS 3MiH 10 peecTpaviliHnX - UA/18126/01/01
n H mr; in bulk: no [bxeHepikc [bkeHepikc mMartepianis: 3miHu | TUNY - 3MiHKU 3 AKOCTI.
5000 kancyn y Niviten Niviten Ceptucpikat BignosigHocTi/l E-cepTudiikat

noslieTuneHoB
MX nakeTax

BiANOBIAHOCTI EBpONeichkil
thapmakonei/moHorpadii. NMogaHHsa HOBOro
ab0 OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt AONOMIXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTndikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHSA cepTudikary, 3
CEP-2021-197-Rev-02 go CEP-2021-197-
Rev-03 gns npera6aniny (“Process II”) Big,
3aTBepAxeHoro Bupo6Huka Hetero Drugs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONeichkil
thapmakonei/moHorpadii. NMogaHHsa HOBOro
ab0 OHOB/IEHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEchkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt AONOMIXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHSA cepTudikary, 3
RO-CEP 2021-197-Rev 00 go CEP-2021-
197-Rev-02, ansa nperabaniHy (“Process
1I") Big, Hetero Drugs Limited/ Hetero Labs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONeichkil
thapmakonei/moHorpadii. NMogaHHsa HOBOro
ab0 OHOB/IEHOTO cepTudlikaTa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ana Adl; ons BUXigHoro
MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTuaikaT Bif BXe 3aTBEP)KEHOr0
BMPOGHMKA - CynyTHSA 3MiHa - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMpOG6HMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO10rYHOTO
NOXOMKEHHS) NapameTpa cneundikauii 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnifpkeHb 3 6e3nekn abo
AKocTi) - CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y MPOLEC
BMPOGHMLTBA ADI (iHLWi 3MiHK) - MogaHHA
HOBOrO cepTudikata EBponeicbkoi
chapmaxkonei (Ph. Eur.) RO-CEP 2021-197-
Rev 00, Bif BXe 3aTBEpPAKEHOrO
BMpOGHMKa nperabaniHy (process ll):
Hetero Drugs Limited; oHOBneHHSA
cneuudikayii 3a NoKasHMKOM «OpraHiyHi
PO3UYMHHUKM» Ta «PO3Mip YaCTUHOK» (ans
d (0,9) Ta d(0,5)). 3MiHu | TMRY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BKtOYatOUM dianasoH po3mipy cepi)
roTOBOrO /iKaPCbKOro 3acoby (36i/bLUeHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom) - 36inbLUEHHS PO3Mipy cepilt
roToBOro slikapcbkoro 3acoby o 10 pasis.
3arBepaxeHo: ana 75 mr - 170 000 kanc.
3anponoHoBaHo: 4511 75 mr - 593 330
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Kanc.
193. | NIPUOXXYB Pregabali [nperabani | Kancysv no [bxy6inaHt IHgis [xy6inaHt IHAisA BHECEHHS 3MiH 0 peecTpaviliHnX - UA/18126/01/02
n H 150 wmr; in [bxeHepikc [bkeHepikc mMartepianis: 3miHu | TMNY - 3MiHKU 3 AKOCTI.
bulk: no 5000 Niviten Niviten Ceptucpikat BignosigHocTi/l E-cepTudiikat
Kancyny BiANOBIAHOCTI EBpONeichKil
nosnieTuneHoB thapmakonei/moHorpadii. NMogaHHsa HOBOro
nX nakeTax ab0 OHOB/EHOTO cepTudikaTa

BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; ANt 4ONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTndikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHS cepTudikary, 3
CEP-2021-197-Rev-02 go CEP-2021-197-
Rev-03 gnsa npera6aniny (“Process II”) Big,
3aTBepAxeHoro Bupo6Huka Hetero Drugs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBpONeichKil
thapmakonei/moHorpadii. NMogaHHsa HOBOro
ab0 OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; ANt 4ONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTndikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - OHOBMEHHSA cepTudikary, 3
RO-CEP 2021-197-Rev 00 go CEP-2021-
197-Rev-02, ansa nperabaniHy (“Process
1I") Big, Hetero Drugs Limited/ Hetero Labs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONeichKil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili
dapmakonei: ana A®l; ans BuxigHoro
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n/n

Hassa
JliKapcbK0O20
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MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT

peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTuaikaT Bif BXe 3aTBEP)KEHOro
BMPOGHMKA - CynyTHSA 3MiHa - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMpOG6HMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO/10rYHOTO
NOXOMKEHHS) NapameTpa cneundikauii 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnifpkeHb 3 6e3nekn abo
AKocTi) - CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMPOGHMLTBA ADI (iHLWi 3MiHK) - MogaHHA
HOBOrO cepTudikata EBponeicbkoi
chapmaxkonei (Ph. Eur.) RO-CEP 2021-197-

Rev 00, Bif BXe 3aTBEpPAKEHOrO
BMpOGHMKa nperabaniHy (process ll):

Hetero Drugs Limited; oHoBneHHSA

cneuudikayii 3a NokasHMKOM «OpraHiyHi
PO3UYMHHUKM» Ta «PO3Mip YaCTUHOK» (ans
d (0,9) Ta d(0,5)). 3miHu | TMNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHa po3mipy cepii
(BKtOYatOUM dianasoH po3mipy cepi)
roTOBOrO /IiKaPCbKOro 3acoby (36i/bLUeHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom) - 36inbLUEHHS PO3Mipy cepilt
roTOBOro slikapcbkoro 3acoby o 10 pasis.
3arsepgxeHo: ansa 150 mr - 170 000 kanc.
3anponoHosaHo: 1A 150 mr - 593 330
Karnc.

194.

NIPNAXYB

Pregabali

n

npera6ani

H

Kancysv no
300 wmr; in

[bxy6inaHT
[hxeHepikc

IHAis

[bxy6inaHT
[hxeHepikc

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.

UA/18126/01/03
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
bulk: no 5000 Niviten Niviten Ceptudpikat BignosigHocTi/l E-cepTudiikat
Kancyny BiANOBIAHOCTI EBpONEChbKil
nosnieTueHoB thapmakonei/moHorpadii. NMogaHHsA HOBOro
nx naxkeTax ab0 OHOB/EHOTO cepTugikaTa

BiANOBIAHOCTI 260 BUTyYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; NSt AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif y)xe 3aTBepKeHOro
BMPOGHMKa - OHOBMEHHS cepTudikary, 3
CEP-2021-197-Rev-02 go CEP-2021-197-
Rev-03 gnsa nperabaniny (“Process II”) Big,
3aTBepAxeHoro Bupo6Huka Hetero Drugs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBpONEeChbKil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; NSt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif y)xe 3aTBepKeHOro
BMPOGHMKa - OHOBMEHHS cepTudikary, 3
RO-CEP 2021-197-Rev 00 go CEP-2021-
197-Rev-02, ansa nperabaniny (“Process
1I") Big, Hetero Drugs Limited/ Hetero Labs
Limited. 3miHn | TMNy - 3MiHW 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt AONOMIKHOT
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n/n
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MixHapo
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dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK
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3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuit
cepTuaikaT Bif BXe 3aTBEP)KEHOr0
BMPOGHMKA - CynyTHSA 3MiHa - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYHOTbCSA Y MPOLEC
BMpOG6HMLUTBa AD| (gogaBaHHs abo 3amiHa
(32 BUHATKOM aKTUBHOI peYOBUHU
6ionoriyHoro abo iMyHO/10rYHOTO
NOXOMKEHHS) NapameTpa cneundikauii 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AocnifpkeHb 3 6e3nekn abo
AKocTi) - CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMPOGHMLUTBA ADI (iHWi 3MiHK) - MogaHHA
HOBOrO cepTudikata EBponeicbkoi
chapmaxkonei (Ph. Eur.) RO-CEP 2021-197-
Rev 00, Big BXe 3aTBEpPAKEHOrO
BMpOGHMKa nperabaniHy (process ll):
Hetero Drugs Limited; oHoBNeHHSA
cneuudikayii 3a NoKasHMKOM «OpraHiyHi
PO3UYMHHUKM» Ta «PO3Mip YaCTUHOK» (ans
d (0,9) Ta d(0,5)). 3miHK | TMNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BKtOYatOUM dianasoH po3mipy cepi)
roTOBOrO /IiKaPCbKOro 3acoby (36i/bLUeHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom) - 36inbLUEHHS PO3Mipy cepilt
roToBOro slikapcbkoro 3acoby o 10 pasis.
3arsepgxeHo: ansa 300 mr - 160 000 kanc.
3anponoHosaHo: 1A 300 mr - 296 665
Karnc.

195.

NO3AN®
nntoc

Losartan
land
diuretics

Ino3apTaH
Kanito,
rigpoxnop
oTiasng

CO9DA01

Tabnetku,
BKPUTI
0060/10HKOIO;
Ne 10, Ne30
(10x3), Ne 90

TOB
"CaHodi-
ABeHTIC
YKpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecnybn
ika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTULi NiKapcbKoro 3acoby,

3a
peyenmom

He
nionsie
ae

UA/9435/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
(10x9): no 10 TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
TabneTok y MeAMYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3
6nictepi; no 1, HOBUMU JaHWMU 3 AKOCTi, SOKNiIHIYHUMU,
3abo9 KAIHIYHUMW faHMKU Ta JaHUMK 3
6nictepiB y thapmakoHarnsgy - 3MiHM BHECEHO 10
KapTOHHIiiA IHCTPYKUIi 418 MEAUYHOTO 3aCTOCYBaHHS
kopobui; Ne 30 nikapcbKoro 3acoby A0 po3ginis
(15x2), Ne 90 "Oco6nmBoCTi 3acTocyBaHHs" Ta "Mo6iYHI
(15x6): no 15 peakui™ Ha nigcTasi OHOBNEHOT
TabneTok y iHchopmauii 3 6e3nekn Ajt4oi pevyoBUHN
6nicTepi; no 2 nosaptaH. BeBeeHHs 3MiH npoTsrom 6
a6bo 6 MicsILiB MicNs 3aTBepKEHHS
6nictepiB y
KapTOHHI
Kopobui
196. | IO3AN® Losartan |no3aptaH [CO9DA01 | Tabnetku, TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH A0 peecTpauiiHnx 3a He UA/9435/01/01
nnxc and Kanito, BKpUTI "CaHodi- Pecny6n marepianis: 3miHv | Tuny - 3miHn Wwoao | peyenmom | nidnse
diuretics  [rigpoxnop 060/10HKOI0; ABeHTIC ika 6e3nekn/edekTUBHOCTI Ta ae
oTiasng, Ne 10, Ne 30 YkpaiHa" hapmakoHarnsagy. 3miHa y KopoTkili
(10x3), Ne 90 XapakTepucTuLi nikapcbkoro 3acoby,
(10x9): no 10 TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Tabnetok y MeZMYHOro 3aCTOCyBaHHS Ha MigcTasi
6nicTepi; no 1, perynspHO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
3abo9 nikapcbKoro 3acoby, abo focnigpkKeHs 3
6nicTepis y 6e3nekn 3acTocyBaHHs /iKkapCbKOro
KapTOHHIA 3acoby B micrispeecTpaviiiHvin nepiog, abo
Kopo6ui; Ne 30 AK pe3ynbTar OLiHKW 3BIiTY 3 AOCNIIKEHD,
(15x2), Ne 90 NpoBeAEeHVX BigNoOBIAHO 40 NaHy
(15x6): no 15 neajatpnyHux gocnigpkeHs (PIP) (3MiHy
TabneTok y Y3rO[XKEHO 3 KOMNETEHTHUM
6nicTepi; no 2 YMNOBHOBaXeHNM opraHoM) 3MiHN BHECEHO
abo 6 B IHCTPYKLU|0 415 MeAUYHOro
6nictepiB y 3acTOCYyBaHHS NikapcbKoro 3acoby Ao
KapTOHHIW po3giny "B3aemogis 3 iHW1MK
Kopobui nikapcbkMKM 3acobamu Ta iHWi BUam
B3a€eMOfjit" BiANOBIAHO O OHOBMEHOT
iHcbopMmaLii o0 6e3nekn 3acTocyBaHHs
Ailo4oi peyoBrHN. BBeAEHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
197. | nonrPiaAM Perindopri [nepuHgon |[CO9BX01 | Tabnetku 4 3eHTiBa, Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/19970/01/01
I, puny mr/1,25 mr/5 K.C. Pecny6nik Pecnybn mMartepianis: 3miHu | TMny - 3MiHK LWOA0 peuyenmom
amlodipin  |epbymiH, Mr; no 15 a iKa 6e3nekn/edeKTMBHOCTI Ta
e and iHoanamig Tabnetok y hapmakoHarnsgy. BeegeHHs abo 3miHu
indapamid |, 6nictepi, no 2 [0 y3aras/ibHeHUX flaHnX Npo cucTemy
e amnoguni abo 4 dhapmakoHarnsgy (BBefeHHs
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H (y
ichopmi
amnoauni
HY
6ecnnary)

6nictepn y
KapTOHHI
Kopobu,i

y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoou 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif] yNOBHOBaXXEHOT
0cobw, BignoBigabHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV Y pO3MiLLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiAnoBiAaNbHOI 3a thapmakoHarnsag,. firoya
pepakuis: dininosa Mlrogmuna, MD /
Ludmila Filipova, MD. NponoHoBaHa
pegakuis: Hikogemosa Minocnasa, MD /
Miloslava Nykodemova, MD. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3a8BHVKa, BiANOBIAaIbHOI 3a
hapMakoHarag,

198.

nonrPiaAM

Perindopri
I,
lamlodipin
e and
indapamid
e

nepuHaon
puny
ep6yMiH,
iHoanamig
amnoguni
H (Y
chopmi
amnoguni
HY
becunary)

C09BX01

Tabnetkn 8
Mmr/2,5 mr/5 wmr;
no 15
TabneTtok y
6nictepi, no 2
abo 4
6nictepu y
KapTOHHIW
Kopobui

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

3eHTiBa, K.C.

Yecbka
Pecnybn
ika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT
0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3
thapmakoHarnsgy 3asBHuka an1s
3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANOBIAa/ILHOT 32 hapmakoHarnsag. Aivova
pegakuis: ®ininosa fliogmuna, MD /
Ludmila Filipova, MD. MNMponoHoBaHa
pepakuis: Hikogemosa Minocnasa, MD /
Miloslava Nykodemova, MD. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag

3a
peyenmom

UA/19970/01/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
199. | nonPIAAM Perindopri [nepuHgon [CO9BX01 | Tabnetku 8 3eHTiBa, Yecbka 3eHTiBAa, K.C. Yecbka BHECEHHSA 3MiH 10 peecTpavLiiHnxX 3a UA/19970/01/03
I, puny mr/2,5 mr/10 K.C. Pecny6nik Pecny6n marepianis: 3miHu | Tuny - 3miHK Woao | peyenmom
amlodipin  [epbyMiH, Mr; no 15 a ika 6e3nekn/edeKTUBHOCTI Ta
e and iHaanamig, Tabnetok y thapmakoHarnsgy. BeegeHHs abo 3miHn
indapamid |, 6nicTepi, no 2 [0 y3arasibHeHVX JaHux Npo cnuctemy
e amnoauni a6o 4 thapmakoHarnagy (BBefeHHs
H (Y 6nictepu y y3araJlbHeHUX AaHux npo cucrtemy
chopmi KapTOHHIA thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
amnoauni Kopobu,i ocobu, BignoBifasibHOT 3a 3AiACHEHHS
HYy hapMakoHarniagy; KOHTakTHoi ocobu 3
6ecnnary) thapmakoHarnsgy 3asBHuKa ans
3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHUKA,
BiANoBiAaNbHOI 3a thapmakoHarnsag,. firoya
pepakuis: dininosa Mirogmuna, MD /
Ludmila Filipova, MD. NponoHoBaHa
pegakuis: Hikogemosa Minocnasa, MD /
Miloslava Nykodemova, MD. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapMakoHarag,
200. | N-ONTUK Levofloxa [neBochriok [SO1A EQ5 | kpansi OuHi, K.T. PymyHis K.T. PymyHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/16307/01/01
POM®APM cin cauuH po3yuH, 5 POM®AP POM®APM marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTi. | peyenmom | nidnse
mr/m; no 5 M KOMMMAHI [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y ae
My priakoHi; KOMMAHI C.P.n, BUPOGHMUTBI. 3amiHa abo BBeLEeHHS
no 1 dpnakony C.P.N. PymyHis [0[aTKOBOI Ai/TbHNL BUPOGHMLTBA A5
B KapTOHHIiA BVMPOGHMLTBO, YyacTvHy abo BCbOro BUPOBHNYOro
Kopobui nepBuHHe npouecy roToBoro JlikapcbKoro 3acoby
nakyBaHHs, (AiNbHMUSA ANS BTOPUHHOIO NakyBaHHS).
KOHTpO/b 3amiHa BUPO6HMYOI AiNbHNLj BTOPUHHOTO
pisuko- nakysaHHs '3 BupobHuka K. T.
XIMiYHUX POM®APM KOMMAHI C.P.J.
NoKa3HUKIB 3miHu | TUny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbKoro nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI.
3acoby Ta 3MiHa iMnopTepa/3miHu, L0 CTOCYHThCA
BMNYCK Cepil; BUWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
BTOPVHHE roTOBOrO JliKapCbKOro 3acoby (3amiHa abo
nakyBaHHA Ta [oAaBaHHA AifIbHUL, Ha KR
KOHTpO/b 3[iICHIOETLCSA KOHTPO/Ib/BUNPOGYBaHHSA

MiKpOG6i0ONOorivH
X MOKa3HWKIB

cepir)
3amiHa AinbHWLi Ha SIKi 34iCHI0ETLCA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nikapcbkoro
3acoby

KOHTPO/b AKOCTi (KOHTPO/Tb
MiKpPOGi0NOriYHNX NOKA3HUKIB NiKapCbKOro
3aco6y) N3 BupobHuka K.T. POM®APM

KOMMAHI C.P.J1. 3MiHwu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOYAUN Ai/TbHUL
BUMYCKY cepii abo MicLe NpoBedeHHs
KOHTPOJIO SIKOCTI. (ZisNbHICTb, 3a Ky
BiANoBigae BUpoGHMK/iMnopTep,
BK/1tOUAKOUM BUMYCK cepiid). 3MiHa agpecu
BMPOGHWYOT AinbHULi BUpo6HMKa K.T.
POM®APM KOMMAHI C.P.1.
BiANOBIAANbHOT 3@ MOBHUIA LMK
BMPOGHMLITBA, Y 3B'A3KY 3 MPUBEAEHHAM
[0 OHOB/eHoro ceptudikara EudraGMP.
Bupo6Huya finbHuus, Ha3ga Ta yci
BMPOGHMYI onepaLiii 3a1MLwalTbes
He3MiHHUMW. 3MiHWN BHECEHO B iHCTPYKL,O
015 MeMUYHOT0 3aCTOCYBaHHS /liKapCbKOro
3acoby y po3ain "Micue3HaxoKeHHs
BMPOOHYMKa Ta agpeca Micus
NpOBaXEHHS MOro AiaNbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHs1 yNakoBOK. BBeeHHsA 3MiH
NpoTAroM 6-T1 MicALIB nicns
3aTBEPAKEHHSA

201.

noronsa
PO34MH 3
rAILEPUHO
M

inopn,
Kanito
ioamna,
rniLepuH

RO2A A20

po34uH Ans
poToBoi
NMOPOXHUHW NO
25r1y
hnakoHax

ToBapuct
BO 3
06MeXeHo
10
Bignosiga
NBHICTIO
"®apmaue
BTUYHA
KOMNaHis
"Biona"

YkpaiHa

MPAT
"OITOPAPM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHa 3assHuka /13 (MIBIT)
(BNacHvKa peecTpauiiHoro nNocBig4YeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne
460): 3MiHN BHECEHO B iHCTPYKL,il0 ANA
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby y po3ainy "3asBHuK" Ta
"MicLe3HaxomKeHHs 3asBHMKa".
BBefeHHS 3MiH NpoTArom 6-Tu MicauiB
nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHn
LoAo 6e3snekn/epeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasbHOI 3a 34iCHEHHS

6e3
peuyenma

nionsie
ae

UA/8255/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
chapmakoHarnsgy 3asBHuka gns
3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV Y pO3MiLLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiAnoBiAaNbHOI 3a thapmakoHarnsag,. firoya
pepakuis: Jimakosa NaHHa CTaHicnasiBHa
MponoHoBaHa pepakuin: Masnosa KOnis
CepriiBHa 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0CO6U 3asBHNIKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi. 3MiHa MicLie3Hax0MKeHHs
macTep-haiina cuctemm hapmakoHarnsgy
Ta ioro Homepa. 3MiHa Micus 3aiiCHEeHHS
OCHOBHOI fii/IbHOCTI 3 (hapmakoHarnagy.
3MiHu | TURY - 3MiHN WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) OHOBNEHO
TEKCT MapKyBaHHA NEePBUHHOI Ta
BTOPVHHOT YNaKoBKM liKkapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepaKEeHHs.
202. | MABEHKNAQ |[Cladribine [knagpubiH [LO4AA40 TabneTtky no Apec LLBeiiuapi Bupo6Huk ITania BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17515/01/01
® 10wmr,mo 1,4 TpewngiHr A (BpPOGHMLTBO marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
abo 6 C.A. Hepo3chacosa 6e3nekn/edeKTUBHOCTI Ta
TabneTtok B HOro thapmakoHarnagy. BeefeHHs abo 3miHu
anoMiHieBOMY npenapary, [0 y3arasibHeHVX JaHux Npo cnuctemy
6nicTepi, nepBuHHe Ta hapmakoHarnsgy (BBefeHHs
3aneyaraHomy BTOPWHHE y3arasisHeHNX faHnx Npo cucTemy
Y KapTOHHY nakyBaHHs, thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
0b6knagunHky, KOHTpO/b 0ocobw, BignoBiganbHOI 3a 34iACHEHHS
AKY BMILLYIOTb AKOCTI, BUNYCK hapMakoHarnagy; KOHTakTHoOI ocobu 3
Y KOHTYPHY cepii): thapmakoHarnsgy 3asBHuka an1s
YapyHKOBY Hep®apMa 3[iiCHeHHs dhapmakoHarnsgy B YkpaiHi,
ynakoBKy Ta C.P.N., Itanis; AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
BKNafaTb y Brpo6HMK ocobu, BignoBifasibHOT 3a 3MiCHEHHS
KapTOHHY (koHTpOsb thapmakoHarnagy (BK/4Yaum KOHTaKTHI
KOpOG6Ky AKOCTI: [AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
BU3HAYEHHA tharina cuctemmn thapmakoHarnsgy). 3miHa
efleMeHTHUX KOHTaKTHOI 0CO6M 3asBHUKA,
[OOMILLOK): BiANOBIAA/ILHOT 32 hapmakoHarnsg B
€BpodoiHC YKpaiHi.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Biona6 C.P.N., [itoya pepakuis: HaszapeHko BikTopis.
ITanisa MponoHoBaHa pepakuis: HikiTueHkoBa
Jo60B IBaHiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi.
203. | MATHE-B6® | MarHin, A11EC TabneTku, TOB YkpaiHa BMPOGHMLTBO, | PpaHuis BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/5476/02/01
nipuaokcu BKpUTI «Onenna KOHTpO/b / marepianis: 3miHu | TURy - 3MiHK LWOA0 peyenma
H 060/10HKOI0 Ne Xenckea AKOCTI, Yropwm 6e3nekn/ethekTUBHOCTI Ta
60 (20x3): no YkpaiHa» nakyBaHHs, Ha thapmakoHarnsgy. BeegeHHs abo 3MiHu
20 Tabnetok y MapKyBaHHS, [0 y3ara/ilbHeHUX JaHnX npo cuctemy
6nictepi; no 3 BUMYCK cepil: thapmakoHarnagy (BBefeHHs
6nictepu y CAHO®I y3arasibHeHVX AaHnx Npo cuctemy
KapTOHHIA BIHTPOM thapmakoHarnsgy, 3MiHa yroBHOBaXEHOI
Kopobui IHOACTPIA, ocobwu, BignoBifanbHOI 3a 34iACHEHHS
PpaHuis; thapmakoHarnsgy; KOHTakTHoOI ocobu 3
BUPOBHNLITBO, chapmakoHarnsgy 3asBHuka gns
KOHTPONb 3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi,
AKOCTI, AKLLO BOHA BifMiHHA Bif, YTOBHOB&XEHOI
nakyBaHHs, 0ocobw, BignoBiganbHOI 3a 34iACHEHHS
MapKyBaHHS, thapmakoHarnsgy (BKIH0Haoun KOHTaKTHi
BMNYCK cepil: AaHi) Ta/abo 3MiHM Y PO3MilLEeHHI macTep-
Onenna thaiina cuctemu hapmakoHarnsgy). 3miHa
Xenckea MicLie3HaxopKeHHs1 MacTep-aiina
XaHrepi K., cucTeMun dpapmakoHarnsagy Ta moro
YroplumHa; Homepa. 3MiHa MicLA 34iICHEHHS

MiKpOG6i0ONOorivH
WA KOHTPO/b
rn3:
XIHOIH 3aBog
dapmaneBTny
HUX Ta
XiMivHMx
MpoaykTis
MpaiiBiT Ko.
nTa.,
Nignpnemcteo
Ne3
(Nignpuemcts
oB
YaHikBenbap),
YropLimHa;
Mikpo6ionoriyH
WA KOHTPO/b
rn3:
EYPOAII

OCHOBHOI Aii/IbHOCTI 3 dhapMakoHarnsagy.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Xanrepi 1174,
YropwuHa
204. | MAKCUTPON [Dexameth [nekcamet [SO1C AOL1 | kpanni OuHi; Hosapric LLBeiiuapi ANKOH Benbris/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/8329/01/01
® asone a30H, nosmny dapmva Al A KyBpbop, Icnanis marepianis: 3miHu | TuNy - 3MiHW 3 AKOCTI. | peyenmom
and HeoMiLMH chnakoHi- Benbris; [oTOBWIA Nikapcbkuii 3aci6. Cuctema
antiinfecti  y KpanenbHuLj; Bunyck cepii: KOHTeliHep/3akKynoproBasibHWiA 3aci6.
ves cynbhart, no 1 donakoHy- HosaprTic 3miHa 6yapb-AKOi YaCcTUHU MaTepiany
nonimikcm KpanesnbHuLi B dapmMacboThK NepBMHHOT YNaKoBKMK, LLIO He KOHTaKTYye 3
Hy B Kopobui 3 a, CA., roTOBMM JliKapCbKUM 3aC060M (Hanpuknag
cynbghat KapToHYy Icnanis; KONIp KPULLEYOK 3 KOHTPOIEM MEepLIOro
Brpo6HMLTBO, BIAKPWTTS, KONIp KOJOBUX Kineub Ha
KOHTPO/b amnynax, KoHTeliHepa A5 rosokK (pi3Hi
AKOCTI, BMAW nnactmacw) (iHwWi 3MiHN) - A0AaHHSA
nepBuHHe Ta eTukeTkn Pharmalite FSC, wo
BTOPUHHE HaK/eETLCA 3a A0NOMOror ket RP31
nakyBaHHs: PURUS Big UPM Raflatac nopyu 3
3irdopig Enb 3apeecTpoBaHolo eTukeTKo Macflex 3
MacHoy, C.A., Kneem MP120 Big Mactac ansa cnakoHy
Icnanis OYHUX Kpanesib. 3MiHu | Tuny - 3miHn 3

[KocTi. [0ToBWIA Nikapcbkuii 3aci6.
CuctemMa KoHTeHep/3akynopoBasibHWi
3aci6. 3miHa 6yab-AKoi YacTuHW maTepiany
NepBMHHOT YNaKoBKMK, LLIO HE KOHTaKTYye 3
roTOBMM JliKapCbKUM 3aC060M (Hanpuknag
KONIp KPULLEYOK 3 KOHTPOIEM MEepLIOro
BIJKPWTTS, KONIp KOJOBUX Kineub Ha
amnynax, KoHTeliHepa A5 rosioK (pisHi
BMAM nnactmacu) (3mMiHa, sika He BMnBae
Ha KOpPOTKY XapakTepucTuKy NikapCbKoro
3aco0y) - BUTyYeHHs eTuKkeTkn Fasson
label, wo HaknereTbCA 3a 4ONOMOro
Knet S692, oCKifbkv BOHa binbLue He
BMKOPUCTOBYETLCA. 3MiHU | TNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
CucTtema KoHTeliHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTavasibHMKa NakyBaslbHUX
mMaTepianie abo KOMNIEKTYUMX (KO
3a3HavYeHo B JOCHE) (BUYYEHHS
nocravasibHuka) - BugasneHHsa Nolato
Jaycare sk noctayasibHuka nakoHis 3 p.
3.2.P.7, ockinbku BiH b6inblue He
BUKOPUCTOBYIOTLCA. 3MiHU | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3acib.
CucTtema KoHTeliHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTavasibHMKa NakyBaslbHUX
MaTepianiB abo KOMMIEKTYUMX (SKLWO
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3a3HayYeHo B OCHE) (BUNYYEHHS
noctavasibHuka) - BugaseHHs INEOS Eltex
Med 100-MG12 PP sk noctayasibHuka
nakyBasIbHOrO MaTepiasny noinponisneHy 3
p. 3.2.P.7., OCKiNlbkM BiH Gifnblue He
BUKOPUCTOBYIOTLCA. 3MiHU | TUNY - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6.
CucTtema KoHTeliHep/3aKynopoBasibHUI
3aci6. 3miHa napameTpiB cneuudikadlii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
YNaKoBKM rOTOBOTO /liKapCbKOro 3acoby
(iHWi 3MiHW) - OHOB/EHHSA p. 3.2.P.7.
Cuctema KoHTelHep/ 3aKynoproBasibHWI
3acib, a came BBEEHHA [04ATKOBOIO
napameTpa crneuudikadii 3 BignoBigHUM
MeToAOM BUNPOGYBaHHS, LLOAO0
MiHiIMa/1bHOT TOBLUMHW CTiHKWN ANs1 BXIAHOTO
KOHTPONO oNaKoHIB, 3 BCTAHOBNEHVM
06MEXEHHSIM Ha piBHI HEe MeHLwwe 0,5 Mm.
Kpim TOro, Bk/1t0UEeHO BUMPOGYBaHHS
BXiZJHOr0 KOHTPO/II0 Ha (DYHKLiOHA/TbHICTb
Ta 3arasibHuiA 30BHILLHI BUrNsAA, ski Ha
NpaKTuLi 3aBX Ay 3aCTOCOBYBa/INCS
BMPOGHMYMM MaiifaHumkom Novartis.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. (iHWi 3MiHWM) BHECEHHS
3MiH [0 3apeecTpoBaHOl AOoKyMeHTauji y p.
3.2.P.2.4 1a 3.2.P.7, a came: - BUAasIeHHa
Nocw/IaHHA Ha cucteMy nakyBaHHs DROP-
TAINER komnaHii Alcon, - peopraHisavis
HasBHOI 3apeecTpoBaHoi iHchopmadi, -
iHhopMaLito Npo po3mip NAswWkKM 6yno
BUNpasaeHo 3 5 mn 4o 8 MmN, - BuganeHHsa
nocunaHHA Ha cTepuisadio
€TWUNIEHOKCHA0M KOMMOHEHTIB 3 p. 3.2.P.7
(Ctepunisavisi KOMNOHEHTIB YNakoBKU
onvcaHa B po3gini 3.2.P.3.5), - BK/IOUEHHS
cTatycy BifnoBiAHOCTI AN h/1akoHy,
npo6ku (Ph.Eur. 3.1.4) Ta kpuwku (Ph.Eur.
3.1.6), - AeTaslbHe pPO3KPUTTA iHdopMaLii,
LLIO CTOCYETLCA BXiJHUX KOHTPOJIbHUX
BUNPO6YBaHb Ta XiMiYHUX BUNPOBYBaHb, -
3amiHa BUHOCKW po3Ainom 4 npoueaypu
Novartis Ana Banigauii noctavasibH1KIB

205.

MAKCIFPA
[PAB

Tadalafil

Tapanadi

n

GO4BEO8

Tabnetku,
BKpUTI

dapmaues
TUYHUIA

MonbLa

dapmaLesTuy
HWIA 3aBOg

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.

3a
peyenmom

UA/18415/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
nAiBKOBOIO 3aB0/, «MOJIb®APM [oTOBWIA Nnikapcbkuii 3aci6. KoHTposb
o6onoHkoo no | «MOJIb®A A» C.A. [OMOMDKHMX peqyoBUH. 3MiHa napameTpis
2,5wmr, no 14 PMA» cneumdikauin Ta/abo AONYyCTUMUX MEX
Tabnetok y C.A. AN AONOMDKHOI peYOBUHY (IHLLI 3MiHK).
6nicTepi, no 2 [lopaBaHHsa Ao cneumndikayiii JONOMKHUX
6nictepu B PEYOBUH, L0 BXOAATb A0 CUCTEMM
KapTOHHIlA 060/10HKM TabneTku (coating system)
Kopobui anbTepHaTMBHOIO MeToAy BUNPObyBaHHS,
a came - igeHTudikauis MeToom
iHhpayepBOHOT CNEKTPOCKOMIT 3 PEXMMOM
0c/1ab6/1eHOT0 MOBHOIO BHYTPILUHLOIO
BigouTTA (IR-ATR).
206. | MAKCITPA Tadalafil Taganadi |GO4BEO8 | TabneTkum, dapmaues Monbwa dapmaneBtuy | Monblua BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/18415/01/02
OPANB In BKpUTI TUYHWI HWi1 3aBOf marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
NAiBKOBOIO 3aBof, «MOJIb®APM [oTOBWIA Nnikapcbkuii 3aci6. KoHTposb
060n0Hko0 No | «MOJIb®A A» C.A. [OMNOMDKHMX pevyoBUH. 3MiHa napameTpis
5 wmr, no 14 PMA» cneumdikauin Ta/abo AONyCTUMUX MEX
TabneTtok y C.A. 0151 [OMNOMDKHOT peYOBUHM (IHLLUI 3MiHK).
6nicTepi, no 2 [lopasaHHsa Ao cneumdikayiii 4ONOMKHUX
6nictepu B PEYOBUH, L0 BXOAATb A0 CUCTEMM
KapTOHHIlA 060/10HKM TabneTku (coating system)
KopoobLi aNbTepHaTMBHOIO MeToAYy BUNPOOYBaHHS,
a came - igeHTudikalis metogom
iHppavepBOHOT CNEKTPOCKONIT 3 PEXMMOM
0c1abn1eHoro NOBHOMO BHYTPILLHLOIO
BigounTTa (IR-ATR).
207. | MAKCITPA Tadalafil Tapanadi |GO4BEO8 | Tabnetku, dapmaves Monbua dapmanestuy | Monblua BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/18415/01/03
OPANB n BKpUTI TUYHWI HWi1 3aBOf marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
N/1iBKOBOIO 3aBoj «MONb®APM [oTOBWIA Nikapcbkuii 3aci6. KoHTpob
060710HKO MO | «[MOJIb®A A» C.A. [0MNOMDKHMX pevoBUH. 3MiHa napameTpis
10 wmr,mo 1 PMA» cneundikauin Ta/abo AONYCTUMUX MEX
abo no 2 C.A. 0151 [OMOMDKHOT PEYOBUHM (iHLWi 3MiHK).
Tabnetkn y [opasaHHsa [0 cneumdikayiii 4ONOMiKHUX
6nicTepi; no 1 PEYOBUH, LLO BXOAATL A0 CUCTEMM
6nictepy B 060110HKM TabneTkn (coating system)
KapTOHHIiiA aNbTEPHATUBHOIO METOAY BUNPOGYBaHHS,
KopoobLi a came - igeHTudikalis metogom
iHppa4epBOHOT CNEKTPOCKOMIT 3 PEXMMOM
0cnabneHoro NOBHOIO BHYTPILUHLOTO
Bigoutta (IR-ATR).
208. | MAKCITPA Tadalafil [raganadi |GO4BEO8 | Ttabnetkw, dapmaves Monbwa dapmaneBtuy | Monblua BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/18415/01/04
OPAINB n BKPUTI TUYHWIA HWiA 3aB0Of, marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. | peyenmom
NAiBKOBOIO 3aB0Of, «MNOJIb®APM [oToBUIA nikapcbkumii 3aci6. KOHTpob
o6onoHkoo no | «MOJSIb®A A» C.A. [OMOMDKHMX pevoBUH. 3MiHa napameTpis
20 mr, no 1 PMA» cneumdikauiii Ta/abo foNyCTUMUX MEX
a6o no 2 C.A. 0151 QOMOMIKHOI pe4OBUHM (iHLWi 3MiHK).
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Tabnetkn y [JopaBaHHA [0 cneuudikalin LONOMKHUX
6nicTepi, no 1 PEYOBUH, L0 BXOAATb A0 CUCTEMM
6nictepy B 06010HKM TabneTkn (coating system)
KapTOHHiiA aNbTepHaTMBHOIO MeToAYy BUNPOOYBaHHS,
kopo6ui, no 4 a cawme - igeHTudikalis metogom
Tabnetkn y iHbpavepBOHOT CNEKTPOCKONIT 3 PEXMMOM
6nictepi, no 1 0cn1abn1eHoro NOBHOMO BHYTPILLHLOMO
abo no 2, abo BigoutTa (IR-ATR).
no 3 6nictepu
B KAPTOHHIl
Kopobui
209. | MAHIT Mannitol  maHiT BO5BCO1 | po3uuH A5 TOB YkpaiHa TOB "HOpis- Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/8478/01/01
iHcpysiiA, 150 "HOpis- Papm” marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
mr/mn o 200 dapm” [oTOBWIA Nikapcbkunii 3aci6. KoHTpob

MYy nAswKax

roToBOro Nikapcbkoro 3acoby. 3miHa y
mMeTofax BUNPO6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BUNPOGYBaHb (BK/OUAOUM 3aMiHy abo
[OMOBHEHHS)) — 3MiHa B cneyudikauii Ta
MeToZi BUNpobyBaHHI 3a NOKa3HWKOM
«lpeHTudpikauis» (Ph.Eur.2.2.29, in-
house), a came gns igeHTUdikawii
MaHITO/Ty BBOAUTLCA AOAATKOBWIA MeTOA,
BEPX. CynyTHS 3MiHa - 3MiHM 3 SKOCTI.
[oTOBWI Nikapcbknii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
O0NyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (iHwi 3MiHK). 3MiHu | TURY - 3MiHK 3
siKocTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO /iKapCbKOro 3acoby.
3MiHa y MeTofax BUNPobyBaHHA rOTOBOrO
niKkapcbKoro 3acoby (iHLWi 3MiHW y MeToAax
BMNpobyBaHb (BK/OYaUM 3amiHy abo
[LOMOBHEHHS)) — HE3HAYHI 3MiHV B MeToSi
BMNPO6YBaHHA Ta cneumdikauii MNN3 3a
nokasHUkoMm «CTyniHb 3a6apBeHHs»
(Ph.Eur.2.2.2, meTtog, Il), 6e3 3miHu
KpUTepIiiB NPUAHATHOCTI. CynyTHSA 3MiHa -
3MiHM 3 KOCTi. [0TOBWIA NiKapcbknii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
O0NyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (iHwi 3MiHK). 3MiHu | TURY - 3MiHK 3
siKocTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b TOTOBOIO J1iKAPCbKOro 3acoby.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)
3MiHa napameTpiB cneuudikauii Ta/abo

[OMYCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby (40MOBHEHHS crieuudikaLlii HoBUM
NOKa3HUKOM 3 BifNOBIfH/M METOAOM
BMNPOGYBaHHS) - AOMOBHEHHS
cneundikavii /13 HOBUM NOKa3HWKOM
«OcmonsAnbHicTb» (Ph.Eur.2.2.35) 3
HOpPMYBaHHAM Big, 1190 mocMonb/kr fo
1450 mocmornb/kr. CynyTHSA 3MiHa - 3MiHK
3 IKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
NikapcbKoro 3acoby (iHwi 3MiHW). 3MiHu |
TMny - 3MiHM 3 SKOCTI. [O0TOBWIA NikapCbknii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3MiHa y meTofax BUNpo6yBaHHsS
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW Y
mMeToAax BUNPoGyBaHb (BKIHOHAOUM
3aMiHy abo [AONOBHEHHS)) — HE3HAYHI
3MiHM B cneyudikauii Ta MeTogi
BMNpoGyBaHHSA /13 3a NoKa3HNKOM
«MexaHiyHi BktoueHHs» (Ph.Eur.2.9.20,
Ph.Eur.2.9.19, meTog, 1). CynyTHS 3miHa -
3MiHu 3 SKoCTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpPO/1b FOTOBOrO /iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTrO NiKapCbKoro
3aco6y (iHwi 3MiHK). 3MiHu | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro 3acoby.
3mMiHa y MeTofax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNPO6YBaHb (BKOUAOUM 3aMiHy abo
[ONOBHEHHSA)) — 3MiHa MeToAy
BMNpo6yBaHHSA /13 3a NoKa3HNKOM
«KinbkicHe BU3HaueHHs» 3 meTogy APy
2.2.6 (pehpakToMeTpUUYHE BUSHAUYEHHS)
Ha meToa Ph.Eur.2.2.29 (BEPX). CynyTHs
3MiHa - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneundikauin Ta/abo [ONyCTUMUX MEX
rOTOBOrO J1iKapCbKOro 3acoby (iHLUi 3MiHK).
3miHu | TUNYy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro

nikapcbKoro 3acoby. 3MiHa y metofax
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
BMNPOGYBaHHSA roTOBOrO NiKaPCbKOro

3aco06y (iHWi 3MiHK y MeToAax
BUNPO6YBaHb (BKOUaUM 3aMiHy abo
[LOMOBHEHHST)) — 3aMiHa NoKa3HMKa
«[MiporeHn» Ha nokasHuk «bakTepiasibHi
eHaoTokcuHn» (Ph.Eur.2.6.14, metog A) 3
HOPMYBaHHsSIM «MeHLue 0,3 MO/Mn».
BBefeHHs 3MiH NpoTArom 6-Tu MicauiB
nicnsa 3aTBepgkeHHs. CynyTHsA 3miHa -
3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKOro
3aco6y (iHwi 3mMiHK). 3MiHu | TUNY - 3MiHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO /iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTrO NiKapCbKoro
3aco6y (BW/IYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpvikiag 3acrapinoro
nokasHUKa, Takoro sk 3anax Ta cmak, abo
ineHTudikauis 6apBHYKIB YN CMaKOBUX
[06aB0OK)) — BU/TyUYeHHS 3acTapisioro
nokasHuKa «AHOMaslbHa TOKCUYHICTb.
CynyTHsi 3MiHa - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHA rOTOBOrO /iKAPCLKOro
3aco06y (iHwi 3MiHK). 3MiHu | TUNY - 3MiHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOIO NiKapCbKOro 3acoby
(iHwWi 3miHn) — nepeknag MKA Ha
YKpaiHCbKy MOBY. 3MiHU | TUNY - 3MiHK 3
AKocTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKoro
3aco6y (BWyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag 3actapinoro
NoKasHUKa, Takoro sk 3anax Ta cmak, abo
ideHTudikauiss 6apBHVKIB YN CMaKOBUX
[06aBOK)) — 3MiHM B cneumdikauii Ta
MeToAax KOHTPO/O AKOCTI, a came
BW/TyYEHHS MOKasHuKa «lgeHTundikauis
HaTpilo Ta xopuAiB». CynyTHA 3MiHa -

3MiHK 3 siKocTi. FoToBMIA Nikapcbkuii 3aci6.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
KOHTpPO/1b FOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeTofax BUNPobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (iHLi 3MiHW)
210. | ME/TOKCUKA |Meloxica [menokcuk |[MO1ACO6 | TabneTku no AT YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a He UA/18276/01/01
M m am 7,5 wmr; no 10 "Ny6Hncha «MIKPOXIM» Marepianis: 3miHa 3asBHuka /13 (MIBIM) | peyenmom | nidnse
TabneTtok y pm" (topugnyHa (BNacHuKa peecTpauiiHoro nocBig4YeHHs) ae
6nicTepi; no 2 agpeca (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepu y BMPOGHVIKa; 460). 3miHun | TUny - AOMiHICTpaTUBHI
naJui 3 BignoBigabHU 3MiHW. 3MiHa Ha3BW NiKkapCcbKOro 3acoby.
KapToHy; Mo n3a 3ATBEPI)KEHO: MENOCCO
20 TabneTtok y BMPOGHMLTBO (MELOSSO) - 3ANPOMNOHOBAHO:
6aHui; no 1 Ta MENOKCUKAM (MELOXICAM). 3MiHu |
6aHuj y nayui KOHTPONb/BUM TMNy - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI
3 KapTOHY pobyBaHHS Ta cpapmakoHarnsgy. BeegeHHs abo 3miHn
cepii, He [0 y3aranbHeHNX AaHnx Npo cuctemy
BK/IHOYaA0UN hapmakoHarnsgy (BBefeHHs
BUMYCK Cepii; y3arasibHeHNX JaHnx npo cuctemy
BignoBigabHU hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
7 3a BMNYyCK ocobu, BignoBigasibHOI 3a 34iACHEHHSA
cepii, He hapmakoHarnsgy; KOHTakTHoT ocobu 3
BK/THOHAI0UM chapmakoHarnsgy 3asBHuka gns
KOHTPONb/BUM 3fjificHeHHs hapmakoHarnagy B YkpaiHi,
pobyBaHHS AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
cepir) ocobu, BignoBifasibHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkI4atoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy). 3MiHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAnoBiAanbHOI 3a hapmakoHarnsag. firoya
pepakuis: €scTpaToBa IpuHa IropisHa.
MponoHopeaakuis: JlazeHko HaTtanis
CepriiBHa. 3MiHa KOHTAKTHUX AaHKX
YMNOBHOBaXEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
MiCLLe3HaxoMKeHHsT macTep-gainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHa MicLA 34iICHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
211. | ME/IOKCUKA |Meloxica [menokcuk [MO1ACO6 | TabneTku no AT YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnX 3a He UA/18276/01/02
M m am 15 wr; no 10 "Ny6Hndcha «MIKPOXIM» marepianis: 3miHa 3assHuka /13 (MIBIM) | peyenmom | nidnse
Tabnetok y pm" (topugnyHa (BNacHvkKa peecTpauiiiHoro nNocBig4YeHHs) ae
6nictepi; no 2 agpeca (3rigHoO Haka3y MO3 Big 23.07.2015 Ne
6nictepu y BMPOGHVIKa,; 460). 3miHu | TUny - AgMiHICTpaTUBHI
nauui 3 BignoBigabHN 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby.
KapToHy; Nno 3a 3ATBEP)XEHO: MEJTOCCO
20 TabneTok y BMPOBHULTBO (MELOSSO) - 3AMNMPOMNOHOBAHO:
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6aHuj; no 1 Ta MENOKCUKAM (MELOXICAM). 3MiHn |
6aHuj y nayui KOHTPOb/BUM TMny - 3MiHN WoAo 6e3nekn/edeKTUBHOCTI
3 KapTOHY pobyBaHHSA Ta (papmakoHarnsgy. BeegeHHss abo 3MiHn
cepii, He [0 y3arasibHeHuX faHux Npo cuctemy
BK/THOHAI0UM thapmakoHarnsgy (BBefeHHs
BUWMYCK Cepii; y3arasibHeHNX faHnx Npo cucTemy
BiANOBIAA/IbHN thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
7 3a BMNyCK 0cobw, BignoBigabHOI 3a 34iACHEHHS
cepii, He hapmakoHarnsgy; KOHTakTHoOT ocobu 3
BK/IOYA0UN chapmakoHarnsgy 3asBHuka ans
KOHTPOb/BUM 3pificHeHHs hapmakoHarnsgy B YkpaiHi,
pobyBaHHS AKLO0 BOHA BiAMIHHA Bif YNOBHOBaXeEHOI
cepii) 0cobu, BiANOBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHW Y po3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6U 3asBHNIKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag. Aivova
pefakuis: €scTpaToBa lpuHa IropisHa.
MponoHopepakuis: JlaseHko Hatanis
CepriiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XeHOT 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cuctemmn chapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicuA 34iACHEHHS
OCHOBHOI jsiNIbHOCTI 3 hapmakoHarnsay.
212. | MEPKYPIJ, 3 MepKypiyc rpaHynu, in TosapucT YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/12208/01/01
KoposiByc bulk: no 5 «r, BO 3 akujioHepHe marepianis: 3miHu | Tuny - 3miHn Woao
C6 no 15 kry 06MeXeHo TOBapuCcTBO 6e3nekn/edekTUBHOCTI Ta
(hydrargyr naketax 10 "Bionik" hapmakoHarnsagy (iHwi 3miHn) -
i nonieTuieHos Bignosiga 3amiHa po3giny «IpadiyHe odhopmieHHs
dichloridu nx JBHICTIO yrnakoBKW» Ha po34in «MapkyBaHHA» B
m C6), "Mepkypig, MKA N3:
LMCTETH " 3arBepaKeHo:
C6 pachiuHe ochopmneHHs ynakoBku
(cysteinu BignosigHo Ao makeTy rpachiuHOro
m C6) 0hOpMIEHHS YMAKOBKMU.

3anponoHoBaHo:
MapkyBaHHS.

MapkyBaHHA a1 ynakosku /13
BIINOBIAHO [0 3aTBEPKEHOIO TEKCTY
MapKyBaHHs. MapKyBaHHS 4719 yNakoBKu
in bulk gogaeTbes.

TepMiH BBEEHHSA 3MiH NPOTAromM 6 micsuis
nicns 3aTBepAKEHHS.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
213. | MEPKYPIJ, 3 Mepkypiyc [Komnnaekc | rpaHynu, no TosapucT YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 6e3 UA/6098/01/01
KOpPO3IBYC [HWiA 10r,no15r, BO 3 akKuioHepHe peecTpauiiHuxmaTtepianis: 3miHu | TUny - | peyenma
C6 romeonat | no 20r, no 30 06MeXeHo TOBapuCTBO 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
(hydrargyr [nuHuii Iy 6aHoukax 10 "Bionik" thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
i npenapat | a6o Bignosiga BHECEHO Y TEKCT MapKyBaHHS NepBUHHOT
dichloridu KOHTEliHepaXx; JBHICTIO (n. 6) Ta BTOpUHHOI (M. 3, 4, 11, 15, 17)
m C6), no 1 6aHouui "Mepkypig, YNakoBOK MiKapCbKOro 3acoby; Takox
LMCTEH abo " BW/Ty4EHO iHhOopMaLiito, 3a3HaYeHy
C6 KOHTelHepy Yy POCiiCbKOI0 MOBOIO B TEKCTi MapKyBaHHS
(cysteinu nauui 3 BTOPVHHOT YNaKOBKMW.
m C6) KapToHY 3amiHa po3giny «IpadiyHe odopmaeHHs
yNakoBKW» Ha po3ain «MapkyBaHHS» B
MKSA N13:
3arBepaKeHo:
pahiuHe ochopmneHHs ynakoBku
BignosigHo A0 makeTy rpachiuHOro
0)OPMNEHHS YNaKOBKY.
3anponoHoBaHo:
MapkyBaHHs.
MapkyBaHHA a5 ynakosku /13
BifjNOBIAHO A0 3aTBEPL)KEHOrO TEKCTY
MapkyBaHHS. MapKyBaHHS 151 yNakoBKM
in bulk gogaeTbes.
TepMiH BBEAEHHSA 3MiH NPOTAroM 6 micsuiB
nicns 3aTBepAKeHHs.
214. | METANI3E® [Tenectepl TeHekten [BO1AD11 | niocpinizar BepiHrep HimeuunH BepiHrep Himeuun BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/8168/01/01
ase Inasa ONs pPO34nHY IHrenbxai a IHrenbxaim Ha matepianis: TEXHiYHa nomuska (3rigHo peyenmom
ANs iH'ekuin M dapma M'v6X i Haka3y MO3 Big 23.07.2015 Ne 460).
no 10 000 Of, IHTepHeLw Ko. KI BvnpaBneHo TexHiYHy MOMWAKY B M. 8.
(50 mr); ons HN TM6X "[lata 3aKiH4eHHs TepMiHy npuaaTHOCTI"
yrnaxkoBKu Mo Ta n. 13. "Howmep cepii nikapcbkoro
10 000 Of, (50 3ac06y" TEKCTY MapKyBaHHs1 BTOPVHHOT

mr): 1 donakoH
3

niodpinizatom
Ta 1l wnpuy, 3

yNaKkoBKM NiKapcbKoro 3acoby
METAJIIBE® 10 000 Of, (50 mr),
JonyuieHy npv npoueaypi 3miHn (Hakas
MO3 Ykpainm Nel516 Big 03.10.2025 p.),

PO3YMHHMKOM a came 6y/10 ofaHO JaTy NpUAaTHOCTI Ta
no 10 mn Homep cepii: 3aTBepaxeHo: 8. AATA
(Bopa ans 3AKIHYEHHSA TEPMIHY NPUOATHOCTI
iH'EKUIN) y MpuaatHuii go: 13. HOMEP CEPII
KOMNEeKTi 3i NIKAPCbKOI'O 3ACOBY
CTEPUNBLHUM Cepis: 3anponoHoBaHo: 8. AATA
nepexigHum 3AKIHUEHHA TEPMIHY NPUOATHOCTI
NPUCTPOEM MpupatHuii go: Bupo6. niod.: Bupob.
Ans dhnakoHa po3u.: 13. HOMEP CEPII IKAPCBKOIO
Y KapPTOHHii 3ACOBY Cepisa komnaekty: Cepis niod.:
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KopooLi; Cepis po3y.: 3a3HayeHe BunpaB/ieHHs
[N yNnakoBKu BiAMOBIgA€e MaTepiasiam peecTpaviiHoro
no 5000 Of, [OCbLE.
(25 mr): 1
chnakoH 3
niogpinizatom
Y KapTOHHiA
Kopo6ui
215. | METOPTPIT |Methotrex [MeToTpek [LO4AX03 po34uH Ans K.T. PymyHis K.T. PymyHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/18524/01/01
POM®APM ate car iH'ekujn, 10 POM®AP POM®APM marepianis: 3miHu | TuNy - 3MiHW 3 AKOCTI. | peyenmom
mr/mn, no 0,75 M KOMMMAHI CepTudpikat BignosigHocTi/l E-cepTudpikat
mn abo no 1 KOMMAHI C.p.n, BiANOBIAHOCTI EBpONEiChkili
mn, abo no 1,5 C.P.N. PymyHis thapmakonei/moHorpadii. NMogaHHs HOBOTO
mn, abo no 2 (BUrOoTOBNEHH abo oHoBNEHOrO cepTudikaTa
My S NiKapCbKOro BiANOBIAHOCTI ab60 BUTYyYEHHS
nonepeaHL0 3acoby, cepTucpikaTa BiANOBIAHOCTI EBPONENChKili
HanoBHEHOMY acenTnyHe hapmakonei: ana A®l; ans BuxigHoro
wnpuyi; no 1 HanoBHEHHSA MaTepiany/peareHTy/npoMiKHOIro
Lwnpu1uy B NiKapcbknm NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
6nicTepi; no 1 3aco6om BMPOGHULTBI A®I; ANt [ONOMIXHOT
6nictepy Lnpuuis, ix peyoBUHU (cepTuddikat BIAMNOBIAHOCTI
pasom 3 36ipka Ta €Bponeiicbkin thapmakonei) - OHOBNEHWi
0[IHOPa30BOI0 MapKyBaHHS; cepTudikar Bif, yxe 3aTBepAKeHoro
rofIKoKo B KOHTPONb BMPOOBHMKaA- NOAAHHSA OHOB/IEHOTO
KapTOHHIW BUXifHWX cepTucpikaTa BiANOBIAHOCTI EBPONENChKili
nauuj marepianis, thapmakonei Ne R1-CEP 2006-271 - Rev
KOHTPO/1b 01 (3atBepmxeHo: R1-CEP 2006-271 -
pisnko- Rev 00) gns A®l meToTpekcaTy Bif Bxe
XIMIYHMX 3aTBepxeHoro BupobHnka HUZHOU
MOKa3HWKIB ZHANWANG PHARMACEUTICAL CO.,
NMPOMIXXHOro Ta LTD., China.
KiHLLeBOoro
NPOAYKTY,
BMNYCK Cepil;
BTOPWHHE
nakyBaHHsl,
KOHTPO/b
MiKpo6ionoriyH
ux Ta
6ioNorivyHMX
MOKa3HWKiB
nikapcbKoro
3acoby)
216. | MET®OPMIH Metformin [veTdopmi [A10B A02 | Tabnetku, CaHpo3 CnoseHis Nexk C.A., Monbwa BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/9477/01/01
CAHAO3® HYy BKPUTI $apmach Monbua / mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenmom
rigpoxnop M/1iBKOBOIO oTikan3 (BnpobHMuTBO | CnoseHi | Ceptudikar BignosigHocTi/l E-cepTudikar
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
na 060/10HKOIO, a.a. 3a NOBHUM A BiZJNOBIAHOCTI E€BPONENChKii
no 500 mr, no LMKIOM; thapmakonei/moHorpadii. NogaHHs HOBOrO
10 TabneTok y nakyBaHHsl, a6o oHOBNEHOTO cepTudikaTa
6nicTepi; no 3 BUMNYCK cepil); BiANOBIAHOCTI 260 BUYYEHHS
abo 12 HoBaprTic cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
6nictepiB y dapmacbioTika thapmakonei: ana Adl; ons BUXigHoro
KapTOHHiiA n marepiany/peareHTy/npomMiKHOro
KOpOOGL| MaHyakTypu NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Y
Hr JINC, BUPOGHUUTBI A®I; Ana AONOMDKHOT
CnoseHis peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
(koHTpO/b €Bponeiicbkiit hapmakonei) - OHOBNeHWi
AKOCTI (Nvwe cepTnaikaT Bif yxe 3aTBepaKeHoro
N- BMPOGHUKA - MNogaHHs OHOBIEHOTO
HiTpO30AMMET cepTudpikaTa BiANOBIAHOCTI EBpONENchbkili
nnamiHy thapmakonei Ne R1-CEP 2008-043-Rev 07
(NDMA))) (3aTBEpAXEHO: R1-CEP 2008-043-Rev 06)

Ons pitoyoi pevosrHn Metformin
Hydrochloride Big BXe 3aTBEpXXeHOro
Brpo6HMKa SHOUGUANG FUKANG
PHARMACEUTICAL CO., LTD. 3MmiHu |
TMny - 3MiHK 3 AikoCTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; NSt AONOMIKXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif yxe 3aTBepKeHOro
BUPOGHMKa - [ofaHHA OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2000-059-Rev 12
(3atBepaxeHo: R1-CEP 2000-059-Rev 11)
onsa girodoi peyosunHu Metformin
Hydrochloride Big BXe 3aTBEpAXEHOr0
BMpo6HMKa Harman Finochem Limited,
IHAiS. 3MiHK | TUny - 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOB/IEHOTO cepTudikaTa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ana Adl; ons BUXigHoro
MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTudgikart Big HOBOro BUpO6GHMKa (3amiHa
ab0 [oNOBHEHHS) - MNofgaHHsA HOBOTO
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei Ne R1-CEP 2011-328-Rev 02
Ans gitoyoi pevosrHn Metformin
Hydrochloride Big HoBOro Bupo6Huka
EXEMED PHARMACEUTICALS
217. | MET®OPMIH |Metformin [meTchopmi |A10B A02 | TabneTkum, CaHpo3 CnoBeHis Nek C.A., Monbwa BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/9477/01/02
CAHAO03® HY BKpUTI dapmacb Monbwa / marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
rigpoxnop NAiBKOBOO loTikan3 (Bupo6HULTBO | CnoseHi | CepTudikat BignosigHocTi/lE-cepTudikat
ng 060/10HKOIO, 4.4, 3a MOBHUM A BiANOBIAHOCTI EBPONENChKil
no 850 mr, no LMKIOM; thapmakonei/moHorpadii. NogaHHS HOBOTO
10 TabneTok y nakyBaHHs, ab0o OHOB/EHOTO cepTugikaTa
6nicTepi; no 3 BUMNYCK cepil); BiANOBIAHOCTI 260 BUYYEHHS
abo 12 HoBaprTic cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
6nictepiB y dapmacbioTika thapmakonei: ana Adl; ons BUXigHoro
KapTOHHIW n marepiany/peareHTy/npomMiKHOro
kopob6ui, no 12 MaHyakTypu NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
TabneTtok y Hr JINC, BUPOGHUUTBI A®I; Ana ONOMDKHOT
6nicTepi; no CnoseHis peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
10 6nicTepiB y (koHTpOsTb €Bponeiicbkii hapmakonei) - OHOBNEHWi
KapTOHHIlA AKOCTI (e cepTnaikaT Bif yxe 3aTBepaKeHoro
KopoobLi N- BMPO6GHUKA - MNogaHHs OHOBMIEHOTO
HiTpO30AMMET cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
nnamiHy hapmakonei Ne R1-CEP 2008-043-Rev 07
(NDMA))) (3aTBEpAXeHO: R1-CEP 2008-043-Rev 06)

nns pitoyoi pevoBrHn Metformin
Hydrochloride Big BXe 3aTBEpXXEHOro
Brpo6HMKka SHOUGUANG FUKANG
PHARMACEUTICAL CO., LTD. 3MmiHu |
TMny - 3MiHK 3 sikoCTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichKil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili
dapmakonei: ana A®l; ans BuxigHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT

peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHUKA - MNogaHHss OHOBIEHOTO
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei Ne R1-CEP 2000-059-Rev 12
(3aTBEpAXeHO: R1-CEP 2000-059-Rev 11)
Ons pitoyoi pevoBrHn Metformin
Hydrochloride Big BXe 3aTBEpXXeHOro
BMpo6HMKa Harman Finochem Limited,
IHAiSA. 3MiHW | TURY - 3MiHK 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKii
thapmakonei/moHorpadii. NogaHHs HOBOrO
abo oHOBMEHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
thapmakonei: ana Adl; ons BUXigHoro

MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT

peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTugikart Bif HOBOro BUpo6HMKa (3amiHa
ab0 [oNOBHEHHS) - MNofjaHHS HOBOTO
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
hapmakonei Ne R1-CEP 2011-328-Rev 02
Ans gitoyoi pevosrHn Metformin
Hydrochloride Big HoBOro Bpo6H1ka
EXEMED PHARMACEUTICALS

218.

MIOA3O/TAM-
BICTA

Midazola
m

Migasona
M

NO5CD08

PO34MH ANa
iH'exUi, 5
mr/mn no 15
Mr, Mo 3 M1 B
amnyni; no 5
amnyny
KapTOHHIW
Kopobui

MicTpan
Kenitan
MeHexm
eHT
NimiTen

AHrnis

BEM lnay

CaH. Be Tik.

A.C.

Typeyun
Ha

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTposb
roToOBOro Nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPO6YyBaHHSA rOTOBOrO
nNiKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeTOoAAax BUNPOBYyBaHHS)
3MiHa nogaHa y 3B’A3Ky 3 HeOOXifHICTIo
BUMPaB/IEHHS MOMUSIKW, [ONYLLEHOT Y
MeToaax KOHTPO/IO SKOCTI, a came: B TecTi
«KisibKicHe BU3HAYEHHS».

3a
peyerimom

UA/18463/01/01

219.

MIAA3O/TAM-
BICTA

Midazola

m

Mifasona

M

NO5CD08

pO34uH AN
iH'exUi, 5

Mictpan
Kenitan

AHrnis

BEM Inay
CaH. Be Tik.

Typeyun
Ha

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.

3a
peyenmom

UA/18463/01/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
mr/mn no 50 MeHemxm A.C. [oToBWIA Nikapcbkuii 3aci6. KOHTponb
mr, no 10 mn B eHT roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
amnyni; no 5 NimiTen MeToJax BUNPOGYBaHHS rOTOBOrO
amnyny NiKapcbKoro 3acoby (He3HayHa 3MiHa y
KapTOHHI 3aTBEPKEHNX METOAAxX BUNPOBYBaHHS)
Kopobu,i 3MiHa nogaHa y 3B’s3Ky 3 HEOOXifHICTO
BUNPAaB/IEHHA MOMWKW, AOMYLLEHOT Y
MeTogax KOHTPO/IIO AKOCTI, a came: B TecCTi
«KinbKicCHe BU3HAYEHHS».
220. | MINTYPUT® Allopurino fanonypuH [MO4AAQl | TabneTku no 3AT YropwmHa 3AT Yropwm BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/19772/01/01
I on 150 wr; no 30 dapmanes dapmaueBTny Ha marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom

a6o no 50, TUYHWIA HWi1 3aBOf CepTucpikat BignosigHocTi/lE-cepTudikat
abo no 60, 3aB0[, ErIC, BiANOBIAHOCTI EBPONENChKil
abo no 70, EFIC YropumHa hapmakonei/moHorpadii. NogaHHSA HOBOTO
a6o no 80, (nepBuHHe, ab0 OHOB/EHOTO cepTugikaTa
a6o no 90, BTOPVHHE BiANOBIAHOCTI 260 BUYYEHHS
abo no 100, nakyBaHHs Ta cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
a6o no 120 BUMYCK cepil; thapmakonei: ana Adl; ons BUXigHoro
Tabnetok y NOBHUIA LMK marepiany/peareHTy/npomiKHOro
donakoHi; no 1 BMPOOHMLITBA, NPOAYKTY, WO BUKOPVUCTOBYHOTHLCS Y
onakoHy y KOHTPONb cepil BUPOGHUUTBI ADI; Ana AONOMDKHOT
kopo6ui; no 10 Ta BMNycK peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
Tabnetok y cepii) €Bponeiicbkili hapmakonei) - OHOBNeHWi

6nictepi; no 3
a6o no 4, abo
no 5, abo no
6, abo no 7,
ab6o no 8, abo
no 9, abo no
10, a6o no 12
6nictepiB y
Kopobui

cepTmaikaT Bif ye 3aTBepaKeHoro
BMPOGHMKA - MOJaHHSA OHOB/IEHOrO
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP 2014-364-Rev 01
(3aTBEpAXeHO: R1-CEP 2014-364-Rev 00)
Ans gitoyoi peyosrHy Allopurinol,
Synthetic route B Bif 3aTBEpAXEHOTO
Bnpo6HuKa EGIS PHARMACEUTICALS
PLC, Hungary, y 3B’3Ky 3 BBEIEHHAM
[04aTKOBUX BUPOOHMKIB NPOMIXHOro
npoaykty, a came: SHREEGEN PHARMA
LIMITED, India, Ta BHAGWATI
ORGANICS PVT. LTD., India. 3MiHu |
Tmny - 3MiHK 3 aKkocTi. CepTudcpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEiChkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOrO cepTuddikaTa
BiANOBIAHOCTI a60 BUTYyYEHHS
cepTuduikaTta BignoBigHOCTI €BpONEechKii
hapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/npoMiKHOIro
NPOAYKTY, L0 BUKOPUCTOBYIOTBLCS Y
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
BMPOGHULTBI API; NSt AONOMIKHOT
peyoBuHM (cepTudikart BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif yxe 3aTBepKeHOro
BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudcpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP 2001-433 - Rev 05
(3atBepaxeHo: R1-CEP 2001-433 -Rev
04) pns gitoyoi pevosuHu Allopurinol Big
3aTBEpAXEHOro Bupo6bHrka HARMAN
FINOCHEM LIMITED, India
221. | MINYPUT® Allopurino fanonypvH [MO4AAQ1 | TabneTku no 3AT YropwuHa 3AT Yropwm BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19772/01/02
I on 200 wmr; no 30 Papmaves dapmaneBTny Ha marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
abo no 50, TUYHWI HWi1 3aBOf Ceptudpikat BignosigHocTi/l E-cepTudpikat
abo no 60, 3aBof, ErIC, BiANOBIAHOCTI EBpONEeiChkili
abo no 70, Eric YropwmHa thapmakonei/moHorpadii. NMogaHHs HOBOro
abo no 80, (nepBuHHe, abo oHoBNEHOrO cepTuddikaTa
a6o no 90, BTOPVHHE BiANOBIAHOCTI ab60 BUTYyYEHHS
a6o no 100, nakyBaHHA Ta cepTucpikaTa BiANOBIAHOCTI EBPONENChKili
abo no 120 BMNYCK Cepil; hapmakonei: ana A®l; ans BuxigHoro
Tabnetok y NOBHUIA LMK MaTepiany/peareHTy/npoMiKHOro
thnakoHi; no 1 BMPOGHMLTBA, NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
chnakoHy y KOHTpOsb cepii BMPOGHULTBI A®I; ANt [ONOMIXHOT
Kopob6ui; no 10 Ta BUMYCK peyoBUHU (cepTuddikat BIANOBIAHOCTI
TabneTok y cepii) €Bponeiicbkin thapmakonei) - OHOBNEHWI

6nicTepi; no 3
abo no 4, abo
no 5, abo no
6, abo no 7,
abo no 8, abo
no 9, abo no
10, abo no 12
6nictepiB y
Kopobui

cepTuduikaT Bif y)Xe 3aTBepXEHOro
BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTuduikaTta BignoBigHOCTI €EBpONENnchKiin
thapmakonei CEP 2014-364-Rev 01
(3aTBEpAXeHO: R1-CEP 2014-364-Rev 00)
ons gitoyoi pedosuHm Allopurinol,
Synthetic route B Big 3aTBepxeHoro
BupobHuka EGIS PHARMACEUTICALS
PLC, Hungary, y 38’A3Ky 3 BBEEHHAM
[04,aTKOBMX BUPOOHUKIB NPOMIKHOIO
npoaykty, a came: SHREEGEN PHARMA
LIMITED, India, Ta BHAGWATI
ORGANICS PVT. LTD., India. 3MiHu |
TMny - 3MiHK 3 sikoCTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichKil
thapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili
dapmakonei: ana A®l; ans BuxigHoro
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Hassa

MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOOGHMKA - MOAaHHSA OHOB/IEHOMO
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei CEP 2001-433 - Rev 05
(3atBepmxeHo: R1-CEP 2001-433 -Rev
04) gna gitovoi peyvosuHy Allopurinol Big,
3aTBepxeHoro Bupo6bHrka HARMAN
FINOCHEM LIMITED, India
222. | MYNIbTAK® |Dronedar [gpoHegap [CO1B D07 | Ttabnetku, TOB YkpaiHa CAHO®I ®paHLis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/10412/01/01
one OH BKPUTI "CaHoi- BIHTPOMN mMartepianis: 3miHu | TUny - peyenmom
NAiBKOBOO ABEHTIC IHOACTPIA AZMIHICTpaTVBHI 3MiHK. 3MiHa
060/10HKOI0, YkpaiHa" HalilMeHyBaHHs Ta/abo agpecu Micud
no 400 mr; Ne

60 (10x6): no
10 TabneTok y
6nictepi; no 6
6nictepiB y
KapTOHHIA
Kopobui

NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(BKKOUAOUM, 3a HEOOXIZHOCTI, MicLe
NpoBefeHHS KOHTPO/IIO SIKOCTI), abo
B/lacHWKa macTep-thaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOHMLTBI API (AKLLO 3a3HAYEHO Y
[OCbE Ha nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudcpikaTa BiANOBIAHOCTI EBpONEechbkili
hapmMakonei y 3aTBepAKeHOMY AOCkE, ab0
BVMPOGHMKA HOBOI AOMOMiXXHOI Pe4YOBUHU
(AKLL0 3a3HaYeHOo Y A0CbE). 3MiHa Ha3BU
BNacHMKa mactep-goaiiny gitouoi
peyoBuHn (ASMF) gpoHeaapoHy
rigpoxnopug. BupobHuya ginbHnUsA Ta yci
BMPOGHMYI onepaLiii 3amLwanTbes
HEe3MiHHUMMU.
[Litova pepakuis:
SANOFI CHIMIE
82 avenue Raspail, 94250 Gentilly, France

MponoHoBaHa pepakuis:
Sanofi Winthrop Industrie
82 avenue Raspail, 94250 Gentilly, France
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu
MicLA NMPOBAMKEHHS [isANIbHOCTI
BMpPO6HUMKA (BK/IKOYAKYK, 32 HEOBXIAHOCTI,
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n/n

Hassa
JliKapcbK0O20
3acoby

OHa

mosaHa
Ha3sa*

MixHapo

HernameH

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MicLie NpoBeAEHHS KOHTPOJII0 AKOCTI), abo
B/lacHuka macTep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI ADI (SKLLO 3a3HAYEHO Y
[l0Cbe Ha Nnikapcbkuii 3acib) 3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
dhapmakonei y 3aTBepAkeHoOMy A0Cbe, a60
BMPOGHMKA HOBOI JOMNOMIXHOI Pe4OBUHN
(AKLLO 3a3HaYeHO Y AOChE). 3MiHa Ha3By
Ta agpecu AinbHUL, BiANoBigaNbHOI 3a
BVMPOGHWLTBO, NaKyBaHHs, BUNPOGYBaHHSA
Ta BUMYCK Cepii aKTUBHOI Pe4YOBUHM
[ApOoHeAapoHy rigpoxnopug. BupobHunya
AiNbHUUA Ta yci BUpobHMYI onepadii
3a/MWATECA HE3MIHHUMK,

[Litoua pepakuis:

Sanofi Chimie
45, chemin de Meteline, BP 15, 04201
Sisteron cedex, France
MponoHoBaHa pepakuis:

Sanofi Winthrop Industrie
45, chemin de Meteline, 04200 Sisteron,
France
3MmiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOGHMYOI AinbHAL
(Brntovatoun ginbHuui ana Adl,
NPOMDKHOro NPoAYyKTy abo roToBoro
nikapcbKoro 3acoby, AinbHUL Ans
NpOBeEHHs NakyBaHHS, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpPOBE/EHHSI KOHTPOSIO cepii) abo
noctavajibHUKa BMXiZHOro martepiany,
peareHTy abo AONOMIKHOT peYOBUHN
(AKWO 3a3Ha4eHo y A0cbe). BunyyeHHs
BMPOGHMYMX AiNIbHUL A5 BUPOBHNYOrO
npouecy A BiANOBIfa/IbHUX 3a
BMPOOHWLTBO, NaKyBaHHS, BUNPOOYBaHHS

Ta BUNYyCK cepii, a TakoX BUPOOHNUMX
LOiNbHULb, BiANOBIJa/IbHUX 3a CTagito
noApibHEHHS NPy BUPOBHNLITBI aKTUBHOT
cybcTaHUii ApoHeapoHy rigpoxnopug, ki
He BVMKOPUCTOBYHOTLCS Y BUPOGHULITBI
niKapcbKoi cybcTaHuil.

223.

MYCKOME],

[Thiocolchi

[TIOKOIXiKO

MO3BX05

pO34MH AN

TOB

YKpaiHa

YOPIIA

Typeyun

BHECEHHS 3MiH [10 peecTpaviiHnX

3a

UA/16594/02/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
coside 314 iH eKuil, 4 "YOPNA, MEANLH Ha marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. | peyenmom
mr/2 mn, no 2 MEANLN INAY CAH. BE [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
M/ B amnyni; H" TIOK. A.LL. BMPOGHULTBI. 3MiHa po3mipy cepii
no 6 amnyn B (BKntOYatOUM dianasoH po3mipy cepir)
KOHTYPHIi roTOBOrO /iKaPCbKOro 3acoby (36i/bLUeHHS
YapyHKOBIl 00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
ynakosui; no 1 po3mipom) 36iMbLUEHHSA po3Mipy cepil
KOHTYPHIi roTOBOrO /iKapCbKOro 3acoby.
YapyHKOBIl 3aTBepmkeHunii poamip cepii — 650 n (302
ynakosLii B 325 amnyn). MponoHoBaHuiA po3mip cepil
KapTOHHIA — 1400 n (676 328 amnyn).
Kopobui
224. | HAYCUNMIYM |Domperid [gomnepug |AO3F AO3 | TabneTkn no AHaHTa Benvka dnamiHro IHais BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 nionse UA/1680/01/01
one OH 10 wr, no 10 Megikeap BputaHis dapmacbloThK marepianis: 3miHu | Tuny - 3miHn Woao peyenma ae
TabneTtok y nra. anc 1a. 6e3nekn/edekTUBHOCTI Ta
6nicTepi, no 1 hapmakoHarnsagy. 3miHa y KopoTkili
abo 3 XapaKkTepucTuLi nikapcbkoro 3acoby,
6nictepu B TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
KapTOHHIW MeZMYHOro 3aCTOCyBaHHA Ha MigcTasi
nauuj perynspHO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo focnigpkKeHs 3
6e3nekn 3acTocyBaHHs /iKapCbKOro
3acoby B micrispeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLiHKM 3BIiTY 3 AOCNIIKEHD,
npoBefeHnX Bi4NOBIAHO 40 NaHy
neajatpnyHux gocnigkeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVIM OpPraHoMm)
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA /liKkapCbKoro
3acoby y po3gin "MpoTnnokasaHHs"
BiANOBIAHO 40O OHOBMEHOT iHhopMaLi 3
6e3neku Aito4ol pevyoBrHU. TepMiH
BBE/IEHHS 3MiH - NpoTArom 3 micsLiB nicns
3aTBEPAKEHHSA
225. | HEBIMAK - 10 |Nebivolol [He6iBono |CO7A B12 | TabneTku no Maxkneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/19267/01/03
n 10 mr, no 10 dapmacsh PapmacbTHUK marepianis: 3miHu | Tuny - 3MiHn WoAo peyenmom
Tabnetok y loTMKasnc anc fNimiteq 6e3nekn/edeKTUBHOCTI Ta
6nictepi; no 1 NimiTen thapmakoHarnagy. BeefeHHs abo 3miHu

abo 3
6nictepu y
KapTOHHIlA
Kopobu,i

[0 y3arasibHeHVX gaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHux Npo cuctemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHuka ans
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,

AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiICHEHHS
thapmakoHarnagy (BKo4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOT 3a
3pificHeHHs hapmakoHarnsgy B YKpaiHi.
Litova pegakuis: MHiTeubka J/llo60B
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX JaHVX KOHTaKTHOT 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaini. 3miHa micus
3[iACHEHHS] OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHST MacTep-dainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[10 y3arasibHEHNX AaHMX NPo cUcTeMy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT
0cobw, BignoBigabHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka an1s
3pjicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI
0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy)
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 38
3pjiicHeHHs hapmakoHarnagy. 3miHa
KOHTaKTHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy B Ykpaini. [itoua
pepakuisi: MHiTeypka /o608 BanepiisHa.
MponoHoBaHa pepakuin: Kyunba TeTsaHa
BacunisHa. 3MiHa KOHTaKTHUX AaHnx
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KOHTaKTHOI 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YkpaiHi. 3MiHa MicuA 34iACHEHHSI OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
226. | HEBIMAK - Nebivolol |He6iBono [CO7A B12 | Tabnetku no Makneoac IHais Makneopc IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/19267/01/01
25 n 2,5 mr, no 10 dapmacb PapmMacboThK mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peyenmom
Tabnetok y loTMKanc anc Nimiteq 6e3nekn/edpeKkTBHOCTI Ta
6nicTepi; no 1 Niviten hapmakoHarnsgy. BeegeHHs abo 3miHu

a6o 3
6nictepn y
KapTOHHIA
Kopobui

[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx nNpo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkI4aroum KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu
3asBHYKA, BigNoBiAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy. 3miHa KOHTaKkTHOT
0cobu 3asBHMKa, BiANOBIAA/IbLHOT 3a
3[4iiCHeHHSs dhapmakoHarnsgy B YKpaii.
Litova pepakuis: MHiTeybka /o608
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxoMKeHHsI macTep-ghainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx Npo cucTemy
dhapmakoHaraisgy, 3MiHa yrnoBHOBaXEHOT
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227.

HEBIMAK - 5

Nebivolol

Heb6iB0s10

CO7A B12

Tabnetkn no 5

0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnagy (BK4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
paiina cuctemu chapmakoHarnsay)
3MiHa KOHTaKTHUX AaHWnX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3[jiCHeHHs1 chapmakoHarnagy. 3MiHa
KOHTaKTHOI 0CObM 3as1BHUKA,
BignoBiga/IbHOI 3a 34jACHEHHSI
thapmakoHarnagy B Ykpaiti. itoua
pefakuis: MHiTeubka Jlto6oB BanepiiBHa.
MponoHoBaHa pepakuis: Kyunba TeTaHa
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.

n

mr, no 10
TabneTtok y
6nicTepi; no 1
a6o 3
6nictepn y
KapTOHHIA
Kopobui

Makneopc
dapmacb
loTuKasIC

NimiTen

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkIyatoum KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asBHYKA, BigNoBiAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy. 3miHa KOHTaKkTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOI 38

3a
peyenmom

UA/19267/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3ailicHeHHA hapMakoHarnsgy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608
BanepiiBHa. MNponoHoBaHa pejakuis:
Kyunba TeTaHa BacunisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
3asBHVKa, BigNOBIAa/IbHOT 38
hapmakoHarnsg B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
HoMepa. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHUX AaHnx Npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3ara/ibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnagy (BKouvaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
(paiina cuctemu hapmakoHarnsay)
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy. 3MiHa
KOHTaKTHOI 0CObM 3as1BHUKA,
BignoBiga/IbHOI 3a 34jACHEHHS
thapmakoHarnagy B Ykpaiti. itoua
pefakuis: MHiTeubka Jlto6oB BanepiiBHa.
MponoHoBaHa pepakuis: Kyunba TeTaHa
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CObM 3as1BHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.

228.

HEBYBEHT-H

ISalbutam
ol

canbbyTta
Mon

RO3AC02

PO34MH ANnA
iHransujn, 2,5
mr/2,5 mn, no

TOB
"®APMAC
ENn"

Ykpaina

TOB
"®APMACEN"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTNBHOCTI Ta

3a
peyenmom

He
nionsie
ae

UA/20866/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
25mvnB thapmakoHarnsgy. 3MiHu y KopoTkili
amnyni XapakTepucTuLi Nikapcbkoro 3acoby,
nosnieTnneHoBsI TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
; no 5 amnyn Me[MYHOro 3aCTOCYBaHHS
y nakeri 3 reHepuyYHuX/ribpnaHnx/6ionodibHNx
NIOMIHIEBOT nNiKapcbknx 3acobiB Nicsis BHECEHHA Tiel
donbru; no 2 camoi 3MiHU Ha pedhepeHTHWIA Npenapar
nakeTu y nauui (3miHa He NoTpebye HagaHHsA XOAHNX
3 KapPTOHY HOBUX JOLATKOBUX AaHWX). 3MiHW BHECEHO
[0 IHCTPYKLUIT Ana MeanyHoro
3aCTOCYyBaHHS /iKapcbKoro 3acoby y
po3ainu "OcobamMBOCTi 3acTOCyBaHHS",
"Cnoci6b 3acTocyBaHHs Ta fo3mn"
BiANOBIAHO A0 iHopMaL,i Wwoao
MeAMYHOro 3acTOCyBaHHs pethepeHTHOro
nikapcbKoro 3acoby (BeHtoniH Hebynu,
PO34MH ANS iHranauin, 2,5 mr/2,5 mn).
229. | HOOTPOMIN |Piracetam [nipaueta |NO6BX03 | Tabnetku, HOCB Benbris BUpPOGHMLTBO, | Benbria/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/0054/04/01
® M BKpUTI Papma nepBrHHE Ta Himeuun | maTtepianis: 3miHu | Tuny - 3MiHKW 3 SKOCTI. | peyenmom
MN/1iBKOBOIO C.A. BTOPUHHE Ha A®I. KoHTponb A®I (iHLWi 3MiHW) -
060/10HKOI0, nakyBaHHs, [opaBaHHsa crneumdikavii Ha opraHiuHmi
no 1200 mr: no KOHTPO/1b PO34YMHHMK MeTaHon 3 BiANoOBIgHUM
10 TabneTok y SKOCTi Ta aHaNNITUYHUMKN MeToaVKaMn s
6nictepi; no 2 BUMYCK cepil: BMpo6HUKa A®I Xikan N14., HAiA - 3MiHn |
6nictepu B HOCB dapwma, Tuny - 3MiHn 3 akocTi. A®l. KoHTponb AdI
KapTOHHIA Benbris; (iHwWi 3miHW) - JoaaBaHHA cneuudikauii Ha
nauui BUPOGHMLTBO, opraHiYHuiA po34nHHKK Tonyon 3
KOHTPO/b BiANOBIAHUM @aHaNITMYHUMK MEeToAMKaMu
SAKOCTI Ansa BupobHuka A®| Xikan N74., IHgisa
(chisnko-
XiMiYHi Ta

MiKpo6ionoriyH
i
BMNPOGYBaHHSA
): Eiicika
PapmMacboThK
an3 'voéX,
HimeuyuunHa;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Eiicika
PapmacboTUK
an3 'méX,
HimeuuunHa;
KOHTPO/b
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

AKOCTI
(chizmko-
XiMiYHi
BUNPOGYBaHHSA
), BUMyCK
cepii: Elicika
PapmacboTUK
an3 'méX,
HimeuuunHa;
foparkosa
OinbHUUSA
KOHTpO/I0
AKOCTI
(chizmko-
XiMiYHi Ta
MiKpo6ionoriyH
i
BMNPO6YBaHHSA
): CKC Nab
CimoH CA,
Benbris

230.

HOOTPOMIN
®

Piracetam

nipauerta
M

NO6BX03

Tabnetku,
BKpUTI
NAiBKOBOO
060/10HKOIO,
no 800 mr; no
15 TabneTok y
6nictepi; no 2
6nictepy B
KapTOHHIlA
nauuj

tOCB
Papma
CA.

Benbris

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKOCTi Ta
BMNYCK cepil:
HOCB dapma,
Benbrig;
BVMPOGHMLTBO,
KOHTPO/b
AKOCTI
(chizmko-
XiMiyHi Ta
MiKpOG6i0ONOorivH
i
BMNPOGYBaHHSA
): Eiicika
PapmacbTUK
an3 'méX,
HimeuuunHa;
nepBuHHEe Ta
BTOPWHHE
nakyBaHHS:
Evicika

Himeuyun
Ha/
Benbris

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb AP (iHLWi 3MiHW) -
[lopasaHHA cneumdikayii Ha opraHiuHWi
PO34MHHMK MeTaHos 3 BiAnoBigHUM
aHaNliTMYHUMK MeToAMKaMK Ans
BMpo6HuKa API Xikan N1T4., IHAIA - 3MiHKM |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb AdI
(iHWi 3miHn) - JoaaBaHHA cnevumdikalii Ha
opraHiYHuiA po3unHHKK Tonyon 3
BiANOBIAHMM aHaNITUYHUMK METOAMKaMM
ons sBupobHuka A®I Xikan NTg., Haisa

3a
peyerimom

UA/0054/04/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
PapmacboTUK
an3 MmoéxX,
HimeuuunHa,;
KOHTPONb
AKOCTI
(chisnko-
XiMiyHi
BMNPOGYBaHHSA
), BUNyCK
cepii: Elicika
PapmacbTHK
an3 rméxX,
HimeuuunHa;
Jopatkosa
OinbHUUSA
KOHTPO/0
AKOCTI
(chisnko-
XiMiYHi Ta
MiKpob6ionoriyH
i
BUNPOGYBaHHSA
): CKC Nab
CimoH CA,
Benebris
231. | HO-WWNA® Drotaverin |gpotaBep |A0O3AD02 | Tabnetku no TOB YkpaiHa Brpo6HMUTBO, | Yropm BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/0391/01/02
e NH 40 mr Ne 12: "Onenna KOHTPONb Ha/ mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenma
no 12 Xerickea AKOCTI, MonbLa 6e3nekn/edpeKTBHOCTI Ta
Tabnetok y YkpaiHa" nakyBaHHs, hapmakoHarnsgy. BeegeHHs abo 3miHu
6nicTepi; no 1 MapKyBaHHS, [0 y3aranbHeHNX AaHnx Npo cuctemy
6nictepy B BMNYCK cepil: hapmakoHarnsgy (BBefeHHs
KapTOHHIi Onenna y3arasibHeHNX JaHnx nNpo cucTemy
Kopobui; Ne Xenckea hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
24:no 24 XaHrepi K., ocobu, BignoBigasibHOI 3a 34iACHEHHS
TabneTkn y YropLuHa; chapmakoHarnsgy; KOHTaKTHoi ocobm 3
6nictepi; no 1 Brpo6HuMUTBO, thapMakoHarnagy 3asBHuka ons
6nictepy B KOHTPO/b 3fjificHeHHs hapmakoHarnagy B YkpaiHi,
KapTOHHIA SIKOCTI, AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
Kopobui; Ne nakyBaHHs, ocobu, BignoBifasbHOT 3a 3AiACHEHHS
60: no 60 MapKyBaHHs, thapmakoHarnagy (BKIuYakum KOHTaKTHi
Tabnetok y BMNYCK Cepil: [aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
[103yl04OMy Onenna chaiina cuctemn chapmakoHarnsgy). TouHa
KOHTEliHepi, Xenckea cchepa fiji, 06r'pyHTYBaHHSA
3aKpuTOMYy Monaxg Cn. 3 3anponoHoBaHMX 3MiH Ta kiacudikauis
KPULLIKOIO 3 0.0., MonbLa; Henepeab6ayyBaHNX 3MiH (SKLLO €)
3aXMCHO Mikpob6ionoriy (BK/IHOYAOYM OMUC Ta NepeayMoBU ANs
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
CTPIYKOIO Bif, HWIA KOHTPO/b YCiX 3anponoHOBaHNX 3MiH. FAKLWO 3MiHa
BIAKPWTTS; MO rn3: CTOCY€ETbCA HenepefbavyBaHnx 3miH,
1 nosytouomy CYPOATIMI BK/IOYAOTb 06I'pYHTYBaHHS NMPOMNOHOBAHOI
KOHTelHepy B Xanrepi 1174, il Knacudpikauii) o 3aTBepAKeHHs
KapTOHHIiA YropLuHa; NPOMNOHYETLCS OHOB/IEHHS HOMEpY, a
Kopobui; Ne Mikpo6ionoriy TaKOX HallMeHyBaHHS BfacHUKa MacTep-
100: no 100 HWIA KOHTPOSIb thaiiny 3 chapmakoHarnsgy. 3miHa mae
Tabnetok y rN3: XIHOIH BVIK/TIOYHO afMiHICTpaTMBHWI XapakTtep i
donakoHi; no 1 3aBog, He BM/AMBaE Ha cucTemy
chnakoHy B dPapmaneBTny thapmakoHarnagy, il yHKUIOHAIbHICTb,
KapTOHHIA HUX Ta AKiCTb, 6e3neky abo epeKTVBHICTb
Kopobui 3 XiMiyHnxX nikapcbknx 3acobiB.
Hak/enko Ha MpoaykTiB
Kopobui ans MpaisiT Ko.
KOHTPO/O nTa.,
nepLioro MignpremcTao
BiOKpUTTA Ne3
(Mignpuemcts
oB
YaHikBenbap),
YropLumHa
232. | HO-WWNA® Drotaverin |gpotaBep [AO3ADO2 | po3unH Ans TOB YkpaiHa XiHOiH 3pT. Yropwm BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/0391/02/01
ansa e NH iH'exuin, 20 "Onenna Ha marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
IH'EKLLIA mr/mn, Ne25 Xenckea 6e3nekn/edeKkTBHOCTI Ta
(5x5): mo 2 mn YkpaiHa" hapmakoHarnsgy. BeegeHHs abo 3miHu
B amnyni; no 5 [0 y3arasibHeHNX AaHnx Npo cuctemy
amnyn, thapmakoHarnsgy (BBefeHHs
PO3MILLEHUX Y y3araslbHeHVX AaHnx npo cuctemy
niggoHi; no 5 thapmakoHarnsgy, 3miHa yrnoBHOBaXEHOI
nigaoHIB y ocobu, BignoBifasbHOT 3a 3AiACHEHHS
KapTOHHIW thapmakoHarnsgy; KOHTakTHOT ocobu 3
Kopobui hapmakoHarnsgy 3asBHuKa ans
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyaruy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
MiCLLe3HaXOMKEHHST MacTep-haiina
cucTeMun dpapmakoHarnsagy Ta ioro
HoMepa. 3MiHa MicuA 34iACHEHHS
OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsay.
233. | OBITPEN® IChoriogon [xopioroHa |G03G po3unH Ans Apec Lseiuapi | Mepk CepoHo ITanis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/1175/02/01
adotropin  [noTponiH  |AO8 iH'exUi no 250 TpeigiHr a C.n.A., Itanis; LLBelina mMartepianis: 3MiHu | TMNy - 3MiHK WOA0 peyenmom
alfa anba Mkr/0,5 mn; no C.A. Mepk CepoHo pis 6e3nekn/edpekTBHOCTI Ta
0,5mvny . dhapmakoHarnsgy. BeegeHHs abo 3miHu
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
nonepeaHLo BifAiNeHHs y [10 y3arasibHEHUX AaHnX Npo cucTemy
3arnoBHEHOMY M. OBOHH, hapmakoHarnsgy (BBefeHHs
wnpuui; no 1 Liseliuapis y3arasibHeHNX faHnx Npo cucTemy
nonepeaHL0 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
3arnoBHEHOMY 0cobw, BignoBiganbHOI 3a 34iACHEHHS
LInpuny B chapmakoHarnsgy; KOHTaKTHoi ocobu 3
KOHTYpHIl hapmakoHarnsgy 3asBHuka an1s
YapyHKOBIl 3pjicHeHHs hapmakoHarnsgy B YkpaiHi,
ynakosLi B AKLO0 BOHA BiAMIHHA Bif YNOBHOBaXeHOI
KapTOHHiiA ocobu, BiANoOBiAabHOI 3a 34iACHEHHS
Kopobui thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0COOM 3asBHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.
[itoua pepakuis: HazapeHko BikTopisi.
[MponoHoBaHa pepakuisn: HikiTueHkoBa
o608 IBaHiBHA. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0COOM 3asBHUKA,
BiANoBIAa/IbHOT 32 hapmakoHarnsg B
YKpaiHi.
234. | OBITPEN® IChoriogon [xopioroHa |G03G pO34MH Ans Apec LLiBeruapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/1175/03/01
adotropin  [noTponiH  |AO8 iH'ekjin no 250 TpelgiHr A Hepo3dhacoBa | LBeiiua mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
alfa anbga Mkr/0,5 M1, no C.A. HOro pis 6e3nekn/edpeKkTBHOCTI Ta
05mny npenapary, hapmakoHarnsgy. BeegeHHs abo 3miHu
KapTpuaXi, nepBuHHe Ta [0 y3aranbHeHNX AaHnx Npo cuctemy
BMiLLLEHOMY Y BTOPVHHE hapmakoHarnsgy (BBefeHHs
PyuKy Ans nakyBaHHS, y3arasibHeHNX JaHnx nNpo cuctemy
BBEJEHHS; No KOHTPONb thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
1 nonepefHbLO AKOCTI Ta ocobu, BignoBifasibHOT 3a 3MiCHEHHS
3arnoBHEHHIl BUMYCK Cepiii: hapmakoHarnsgy; KOHTakTHoT ocobu 3
pyuui ans Mepk CepoHo chapmakoHarnsgy 3asBHuka ans
BBEJIEHHA Ta 2 C.n.A,, Itanis; 3fjificHeHHs hapmakoHarnagy B YkpaiHi,
rofkv ans nepBuHHe AKLLO BOHA BiAMiHHA Bif, YNOBHOBaXXEHOT
iH'eKLR y nakyBaHHs ocobu, BignoBifasibHOT 3a 3AiCHEHHS
KapTOHHIW (36upaHHs thapmakoHarnagy (BKIuyakum KOHTaKTHI
Kopobui nonepegHLO [aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
3anoBHEHNX (haiina cuctemu chapmakoHarnsgy). 3MiHa

KapTpuaxis 3
npenapaToM B
PyqKy Ans
BBEEHHS):
Mepk CepoHo
C.A,
BiAAINEHHS ¥

KOHTaKTHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi.

[Jitova pepakuin: HazapeHko BikTopisi.
MponoHoBaHa pepakuis: HikiTueHkoBa
Jo60B IBaHiBHA. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0CObM 3asiBHUKA,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
M. OBOHH, BiANOBIAa/IbHOI 3a hapmakoHarnsag B
LLIBeliyapis YKpaiHi.
235. | OKCUNITEH ([Tenoxica [reHokcuka [MOL1ACO2 | niodpinizat paHg LLBeiiuapi AHapm peuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/13219/01/01
m M 0151 PO3YMHY Megukan A Ennac C.A. marepianis: 3miHu | TuNy - 3MiHW 3 AKOCTI. | peyenmom
Ans iH'exuini pyn Al [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
no 20 mr, 1 BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo
chnakoH 3 [ONYCTUMUX MEX, BCTAHOB/IEHUX Y
niodpinizatom cneyudikauisx, nig yac BUpobHuUTBa
Ta PO3UUNHHUK roTOBOrO /iKapCbKOro 3acoby (BMyYeHHs
(Boga ansa HEeCyTTEBOroO BMNPObYBaHHSA B NpoLeci
iH exuiii) no 2 BMPOGHMLTBA) BUTy4YEHHSI BUNPOGYBaHHS
M B amnyni "KinbkicHe BU3Ha4YeHHs" 3 KOHTPO/IIO B
Nely npoueci Bupo6HuuTBa /13. 3aTBEpAXKEHO:
KapTOHHIA
nauui A) Controls during the preparation of the
lyophilisate b) Control after the preparation
of the final solution --- Assay: 104,5 % -
115,5 % 3anponoHosBaHo: A) Controls
during the preparation of the lyophilisate b)
Control after the preparation of the final
solution --- Assay: (deleted)
236. | OPAOPO Clarithrom [knaputpo [JO1FAQ9 TabneTku, TOB Ykpaina YOPNA Typeuun BHECEHHS 3MiH 4,0 peecTpauiiHnx 3a He UA/17328/01/01
lycin MiLMH BKPWTI, "YOPNL MEOVLNH Ha mMartepianis: 3miHu | TMNy - 3MiHK WoOA0 peyenmom | niosse
NAiBKOBOIO MEANLN IIAY CAH. BE 6e3nekn/edpekTBHOCTI Ta ae
060/10HKOIO, H" TIK. A.LL. hapmakoHarnsagy. 3mMiHu y KopoTkili

no 250 mr: no
7 Tabnetok y
6nictepi; no 2
6nicTepu B
KapTOHHIlA
Kopob6ui; no 14
Tabnetok y
6nictepi; no 1
6nicTepy B
KapTOHHIiA
Kopobui

XapakTepucTuL Nnikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
Me[MYHOr0 3aCTOCYBaHHS
reHepuyYHuX/ribpnaHnx/6ionodibHNx
nNiKapcbknx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiHN Ha pedepeHTHWIA Npenapar
(3miHa He NoTpebye HagaHHsA XOLHNX
HOBUWX A0JATKOBUX AaHNX). 3MiHU BHECEHO
00 IHCTPYKLIT Ana MeanyHoro
3aCTOCYyBaHHS /iKapcbKoro 3acoby y
po3ainu "MpoTtunokasaHHs", "B3aemogis 3
HLIMMK NikapcbkMKM 3acobamu Ta iHLWi
BMAM B3aemogiit”, "Oco6mBOoCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Mo6iuHi peakwyji” 3rigHoO 3 iHhopMmaLjieto
LL0I0 MEANYHOTO 3aCTOCYBaHHSA
pedyepeHTHOrO JiKapCbKOro 3acoby
(KNAUNA®, Tabnetkn, BKpUTI NNIBKOBOO
060/10HKOI0). BBEi€HHSA 3MiH NPOTAroM 6-
TN MicsiLiB nicnsi 3aTBEpPAKEHHS.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
237. | OPAOPO Clarithrom [knaputpo [JO1FAQ9 Tabnetku, TOB YkpaiHa YOPNA4 Typeuun BHECEHHS 3MiH 10 peecTpaviliHnx 3a He UA/17328/01/02
ycin MiLMH BKpUTI, "YOPN[, MEAVLUMH Ha marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom | nidsnsie
NNiBKOBOKO MEONLN IAY CAH. BE 6e3nekn/edeKTUBHOCTI Ta ae
060/10HKOIO, H" TIOXK. A.LL. thapmakoHarnsgy. 3MiHu y KopoTkili
no 500 mr; no XapakTepucTuLi Nikapcbkoro 3acoby,
7 Tabnetok y TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
6nicTepi; no 2 Me[MYHOro 3aCTOCYBaHHS
6nictepu B reHepuyYHuX/ribpnaHnx/6ionodibHNx
KapTOHHiiA nNiKapcbknx 3acobiB Nicss BHECEHHA Tiel
KopoobLi camoi 3MiHV Ha pedepeHTHKI npenapat
(3miHa He NoOTpebye HagaHHsA XOAHNX
HOBUX J0LATKOBUX AaHWX). 3MiHW BHECEHO
[0 IHCTPYKLUIT ANna MeanyHoro
3aCTOCYyBaHHS /iKapcbKoro 3acoby y
po3ainu "MNpoTtunokasaHHs", "B3aemogis 3
HLIMMKN NikapcbkMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBoCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Mo6iuHi peakwyji" 3rigHO 3 iHhopMmaLieto
00 MEANYHOrO 3aCTOCYBaHHS
pedyepeHTHOrO JiKkapCbKoro 3acoby
(KNAUNA®, TabneTkn, BKpUTI NNIBKOBOIO
060/10HKOI0). BBEieHHSA 3MiH NPOTAroM 6-
TN MicsiLiB nicnsi 3aTBEPKEHHS.
238. | NAHAQON Paraceta [napaueta [NO2BEO1 | Tabnetku, XaneoH Benvka BMPOGHULTBO | IpnaHgis BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 nionse UA/2562/01/01
mol MO BKPUTI HOK BpuTaHis nikapcbKoro mMartepianis: 3miHu | TUny - peuenTta ae
060/10HKOIO, TpewngiHr 3acoby, AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 500 mr; no Niviten nepBuHHe Ta HalilMeHyBaHHs Ta/abo agpecu Micud
12 TabneTok y BTOPVHHE NPOBaPKEHHS Ai/IbHOCTI
6nicTepi; no 1 nakyBaHHs, BMPOGHMKa/imnopTepa rotosoro
6nictepy B KOHTpO/b NiKapCcbKOro 3acoby, BKIOYAKUN [i/TbHUL
KapTOHHIlA AKOCTI, BUNYCK BMNYyCKy cepii abo MicLe npoBeaeHHs
KopoobLi cepii: KOHTPOJO AKOCTI. (fisNbHICTb, 3a Ky
XaneoH BiANoBigae BUpoGHWK/iMnopTep,
Alipneng BK/IOUAOUM BUMYCK cepili). 3MiHa Ha3Bu Ta
[JaHrapsaH agpecy Bupo6Huka M13. BupobHuya
NimiTeq AinbHUUA Ta yci BUpo6HMYi onepaduii

3a1MLWATbLCA HE3MIHHUMU. A TaKoX 3MiHU
BHECEHO B iHCTPYKLLitO AN MEANYHOTO
3aCTOCYyBaHHS /iKapcbKoro 3acoby y
po3ainu «BupobHUK» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta
agpeca MicLs NPOBaKEHHS Oro
LiSIbHOCTI» 3 BiANOBIAHMMM 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBKW NiKapCbKOro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3acoby A/15 3aTBEPAKEHHS.
BBeaeHHs 3MiH NnpoTarom 6 micsAuiB nicns
3aTBEpPKEHHSA. 3MiHU | TUnY - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /iKapCbKoro 3acoby
(iHWi 3MiHW). OHOB/EHHSA BXe
3aTBEPMKEHNX METOAIB KOHTPOIHO AKOCTI
N3, a came BUKNaJEHHSA TEKCTY
[epXXaBHOI0 MOBOHO 3TiHO Cy4acHUX
BMMOr. BBegeHHs 3MiH npoTsarom 6 micsuis
nicns 3aTBepmAkeHHs. 3MiHu | Tuny - 3MiHn
3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6.
CuctemMa KoHTelHep/3akynopoBasibHWiA
3aci6. 3miHa po3mipy ynakoBKy roTOBOro
NikapcbKoro 3acoby (BWU/Ty4EHHS YNakoBKu
NEeBHOro po3mipy). BunyyeHHs ynakosku
nesHoro po3miHy /1C MaHagon: [iroya
pepakuisi: no 12 tabnetok y 6nictepi; no 1
6nicTepy B KapTOHHiIi kopobuj; no 8
Tabnetok y 6nictepi; no 8 abo 12
6nicTepiB y KApTOHHIlA KOPOOLL.
MapkyBaHHA yKpaiHCLKOK MOBOIO.
MponoHoBaHa pegakuis: no 12 Tabnetok y
6nicTepi; no 1 6nicTepy B KAPTOHHIA
Kopob6Li; MapKkyBaHHS YKpaiHCbKO
MOBOIO.
3MiHV BHECEHO B IHCTPYKLil0 ANs
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3ac00y y po3ain «YnakoBka», K HacnifgoK
— BUJTYYEHHS TEKCTY MapKyBaHHS
yMakoBKM NiKapCbKOro 3acoby NeBHOr0
po3mipy. BBeAeHHs 3MiH npoTarom 6
MicALiB nicns 3aTBepKeHHs. 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHu). 3MiHKn
BHECEHO B TEKCT MapKyBaHHS BTOPWHHOT
yNakoBKM MiKapCbKOro 3acoby y NyHKTU 2,
3, 15, 16. BBefeHHs1 3MiH NpoTArom 6-tu
MicALiB Nic/a 3aTBePAKEHHS.

239.

NMAHKANOP®
DOPTE

IAcetylcyst
leine

aLeTnnum
CTeTH

rpaHynun ans
OpasibHOT0
pO34MHy No
600 mr, in
bulk: Ne 800
(1x800) cawe;
no 3 r rpanyn

TOB
"TNEQ®A
PM NTAO"

YkpaiHa

KYCYM
XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3acib.
3MiHa po3mipy ynakoBKv roToBOro
nikapcbKoro 3acoby (iHLi 3MiHK) -
BBE/iEHHSA A0AATKOBOI yNakoBKM y dhopMi

UA/21157/02/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
y calue, no in bulk y 3B'3ky 3 BUPOGHMNYOIO
800 cawe B HeoOXigHICTIo
KapTOHHIlA
Kopoobui
240. | NAHKANOP® |Acetylcyst faueTtunum [RO5CBO1 | rpaHynu ans TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/20433/01/01
DOPTE leine cTelH OpasibHOro "TNEQ®PA XENTXKEP mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenma
PO34UHY MO PM OTA" MNBT NTA 6e3nekn/edpeKTNBHOCTI Ta
600 mr, mo 31 thapmakoHarnagy (iHwi 3MiHn) - OHOBNEHO
rpadyny TEeKCT MapKyBaHHS1 NepBuHHOI (N. 2, 17) Ta
cawe, rno 10 BTOPWHHOI (M. 2, 8, 12, 16, 17) ynakoBku
abo no 30 nikapcbKoro 3acoby. BBegeHHs 3MiH
cawey NPOTAroM 6-Tu MicALiB nicns
KapTOHHIW 3aTBEPMAKEHHS. 3MiHKM | TNy - 3MiHK 3
yrakoBLi [KocTi. [oToBWIA Nikapcbkuii 3aci6.
CuctemMa KoHTelHep/3akynopoBasibHWi
3aci6. 3miHa po3mipy ynakoBKM rOTOBOr0O
nikapcbKoro 3acoby (iHwWi 3MiHu) -
BBEJEHHA [04aTKOBOI YNakoBKkW y chopMi
in bulk y 38'A3Ky 3 BUPO6HUYOIO
HEeoOXiAHICTIO
241. | NAHTOrAP | iApDKAXI A11JC Kancynu; no MepL, HimeuuunH Bupo6Huuteo | Lseliya BHECEHHS 3MiH [10 peecTpaviliHnX bes UA/10445/01/01
MeaNYHi, 15 kancyny dPapmacb a in bulk: AciHo pisi/ Martepianis: 3miHu | TMNy - 3MiHK WOA0 peyenma
KasibLiito N 6nicTepi; no 6 toTikanc dapma Arl, Himeyun 6e3nekn/edeKTUBHOCTI Ta
aHTOTEHa 6nictepiB y m6X LLIBeiiuapis; Ha thapmakoHarnagy. BeefeHHs abo 3miHu
T, TiamiHy KapTOHHIW MepBuHHE Ta [0 y3arasilbHeHuX JaHux Npo cuctemy
HiTparT, um Kopoobui BTOPVHHE thapmakoHarnagy (BBefeHHs
CTVH, nakyBaHHS: y3arasisHeHNX faHnX Npo cucTemy
KepaTuH, AciHo dapma thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
kucnota Arl, ocobu, BignoBiganbHOI 3a 34iACHEHHS
4- LLIBeiiuapis; hapmMakoHarnagy; KOHTakTHoi ocobu 3
amiHo6eH BunpobyBaHH thapmakoHarnsgy 3asBHuka ans
3oliHa A1 KOHTPO/IO 3fjiiicHeHHs chapmakoHarnagy B YkpaiHi,
AKOCTI Ta AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
BMNYCK cepil: ocobu, BignoBigasibHOT 3a 34iACHEHHS
AciHo ®apma hapmakoHarnsagy (Bknoyatouy KOHTakKTHI
Arl, [AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
LLiBeliapisi; thaiina cuctemu chapmakoHarnsgy) 3miHa
BunpobysaHH KOHTaKTHUX JaHWX KOHTaKTHOT 0cobu
A1 KOHTPONIO 3asBHUKA, BiAMNOBIAaNbHOI 3a
AKOCTI: thapmakoHarnag, B Ykpaini
€BpodyiHC
Bio®apma
Mpopakt
TecTiHr
CaiT3epnieHs

Al
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
LBeliuapis;
IHCTUTYT
KynbmaH
m6X,
HimeyynHa
242. | NEHTANMNH |Metamizol [napaueta [NO2BB72 | Kancynu; no TOB YkpaiHa TOB "®dapma Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/10881/01/01
®C EKCTPA e sodium, [von, meT 10 kancyny "ACIHO Crapt” marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
KAMCynu combinati [ami3on Ha 6nicTepi; no 1 YKPAIHA" [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
ons with  [Tpito a6o 2 BUPOOHUUTBI (iHLWi 3MiHK) 3MiHa
psycholep |moHorigpa 6nictepu B NPOBEAEHHS KOHTPOJIHO NMOKa3HWKIB B
tics T, KOdbeiH, KapTOHHIA PYTUWHI 4719 nepeMilwaHoi Ta kanibpoBaHoi
cheHobap nauui CMPOBUHU Ta Macu 4151 KancytoBaHHs
Gitan, [itoua pepakuis:
KopeiHy [na nepemiwaHoi Ta kanibposaHoi
dhocchat r CUPOBWHMN KOHTPO/Ib 3@ NOKa3HUKOM
emirigpar HacunHa ryctuHa, Ansa macu kanibposaHoi

(nicns kanibpyBaHHA Macy 3 KPOXMasieEM
KapTonAsHAM, 40 ONyAptoBaHHS)
KOHTPO/1b 32 NOKA3HNKOM
rpaHyIoMeTpuYHWiA cknag, ANns Macu gns
KancynoBaHHA 3a NokKasH1Kamu TeKy4icTb,
HacunHa rycTvHa, 34aTHICTb A0 YCaaku,
rycTuHa Micnis ycagku Ha cepefHiii npo6i
KOXHOI nigcepir.
MponoHoBaHa pepakuis:

[nsa MNepemiwaHoi Ta kas1ibpoBaHoi
CUPOBWHMN KOHTPO/Ib 3@ NOKa3HUKOM
HacunHa ryctvHa, aAns macu kanibposaHoi
(nicns kanibpyBaHHA Macy 3 KPOXMasieEM
KapTonAsiHAM, 40 ONyAploBaHHS)
KOHTPO/1b 32 NOKA3HNKOM
rpaHyIoMeTpuYHWiA cknag, Ans macu gns
KancynoBaHHA 3a NokasH1Kamu TeKy4icTb,
HacwunHa rycTvHa, 34aTHICTb A0 YCaaku,
rycTuHa Micnia ycaaku B PEXUMI
MOHITOPWHIY He pigLLe, HXX Ha KOXHIlA 10-1
cepii - 3miHu | TMNYy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHUUTBI (iHLWi 3MiHMK) - 3MiHa
NPOBEeEHHA KOHTPOJIIO MOKa3HWKIB B
PYTUHI Ta Ha Banigawii gns kancyn
Hepo3dacoBaHmx
[itoua pepakuis:

[nsa kancyn Hepo3dacoBaHNX KOHTPO/b
3a NoKasHUKaMu:

- ONWC NpY HasTaWTYBaHHI, HA NoYaTky, B
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*
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u

Koo ATX
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myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepeavHi, KiHui, BIPOAOBX KancyoBaHHA
Ha cepefHiil npobi;

- cepefHsa Maca BMICTy kancyn Ta
OfHOPIZHICTb Macu BMICTY Kancynm npu
Ha/nawTyBaHHI, Ha NoYaTky, B CepefinHi, B
KiHL|i Kancy/1toBaHHA Ta Ha cepefHiii npobi;

- cepefHa Maca kancysm Ta ofHOpigHICTb
Macu Kancynu BNpoAOBX Kancy toBaHHS;
- po3nagaHHsA Npy HanalTyBaHHi, Ha
noyatky, B CepeAyHi, B KiHLi
Karncy/itoBaHHs Ta Ha cepefHiii npobi.
MpoBeAEHHS KOHTPO/IO NMOKA3HMKIB Ha
Banigavii Ans kancyn Hepo3gacoBaHUX:
[nsa kancyn HeposdacoBaHWX KOHTPO/b
3a NOKasHUKaMU:

- ONWC NPW HasTaWTyBaHHI, Ha Noyarky, B
cepefvHi, KiHLi, BNIPOAOBX Karncy/itoBaHHA
Ta Ha cepefHiii Npooi;
MponoHoBaHa pegakuis:

[nsa kancyn HeposdacoBaHWX KOHTPO/b
3a NOKasHUKaMU:

- ONWC NPW HasTaWTyBaHHI, Ha Noyarky, B
cepenyiHi, KiHLi Ta Ha cepefHili Npooi;

- cepefHsa maca BMICTy kancyn Ta
OHOPIZHICTb Macu BMICTY Kancynm npu
HanalTyBaHHi Ta Ha cepefHiii npobi;

- cepefiHA mMaca Kancynv Ta ofHOpIgHICTb
Macu Kancynv npv HasawTyBaHHi;

- po3nagaHHsa Npy HanawTyBaHHi Ta Ha
cepepgHili Npooi.
MpoBeaeHHA KOHTPO/TIO NMOKa3HMKIB Ha
BasigaLii Ansa kancyn HeposdacoBaHux:
[ina kancyn Hepo3dhacoBaHNX KOHTPO/Ib
3a NoKasHUKaMu:

- ONWC NpY HanawTyBaHHi, noyaTky, B
cepefivHi, KiHLj Ta Ha cepefHili npobi

243.

NEProBEPIC
®

iGonadotr
opins,
combinati
ons

choniTponi
H anbga,
INOTPONIH
anbca

GO3GA30

MOPOLLIOK Ta
PO3UYUHHKK
0151 PO34MHY
ONstiH'eKUiN;
1la6o 3
pnakoHu 3
MOPOLLKOM Y
KomnnekTi 3 1
abo 3

Apec
TpelgiHr
C.A.

LLiBeruapi
2

Mepk CepoHo
BiAAINEeHHS Yy
M. O60HH

LLiBeliya
pis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasbHOI 3a 34iCHEHHS

3a
peyenmom

UA/10624/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
hnakoHamu 3 hapMakoHarniaay; KOHTakTHoi ocobu 3
1mn chapmakoHarnsgy 3asBHuka gns
PO3YMHHMKA 3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
(Boga ans AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXeHOT
iH'eKUin) y 0cobw, BignoBiganbHOI 3a 34iACHEHHS
KOHTYPHIi hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
YapyHKOBIl [aHi) Ta/abo 3MiHV Y pO3MiLLLEeHHI MacTep-
ynakosui; no 1 thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTYPHIl KOHTaKTHOI 0CO6M 3asBHUKA,
YapyHKOBIl BiANOBIAa/IbHOI 3a hapmakoHarnsag B
ynakoBLi B YkpaiHi.
KopooL; [Oitova pepakuin: HazapeHko Biktopis.
5 chnakoHis 3 MponoHoBaHa pegakuis: HikiTyeHkoBa
MOPOLLKOM y o608 IBaHiBHA. 3MiHa KOHTAKTHUX AaHKX
KOMMMeKTi 3 5 KOHTaKTHOI 0CO6M 3asBHUKA,
thnakoHamu 3 BiANOBIAa/IbHOI 3a hapmakoHarnsg B
1wmn YKpaiHi.
PO34MHHMKA
(Boga ans
iH'eKUin) y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI
YapyHKOBI
yNaKkoBKM B
Kopobui
244. | NEPUHAONP [Perindopri [nepuHgon |CO9BA04 | TabneTkum, TOB YkpaiHa AT Yropwm BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/14925/01/01
mni | and pun (y BKpUTI «TeBa dPapmaveBTny Ha marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
IHOANAMIAO,  (diuretics  [Burnagi NAiBKOBOO YkpaiHa» HWi1 3aBOf [oTOBWIA NiKapCbKWii 3aci6. 3MiHN Yy
DOPTE-TEBA nepuHaon 060/10HKOIO, TeBa BMPOGHMLTBI. 3MiHa po3mipy cepii
puny no 5 mr/1,25 (BK/THOYAtOUM diana3oH po3mipy cepit)
To3unary) mr, no 30 roToOBOro NikapcbKoro 3acoby (36iNbLUeHHsA
ra Tabnetok y [0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
iHOanamig KOHTEliHepi, pO3MipoMm) - BBEAEHHS 404aTKOBOrO
nol po3mipy cepii N3 3 250 000 TabneTok B
KOHTelHepy B [OMNOBHEHHS [0 BXE 3aTBEPL)KEHOrO
Kopobui po3mipy cepii 650 000 TabneTok.
BBefeHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepmkeHHs
245. | NEPNHAONP |Perindopri [nepvHgon [CO9BA04 | Tabnetku, TOB YkpaiHa AT Yropm BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/14925/01/02
mnni | and pun (y BKPUTI «TeBa dapmaneBTny Ha marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
IHOANAMIA- (diuretics  [purnagi N/1iBKOBOIO YkpaiHa» HWi1 3aBOf [oTOoBWIA Nikapcbkuii 3aci6. 3MiHN Y
TEBA nepuHAon 060/10HKOI0, TeBa BMPOGHMLTBI. 3MiHa po3mipy cepii
puny no 2,5 (BKNKOYAOUM Aiana3oH po3Mipy cepir)
[ro3unnaTty) mr/0,625 wmr, roTOBOrO MiKapcbKoro 3acoby (36iNbLIeHHs
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
Ta no 30 [0 10 pasiB NOPIBHAHO i3 3aTBEPKEHNM
iHOanamig Tabnetok y pO3MipoM) BBEAEHHS A0AAaTKOBOrO
KOHTEliHepi; po3mipy cepii N3 6 500 000 TabneTok B
no 1 [OMNOBHEHHSA [0 BXE 3aTBEPL)KEHOrO
KOHTEliHepy B po3wmipy cepii 1 300 000 TabseTok.
Kopobu,i BBefieHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAkeHHs
246. | NEPIHOOMNPE [Perindopri |perindopri [CO9BX01 | Ta6netku no 4 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a He UA/19239/01/01
C® TPIO I, I, indapam mr/1,25 mr/5 "®apmaue "®hapmaueBTu mMartepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI. | peyenmom | nidsse
amlodipin |ide, amlod mr; no 10 BTUYHA YyHa dhipma [oToBWI Nikapcbkmit 3aci6. CTabiNbHICTb. ae
e and ipine Tabnetok y thipma "OapHuusa” 3MiHa y TepmiHax npugartHocTi abo
indapamid 6nictepi, no 3 "OapHnus" ymoBax 36epiraHHsi roTOBOro NikapcbKoro
e abo 9 3ac006y (36inbLEeHHS TEPMIHY NPUAATHOCTI
6nicTepis B roTOBOrO Jlikapcbkoro 3acoby) - Ans
nauui TOProBoi ynakoBku (MiATBEPOKYETLCA
[aHvMu peanibHOro yacy) 36ibLIeHHS
TEepMiHy NpVUAATHOCTI FOTOBOTO
nNiKapcbKoro 3acoby 3 2 pokiB A0 3 POKIB.
3MiHM BHECEHO B IHCTPYKLi0 415
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby y po3gin "TepmiH npugartHocTi”.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepKeHHs
247. | NEPIHAOMPE |Perindopri [perindopri |[CO9BX01 | TabneTku no 4 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnX 3a He UA/19239/01/02
C® TPIO I, I, indapam mr/1,25 mr/10 "®apmate "®apmauesTu marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTi. | peyenmom | nidnse
amlodipin [ide, amlod Mmr; no 10 BTUYHA YyHa hipma [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. ae
e and ipine Tabnetok y hipma "OapHnus” 3MiHa y TepMiHax npugartHocTi abo
indapamid 6nictepi, no 3 "NapHuus” yMoBax 36epiraHHsi roTOBOroO NikapCbKoro
e abo 9 3ac006y (36i1bLIeHHs TEPMiHY NPUAATHOCTI
6nictepis B roTOBOrO JliKapCbKOro 3acoby) - Ans
nauuj TOProBoi ynakoBKu (NigTBEPAXYETbCA
[aHUMKN peasibHOro Yacy) 36iMbLUeHHS
TEepMiHy NpuaaTHOCTI rOTOBOro
nikapcbKoro 3acoby 3 2 pokiB A0 3 POKIB.
3MiHV BHECEHO B IHCTPYKLi0 Ans
MeAMYHOro 3aCTOCyBaHHSA /likapCbKoro
3acoby y po3gin "TepmiH npugartHocTi”.
BBefeHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHs
248. | NEPIHAOMPE |Perindopri [perindopri |[CO9BX01 | TabneTtkn no 8 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/19239/01/03
C® TPIO I, I, indapam mr/2,5 mr/5 mr; | "®apmaue "®hapmaueBTu mMartepianis: 3miHu | TUny - 3MiHK 3 AKOCTI. | peyenmom | nid/se
lamlodipin |ide, amlod no 10 BTUYHA YyHa hipma [oTOBWI1 NiKapcbkunii 3aci6. CTabiNbHICTb. ae
e and ipine TabneTok y hipma "NapHnus” 3MiHa y TepMiHax npuaaTHocTi abo
indapamid 6nicTepi, no 3 "OapHnus” ymoBax 36epiraHHs roTOBOr0 NiKapCbKoro
e abo 9 3ac006y (36i1bLeHHsA TeEPMiHY NPUAATHOCTI

6nicTepis B

rOTOBOIO JIiKapCbKoro 3acoby) - A5
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
nauuj TOProBoi ynakoBKu (NigTBEPMAXKYETbCA
[aHVMU peanibHOro vacy) 36i/bLIeHHs
TepMiHy nNpuaaTHoOCTi roTOBOro
nikapcbKoro 3acoby 3 2 pokiB A0 3 POKIB.
3MiHM BHECEHO B IHCTPYKLil0 AN1s
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKoro
3acoby y po3gain "TepmiH npugartHocTi”.
BBefeHHs 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepaKeHHs
249. | NEPIHAOMNPE [Perindopri |perindopri [CO9BX01 | TabneTku no 8 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/19239/01/04
C® TPIO I, I, indapam mr/2,5 mr/10 "®apmaue "®apmauesTu marepianis: 3miHu | Tuny - 3miHK 3 AKOCTi. | peyenmom | nidnse
amlodipin fide, amlod Mmr; no 10 BTUYHA yHa hipma [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. ae
e and ipine Tabnetok y thipma "NapHuusa” 3MiHa y TepmiHax npugartHocTi abo
indapamid 6nicTepi, no 3 "NapHuusa” ymoBax 36epiraHHs roTOBOrO /iKapCbKOro
e a6o 9 3aco06y (36iNbLUEHHA TEPMiHY NPUAATHOCTI
6nictepis B roTOBOrO JIiKapCbKOro 3acoby) - A5
nauuj TOProBoi ynakoBky (NigTBEPMAXYETbCA
OaHUMK peasibHOro Yacy) 36i/bLlUeHHs
TEePMiHy NPUAATHOCTI FOTOBOTO
NiKapcbKoro 3acoby 3 2 pokiB A0 3 POKIB.
3MiHM BHECEHO B IHCTPYKLitO ANs
Me[MYHOr0 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3gin "TepmiH npugaTHocTi".
BBefeHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepmkeHHs
250. | NEPCEH® - ekcTpakTt  [NO5CM Kancynm 3eHTiBa, Yecbka Agicbapm EAL, | Bonrapi BHECEHHS 3MiH 10 peecTpavuiliHnX 6e3 UA/2838/02/01
DPOPTE BasiepiaH TBepA, no 10 K.C. Pecny6nik A mMartepianis: 3miHu | TMny - 3MiHK LWOA0 peuenma
" Kancyny a 6e3nekn/edeKTMBHOCTI Ta
(kopeHiB) 6nicTepi; no 2 hapmakoHarnsgy. BeegeHHs abo 3miHu
BO/HO- 6nictepn y [10 y3arasibHeHNX AaHnx Npo cuctemy
eTaHO/1bH KapTOHHIW hapmakoHarnsgy (BBefeHHs
nii cyxuii KopoobL; y3arasibHeHVX AaHux Npo cuctemy
(Valeriana hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT
lofficinalis ocobu, BignoBigasibHOT 3a 34iACHEHHS
L., radix, hapmakoHarnsgy; KOHTakTHoOT ocobu 3
lextractum chapmakoHarnsgy 3asBHuka ans
hydroalco 3fjiicHeHHs hapmakoHarnsagy B YkpaiHi,
lholic AKWO BOHA BiAMIHHA BiJ YNOBHOBaXEHOI
isiccum); ocobu, BignoBifasibHOT 3a 3AiACHEHHS
eKcTpakT thapmakoHarnagy (BK4Yak4m KOHTaKTHI
InncTA [aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
Menicn thaiina cuctemmn chapmakoHarnsgy) 3miHa
Cyxoro YNOBHOB&XEHOT 0CO6U 3asBHUKA,
(Melissa BiANOBiAa/IbHOT 32 hapmakoHarnsag. Aivova
officinalis pepakuis: ®ininosa Mlogmuna, MD /
L., folium, Ludmila Filipova, MD. NponoHoBaHa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
lextractum pepakuis: Hikogemosa Minocnasa, MD /
Isiccum); Miloslava Nykodemova, MD. 3miHa
eKCTpaKTy KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
inneTA 3asBHWVKa, BiANOBIAaIbHOI 3a
M'ATU chapmakoHarnsag,
nepLesoi
cyxoro
(Mentha
piperita
L., folium,
lextractum
Isiccum)
251. | NK-MEPL, Amantadi famaHTagn [NO4BBO1 | TabneTku, Mepuy, HimeuumnH Mpoaykuis in Himeuun BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/9031/01/01
ne H BKPUTI $apmacb a bulk Ta Ha/ mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peyenmom
N/1iBKOBOIO toTiKasiC KOHTPO/b Natsis 6e3nekn/edeKTMBHOCTI Ta
060/10HKOI0, 6X AKocTi: Kroke hapmakoHarnsgy. BeegeHHs abo 3miHu

no 100 wmr, no
10 TabneTok y
6nicTepi; no 3
abono 9
6nictepiB y
KapTOHHIA
Kopobui

$apma-Cepsic
m6X,
HimeuyuunHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b
AKOCTI Ta
BMNYCK cepil:
Mepu, dapma
v6X i Ko.
KraA,
HimeuuunHa;
BTopuHHe
nakyBaHHS:
MpecTix
MpomoyLuH
Bepkaydhcdoe
pAepyHr &
Bepb6ecepsic
v6X,
HimeuuunHa;
BTOPUHHE
nakyBaHHS:
X.E.N.N.
m6X,
HimeuyuunHa;
KoHTposib
AKOCTI:

[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
hapmakoHarnsgy (BkI4akoum KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy). 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3as1BHVIKa, BignoBigabHOT 3a
hapMakoHarnag B YKpaii.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Na6opatopi
o AHanisic
og
Bionomxumkann
i EkTiB
KomnoyHac
NatsiaH
IHCTITBIOT OCh
OpraHik
CiHTesic,
Nartsis; Nabop
J1C CE & Ko.
KT,
HimeuuunHa;
'BA dapma
m6X,
HimeuuunHa;
EBOHiK
OnepeiiwHc
v6X — Nlabop
MpopakT NaiiH
AHanITIKC,
HimeuuunHa;
EBOHiK
OnepeiiwHc
v6X,
HimeyuunHa

252,

NOCNDOPMI
H

Bibrocath
ol

6ibpokaTo
n

SO01AX05

Masb O4Ha 2
%, no 51 masi
y Ty6i; no 1
TYy6i y
KapTOHHIA
Kopobui

YPCA®AP
M
ApuHaimit
Tenb
m6X

HimeyunH
a

YPCA®APM
ApuHaiimitren
b 'M6X

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocoou 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa
YMNOBHOBAaXEHOT 0CO6M 3as1BHYKA,
Bi4NoBiAa/IbHOI 32 dhapMakoHarnsa.

3a
peyernmom

UA/12755/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
[itoua pepaxuin: Dorothea Grof.
MponoHoBaHa pepakuis: Charlotte
Steinmetz. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XeHOT 0CObM 3as1BHUKA,
BiNOBiAA/IbHOI 32 hapMmakoHarnsag.
253. | MPOrECTEP |Progester [nporecte |GO3DA04 | po3uvH ons TOB "$3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/3556/01/02
OH one POH iH'eKw;jn "CTALA" "CTAOA" marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
oniHuii 2,5 [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
%; nolmns [0MOMDKHMX pevoBUH. 3MiHa napameTpis
amnyni; no 5 cneundikauin Ta/abo AONyCTUMUX MEX
amnyn y 0151 AOMOMDKHOT peYOBUHM (iHLLi 3MiHW)
6nictepi; no 2 OHoBNEHHA NapameTpiB cneyndikauii
6nictepy B "Po3unHHicTb", "laeHTudikanis" Ta
nauuj 3 "Temneparypa nnaeneHHa" gna
KapToHy [0MOMDKHOT peyoBunHU BeH3nnbeHsoar 3

BiANOBVAHIMY aHaTITUYHMKN MeTOAaMU 3
METOI0 NPUBEAEHHSA [0 aKTyallbHUX
HOPMAaTVBHUX AOKYMEHTIB. 3MiHu | Tuny -
3MiHM 3 KOCTi. [0TOBWIA NiKapcbknii 3aci6.
KOHTPO/Ib AONOMIKHMX peYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo
[ONYCTUMUX MEX A/15 AOMOMDKHOT
peyoBuHM (iHLWi 3MiHKM) OHOBNEHHSA
napameTpis crneundikauii "PO34nHHICTL",
"loeHTudikauis", "Boga" Ta " XXupHo-
KMCNOTHWIA cknag" Anst [OMOMIKHOT
peyoBuHU Onis 0/IMBKOBA (Mac/IMHOBA)
padhiHoBaHa 3 BiANOBIAHUMY
aHaNiTUYHMMK MeToAamu 3 MeTOI0
npvBeAeHHs 40 aKTyaslbHUX HOPMAaTUBHUX
[OOKYMEHTIB.
3miHu | TMNYy - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOIb AONOMIXHMX
peyoBuH. 3MiHa y meTogax BUnpobyBaHHs
[OMOMDKHOT PEYOBVHW (HE3HAYHI 3MiHU Y
3aTBEPMKEHNX METOAaX BUNPOGYBaHb)
BunyueHHs geTtanisauii aHaniTM4Hoi
METOAVKN Ha AOMOMKHY PeyOBUHY
BeHannbeH3oart Ans nokasHuka "BigHocHa
rycTuHa", Wo getanizoBaHa y BifgnoBigHNX
3arasibHuX ctatTax AdY ta
BHYTPILLHb03aBO/ACHKI JOKYMeHTaLji.
3MmiHu | TUnYy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKXHMX
peyoByVH. 3MiHa Yy MeToAax BUNPoGyBaHHSA
[OMOMDKHOT PEYOBMHU (HE3HAYHI 3MiHW Y
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3aTBEPIKEHNX MeTogax BUNpobyBaHb)

BunyueHHs geTanisauii aHaniTM4Hoi
MeTOAVKN Ha AOMOMKHY PeyOBUHY
BeH3nnbeH3oat Ans nokasHuka
"CynbaTHa 3051a", WO AeTanizoBaHa y
BiANOBIgHMX 3aranibHUX cTarTax APY Ta
BHYTPILUHb03aBOACHKIN AOKYMeHTaLi.
3miHu | TUNYy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHsA
[OMOMDKHOT PEYOBVHW (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX METOAaX BUNPOGYBaHb)
BunyueHHs geTtanisauii aHaniTMuHoi
MEeTOMK/ 3a NOKa3HUKOM "lepekncHe
yncno " Ans fonomikHOI peyoBuHu Onis
onvekosa (MacnunHosa) padiHoBaHa.
3miHu | TUNYy - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHsA
[OMOMDKHOT PEYOBVHW (HE3HAYHI 3MiHUN Y
3aTBEPMKEHNX METOAaX BUNPOGYBaHb)
BunyueHHs getanisauii aHaniTMuHoi
MEeTOAMKM 3a NOKa3HMKOM "KncnoTtHe
yncno " Ans fonomiKHOI peyoBuHu Onis
onvekoBa (MacnnHosa) padiHoBaHa
3miHu | TUNYy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHsA
[OMOMDKHOT PEYOBVHW (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX METOAaX BUNPOGYBaHb)
BrnpaBneHHs NOMWKU Y pO3paxyHKOBii
dhopmysi aHaniTMYHOI METOAMKM 3a
NoKa3HWKOM "HeomunioBaHi pevyoBuHU"
4151 [ONOMDKHOI peyoBuHM Onist o5iBKoBa
(macnvHoBa) pachiHoBaHa. 3MiHu | Tuny -
3MiHu 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpOsb fOMNOMDKHUX peyoBMH. 3MiHa Y
MeTogax BUnpobyBaHHsA [OMNOMIKHOT
peyoBUHM (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNpobyBaHb)
BunyueHHs getanisauii MeToaukn
KOHTpPOH0 cybCTaHLil «BbeH3nnbeHzoar»
3a NokasHMKoM «MikpobionoriyHa
ynctoTa». OCKiIbkM AeTaslbHUIA ONnc
MeTOL0NO0rii KOHTPOJTK FOTOBUX

nikapcbkux 3acobis/cybCTaHLiii BUKNageHo
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
B cTarTax [epxasHoi hapmakonei
Ykpainu. 3miHu | Trny - 3MiHW 3 AKOCTI.
[oTOBWI1 Nnikapcbkuii 3aci6. KoHTpob
[OMNOMDKHUX pevyoBUH. 3MiHa napameTpis
cneundikauin Ta/abo AONyCTUMKX MEX
0151 LONOMIXXHOI peqoBUHY (iHLWi 3MiHW)
OHoBMeHHA napameTpis cneyudikauii an1s
[OMNOMDKHOI pevoBrHM Onist 0/IMBKOBaA
(macnuHoBa) padhiHoBaHa 3 BignoBigHVMU
aHaNNiTMYHUMK MeToAamu 3a NOKA3HNKOM
«KyHXyTHa 0n1is» 3 METOK NpVBEAEHHs A0
aKTya/lbHUX HOPMAaTUBHUX AOKYMEHTIB.
254. | NPOFECTEP |Progester [nporecte |GO3DA04 | po3uvH gns TOB "$3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/3556/01/01
OH one POH iH'eKw;n "CTALA" "CTALOA" marepianis: M3MiHu | Tuny - 3MiHKW 3 peyenmom
oniiHnii 1 %; siKocTi. FOTOBWIA Nikapcbkuii 3aci6.
nolmns KOHTpOsb OMOMDKHUX pEYOBUH. 3MiHa
amnyni; no 5 napameTpiB cneuudikauiii Ta/abo
amnyny [OMYyCTUMUX MEX A8 [0NOMDKHOT
6nicTepi; no 2 peyoBuHM (iHLWI 3MiHN) OHOBNEHHSA
6nicTepu B napameTpiB cneuudikauii "Po3UnHHICTL",
naJui 3 "lpeHTudpikauis” Ta "Temneparypa
KapToHYy nnasfeHHs" 418 4OMNOMDKHOI PeYOBUHM

BeH3nnbeHsoar 3 BiANOBMAHIMA
aHaniTMYHMMK MeToAamu 3 MeTOI
NpYBeAEHHS [0 aKTyaslbHUX HOPMAaTUBHUX
LOKYMEHTIB. 3MiHv | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTposb
[OMNOMDKHMX peqyoBUH. 3MiHa napameTpis
cneumdikauin Ta/abo AONyCTUMUX MEX
0151 LONOMIXXHOI pevoBUHY (iHLWi 3MiHW)
OHoBEHHS NapameTpiB cneumdikavi
"Po3unHHicTb", "lgeHTndikauis”, "Boga" Ta
" Y)KnpHo- kucnoTHwiA cknag” ans
[0NOMDKHOT pevoBrHKM Onist onnBKOBa
(macnunHoBa) padhiHoBaHa 3 BiAMNOBIAHUMM
aHaniTMYHMMK MeToAamu 3 MeTOI
NpYBeAEHHS [0 aKTyaslbHUX HOPMATUBHUX
[OOKYMEHTIB.
3MmiHu | TMNYy - 3MiHK 3 sIKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX
peyoByvH. 3MiHa y MeToAax BUNpo6yBaHHA
[O0NOMDKHOT PEYOBMHU (HE3HAUHI 3MIHN Y
3aTBEPMKEHUX MeToAax BUNpobyBaHb)
BunyueHHs geTtanisadii aHaniTM4Hoi
MeTOAMKN Ha AOMOMKHY PeYOBUHY
BeH3nnbeHsoaT Ana nokasHuka "BigHocHa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
rycTuHa", Wo fetanizoBaHa y BifnoBigHNX
3aranbHux ctarTax ey ta

BHYTPILLHb03aBO/ACHKI JOKYMeHTaLi.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX
peyoByVH. 3MiHa y MeToAax BUNPoGyBaHHA
[OMOMDKHOT PEYOBUHU (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX BUNPOGYBaHb)
BunyuyeHHs geTaniszauii aHaniTM4HoI
METOAMKN Ha AONOMDKHY PEYOBUHY
BeHannbeHsoar A5 nokasHuka
"CynbpaTHa 30na", Wo AeTasnizoBaHa y
BIANOBIAHMX 3aranbHuX cTaTTax APY Ta
BHYTPILLHbO3aBOACHKI JOKYMeHTaL,i.
3MmiHu | TUNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX
peyoByvH. 3miHa y MeToAax BUNpo6yBaHHSA
[O0NOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
3aTBEPIKEHNX MeTogax BUNpobyBaHb)
BunyueHHs geTtanisauii aHaniTM4Hoi
MEeTOAMKM 3a NokasHWKoM "lepekncHe
yncno " Ans fonoMiKHOI peyoBuHM Onis
onvBekoBa (MacnnHoBa) padiHoBaHa.
3MmiHu | TMNy - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHUX
peyoByvH. 3MiHa y MeTofax BUNpobyBaHHSA
[O0NOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
3aTBEPIKEHNX MeTogax BUNpobyBaHb)
BunyueHHs geTtanisauii aHaniTM4Hoi
MEeTOAMKM 3a NOKa3HMKOM "KncnoTHe
yncno " Ans fonoMiKHOI peyoBuHM Onis
onvBkoBa (MacnnHosa) padiHoBaHa
3MmiHu | TMNy - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX
peyoByvH. 3MiHa y MeToax BUNpobyBaHHSA
[O0NOMDKHOT PEYOBUHU (HE3HAUHI 3MiHW Y
3aTBEPMKEHNX MeTogax BUNpobyBaHb)
BunpaBneHHsA NOMWUKN Y pO3paxyHKOBIi
hopMyni aHaNiTUYHOT METOAUKM 38
nokasHukoM "HeomwunioBaHi pe4oBuHN"
4N AONOMIKHOT peyoBuHY Onis 0NMBKOBa
(macnuHoBa) padpiHoBaHa. 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoToBUIA Nnikapcbkuii 3aci6.
KOHTPO/b fONOMIKHUX PeYOBUH. 3MiHa Y
MeTogax BUNpobyBaHHA [ONOMIKHOI

PEYOBUHM (HE3HAYHI 3MiHW Y
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aTBEPIKEHNX MeTogax BUNpobyBaHb)
BunyueHHs getanisauii MeToaukn
KOHTpPOH0 cybCTaHLil «BbeH3nnbeHzoar»
3a NokasHMKOM «MikpobionoriyHa
ynctoTa». OCKilbkM AeTaslbHUIA ONnC
MeTOL0NO0rii KOHTPOJTK FOTOBUX
nikapcbkux 3aco6is/cy6CTaHLii BUKNageHo
B cTarTax [epxasHoi hapmakonei
YkpaiHu. 3MiHu | Tuny - 3MiHN 3 AKOCTI.
[oToBWIA Nikapcbkuii 3aci6. KOHTponb
[LOMOMDKHMX peqyoBUH. 3MiHa napameTpis
cneundgikauii Ta/abo [ONyCTUMUX MEX
A5 AONOMDKHOT peYOBUHM (HLLI 3MiHW)
OHOBMeHHA NnapameTpiB cneyundikauii ans
[0NOMDKHOT pevoBrHU Onist 0NMBKOBa
(macnuHoBa) padhiHOoBaHa 3 BignoBigHMU
aHasliITUYHYMK MEeTOAAMY 3a NOKA3HKOM
«KyHXyTHa 01is» 3 METOI NpVBeAeHHA A0
aKTyaslbHUX HOPMATUBHUX AOKYMEHTIB.

255.

NPOTOMIZ,

Protionam
ide

npoTioHa
Mif,

JO4A DO1

Tabnetku,
BKPUTI
060/10HKOIO,
no 250 mr, no
10 TabneTok y
cTpwvni; no 5
cTpuniB y
KapTOHHIlA
ynakoBLi

Makneopc
dapmacb
loTuKasIc

NimiTen

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3[jificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
hapmakoHarnsgy (BkI4aroum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[Oitova pepakuis: Dr. Sukhada Wadkar.
MponoHoBaHa pepgakuis: Dr. Ashish
Mungantiwar. 3mMiHa KOHTaKTHUX JaHUX
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBIA&/IbHOI 3a 34iICHEHHSA
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBIAA/IbHOT 38
34jiiCHEHHS hapmakoHarnsay B YKpaiHi.

3a
peyenmom

UA/2441/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
[itoua pepakuis: MHiTeubka J/1lo608
BanepiiBHa. [MponoHoBaHa pegakuis:
Kyumnba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKA, BignoBiga/bHOT 3a
thapmMakoHarnag B Ykpaini. 3miHa micus
3[ilACHEHHSI OCHOBHOI fis/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa.
256. | NIPOTOMIA Protionam |npoTioHa Tabnetku, Makneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnx - UA/9983/01/01
ide Mig, BKpUTI Papmacsh PapmacbTUK marepianis: 3miHu | Tuny - 3mMiHn Woao
060/10HKOI0, roTukanc anc Nimiteq 6e3nekn/edeKTUBHOCTI Ta
no 250 wr, in NimiTen thapmakoHarnagy. BeefeHHs abo 3miHu
bulk: no 10 [0 y3ara/ibHeHMX AaHuX Npo cuctemy
Tabnetok y hapmakoHarnsgy (BBefeHHs
cTpwvni; no 100 y3arasibHeHux gaHux npo cucrtemy
cTpunis y hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT
KapTOHHIiA 0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
ynaxoBLi thapMakoHarnagy; KOHTakTHoOi ocobu 3

hapmakoHarnsgy 3asBHuka an1s
3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemun thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
Bi4NoBiAaIbHOI 3a hapMakoHarnsg.
[itoua pepakuisn: Dr. Sukhada Wadkar.
MponoHoBaHa pepakuis: Dr. Ashish
Mungantiwar. 3MiHa KOHTaKkTHUX gaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BignoBiga/bHOI 3a 34jACHEHHS!
thapmakoHarnagy. 3miHa KOHTaKkTHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOT 38
3[4iiCHeHHSs dhapmakoHarnsgy B YKpaii.
Litova pepakuis: MHiTeybka /o608
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0cobu
3a8BHVKa, BiANOBIAaIbHOT 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
Homepa.
257. | NYPEFOH®  [Follitropin (doniTponi [GO3GA06 | po3uuH ans OpraHoH Lseiyapi | BupobHuuyteo | Himeyun BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/5023/01/01
beta Hy 6eTa iH'ekujin, 833 CeHTtpan a Hepo3chacosa Ha marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
MO/mn; no lcT TM6X HOI NpoAyKUiT CepTtucpikat BignosigHocTi/lE-cepTudikat
0,420 mn (300 Ta nepBuHHa BiANOBIAHOCTI EBPONENChKil
MO/0,36 m) yrakoBKa, hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
a60 0,780 mn KOHTPONb 3 HEOOXIZHICTIO NPUBEAEHHS Y
(600 MO/0,72 AKOCTI, BiANOBIAHICTb A0 MoHOrpadii APY abo
mn) y TecTyBaHHs €Bponelicbkoi hapmakonei, abo iHwoTi
KapTpuaxi; no CTepU/IbHOCTI HauioHanbHOI hapmakonel gepxasu €C
1 KapTpuaxy y Ta (iHwi 3miHW). MprBeaeHHa cneumdikawii
BiAKpMTOMY 6akTepiasibHK He6ioN0rYHOT CPOBVHN CEMEHITY HaTpIlo,
nNacTyKoBOMYy X AIka BUKOPUCTOBYETLCA B CepefoBuLLax
NOTKY B €H[0TOKCUHIB 015 KyNbTUBYBAHHSA KNITVH Y NPOLLECi
KOMN/IeKTi 3 roToBOro BMPOOHMLTBA aKTVBHOT PEYOBUHY
rosikamu, no 2 nikapcbKoro coniTponiHy 6eTa, BIiANOBIAHO A0 €D, 3
KOMMNIEKTU 3acoby BWAATIEHHSIM MOCWUIAHHS Ha BHYTPILLHINA
ronok — 2 (KoHTpONb MeToZ, BUNpo6yBaHb.
KapTOHHI AKOCTi Ta
KOPO6KM TecTyBaHHs
(koxeH cTabinbHoCTI),
KOMNIeKkT no 3 BisyanbHa
rO/IKN, KOXHa iHCneKu,s:
rofika B BetTep
iHOMBIAYya/lbHO dPapma-
My PepTuryHr
n1acTMKOBOMY v6X i Ko. KT,
KOHTEliHepi) y HimeuuunHa;
KapTOHHIW KoHTposnb
nauui SIKOCTI,
TecTyBaHHS
CTEepPW/IbHOCTI
Ta
bakTepiasibHu
X
€HOO0TOKCWHIB
roToBOro
nikapcbKkoro
3acoby
(kOHTPO/b
AKOCTI Ta
TecTyBaHHSA
cTabinbHOCTI),

BisyasibHa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

iHCnekwyjs:
BetTep
dapma-
GepTuryHr
v6X i Ko. KT,
HimeuuunHa;
BizyanbHa
iHCneKu,is:
BeTtTep
dapma-
PepTuryHr
'M6X i Ko. KT,
HimeuuunHa;
KoHTposib
AKOCTI Ta
TecTyBaHHsA
cTabinbHoCTI,
BTOPUHHA
ynakoBka,
[003BiN Ha
BUMYCK cepil:
H.B. OpraHoH,
Higepnanan

258.

PABIMAK

Rabepraz
ole

pabenpas
on

IA02BC04

TabneTku,
BKPUTI
060/10HKOIO,
KMLLKOBOPO34K
HHi no 20 wr;
no 15
Tabnetok y
6nictepi; no 1
abo 2
6nictepu B
KapTOHHIW
ynakosLi; no 7
TabneTtok y
6nictepi; no 2
6nictepy B
KapTOHHIlA
ynakoBLi

Makneopc
Papmacsh
toTuKasnc

NimiTen

IHAis

Makneopc
PapmacbTHUK
aunc Nimites,
IHais
abo
Makneopc
PapmMacboThK
anc Jliviteq,
IHgis

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHNX faHnx Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka an1s
3[jiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOT 3a 34iACHEHHSA
thapmakoHarnagy (BK/I4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHKa, BiANOBiAALHOI 32 34iiCHEHHS
hapmakoHarnisgy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
3[iliCHEeHHs1 hapmakoHarnaay B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608

3a
peyenmom

UA/3161/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
BanepiiBHa. MponoHoBaHa pepakuis:
Kyumba TeTaHa BacunisHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOT 0cobu
3asBHWVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg, B Ykpaiti. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnagy.
3miHa MicLe3HaxomkeHHs MacTep-chaiina
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
259. | PABIMAK Rabepraz [pa6enpa3s |A02BC04 | Tabnetku, Makneoac IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/3161/01/02
ole on BKPUTI $apmach dapmacboTUK mMatepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
060/10HKOI0, loTMKanc anc Nimiteq 6e3nekn/edpeKTBHOCTI Ta
KMLLKOBOPO34K Niviten hapmakoHarnsgy. BeegeHHs abo 3miHu
HHi no 10 wr; [0 y3aranbHeHNX AaHnx Npo cuctemy
no 15 hapmakoHarnsgy (BBefeHHs
TabneTok y y3arasibHeHNX JaHnx npo cuctemy
6nictepi; no 1 hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
abo 2 ocobu, BignoBigasibHOI 3a 34iACHEHHSA
6nicTepu B hapmakoHarnsgy; KOHTakTHoT ocobu 3
KapTOHHIiiA chapmakoHarnsgy 3asBHuka gns
ynakosLi; no 7 3fjificHeHHs hapmakoHarnagy B YkpaiHi,
Tabnetok y AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
6nictepi; no 2 ocobu, BignoBifasibHOT 3a 3AiACHEHHS
6nictepu B thapmakoHarnagy (BKIuvakum KOHTaKTHI
KapTOHHIA [aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
ynaxoBLi thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOi 0cobu
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOT 38
3[4iiCHeHHs dhapmakoHarnsgy B YKpaii.
Litova pepakuis: MHiTeybka /o608
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
3asBHWVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnagy.
3miHa MicLe3HaxomkeHHs MacTep-haiina
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
260. | PAHITUANH |Ranitidine [paHiTguH |A02BAO2 TabneTku, "HOHIK IHAjA HOHIK IHAjA BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/4335/01/01
€BPO BKPUTI $apmach dapmacboTUK mMatepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. | peyenmom
M/1iBKOBOIO loTVKan an 0TOBWI1 NikapcbKWii 3aci6. 3MiHK Y
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
060/10HKOIO, Na6opaTto Na6opaTopi3 BMPOOHULTBI. 3MiHa po3mipy cepii
no 150 mr; no pi3" (BipgineHHs (BK/THOYAtOUM diana3oH po3mipy cepi)
10 Tabnetoky | (BiggineHH ipmn "Ox. B. roTOBOrO /liKapCbKOro 3acoby (36i/bLUeHHS
cTpuni; no 2 A dipmm Kemikans eng [0 10 pasiB NOPIBHAHO i3 3aTBEPKEHNM
abo 5, a6o 10 "x. B. dapmacboThK pO3MipoM) BBEAEHHS A0AAaTKOBOrO
cTpunis y Kemikans an3 itg.") po3wmipy cepii 13 2000000 Ta6neTok B
Kopobu,i 3 eHf [LOMOBHEHHS [10 BXE 3aTBEPAKEHOro
KapToHY dapmacb po3mipy cepii 1000000 TabneTok
IoTVKan3
nra.")
261. | PUNPOHAT |Meldoniu |venbgoHi [CO1EB22 | kancynm TOB YkpaiHa K.O. PymyHis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/16424/02/01
m i TBepAi no 250 "YOPN[, Pomdpapm mMatepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
Mmr rno 10 MEOMLN KomnaHi 6e3nekn/edeKTMBHOCTI Ta
Kancyny H" C.P.. thapmakoHarnagy (iHwi 3miH1) 3MiHu
6nictepi; no 4 BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
abo 6 (nyHKTM 1, 2, 4, 6) Ta BTOPUHHOT (MYHKTK 1,
6nicTepiB y 2, 17) ynakoBOK /ikapCbKoro 3acoby.
KapTOHHIlA BBefeHHA 3MiH NpOTArom 6 Micsiis nicns
Kopobui 3aTBEPKEHHS
262. | PUINPOHAT |Meldoniu [MenbgoHi |CO1EB22 | kancyniv TOB YkpaiHa K.O. PymyHis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/16424/02/02
m i TBepAi no 500 "YOPN[, Pomdpapm mMartepianis: 3miHu | TMny - 3MiHK LWOA0 peuyenmom
Mmr no 15 MEOMLN KomnaHi 6e3nekn/edeKTMBHOCTI Ta
Kancyn B H" C.P.N. hapmakoHarnagy (iHwi 3miHn) 3MiHn
6nicTepi; no 4 BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
6nictepu B (nyHKTM 1, 2, 4, 6) Ta BTOPUHHOT (MYHKTK 1,
KapTOHHIiA 2, 17) ynakoBOK NikapCbKoro 3acoby.
Kopobui BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPKEHHS
263. | POBAXON - o-riHeH,  |JAOSA X Kancynm PoBa IpnaHgis BUPOGHMUK, IpnaHgis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/17342/01/01
B-niHeH, KMLLIKOBOPO34K dapmach BiANOBIAA/IbHN marepianis: 3miHu | Tuny - peyenmom
KamdoeH, HHi, M'siKi; MO toTikac 1 32 NOBHMN Himeuun AZMIHICTpaTVBHI 3MiHK. 3MiHa
LivHeon, 10 kancyn B nrg. LK Ha/ HaliMeHyBaHHS Ta/abo agpecu micus
MEHTOH, 6nicTepi, no 5 BMpOGHULUTBa | PymyHisa/ NPOBaPKEHHA AiANIbHOCTI
INeBOMEHT 6nictepis B (Kpim NntBa BMpO6HMKa/iMnopTepa rotToBoro
on, naJui 3 HanoBHEHHS NiKapcbKoro 3aco6y, BKIHOYAKUN [i/TbHULL
6opHeonN KapToHy Kancyn): BUMYCKY cepii abo MicLe NpoBeeHHs
PoBa KOHTPO/IO SIKOCTI. (QiS/IbHICTb, 3a Ky
dapmacbioTika BiANoBigae BMpoGHMK/iMnopTep, He
nec nirg,, BK/HOYAIOYMN BUMYCK Cepiid). 3mMiHa Ha3Bu Ta
Ipnangis agpecy BMpoOHUKa, BiAMOBIAa/IbHOTO 3a
HamnoBHEHHS Kancyn, 6e3 3mMiHn Micus
BUPOGHMUK, BMPOGHULTBA. 3MiHM | TNy -
BigNoBiAa/IbHN AIMIHICTpaTVBHI 3MiHW. BuyyeHHs
3a BMPOGHUWYOI AiNbHML (BKIKOYAKUN
HanoBHEHHA AinbHUUI Ana A®l, npoMikHOro NpoayKTy
Kancy/si: ab0 roTOBOro NiKapCbKoro 3acooby,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KaraneHt AiNbHUL ANA NPOBeAEHHS NakKyBaHHS,
HimeuunHa BMPOGHMKA, BiANOBiJaSIbHOTO 3a BUMYCK
Epnep6au cepiid, MicLe NpoBeAEHHSI KOHTPOSHO cepil)
LKiMGEAY, a60 nocTtavyasibHMKa BUXIAHOTO MaTepiany,
HimeuuunHa; peareHTy abo AONOMIKHOI PEHOBUHHN
(AKWO 3a3Ha4YeHo y A0Cbe). BunyyeHHs
AeHoBa BMPOGHWKA, BiANOBifaIbHOTO 38 NEPBUHHY
PymyHis Ta BTOPWHHY ynakosky MIMN® b5.B.
C.P.n, (MaHydpakTypuHr MakiHr ®apmaka),
PymyHis; Higepnangn / MPF B.V. (Manufacturing
Packaging Farmaca), Netherlands,
nepBuHHA 3aUIMLLINAN BUPOOHUKA, KNI BUKOHYE Ti
ynaxkoBKa: cami cpyHKLUii, WO i BUNyYeHWid. 3MiHu |
LWapn Kninikan TMny - 3MiHN WoAo 6e3nekn/edeKTUBHOCTI
Cepsic (UK) Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn
Nimiten, [0 y3arasibHeHuX faHux Npo cuctemy
BenukobputaH hapmakoHarnsgy (BBefeHHs
is; y3arasibHeHNX JaHnx Npo cucTemy
BTOPUHHA thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
yrnakoBka: 0cobw, BignoBigabHOI 3a 34iACHEHHS
JNinToBChKUiA hapmakoHarnsgy; KOHTakTHoOT ocobu 3
Ta HopBe3bKui thapmakoHarnsgy 3asBHuka ans
UAB 3pjicHeHHs hapmakoHarnsgy B YkpaiHi,
Hopdhauema, AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI
NutBa 0cobu, BiANOBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[aHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0COOM 3asBHUKA,
BiANoBIAa/IbHOT 32 hapmakoHarnsg B
YKpaiHi.
[itoua pepakuis: Coyyek CsiTnaHa
BacwuniBHa. MponoHoBaHa pefakLis:
YperTiii Cepriit IBaHOBMY. 3MiHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
3asBHVKa, Bi4NOBIAa/IbHOT 38
hapmakoHarnsg B Ykpaii.
264. | PO3YMIH Memantin [MmemaHTMH [NO6DX01 | Tabnetku, Makneoac IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/19446/01/01
e v BKPUTI $apmacb dapmacboTUK mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
rigpoxnop N/1iBKOBOIO loTuKasIC anc Nimiteq 6e3nekn/edeKTMBHOCTI Ta
ng 0060/10HKOH0, NimiTen hapmakoHarnsgy. BeegeHHs abo 3miHu
no 10 wmr; no [0 y3aranbHeHNX AaHnx Npo cuctemy

14 TabneTok y
6nicTepi, no 2
6nictepu B
KapTOHHIW

hapmakoHarnsgy (BBefeHHs
y3araslbHeHUX AaHunx Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 34iCHEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

ynakoBLi

hapmakoHarnsgy; KOHTakTHoOT ocoou 3
chapmakoHarnsgy 3asBHuka gns
3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV Y pO3MiLLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi 0cobu
3asBHUKA, BiANOBiAa/IbHOI 3a 3AIACHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 38
3AilicHeHHs hapMakoHarnagy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1l0608
BanepiiBHa. MNponoHoBaHa pejakuis:
Kyunba TeTaHa BacunisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
3asBHVKa, Bi4NOBIAa/IbHOT 38
hapmakoHarnsg B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina
crucTeMu dpapmakoHarnsgy Ta ioro
Homepa

265.

PO3YMIH

Memantin
e

MEeMaHTUH

y
rigpoxnop

A

NO6DX01

Tabnetku,
BKpUTI
NAiBKOBOO
060/10HKOIO,
no 20 mr; no
14 TabneTok y
6nictepi, no 2
6nicTepu B
KapTOHHIlA
ynakoBLi

Makneopc
dapmachb
toTukanc

Nimiten

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0cobm
3asBHVKa, BiANOBIAAIbHOI 38 34iNCHEHHSA
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBIAA/IbHOT 38
3fiicHEHHs hapmMakoHarnsay B YkpaiHi.

3a
peyerimom

UA/19446/01/02




241

Hassa

MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
[itoua pepakuis: MHiTeubka J/1lo608
BanepiiBHa. [MponoHoBaHa pegakuis:
Kyumnba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKA, BignoBiga/bHOT 3a
thapmMakoHarnag B Ykpaini. 3miHa micus
3[ilACHEHHSI OCHOBHOI fis/IbHOCTI 3
dhapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-chaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa
266. | CANMUUNOB |[Salicylic  [kncnota  |[DO1AE12 | po3yvH ons ToBapuct YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 niosnse UA/8494/01/01
Ol KUCNOTUN  facid caniymno 30BHILLUHBOTO BO 3 "PITOPAPM" mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenma ae
PO34MH Ba 3acTocyBaHHs, | 06MexeHo 6e3nekn/edeKTUBHOCTI Ta
CMPTOBUIA cnupToBuiA 1 10 thapmakoHarnagy. BeefeHHs abo 3miHu
%; no 40 mn y Bignosiga [0 y3araslbHeHMX faHuX nNpo cucrtemy
dhnakoHax NBHICTIO hapmakoHarnsgy (BBefeHHs
"®apmaue y3arasibHeHux gaHux npo cucrtemy
BTUYHA hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT
KOMNaHis 0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
"Biona"

chapmakoHarnsgy; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asBHuka an1s
3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemun thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANOBIAa/ILHOT 32 hapmakoHarnsag. Aivova
peaakuist: fimakosa MaHHa CTaHicnasiBHa
MponoHoBaHa pegakuis: Masnosa tOnis
CepriiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YKpaiHi. 3MiHa MicLle3HaxXoMKEHHS
macTep-ghaiina cuctemmn thapmakoHarnsgy
Ta /ioro Homepa. 3miHa Micus 34iiCHeHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) OHOBNEHO
TEKCT MapKyBaHHS ynakoBKW NikapCbKoro
3acob6y. BBegeHHs 3MiH MpOTArom 6-Tm
MicALiB nicnsa 3aTBepikeHHs. 3MiHa
3anBHvKa /13 (MIBM) (BnacHuka
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
peecTpaLjiiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460):
3arBepgxeHo: NMPAT "®ITODPAPM"
YkpaiHa, 02092, micto Kuis, Byn.
AnmaTtuHcbka, 6yanmHok 12.
3anponoHoBaHo: ToBapuCTBO 3
06MeXeHOI0 Bi4NOBiAaNbHICTIO
"®apmaueBTUYHa komnaxisa "Biona"
YkpaiHa, 07400, Kuiscbka 061.,
BpoBapcbkuii p-H, MicTo BpoBapu, O6'i3Ha
nopora, 6yavHok 68. 3MiHN BHECEHO B
HCTPYKLU,i0 AN51 MeANYHOrO 3aCTOCYyBaHHS
NiKapcbKoro 3acoby y po3ainm "3asaBHuK"
Ta "Micue3HaxomKeHHs 3asiBHMKA".
BBefieHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepikeHHs
267. | CUNYET® Dienogest |gieHorect |GO3AA16 | Tabnetku, BAT YropwuHa BAT "leneoH Yropwm BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/12532/01/01
and Ta BKPUTI "l'epeoH PixTep" Ha mMatepianis: 3miHu | TUNY - 3MiHK 3 AKOCTI. | peyenmom
ethinylestr |eTuHinect N/1iBKOBOIO PixTep" A®I. KoHTponb A®Il. 3miHa y meTogax
ladiol pagion 060/10HKOIO; BMNpobyBaHHA APl abo BMXigHOTO
no 21 mMaTepiany/npomiKHOro
Tabnetuyi B NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
6nicTepi; no 1 y npoueci BUpo6HMUTBa AD| (HEe3HAYHI
abono 3 3MiHU Y 3aTBEPAKEHUX METoAAxX
6nictepu BMNPOOYBaHHS)
pasom i3 He3HauHi 3MiHu y meToguui AdI
KapTOHHUM eTuHinecTpagiony «Posnogin posmipy
dhyTnsapom 4yacTok». 3MiHu | TMny - 3MiHK 3 AKOCTI.
ans A®I. CtabinbHicTb. 3miHa nepiogy
36epiraHHs NOBTOPHMX BUNpoByBaHb/nepioay
6nictepa B 36epiraHHa abo ymoB 36epiraHHa Adl (3a
nauuj BiICYTHOCTi y 3aTBEp)XEHOMY JOChE

cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei, L0 BK/oYae nepiog,
NMOBTOPHOrO BUNpoGyBaHHS) (Nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36inbLIeHHs abo BBEAEHHS
nepiogy NOBTOPHOrO
BUNPO6YBaHHsA/Nepiogy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOC/IHKEHDb Y
peasibHOMy 4aci. 36inblLUeHHs nepiogy
NOBTOPHOro BUNpobyBaHHs/nepiosy
36epiraHHa Ha OCHOBI pe3ynbTaTiB
[ocnigpxeHb y peanbHomy yaci ans Adl
eTUHINecTpasion 3 HUHI 3aTBepAXeHnx 12
MicsliB A0 24 micauiB. 3miHuW | Tuny -
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3MmiHu 3 aKocTi. APl. Cuctema
KOHTeliHep/3aKkynoptoBasibHW 3aci6 (iHLWi
3MiHU1) 3MiHa KOMMOHEHTa BTOPUHHOT
ynakoBku ana A®| eTuHinectpagion.
268. | CUHA®NAH- [Fluocinolo (nyoumH [DO7AC04 | masb 0,025 %; | lMNpuBaTHe YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a He UA/2316/01/01
BIONA ne 0N10HY no 15 ry Ty6i; akuioHepH "®ITOPAPM" MaTepianis: 3miHa 3asaBHuka /13 (MIBM) | peyenmom | nidnse
lacetonide [aueToHig no 1 1y6iy e (BnacHvKa peecTpaLiiHoro NocBig4yeHHs) ae
nauuj 3 TOBapuCTB (3rigHo Haka3y MO3 Big 23.07.2015 Ne
KapToHy o] 460): TepMiH BBei€HHS 3MiH NPOTAroM 6
dPapmaves MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | Tuny
TMYHa - 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta
habpuka thapmakoHarnagy. BeefeHHs abo 3miHu
"Biona" [0 y3arasilbHeHVX faHux Npo cuctemy

hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx Npo cucTemy
hapmakoHarniagy, 3MiHa yrnoBHOBaXXeHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iICHEHHS
thapmakoHarnagy (BK/4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemu thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANOBIAa/ILHOT 32 hapmakoHarnsag. Aivova
pegaxuis: [imakosa NaHHa CTaHicnaBiBHa.
MponoHoBaHa pegakuis: LLnaxoseHko
KatepuHa BonogumupisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3as1BHVIKa, BignoBigabHOT 3a
hapMakoHarnsag B YkpaiHi. 3miHa
MiCLie3HaxXoMKeHHs macTep-hainna
crucTeMu dpapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLs 34iACHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BU /iKkapcbKoro 3acoby - 3miHa
Has3BW NikapcbKoro 3acooby.
3ATBEPIXXEHO: CUHA®/IAH-
®PITOPAPM (SYNAFLAN-PHYTOPHARM)

3AMNPOMNOHOBAHO: CMHA®/IAH-BIOIA
(SYNAFLAN-VIOLA). TepMiH BBEAEHHS
3MiH NpoTArom 6 MicAuiB micns
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) OHOBIEHHS
TEKCTY MapKyBaHHA NepBUHHOT Ta
BTOPVHHOT YNaKOBKM JTiKapCbKOro 3acoby.
TepMiH BBEAEHHSA 3MiH NPOTAroM 6 micsuiB
nicns 3aTBepAKeHHs.
269. | CUHOPEKC® TiamiHy A11EB KOHLeHTpaT AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/20157/01/01
rigpoxnop 015 pO34nHY "papmak” MaTepianis: 3miHu Il TUNy - 3MiHKU 3 AKOCTI. | peyernmom
na, ans iHdysiin, A®I. (iHwWwi 3MiHW) oHOBNEHHS Bepcii DMF
pnbodna no5 wmn B Ha A®| HikoTuHamig BupobHukom Amsal
BiH, amnyni; no 3 Chem Private Limited, IHgis. [itoua
nipuaoKcn amnynm Nel pegakuisi: Bepcis DMF -DMF/ACPL/NA
HY (tiaminy Ph.Eur./OP-JAN 2023. lNMponoHoBaHa
rigpoxnop rigpoxnopug + pepakuis: Bepcis DMF -DMF/ACPL/NA
na pubocnasiH + Ph.Eur./OP-JAN 2023/DEC 2023/NOV

NipUAOKCUHY
rigpoxnopua)
y 6nicTepi; no
3 amnynm Ne2
(ackop6iHoBa
kucnota +
HiKOTUHamig +
r10K03a) Yy
6nictepi; no 2
6nictepu
amnyn Nel ta
no 2 6nictepu
amnyn Ne2 y
naJi; no 6
amnyn Nel
(tiaminy
rigpoxnopug +
pubochnasiH +
NipUAOKCUHY
rigpoxnopua)
y 6nicTepi; no
6 amnyn Ne2
(ackop6iHoBa
kucnota +
HiKOTUHamig +
r10K03a) Yy
6nictepi; no 1
6nictepy
amnyn Nel ta
no 1 6nictepy

2024.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

amnyn Ne2 y
naJui; no 6
amnyn Nel
(tiaminy
rigpoxnopug, +
pubodnasiH +
NipUAOKCUHY
rigpoxnopva)
Ta no 6 amnyn
Ne2
(ackop6iHoBa
kucnota +
HiKOTUHamIg +
rMoKo3a) y
naJui i3
rogpoBaHnMmn
BK/1aKamu

270.

CIMBPUH3A
®

Brinzolam
ide,
icombinati
ons

BpuH3ona
Mig Ta
6pPVIMOHIZ,
NHY
TapTpat

SO1EC54

Kpansi o4Hi no
5mMny
chnakoHax-
KpanenbHMLsAX
;no1a6o3
dhnakoHn y
KapTOHHIlA
Kopobu,i

Hosapric
dapmva Al

LLBeiiuapi
2

Hosapric
MaHydakTypiH
rHB

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax

cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS Y NpOLECi
BMPO6HMLTBA AD| (BUIYYEHHA HE3HAYHOTO
nokasHuka AKocTi (Hanpuknag BUIyYeHHs
3acTapifioro NokasHuka)). BunyyeHHs
He3HauyHoro napametpa «Odor/3anax» 3i
cneumdikauii BUXigHoro kucriota
xnopuctosogHesa 32% peareHTty , Wo
BVIKOPVCTOBYETLCS Y BUPOBHNYOMY
npoveci Ajtoyoi pevyoBrHN GprH30NaMmig,
3MiHu | TUnYy - 3MiHK 3 AKocTi. ADL.

Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOro/MpOMIKHOro NpoAyKTy/peareHTy,

LL|0 BUKOPNCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUPOGHMKa

(Brtovatoun, fe HeobXxigHo, Micue

npoBeAeHHs KOHTPO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEpPKEHOMY A0CbE)(iHLWi 3MiHW).
[JopasaHHa BASF SE, Carl-Bosch-Strasse
38, 67056 Ludwigshafen, Germany, sk
BUPOGHMKa BUXIAHOTO MaTepiany
eTnnaminy 70%, L0 BUKOPUCTOBYELCS Y

3a
peyenmom

UA/15669/01/01
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

BUPOBHMYOMY NPOLECI Ait0YO0T PEYOBUHU
6puH30Namig. 3miHu | Trny -
AIMIHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHNYOI AinbHUL (BKNOYAKOUN
OinbHUUi ana A®l, npomikHOro NpoaykTy
ab0 roToBOro Nikapcbkoro 3acooby,
AiNbHUL ANA NPOBeAEHHS NakKyBaHHS,
BMPOGHMKA, BiANOBiJaSIbHOTO 3a BUMYCK
cepiid, MicLe NpoBeAEHHSI KOHTPOSHO cepil)
abo noctavasibHUKa BUXIAHOrO MaTepiany,
peareHTy abo AONOMIKHOT peYOBUHN
(AKLL0 3a3HayeHo y Aocke). BuganerHs
SAF 3i cnmcky noctadyanbHUKIB BUXIAHOTO
marepiany rigpokcunamit O-cyibhoHOBOT
KMCnoTW. 3MiHu | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BMPOGHMKa (BK/TOUAOUM, 3a HEOOXIAHOCTI,
MicLie NpoBeAEHHS KOHTPOJII0 AKOCTI), abo
B/lacHuKa macTep-ghaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI ADI (SKLLO 3a3HAYEHO Y
[l0Cbe Ha Nnikapcbkuii 3acib) 3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
dhapmakonei y 3aTBepKeHOMy A0Cbe, a60
BMPOGHMKA HOBOI JOMNOMIXHOI PeYOBUHN
(AKLLL0 3a3HaYeHO Y A0CHE). 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa BUXIiAHOIO
MaTepiany X/10poKeToTioheHy
cynboHamigy (AM-1001) 3 «Dishman
Pharmaceuticals and Chemicals» Ha
«Dishman Carbogen Amcis» Survey No.
47 & 48, Paiki Sub Plot. 1, Village
Lodariyal, Taluka Sanand Dist.:
Ahmedabad — 382 220 India».
Micue3HaxomKeHHs BUPOGHNYOro
MalifaHuuka He 3MmiHBanocs. 3MiHu |
TUny - AAMIHICTPaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHSA Ais/IbHOCTI BUPOOHUKA
(BKKOUALOUM, 3a HEOBXiAHOCTI, MicLe
NpoBeLEeHHS KOHTPO/IIO SKOCTI), abo
B/lacHuKa macTep-thaiina Ha A®l, abo

noctavanbHvka A®l/BuxigHoro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)
MaTepiany/peareHTy/MpoMKHOro

NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (SKLLO 3a3HAYEHO Y
[l0Cbe Ha Nnikapcbkuii 3acib) 3a BigcyTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
dhapmakonei y 3aTBepAKeHOMy A0Cbe, a60
BMPOGHMKA HOBOI JOMNOMIXHOI Pe4OBUHN
(AKLLL0 3a3HaYeHO Y A0ChE). 3MiHa
HaliMeHyBaHHs1 BUPOGHUKa BUXIiAHOIO
marepiany giokcmay cipku 3 «Carba Gas»
Ha «Multigas», Route de I'Industrie, 102,
1564 Domdidier, Switzerland. 3miHu | TUNY
- AgMIHICTpPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHS Ais/IbHOCTI BUPOOHUKA
(BKKOUAOUM, 3a HEOBXIAHOCTI, MicLe
NpoBeLEeHHS KOHTPO/IIO SIKOCTI), abo
B/lacHuKa macTep-thaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI API (AKLLLO 3a3HAYEHO Y
[OCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudcpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepKeHOMY 0CkE, ab0
BVMPOGHMKA HOBOI AOMOMiXXHOI Pe4YOBUHU
(AKLWL0 3a3HAaYeHO Y J0CbE). 3MiHa
HaliMeHyBaHHs1 BUPOGHMKA BUXIiAHOIO
marepiany eTun amiHy 70% 3 «Thommen»
Ha «Thommen-Furler», Industriestrasse
10, 3295 Ruti bei Buren, Switzerland.
3MiHu | TUny - 3MiHK 3 aKocTi. AL,
Bupo6HMLTBO. 3MiHW B npoLeci
BMpo6HMLTBA AP| (HE3HAYHA 3MiHA Y
npoueci BupobHuutea A®l). HesHauHi
3MiHM Y BUPOBGHMYOMY npoLeci Aitoyol
pevYoBUHN BPUH30/1aMif — OHOBJ/IEHHS
onucy ctagii 1 BUpobHuLTBa, a came:
3aMiHa diana3oHy po3mipy cepii BUxigHoro
maTepiany (PS -4998) Ha giana3oH
po3mipy cepii BxigHoro matepiasy (AM-
1001), Sknii BUKOPUCTOBYETLCA A5
peakLii; yTOYHEeHHs1 onucy obnafHaHHs Ta
eTanis AUCTUAALLT; BUNPaBNEHHA NOMU/IKMN
Y 3a3Ha4eHHi KOHLeHTpaLjii po3unHy

Komniekcy borane- tetrahydrofuran




248

Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)
complex in tetrahydrofuran 3 1,0 monb/mn

Ha 1,0 monb/n. 3MiHn | TMRY - 3MiHK 3
akocTi. A®l. BUpo6HMLTBO. 3MiHM B
npoteci Bupo6HuuTea APl (HesHauHa
3MiHa y npoueci BupobHuutea Adl).
He3HauHi 3MiHW y BUpO6GHMYOMY MpoLeci
Ai040T peyoBrHN BprH30NaMmig —
OHOB/IEHHA NPOLECY A0AABaHHSA
eTunaueTtaty Ta rentady (ctagis 2
BMPOGHULITBA), & Came: OHOBJ/IEHHS
AianasoHy Temnepartypu A0AaBaHHA
eTunauerary Ta rentady [0 3a/ULLKY 3
10-50 °C Ha 25-50 °C; yTOYHEeHHsA onucy
npoLecy AoAaBaHHA rentaHy; 3amiHa
3a3HavyeHHs gjana3oHy po3Mipy cepil
BMxigHoro matepiany (PS-4999) Ha
AianasoH po3Mmipy cepii BXifHOro
matepiany (PS-4998), sikuii
BMKOPUCTOBYETLCA 4717 peakLji. 3miHu |
Tmny - 3MiHK 3 akocTi. A®l. Bupo6HuUTBO.
3MiHu B npoueci BUpobHuuTBa APl
(He3HayHa 3MiHa y npoueci BUpobHMLTBA
A®I). He3HauHi 3MiHN Yy BUPOGHUYOMY
npoueci 4jtoyoi pe4yoBuHN 6puH3oNamig —
OHOBJ/IEHHS onucy cTagii 3 BUpobHMLTBA, a
came: 3MiHa Yacy gucTuaauii nicns
[ofaBaHHA TpUMeTuaopToaleTaTy Ha
cTagii 3 3 «2—4 rogyHN» Ha «He MeHLUe
3,5 roguHn»; 3amiHa 3a3HaveHHs
[iana3oHy po3Mipy cepii BUXiAHOro
matepiany (AL-4862, cupwii) Ha giana3oH
po3wmipy cepii BxigHoro matepiasny (PS-
4999), KM BUKOPUCTOBYETLCS A5
peakuii.
3MiHu | TUny - 3MiHK 3 aKocTi. ADI.
Bupo6HMLTBO. 3MiHW B npoLieci
BMpo6HMLTBA AP| (HE3HAYHA 3MiHA Y
npoueci BupobHuutea Adl).
He3HauHi 3MiHW y BUpO6GHMYOMY MpoLeci
Lito4oi pevoBuHY 6puH30Namig, Ha cTagii
3 BUpO6HMLTBA, L0 NepeabavalnTb
BWJTyYEHHSA BUKOPUCTaHHSA [OMNOMDKHOIO
inbTpyBasibHoro matepiany (Kieselgur
Hyflo Supercel PH) (Ha npakTuui us
CUpOBMHA HiKOMW He 3acTocoByBanacs y

BMPO6GHMYOMY Npoueci). 3MiHu | Tuny -
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHM
B npoteci Bupo6Huutea A®| (HesHayHa
3MiHa y npoueci Bupo6Huutea Adl).
BunpasneHHs KinbKicTi TeTparigpodypany,
LLI0 BUKOPUCTOBYETHCS Ha J04ATKOBOMY
eTani NnpoMmuBaHHA Ha ctagii 3, 3 «20 Kr»
Ha «30 Kr», a TakoX YTOYHEHHS onucy
npouecy fofaBaHHA TeTparigpodypany.
3MiHu | TUnYy - 3MiHK 3 AKocTi. ADI.
Brpo6HMUTBO. 3MiHM B Npoueci
BMpO6HMLTBA AD| (HE3HaYHA 3MiHa Y
npoueci BupobHuutea A®l). HesHauHi
3MiHM Y BUPOGHMYOMY MpoLeci Aitoyol
PeyoBVHN BPVH30/1aMIJ — OHOB/IEHHS
onucy ctagii 4 BUpobHuLTBa, a came:
nigBULLEHHA PiBHA feTanizauii onucy
BMPOGHMYOro MpoLeCy; 3amiHa
3a3HaveHHs gianas3oHy po3Mipy cepil
BUXigHOro martepiany (AL-4862) Ha
AianasoH po3Mmipy cepii BXifHOro
matepiany (AL-4862, cupuit), skuii
BMKOPUCTOBYETHLCA 4717 peakLji. 3miHu |
TMny - 3miHu 3 sikocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y MPOLEC
BMpo6HULUTBA API (iHWi 3MiHK). 3MiHa Y
napameTpi «Appearance/30BHilLHiiA
BUrNA4» cneumdikauii katanisartopa (S)-
Me-CBS, L0 BUKOPUCTOBYETLCA Y
BMPOBHMYOMY MPOLIECi AitoHOT peYOBUHN
6puH301aMig, OCKINbKM (PAKTUYHO BOHA
3aBXAau Bignosigana “colorless-brownish
liquid”, ane us iHchbopmauia byna
NOMW/IKOBO BifobpaxeHa y
peecTpauiiHoMy focbe 5k “colorless-
yellowish liquid”. 3MiHun | TUNY - 3MiHK 3
AKOCTi. ADI. (iHLWi 3MiHK). PefakuiliHi 3MiHK
Ta OHOB/IEHHS CYNpPOBIAHOT iHchopmMaLiii B
po3ginax 3.2.5.2.2, 3.2.5.2.3 12 3.2.5.2.4.
peecTpauiliHoro Aocke 3 MeTO
rapmoHi3auji BifnoBiAHO [0 NOTOYHMX
cTaHfapTiB BNacHMka peecTpaLiiHoro
NocBiAYEHHA Ta BUMOT KepiBHULTBA
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)
EMA/454576/2016 CHMP "Guideline on
the chemistry of active substances".
3MiHM MatoTb pefakuiiHunii xapakTep i He

BMN/IMBAIOTb Ha AKICTb, TEXHOIOri0 a60
KOHTPO/b Ait040i peqyoBuHU. 3MiHu | Tuny -
3MiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHa A®l abo
BMXigHOrO Matepiany/npomiKHOro
NpoAYKTYy/peareHTy, LU0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTea A®| (He3HauHi
3MiHW Y 3aTBEPAKEHUX METoAAX
BUNPOBYBaHHSA). HesHauHi 3MiHM A0
meToamkm GC-Headspace ans
BW3HAYEHHS 3a/TNLLIKOBUX PO3UYNHHWKIB
(Residual Solvents by GC) y BuxigHomy
marepiani X/I0poKeToTioheH cybhoHamiz
(AM1001). 3miHu | TNy - 3MiHK 3 AKOCTI.
A®I. KoHTpornb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro
NpoAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa A®| (He3HauHi
3MiHW Y 3aTBEPAKEHUX METoAax
BUNPOBYBaHHSA). HesHauHi 3MiHK A0
mMeToankn «Assay by HPLC», wo
3aCTOCOBYETLCS /19 NPOMIKHOIO
npoaykty PS-4998, a came: OHOB/IEHHA
onucy NpUroTyBaHHsA CTaHAapTHOro
PO34MHY, PO3MIpY KOJTOHKM Ta [A0AaBaHHA
chopMyn po3paxyHKy.
3MiHn | TUnY - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y meTogax
BUNpobyBaHHA A®l abo BMXigHOTO
marepiany/npoMixXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BUpo6HMUTBa AD| (HE3HAYHI
3MiHW Yy 3aTBEpKEHNX MeTofax
BMNPOGYBaHHS).
He3HauHi 3MiH1 40 MeTOAMKM
BunpobyBaHHA «Optical purity by HPLC»,
LLI0 3aCTOCOBYETLCSA /1A NMPOMDKHOIO
npoaykty PS-4998, a came: BunpasneHHsa
onucy NpUroTyBaHHSA CTaHAapTHOro
PO34mnHy. 3MiHuM | TUNY - 3MiHW 3 AKOCTI.

A®I. KoHTpornb A®I. 3miHa y meTogax
BuNpobyeaHHA APl abo BMXigHOTO




251

Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

marepiany/npoMixXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BUpo6HMLUTBa AD| (HE3HAYHI
3MiHW Yy 3aTBEpKEHNX MeTofax
BMNPO6YBaHHSA). He3HauHi 3MiHu A0
MeToAMKM BUNpobyBaHHA «Optical purity
by HPLC», 1,0 3aCTOCOBYETbLCA A1
NMPOMiXHOro npoaykty PS-4999, a cave:
OHOB/IEHHS OMUCY NPUTrOTYyBaHHSA
CTaHAAPTHOro PO34MHY Ta po3mipy
KOMOHKKN. 3MiHu | TUNY - 3MiHK 3 SKOCTI.
A®I. BUpobHMLTBO. 3MiHN BUNpobyBaHb
abo gonycTMmMmnx Mex y npoueci
BMPOGHMLTBA ADI, L0 BCTAHOB/EHI Y
cneundikauisax (iHwi 3miHn). HesHauHi
3MiHV 40 METOAVKM KOHTPOSIO Ta
gonyctummx mex ana TLC sunpo6ysBaHHSA
B npoveci BUpobHuuTBa (in-process
control), L0 3aCTOCOBYETLCA Ha CTagii 2
BMPOGHMLTBA Ajl040T PeYOBUHU
6pvH3oNamig. JonycTuma mMmexa 3MiHeHa 3
«. 3MiHK | TMNY - 3MiHKW 3 AKocTi. API.
Brpo6HMUTBO. 3MiHM BUNpo6yBaHb abo
OOMyCTUMUX MeX Y npoLeci BUpobHunLTBa
A®I, W0 BCTAHOB/EHI y cneuudikavisx
(iHWi 3MiHK). HEe3HauHi 3MiHM 0 MEeTOAUKN
BMNPOo6YyBaHHA TLC 4718 KOHTPO/O B
npoueci BupobHuuTea (in-process control),
LLIO 3aCTOCOBYETbCS Ha cTagii 3
(HykneoinbHe 3aMiLLleHHsT), 3 MeTO
BLIOCKOH&/IEHHS MiATOTOBKU €Ta/IOHHOIO
PO3UMHY Ta YTOUYHEHHS CKNagy CyMiLli
NPOMIXHUX MPOAYKTIB Y LIbOMY
€Ta/IOHHOMY PO3UMHi. MexXy NPUAHATHOCTI
3MiHEHO 3 «< 5% 3an1LLIKOBOro
Hei30/1b0BaHOro NPOMIXXHOIO NPOAYKTY-
TO3MNaTy» Ha «nnsMa A1 Hei30/1boBaHol
CyMiLLi MPOMDKHUX MPOAYKTIB (TO3MNar) He
NOBWHHA BYTW BUAUMOIO». 3MiHW | TNy -
3MiHM 3 aKkocTi. A®l. BUpo6HMLTBO. 3MiHM
BUNPOOYBaHb ab0 [ONYCTUMUX MEX Y
npoueci BupobHuuTea A®I, wo
BCTaHOB/EHI y creumdikayisx (4oaaBaHHA
HOBOrO BUMPOOYBaHHA Ta J0NyCTUMUX
Mex). lofaBaHHA Apyroi MeTOAUKN
BMNpo6ysaHHs TLC A1s KOHTPO/O B
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

npoueci BupobHuuTBa (in-process control),
LLIO 3aCTOCOBYETbCSA Ha cTagil 3 ans
MOHITOPUHTY 3HMXEHHSA PS-4999 nig yac
3axXUCTy Cy/bGOHAMILHOI rpynu, a Takox
BMMNpaBfeHHs iHhopmauii Lwoao
PO3YMHHYIKA, SKWUI BUKOPUCTOBYETLCS A/1A
NPUroTyBaHHA CTaHLAPTHOTO PO3UMHY.
Kpim TOro, BMunpaBneHo iCTOpUyHy
HETOUHICTb: PO3YMHHWKOM 151
NPUroTYBaHHA €Ta/IOHHOTO PO3YUHY
3aBxau 6yB eTunauerar, Togj K y JOCbE
nomunnkoso Bkasysascsa THF.
3MiHn | TUnY - 3MiHK 3 aKocTi. AL,
Brpo6HMUTBO. 3MiHM BUNpobyBaHb abo
OOMyCTUMUX MeX Y npoLeci BUpobHunLTBa
A®I, L0 BCTAHOB/EHI y cneuudikavisx
(BUTyYEHHS! HECYTTEBOIO BUNPOOYBaHHS).
BunyyeHHa HeCyTTEBOI METOAMKN
Bunpo6ysaHHsA 1H-NMR ans koHTposnio B
npoteci BMpo6HuuTBa (in-process control),
LLIO 3aCTOCOBYETLCA Ha cTagji 1
BMPOOHULTBA Ait04OT peYOBUHMN
6prH30Namig,.
3MiHu | TUnYy - 3MiHKM 3 AKocTi. ADI.
Brpo6HMLTBO. 3MiHM BUNpOo6yBaHb abo
[OMYyCTUMMX MeX Y npoLeci BUpobHuLTBa
A®I, Wo BCTaHOB/EHI Y cneumdikaisx
(iHLWi 3MiHK). He3HauHi 3MiHK [0 MEeTOAUKN
BMNpo6yBaHHSA TLC A5 KOHTPOSO B
npoteci BUpo6HuMLTBa (in-process control),
LLI0 3aCTOCOBYETLCA Ha cTagji 1
BMPOGHMLTBA Ajl0HO0T PeYOBUHU
6puH30Namif, 3 OHOB/IEHHAM ONuCy
niAroToBKM 3paska Ta eTasIOHHOro
cTaHaapTy. 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO
nokasHuka AKocTi (Hanpuknag BUIyYeHHs
3acTapifnioro nokasHvka)). BunyyeHhs
He3HauyHoro napametpa «Odor/3anax» 3i
cneuunagikauii BUXigHOro Matepiany rekcaH,
LLIO BUKOPUCTOBYETHCH Y BUPOOBHUYOMY
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Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
npoLeci 4itoyoi pevyoBmHN 6pnH3oNamia.
3MiHu | TUny - 3MiHK 3 aKkocTi. AL,
KoHTposnb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y MPOLEC
BUPOGHMLTBA AD| (3BY)XXEHHSA AONYCTUMUX
MeX, BU3HauYeHux y cneumadikauii).
3BY)XXEHHS AONYCTUMUX MEX N5
nokasHuka «Purity (HPLC)», BU3HaueHux y
cneumaikauii BUxigHoro matepiany
X/10pokeToTiodeHy cynbthoHamigy (AM-
1001), ans HAaCTYNHUX AOMILIOK: Impurity
1, Impurity 2, Impurity 3, PS-4997 Ta
Chloride analogue of PS-4997.
271. | CIHOXAPAI® Metformin femnarnidy [A10BD20 | Tabnetku, BepiHrep HimeuunH | BMpOGHMUTBO, | HiMeuun BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/15722/01/01
and INO3UH, BKPUTI IHrenbxai a nepBrHHE Ta Ha/ mMatepianis: 3miHu | TUNY - 3MiHK 3 AKOCTI. | peyenmom
lempagliflo [meTcopmi N/1iBKOBOIO M BTOPVHHE Ipevuis/ [oTOBWIA NikapcbKnii 3aci6. 3MiHN Y
izin HY 060/10HKOI0, IHTepHeLw nakyBaHHs, ®paHuis BMPOGHMLTBI. 3MiHN Y NpoLeci
rigpoxnop 12,5 mr/1000 HN TM6X KOHTPO/b / BYPOGHMLTBA FOTOBOIO NiKapCbKoro
ng mr; no 10 AKocTi, Bunyck | Cnonyy 3ac00y, BK/1I0YAKUMN NPOMDKHUIA NPOAYKT,
TabneTok B cepii: eHi LLI0 3aCTOCOBYETLCS NMPU BUPOGHULTBI
6nictepi; no 6 BepiHrep LWratn roTOBOrO NikapCcbKoro 3acoby (iHLi 3MiHK).
6nicTepis y IHrenbxanmv AmMepuK [na posyBaHHa 12,5 mr/1000 mr.
KapTOHHIA dapma 'v6X i " BBefeHHs1 4BOX anbTepHaTUBHUX
Kopooui Ko. KT, nakyBaslbHUX martepianis As1a NPOAYKTY
HimeuunHa,; bulk N3 CIHIXKAPAI® , TabneTku, BKpUTI
BUPOBHNLITBO, N/1iBKOBOK 060/10HKOI0, & came:
KOHTPO/b -rHYYKi NONINPONi/IEHOBI MILLKKW, BUCTE/IEHI
AKocTi (3a nonieTMIeHoBMMIN BKNaaKaMu i3 TpbOoX
BUHATKOM LapiB noslieTUIeHy HWU3bKOI LifIbHOCTI,
Tecty LWINbHO 3aKpUTI CTSXKKO. BKnaaka i3
«Mikpobionori noslieTUNEHyY HU3bKOI LLiNIbHOCTI € EANHOI0
YyHa 4aCTUHOIO KOHTENHepa, AKniA HanpsMy
yucToTa®), KOHTakTye 3 npogyktom bulk.
nepBrHHE Ta -THYYKi NOMINPOMINEHOBI MILLKW, BUCTENEHI
BTOPWHHE BK/1afKamu, BUroTOB/IEHUMY 3 TPbOX
nakyBaHHsl, Lwapis, @ came: NONIETUIEHY HA3bKOI
BUMYCK Cepii: WinbHOCTI (LWapy, K1 KOHTaKTye 3
BepiHrep NpPOAYKTOM), LLapy asIloMiHilo Ta
IHrenbxainmv nonieTuneHTepeTanary, WifibHO 3aKkpuTi
Xennac CuHrn CTSHKKOI. Bknagka i3 nonieTnneHy Hu3bKoi
Membep C.A., LLiSIbHOCTi € €AMHO0 YaCTUHOK
Mpeuis; KOHTelHepa, AK1iA HanpsIMy KOHTaKTye 3

nepBuHHe Ta

npoayktom bulk.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BTOPUHHE
nakyBaHHS,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
MATEOH
®PAHUIA,
dpaHuis;
BUPOBHULTBO
Tabnetok "in
bulk" Ta
KOHTPO/b
AKOCTI:
MareoH
MyepTo Puko.
IHK.,
CnonyyeHi
LWratu
Amepuiku;
KOHTPO/b
AKOCTI (3a
BUHATKOM
Tecty
"Mikpob6ionoriy
Ha unctoTa'):
A eHpg Em
WTABTECT
Na6op cyp
AHaNITUK yHA
Crabinitarcnp
yoyHr TM6X,
HimeuuunHa;
KOHTPO/b
AKOCTI Npun
LOCNiMKEHHI
cTabiNbHOCTI
(3a BUHAATKOM
Tecty
"Mikpob6ionoriy
Ha unctoTa'):
EBpodpiHc
®ACT M'm6X,
HimeuuunHa;
a/lbTepHaTUBH
a naboparopist
[N KOHTPOSTHO

3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuid 3aci6. (iHwi 3MiHK). Ans
[o3yBaHHsA 12,5 mr/1000 Mr. BHeceHHs
3MiH go p.3.2.P.5 KoHTponsb /13, a came
3amiHa JokymeHTy q00248416-01 Ha
[oKyMeHT q00248416-02, siknii NOMUIKOBO
6yB NponyLeHunii B MaTepianax focbe nig,
yac npouesypy BHECEHHS 3MiHN
EMEA/H/C/003770/1B/0066/G.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Tecty
"Mikpobionoriy
Ha unuctoTa'™
CrC Inctutyr
dpeseHiyc
m6X,
HimeuunHa,;
Na6op /IC CE
eHp Ko. KT,
HimeuuunHa;
K toEWCIiEc
EIE, Mpeuis
272. | CIHO)XAPAI® Metformin emnarnid [|A10BD20 | Tabnetku, BepiHrep HimeuunH BMPOGHMLUTBO, | Himeuun BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/15724/01/01
and INO3WH, BKpUTI IHrenbxai a nepBuHHe Ta Ha/ marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
lempaglifio meTdopmi NAiBKOBOIO M BTOPVHHE Ipeuis/ [oTOBWiA Nnikapcbkuii 3aci6. 3MiHN Y
Zzin HYy 060n0HKOI0, 5 IHTepHeLw nakyBaHHs, PpaHuis BMPOGHMLTBI. 3MiHN Y NpoLeci
rigpoxnop mr/1000 mr; no HA TM6X KOHTpO/b / BVMPOGHMLTBA FOTOBOTO J1iKapCbKOro
nga 10 TabneTok B AKocTi, Bunyck | Cnonyy 3aco0y, BKIoYatouy NPOMKHWIA NPOAYKT,
6nicTepi; no 6 cepii: eHi LLIO 3aCTOCOBYETLCS NP BUPOBHULTBI
6nicTepiB y BepiHrep LWratn rOTOBOrO J1ikapCbKOro 3acoby (iHLWi 3MiHK)
KapTOHHIlA IHrenbxainmv AmepuK [ns posysaHHA 5 Mr/1000 Mr. BBeaeHHs
KopoobLi dapma 'v6X i " [BOX a/IbTEPHATUBHYX NaKyBaslbHUX
Ko. KT, marepianis gns npogykty bulk 13
HimeyuuHa; CIHO)KAPLI® , Tabnetku, BKpUTI
BVMPOGHMLTBO, nniBKOBOI 0O0/IOHKOIO, a came:
KOHTpO/b -THYYKi NO/TINPOMNINIEHOBI MiLLKW, BUCTENEHI
AKOCTI (3a nosieTUNeHoBMMU BKaAKaMM i3 TPbOX
BUHATKOM LapiB NosieTUIeHy HWU3bKOI LLifIbHOCTI,
Tecty LLIiNbHO 3aKpUTi CTAXKOW. Briaaka i3
«Mikpobionori nosieTUNeHy HU3bKOI LWiNbHOCTI € EANHOI0
YyHa YacTVHOI KOHTeHepa, AK1ii Hanpsmy
yncToTa®), KOHTaKTye 3 npoaykTom bulk.
nepBrHHe Ta -rHYYKi NONINPONi/IEHOBI MILLKKW, BUCTE/IEHI
BTOPVHHE BK/1afKamu, BUrOTOB/IEHNMY 3 TPbOX
nakyBaHHS, Lapis, a came: NoNieTUIEHY HU3bKOI
BMNYCK cepil: WinbHOCTI (LWapy, AKUiA KOHTaKTYye 3
BepiHrep NpoAYyKTOM), LLapy asTloMiHilo Ta
IHrenbxanmv nonietuneHtTepedTanary, LWisibHO 3aKpuTi
Xennac CuHrn CTSDKKO. Bknagka i3 nonietTnneHy HU3bKoi
Mem6ep C.A., LWiSIbHOCTi € €EAMHO0 YaCTUHO
Ipeuis; KOHTeliHepa, SKunii HanpsiMy KOHTakKTye 3
nepBrHHe Ta npogyktom bulk.
BTOPVHHE 3MmiHu | TUnYy - 3MiHK 3 SKoCTi. FoToBUIA
nakyBaHHs, nikapcbkuid 3aci6. (iHwi 3MiHK). Ans
KOHTPO/1b [03yBaHHA 5 Mr/1000 mr. BHECEHHS 3MiH

AKOCTI, BUMYCK

00 p.3.2.P.5 KoHTposb /13, a came 3amiHa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepii:
MATEOH
®PAHUIA,
PpaHLis;
BMPOGHMLTBO
TabneTok "in
bulk" Ta
KOHTPO/b
AKOCTI:
MateoH
MyepTo Puko.
IHK.,
CnonyyeHi
Wtatn
Amepuku;
KOHTPO/b
AKocTi (3a
BUHATKOM
Tecty
"Mikpobionoriy
Ha unctoTa'):
AeHp Em
LWTABTECT
Na6op cyp
AHaNITUK yHA
Crabinitatcnp
ypyHr MM6X,
HimeuuunHa;
KOHTPO/b
SAKOCTi Npu
LOCNIMKEHHI
CTabiNIbHOCTI
(3a BUHATKOM
Tecty
"Mikpobionoriy
Ha unctoTa'):
EBpodpiHc
®ACT M'™m6X,
HimeuuunHa,;
anbTepHaTUBH
a naboparopis
NS KOHTPOI0
Tecty
"Mikpobionoriy
Ha unuctoTa'™
CIC Inctutyt

nokymeHTy q00248416-01 Ha fOKYMEHT
00248416-02, skuii NOMWIKOBO ByB
nponyLueHuii B MaTepianax focbe nig yac
npoLeypy BHECEHHS 3MiHU
EMEA/H/C/003770/I1B/0066/G.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
dpeseHiyc
m6X,
HimeuunHa,
Na6op JIC CE
eHg Ko. KT,
HimeuuunHa,;
K oECIiEc
EIE, Mpeuis
273. | CNABIFENb- |Docusate [noky3aT |AO6AG10 | renb TOBAPUC YkpaiHa TOBAPUCTB Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 He UA/18696/01/01
3400POB'A sodium HaTpito peKTasIbHUA, TBO 3 03 mMarepianis: YTOYHEHHA cTaTtycy peyenma nions
0,12 r/10r, no OBMEXE OBMEXEHO peknamyBaHHs B Haka3i MO3 YkpaiHu 2ae
10 ry T1y6i- HOHO 10] Ne 155 Big 09.02.2026 B npoueci
KaHtoni; no 1 BIANOBIA BIANOBIAAN BHECEHHS 3MiH (3MiHu | Tuny -
abo 6 Ty6- ANbHICT bHICTHO AAMiHICTpaTUBHI 3MiHW. 3MiHa
KaHto/b y 10] «KOPMOPALY HaliMeHyBaHHS Ta/abo agpecu micus
Kopobui 3 «KOPIOP A NPOBaKEHHS AiNIbHOCTI
KapToHY AlIA «300POB'Ax» BMPOGHMKa/imnopTepa rotoBoro
«300P0OB nNiKapcbKoro 3acoby, BKIOYAUM Ai/TbHUL
"A» BMMYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SIKOCTI. (fisNbHICTb, 3a Ky
Bignosigae BUPOGHUK/iMNopTep,
BK/IO4AI0UM BUMYCK Cepili). 3MiHa
HaliMeHyBaHHSI BUPO6HMKA NMiKapCbKoro
3acoby 3 ToBapucTBa 3 06MEXEHO
BiANOBIAa/bHICTIO «PapmMaLeBTUyHa
KoMnaHis «3gopos’s» Ha TOBAPUCTBO
3 OBMEXXEHOO BIAMOBIAA/IBHICTHO
«KOPMOPALIA «3[00POB'A». Afpeca
BVMPOGHMYOI AiNbHUL Ta BCi BUPOOHMUI
onepawji 3a/MwaTbCa HE3MIHHUMK.
3MiHN BHECeHO B po3ain "BUpobHuK" B
HCTPYKLU,iO 4151 MeANYHOTO 3aCTOCYBaHHS
L0410 3MiHV Ha3BW BUPOOHMKA Ta SK
HacnifokK - y TEKCT MapKyBaHHS ynaKkoBKu/
nikapcbKoro 3acoby). Pegakuis B Hakasi -
nignsrae. BipHa pegakuis - He nignsarae.
274. | CNUPT ICamphor |[kamcopa [MO2AX10 | po3uvH Ans ToBapucT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 nionsia UA/7967/01/01
KAM®OPHUIA fa paueMiyH 30BHILIHBLOIO BO 3 "®ITOPAPM" MaTepianis: 3miHa 3asBHuka /13 (MIBIM) peyenma ae
a 3acTocyBaHHs, | 06MexeHo (BNacHuKa peecTpauiiHoro nocBig4YeHHs!)
cnupToBuii 10 10 (3rigHo Hakasy MO3 Big 23.07.2015 Ne
% no 40 mny Bignosiga 460): 3MiHN BHECEHO B iHCTPYKLitO ANs
dhnakoHax NbHICTIO MeAMYHOro 3aCTOCYBaHHSA /likapCbKoro
CKNsAHUX abo "®bapmaue 3acoby y po3ginm "3asBHuK" Ta
noniMepHUX BTUYHA "Micue3HaxompKeHHs 3aABHUKA".
KOMNaHis BBefeHHS 3MiH NPOTArom 6-Tu MicALiB
"Biona" nicns 3aTBepMkeHHs. 3MiHu | Tuny - 3MiHn
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

oo 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranbHeHUX AaHnx Npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3ara/ibHeHNX JaHnx npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BiANoOBifabHOI 3a 3A4iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifaibHOT 3a 3AiACHEHHS
thapmakoHarnagy (BKIo4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOB&XeHOT 0CObM 3as1BHUKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag. firova
pepaxuis: [imakosa NaHHa CTaHicnaBiBHa.
MponoHoBaHa pepakuisn: Masnosa Knis
CepriiBHa. 3MiHa KOHTAKTHMX AaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag B
YKpaiHi. 3mMiHa MicLle3Hax0MKeHHS
macTtep-thaiina cuctemu papmakoHarnsgy
Ta iloro Homepa.
3MiHa Micus 34jACHEHHS1 OCHOBHOT
LisnbHOCTI 3 chapmakoHarnagy. 3miHn |
MMy - 3MiHK LWOAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHun)
OHOB/IEHO TEKCT MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby. BeefeHHS 3MiH
NpoTArom 6-TM MicALIB micns
3aTBEPAXKEHHSA

275.

cnunePT .
KAM®OPHUN

ICamphor
a

kamdopa
pavuemiyH
a

MO02AX10

PO34KH Ann
30BHILLHLOIO
3acTocyBaHHS
10 %,
CNUpTOBMIA NO
40 mn abo no
100 mny
chnakoHax
CKNsAHUX abo
nonimepHnX
no 40 mn a6o
no 100 mny
doNakoHi

MpAT
dapmaues
TU4YHa
habpuka
"Biona"

YKpaina,
YKpaiHa,
YkpaiHa

MpAT
dapmaLesTuy
Ha thabpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3acib.
3MiHa y NepBUHHI ynakoBL,i rOTOBOro
nikapcbKoro 3acoby (Tvn KoHTeliHepa abo
[0AaBaHHA HOBOrO KOHTelHepa) - Teepai,
M'sIKi Ta HECTEPW/TbHI piaKi NiKapchbkKi
dhopmu. BBeaeHHs AoAaTKOBUX YNakoBOK,
6€3 3MiHN cknagy nakyBasibHOro
maTepiasy, a came: ®akoH CKAAHWA Tuny
®B-100-20 ykynopeHwuii npo6koto MA-2/M-
2 + kpuwka Tuny K-20 ; donakoH

6e3
peyenma

nionsie
ae

UA/8343/01/01




259

Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
CKNsiHOMY a60 nonimepHuii Tuny 6BMN-115
noniMmepHomy (nonieTnneHTepedTanar) yKynopeHumi
no 1 conakoHy HacagKoto (Tuny 28) Ta Kpuwwkor Kb-2. Ak
B nauuj 3 HacnifoK BHECEHHS BIANOBIAHMX 3MiH A0 M.
KapToHY «O6’em BMICTYy ynakoBku» Ta p.
«YnakoBka» MKH /13. 3miHV BHeCeHO B
po3gin "Ynakoska" B iHCTPYKLiO 4115
MeJMNYHOr0 3aCTOCYBaHHS y 3B'A3KY 3
BBE/eHHSIM [10AaTKOBOI YNakoBOK Ta sk
HacnifokK - 3aTBEPL)KEHHSI TEKCTY
MapKyBaHHS 4OAATKOBOT yNakoBKM
nikapcbKoro 3acoby. BeegeHHs 3MiH
NpoOTAroM 6-T1 MicALIB Micns
3aTBEPMKEHHSA. 3MiHN | TUny - 3MiHW WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). OHOBNEHO
TEKCT MapKyBaHHA NePBUHHOI Ta
BTOPVHHOT yNaKoBKM /ikapCbKoro 3acoby,
30Kpema BU/y4eHo iHdhopmalLlito,
3a3HayeHy pocCilicbKoo MOBOI. BBefeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.
276. | CNIPOHONA [Spironola [cnipoHona [CO3DA01 | TabneTku no CaHpo3 CnoBeHis Cantotac Himeuun BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/14227/01/01
KTOH ctone KTOH 50 wr, no 10 $apmach dapma 'M6X Ha mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
CAHAO3® TabneTok y toTikan3 6e3nekn/edeKTMBHOCTI Ta
6nicTepi; no 2, a.no. hapmakoHarnsgy. BeegeHHs abo 3miHu

abo no 3, abo
6 6nictepis B
KapTOHHIA
Kopobui

[0 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx nNpo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3MiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
hapmakoHarnsgy (BkI4arouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANoBiAanbHOI 3a hapmakoHarnsag. fitova
pepaxuis: Aasig MxoH Nesic / David John
Lewis. MponoHoBaHa pegakuis: Kotal
Mohamed Ali / Kotan Moxamepg, Ani. 3miHa
KOHTaKTHUX [laHWNX YMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 3A4iICHEHHSA
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
hapmakoHarnsgy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
3[iiCHEeHHs1 hapmakoHarnaay B Ykpaii.
[itoua pepakuin: Opnos B’auecnas
BikTopoBsuy. MNponoHoBaHa pegakuis:
TaHacoBa 3opsiHa MukonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ioro
Homepa
277. | CMNIPOHONMA |[Spironola [cnipoHona |[CO3DAO1 | TabneTkn no CaHpo3 CnoBeHis Cantortac Himeuun BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/14227/01/02
KTOH ctone KTOH 100 mr no 10 dapmacb dapma 'm6X Ha marepianis: 3miHu | Tuny - 3miHu WoJo | peyenmom
CAHAO3® TabneTtok y loTikan3 6e3nekn/edekTUBHOCTI Ta
6nicTepi; no 2, 4.4, hapmakoHarnsagy. BeegeHHs abo 3miHn

abo no 3, abo
6 6nicTepis B
KapTOHHIW
Kopobui

[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHYKA,
BiANoBiAaNbHOI 3a thapmakoHarnsag,. firova
pepakuis: Aasig OxoH flesic / David John
Lewis. MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan Moxameg Ani. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iAiCHEHHS
hapmakoHarnisgy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
3[iliCHEeHHs1 hapmakoHarnaay B YkpaiHi.
[itoua pegakuin: Opnos B’auecnas
BikTopoBuy. MNponoHoBaHa pegakuis:
TaHacoBa 3opsiHa MukonaisHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX AaHWX
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KOHTaKTHOI 0CObM 3as1BHUKA,
BignoBiga/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy B YkpaiHi. 3miHa micua
3[ilACHEHHSI OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa
278. | CYMINAP H Ramipril, |paminpun, [CO9BX03 | kancynu CaHpo3 CnoBeHis BUMYCK Cepiii: CnoBeHi BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/20220/01/02
amlodipin famnoauni TBepai 10 mr/5 Papmacb Nek s/ mMaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom
e and H (Y mr/25 mr no 10 1oTikan3 dapmaueBTuy | Monblua 6e3nekn/edeKTUBHOCTI Ta
hydrochlo |hopmi Kancyn o.n. Ha KoMnaHis thapmakoHarnagy. BeefeHHs abo 3miHu
rothiazide [amnoguni TBEPAUX Y a.a., [0 y3arasilbHeHVX faHux Npo cuctemy
HY 6nicTepi; no 3 CnoBeHis; in hapmakoHarnsgy (BBefeHHs
becunary) 6nictepu abo bulk y3araJslbHeHUX AaHux npo cuctemy
, rigpoxs1o 10 6nicTepiB y BUPOBHMLTBO, hapmakoHarniagy, 3MiHa yrnoBHOBaXXeHOT
poTiasng KapTOHHIA nepBuHHe Ta 0ocobw, BignoBiganbHOI 3a 34iACHEHHS
Kopooui BTOPVHHE thapMakoHarnagy; KOHTakTHoOi ocobu 3
naxyBaHHs: hapmakoHarnsgy 3asBHuka ans
Apaven 3[iiCHeHHs dhapmakoHarnagy B YKpaiHi,
dapma C.A,, AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
MonbLa; ocobu, BignoBigasibHOI 3a 34iICHEHHS
nepBuHHe Ta dhapmakoHarnsgy (BKIHoUaun KOHTaKTHI
BTOPVHHE [AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
nakyBaHHs, tharina cuctemmn thapmakoHarnsgy). 3miHa
KOHTPO/b/BUN YMNOBHOBaXXEHOT 0COOM 3asBHMKA,
pobyBaHHS Bi4NoBiAaIbHOI 3a hapMakoHarnsg.
cepii: Ajamef, [itoua pegakuis: fasig [xoH Jlesic / David
dapma C.A., John Lewis. MponoHoBaHa pefakuis:
MonbLua Kotan Moxamep, Ani. 3MiHa KOHTaKTHUX

AaHnX yrnoBHOBaXXEHOT 0co6MU,
BignoBiga/bHOI 3a 34jACHEHHS!
hapmakoHarnagy. 3miHa KOHTakTHOT
0cobu 3asBHMKa, BiANOBIAA/IbLHOT 38
3[iiCHeHHSs dhapmakoHarnsgy B YKpaii.
[itova pegaxkuisn: Opnos B’avecnas
BikTopoBwuy. MponoHoBaHa pefakuis:
TaHacoBa 3opsiHa MukonaiBHa. 3MiHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0cobu
3asBHWVKa, BiANOBIAAIbHOI 38 34iACHEHHSA
hapmakoHarnsgy B Ykpaii.
3MiHa MicLA 34iiCHEHHA OCHOBHOT
AisnbHOCTI 3 dhapmakoHarniagy. 3miHa
MiCLLe3HaxoMKeHHsT macTep-gainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
279. | CYNPAH Desfluran |gecconyp [NO1ABO7 | napw gns Bakctep Benbris BMPOGHUK CLUA/ BHECEHHSA 3MiH 10 peecTpavLiiHnxX 3a UA/20928/01/01
e aH iHranauin, C.A. njtoyoi Benbris marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
pignHa 100 %; peyoBUHM Ta 6e3nekn/edeKTUBHOCTI Ta
no 240 mn B MPOMiXXHOrO/H thapmakoHarnsgy. BeegeHHs abo 3miHn
a/IloOMiHIEBOMY epo3chacosaH [0 y3araslbHEeHNX AaHnx Npo cuctemy
hNaKoHi, Oro NPoaykKTy, thapmakoHarnagy (BBefeHHs
BKpUTOMY BVMPOGHMLTBO, y3araslbHeHVX gaHnx npo cuctemy
3cepeaviHn nepBuHHe thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
3aXMCHUM nakyBaHHs Ta ocobu, BigNoBiAabHOI 3a 34iACHEHHS
Nakom Ha BMNPOGYBaHHSA thapmakoHarnsgy; KOHTakTHoOT ocoobu 3
OCHOBI KOHTPO/0 thapmakoHarnsgy 3asBHuka gns
enokcudeHon AKOCTI 3[iiCHeHHs1 hapmakoHarnaay B YkpaiHi,
bHOI CMO/n, roToBOro AKLLIO BOHA BigMiHHa Bif] yNOBHOBaXKEHOT
o nikapcbKoro 0cobw, BignoBiganbHOI 3a 34iACHEHHS
3aKpuBaETbCA 3acoby: hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
3a [10Nnomoror bBakctep [AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
BOY[0BaHOro Xenckea thaiina cuctemu chapmakoHarnsgy). 3miHa
06THCKHOrO KopnopeiiLuH, KOHTaKTHOI 0CO6M 3asBHUKA,
knanaxa (ans CLUA; BiANOBIAa/IbHOI 3a hapmakoHarnsag B
BUKOPUCTaHHA MapKyBaHHA, YkpaiHi.
3 BUNAPHUKOM) BTOPVHHE [itova pepakuisn: bpacnascbka Hagis
Ta KoBrayka 3 naxkyBaHHs, IBaHiBHa. ponoHoBaHa pefakuis:
nonietTuneny BMMYCK cepil BanauaH laHHa IropiBHa. 3miHa
HU3bKOT Ta KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
LLiIbHOCTI BMNPOGYBaHHSA 3a8BHVKa, BiANOBIAaIbHOI 3a
(LDPE), no 6 KOHTPO/H0 hapmakoHarnsg B Ykpaii.
hNakoHiB y AKOCTI cepil:
KapTOHHiiA Bakctep C.A,,
Kopobui Benbris
280. | CYNPACTUH |[Chloropyr [xnoponipa [ROBACO03 | TabneTku no 3AT YropwuHa 3AT Yropwm BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 He UA/9251/01/01
® amine MiH 25 wr, no 10 Papmaves PapmaneBTny Ha marepianis: 3miHu | Tuny - 3miHW 3 AKOCTi. | peyenmom | nidnse
Tabnetok y TUYHWI HWi1 3aBOf [oTOBWIA Nikapcbkunii 3aci6. CTabiNbHICTb. ae
6nictepi; no 2 3aBof, ErC 3MiHa y TepMiHax npuaarHocTi abo
6nictepu B Eric yMoBax 36epiraHHsi roTOBOrO MiKapCbKoro
KapTOHHIA 3ac06y (3MeHLUeHHS TePMiHY NPUAATHOCTI
Kopooui roTOBOrO JIiKapCbKOro 3acoby) - Ans

TOProBOi yNakoBKW. 3MEHLUEHHS TEPMIHY
npugatHocTi [N3. [itoya pegakuis: TepmiH
npugartHocTi. 5 pokis. MNponoHoBaHa
pefakuis:

TepmiH NpugaTHOCTI. 3 pokn. 3MiHK
BHECEHO B po3Ain "TepMiH npuaaTHoCTi" B
IHCTPYKL,i10 ANS MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
281. | TABANA®IN Tadalafl aganadi [GO4BEO8 | Tabnetku, Akkopg, Monbwa BTOPUHHE Benuka BHECEHHSA 3MiH 10 peecTpavLiiHnxX 3a UA/19557/01/01
FEHEAM In BKpUTI Xenckea nakyBaHHs: BpuTtaHi marepianis: 3miHu | Tuny - 3miHK Woao | peyenmom
NNiBKOBOKO Moncka AKKOP[, al 6e3nekn/edeKTUBHOCTI Ta
060/10HKOIO, Cn. 3.0.0. XEJICKEA ITanis/ thapmakoHarnagy. BHeceHHs abo 3miHa(u)
no 20 mr; no 2 NIMITEAL, IHgis/ [0 3000B'A3aHb Ta yMOB BMAadi
TabneTkn y Benvika Yropwy | peecTpauiiiHoro nocBifAYeHHs, BKIOYatoUn
6nicTepi; no 1 BpuTtaHis; Ha/ MnaH ynpasniHHA pu3vkamn (iHLWi 3MiHu)
6nictepy y KOHTpPO/1b Manbta/ 3aABHMKOM HaJaHO OHOBMeHWi MNnaH
naJui; no 4 AKOCTI: Monbwa ynpasiHHA pusmkamu Bepcis 4.0 3MiHu
Tabnetkn y ACTPOH BHECEHO [0 YacCTuH: | «3arasibHa
6nicTepi; no 1 PECbOPY iHchbopmavisy» Il «Cneyndikauis 3
a6o 2 NIMITEAL, 6e3nekn» Mogynb CVIII «Pestome
6nicTepu B Benvka npo6nem 6e3nekn» Il «MnaH 3
nauuj BpuTaHis; thapmakoHarnagy»,V «3axogu 3
KOHTPONb MiHimi3aLii pusmnkiB», VI «Pe3tome nnaHy
AKOCTI: ynpaBiHHA pusnkamm» VIl «dogatkus (7
BeccniHr Ta 8) y 3B’'A3Ky 3 OHOB/IEHHSIM
XaHrepi K., crneundikavii 3 6e3neku Ailoyoi pe4oBUHU
YropLmHa; Taganadin, BignoBigHO A0 aKTyabHOI
BTOPUHHE pedhepeHTHOT iHdhopMaLlii, @ Takox y
nakyBaHHs: 3B'A3KY i3 3MiHOIO hopmarty, BignosigHoO A0
LiEAYENb sumor Evaluation Guidance on the format
CENNAN of the risk management plan (RMP) in the
UEWIH (ITanis) EU - in integrated format. 31 October
CIA, ITanis; 2018 EMA/164014/2018 Rev.2.0.1
BMPOGHMLTBO accompanying GVP Module V Rev.2
nikapcbKoro Human Medicines).
3acoby, Pestome MnaHy ynpasniHHA pusukamm
nepBuHHe Ta Bepcis 4.0 fogaeTbes
BTOPWHHE
nakyBaHHSl,
KOHTPO/b
AKOCTI cepil,
eKcnopT Ha
OiNbHMLI0
BUNYCKY cepii:
IHTac
dapmacbioTika
nc Nimites,
IHais;
KOHTPO/b
AKOCTI:
SAPMABAI,
nra.

Mikpo6ionoriy

Ha
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

nab6opartopis,
YropwuHa;
KOHTpPO/1b
AKOCTI:
Papmagokc
Xenckea J1T4,,
ManbTa;
BignosiganbH
niA 3a BUMYCK
cepii: Akkopg,
Xernckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
Monblua

282.

TASIMEH 2.25

Piperacilli
n and
beta-
lactamase
inhibitor

ninepauy
niH

HaTpito

Ta
TasobakTa
M HaTpito

JO1CRO5

NOPOLLIOK ANSA
pO34nHy Ans
iHdpy3iid, no 2
r/0,25r; no 2
r/0,25ry
hnakoHax; no
1 chnakoHy 3
MOPOLLKOM B
KapTOHHIlA
Kopobu,i

M.BIOTEK
NIMITELA

Benuka
BputaHis

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKOCTi Ta
BMNYCK cepil:
Kynep
dapmacbioTika
n3 C.A,
Ipeuis;
BUPOBHUK
NPOMKHOro
NPOAYKTY
nikapcbKoro
3acoby -
CTEPULHOI
cymiLi
ninepaunniny
HaTpilo Ta
Tazobaktamy
HaTpito
(cTepunbHwia
bulk):
LaHAoHT
AHKCIH
dapmacbioTika
n Ko., Nta,
Kvtaii

Ipeuis/
Kutaii

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHun). 3MiHun
BHECEHO Y TEKCT MapKyBaHHS1 BTOPUHHOT
ynakosku n.17. IHLWE.

3a
peyerimom

UA/19110/01/01

283.

TASIMEH 4.5

Piperacilli

n and

ninepawu

1IH

JO1CRO5

MOPOLLIOK AN
pO3uuHy Ansi

M.BIOTEK
NIMITES,

Benvka
BputaHis

BUPOGHMLTBO,
nepBuHHe Ta

Ipeuis/
Kutai

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3mMiHu Wwoao

3a
peyenmom

UA/19110/01/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
beta- HaTpito iHdpy3iiA, no 4 BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta
lactamase [ta r/0,5r; 4 /0,5 nakyBaHHs, hapmakoHarnagy (iHwi 3mMiHu). 3MiHKn
inhibitor Taszobakta ry donakoHax; KOHTPONb BHECEHO Y TEKCT MapKyBaHHSA BTOPUHHOT
M HaTpito no 1 chnakoHy AKOCTI Ta ynakosku n.17. IHLWE.
3 MOPOLLKOM B BVNYCK Cepil:
KapTOHHIlA Kynep
KopoobLi dapmacbioTika
n3C.A,
Ipeuis;
BMPOGHUK
NPOMKHOro
npoAyKTy
nikapcbkoro
3acoby -
CTEPUNLHOI
cymiLi
ninepaunniy
Hartpito Ta
TazobakTtamy
HaTpito
(cTepunbHwia
bulk):
LaHaoHr
AHKCIH
dapmacbioTika
n Ko., Nitg,
Kvtaii
284. | TAUTEPOH® |Levofloxa [neBodhnok | TabneTku, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 peecTpauiiHnx - UA/19805/01/01
cin cauyH BKpUTI «TNEQPA XENTXKEP marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
060/10HKOI0, PM NTO» NBT NTA4 [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
no 500 mr in 3MiHa y TepMiHax npuaaTHocTi abo
bulk: no 5 a6o ymoBax 36epiraHHs roTOBOr0 /iKapCbKOro
10 TabneTok y 3aco06y (36iNbLUEHHA TEPMiHY NPUAATHOCTI
6nictepi; no roTOBOrO JliKapCbKOro 3acoby) - A5
150 6nicTepis TOProBoi ynakoBky (NigTBEPMAXYETbCA
Y KapTOHHii OaHUMU peasibHOro yacy) - 36i/bLUEeHHs
Kopobu,i TEepMiHy NpuAaTHOCTI TOTOBOro
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pesynbTaTiB [OBrOCTPOKOBMX AOCIKEHb
CTabiNbHOCTI y peasibHOMY Yaci:
3arBepmkeHo: TepmiH npugaTHoCTi 3
poKu.
3anponoHoBaHo: TepMiH npugaTHocTi 4
poku. BBeaeHHS 3MiH NpoTArom 6-tu
MicALiB Nic/1a 3aTBEPAXKEHHS.
285. | TAUTEPOH® |Levofloxa [neBodpsiok | TabneTku, TOB YKpaiHa KYCYM IHais BHECEHHS 3MiH 40 peecTpaLiiHnx - UA/19805/01/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
cin caLH BKPUTI «NIEA®PA XENTXKEP marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
0060/10HKOO, PM NTO» NBT NTL4 [oTOBWIA Nikapcbkumii 3aci6. CTabiNbHICTb.
no 750 Mrin 3MiHa y TepMiHax npuaarHocTi abo
bulk: no 5 a6o yMmoBax 36epiraHHsi roTOBOro NikapCbKoro
10 TabneTok y 3ac00y (36i1bLIEeHHS TeEPMiHY NPUAATHOCTI
6nictepi; no roTOBOrO JliKapCbKoro 3acoby) - Ans
120 6nicTepis TOProBoi ynakoBKu (NigTBEPMAXYETbCA
Y KapTOHHii [aHVMK peasibHOro Yacy) - 36i1bLIeHHs
Kopobu,i TepMiHy nNpuaaTHOCTi roTOBOro
nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTie [OBrOCTPOKOBMX AOC/IKEHD
CTabiNbHOCTI Yy peasibHOMY Yaci:
3arBepmkeHo: TepmiH npugaTHoOCTi 3
pOKWN.
3anponoHoBaHo: TepMiH npuaaTHocTi 4
poku. BBefeHHs 3MiH NpoTsArom 6-Tu
MicsILiB Nic/1s 3aTBepAKEHHS.
286. | TAUIFTEPOH® |Levofloxa |nesochnok JOIMA12 | Tabnetku, TOB YkpaiHa BUPOGHMLTBO, IHais/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/9539/02/01
cin caLuH BKPUTI «NIEAPA nepBuHHE Ykpaina marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTi. | peyenmom | nidnse
060/10HKOI0, PM NTA» nakyBaHHs, [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. ae
no 500 mr, no BTOPVHHE 3MiHa y TepMiHax npuaartHocTi abo
5a6o 10 nakyBaHHs, yMoBax 36epiraHHsi roTOBOrO MikapCbKoro
Tabnetok y KOHTpO/b 3ac00y (36inbLIeHHs TePMiHY NpUAATHOCTI
6nictepi; no 1 AKOCTI, BUNYCK roTOBOrO JIiKapCbKOro 3acoby) - Ans
6nictepy y cepii TOProBoi ynakoBKu (NigTBEPAXYETbCA
KapTOHHIA abo [aHVMK peasibHOro vacy) - 36i1bLIeHHS
Kopooui BUPOBHULTBO TEepMiHy nNpuaaTHOCTi roTOBOro
NPOAYKUIT in nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHNX
bulk: pe3ynbTaTiB AOBrOCTPOKOBUX AOC/iHKEHD
KYCYM CTabinbHOCTI y peasibHOMY Yaci:
XENTXKEP 3aTBepmkeHo: TepmiH npugartHocTi 3
NnBT ATA, POKU.
IHais; 3anponoHoBaHo: TepMiH npuaaTHocTi 4
POKN. 3MiHM BHECEHO [0 IHCTPYKLiT An1s
BTOPWHHE MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
nakyBaHHs, 3acoby y po3gin "TepmiH npugartHocTi”.
KOHTPO/b BBefeHHs 3MiH NpoTArom 6-Tn Micauis
AKOCTI, BUMYCK nicns 3aTBepMkeHHs. 3MiHu | Tuny - 3MiHn
cepii 3 oo 6e3snekun/edpekTMBHOCTI Ta
npoaykuii in hapmakoHarnsagy. 3mMiHu y KopoTkili
bulk: XapaKkTepucTuLi nikapcbkoro 3acoby,
TOB TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
«NMEOPAPM Me[MYHOro 3acTocyBaHHA
NT0», reHepuyHuX/ribpnaHnx/6ionodibHNx
Ykpaina nNiKapcbknx 3acobiB Nicss BHECEHHA Tiel

camoi 3MiH1 Ha ped)epeHTHWIA npenapar
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Ne Hassa MixHapo | Hassa ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
(3MiHa He noTpebye HagaHHA XOAHNX
HOBMX A0AATKOBUX AaHWX) - 3MiHU
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby y
po3ginu "OcobamBOCTi 3acTOCyBaHHS",
"Mo6ivHI peakuii™ 3rigHo 3 iHhopmaLieto
{040 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOrO /ikapCcbkoro 3acoby
(Tavanic 500 mg, 750 mg film-coated
tablets). BBefeHHsi 3MiH NpoTAroM 6-u
MicsILiB Nic/1s 3aTBepAKEHHS.
287. | TAUIFTEPOH® |Levofloxa |neBodhnok Tabnetku, TOB YkpaiHa BUPOGHULTBO, IHais/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/9539/02/02
cin caLuH BKPUTI «NIEA®PA nepBrHHE Ykpaina marepianis: 3miHu | Tuny - 3miHW 3 AKOCTi. | peyenmom | nidnse
060/10HKOI0, PM NTA» nakyBaHHs, [oTOBWIA Nikapcbkumii 3aci6. CTabiNbHICTb. ae
no 750 mr, no BTOPVHHE 3MiHa y TepMiHax npuaarHocTi abo
5a6o 10 nakyBaHHs, yMoBax 36epiraHHsi roTOBOrO MiKapCbKoro
Tabnetok y KOHTpO/b 3ac00y (36inbLIeHHs TePMiHY NPUAATHOCTI
6nictepi; no 1 AKOCTI, BUNYCK roTOBOrO JIiKapCbKOro 3acoby) - Ans
6nictepy y cepii TOProBoi ynakoBKu (NigTBEPAXYETbCA
KapTOHHIiA abo [aHVMK peasibHOro yacy) - 36i1bLeHHs
Kopobui BUPOBHULTBO TEepMiHy nNpuaaTHOCTi roTOBOro
NPOAYKUIT in nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHNX
bulk: pe3ynbTaTiB AOBrOCTPOKOBUX AOC/iHKEHD
KYCYM CTabiNbHOCTI y peasibHOMY Yaci:
XENTXKEP 3aTtBepmkeHo: TepmiH npugartHocTi 3
NnBT ATA, POKU.
IHais; 3anponoHoBaHo: TepMiH npugaTHocTi 4
POKN. 3MiHM BHECEHO [0 IHCTPYKLUiT 415
BTOPWHHE MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
nakyBaHHs, 3acoby y po3gin "TepmiH npugartHocTi”.
KOHTPO/b BBefeHHs 3MiH NpoTArom 6-Tn Micauis
AKOCTI, BUMYCK nicns s3aTBepMkeHHs. 3MiHu | Tuny - 3MiHn
cepii 3 oo 6e3snekun/edpekTMBHOCTI Ta
npoaykuii in hapmakoHarnsagy. 3mMiHu y KopoTkili
bulk: XapakTepucTuLi Nnikapcbkoro 3acoby,
TOB TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
«NMEOPAPM Me[MYHOro 3acTocyBaHHA
NT0», reHepuyHuX/ribpuaHnx/G6ionodibHNx
Ykpaina nNiKapcbknx 3acobiB Nicss BHECEHHA Tiel

camoi 3MiHN Ha pedepeHTHWI npenapar
(3miHa He NOTpebye HagaHHs XOAHNX
HOBUX A0AATKOBUX AaHuX) - 3MiHU
BHECEHO A0 IHCTPYKLi 415 MeAUyYHOro
3aCTOCYyBaHHS /ikapcbKkoro 3acoby y
po3ainu "Oco6/MBOCTI 3aCTOCYBaHHS",

"Mo6iyHi peakuii" 3rigHoO 3 iHopmaLieo
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
{040 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOrO /ikapCbkoro 3acoby
(Tavanic 500 mg, 750 mg film-coated
tablets). BBeeHHsi 3MiH NpoTAroM 6-u
MicsILiB Nic/1s 3aTBepAKEHHS.
288. | TAHTYM Benzyda |6eH3ngam |AO1ADO2 | cnipeit ans AsieHpe ITanis AsieHpe Kimike ITania BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 niosnse UA/3920/02/01
BEPAE® mine iHy poToBoi Kimike PiyHite Martepianis: 3miHu | TMNy - 3MiHK WoA0 peyenma ae
rigpoxnop MOPOXHUHU, PiyHiTe AHXeniHi 6e3nekn/edeKTUBHOCTI Ta
ng, 1,5 mr/mn no AHXeNiHi $paHyecko hapmakoHarnsgy. 3miHa y KopoTkili
30mny PpaHueck AK.P.AO®. XapakTepucTuLi Nikapcbkoro 3acoby,
chnakoHi 3 o] C.n.A. TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
Hebynaiizepo AK.P.AD. MeaUYHOro 3acTocyBaHHA Ha nigcTasi
M; no 1 C.n.A. perynisipHoO OHOBJIHOBAHOrO 3BiTY 3 6e3nekn
chnakoHy y nikapcbKoro 3acoby, abo focnimxeHb 3
KapTOHHIlA 6e3nekun 3aCToCyBaHHA NiKapcbkoro
KopobLim 3acoby B nicnsipeecTpauinHuii nepiog, abo
AK pe3ynbTaTt OUiHK/ 3BIiTy 3 AOC/iIKEHb,
npoBeAeHVX BigNoBigHO 40 NaHy
negiatpnyHux gocnigpkenns (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO B IHCTPyKLito Ans
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby [0 po3ainy "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
oo 6e3neku 3acToCyBaHHs Aitouoi
pEeyYOoBUHM BiANOBIAHO A0 pEKOMEHAaLil
PRAC. BBefieHHs 3MiH NpOTArom 6-Tn
MicALIB MiC/1A 3aTBEpMXEHHS. 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHun). 3MiHun
BHECEHO B |HCTPYKUil0 AN MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3giny "Mo6iyHi peakyii” woao
3BiTyBaHHA Npo Mo6iYHi peakw;i.
BBefieHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepmkeHHs
289. | TAHTYM Benzyda [6eH3ngam [RO2AX03 | nbogsiHWKYM 3 AsieHge ITania BignosiganbH LLBelina BHECEHHS 3MiH 10 peecTpavuiliHnX 6e3 nionsie UA/3920/03/01
BEPOE® mine iHy M'ATHUM Kimike uii 3a pisi/ mMartepianis: 3miHu | TMny - 3MiHK LWOA0 peuenma ae
rigpoxnop cMakom no 3 PiyHite BMPOBHULTBO dpaHuis 6e3nekn/epeKTBHOCTI Ta
ng, Mmr; no 10 AHXenNiHi Hepo3ghacosa [ Itanisa hapmakoHarnsgy. 3miHa y KopoTkili
NbOASHVIKIB Y PpaHuyeck HOI NpoAYyKLUiT, XapakTepucTuL Nikapcbkoro 3acooby,
CTiKy; no 2 abo o] nepBuHHe Ta TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
3 cTikv B AKP.AO®. BTOPVHHE MeAMYHOro 3acTocyBaHHA Ha nigcTasi
KapTOHHIiA C.n.A. nakyBaHHS: perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nadui; no 10 Al AT, NiKapcbKoro 3acoby, abo gocnigpkeHb 3
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
NbOASAHUKIB Y LBeliuapis 6e3nekn 3acTocyBaHHs /iKapCbKOro
6nicTepi; no 2 BignosigasnbH 3acoby B micrsipeecTpaviiiHvin nepiog, abo
a6o 3 niA 3a NOBHUI AK pe3ynbTar OLiHKW 3BIiTY 3 AOCNIIKEHD,
6nictepu B LMKA: npoBefeHnX Bi4NOBIAHO 40 NaHy
KapTOHHI MN'EP PABEP neajatpnyHux gocnigpkeHs (PIP) (3MiHy
nauui MEAIKAMAH Y3rofXXeHo 3 KOMMEeTEHTHUM
MPOAKOKCBO YMNOBHOB&XEHNM OpraHom)
H, ®paHuisa 3MiHM BHECEHO B |HCTpyKUit0 Ans
BignosiganbH MeAMYHOro 3aCTOCYBaHHSA /liKkapCbKoro
nii 3a 3acoby [0 po3ainy "3acTocyBaHHA y
KOHTpPO/1b nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
AKOCTI Ta o0 6e3nekun 3acTocyBaHHA Aitoyoi
BMNYCK cepil: PeyoBMHM BiANOBIAHO A0 pekoMeHgauili
AsieHpe Kimike PRAC. BBeeHHSs 3MiH NpOTArom 6-Tn
PiyHiTe MicALiB nicns 3aTBepKeHHs. 3MiHu | Tuny
AHXENiHI - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta
®paHyecko thapmakoHarnagy (iHwi 3miH1) 3MiHu
AK.P.A®. BHECEHO B iIHCTPYKLjO 415 MeanyHoro
C.n.A., Itanis 3acTOCyBaHHS NikapCcbKoro 3acoby Ao
BignosiganbH po3gainy "Micue3HaxomKeHHs 3asBHMKA"
uii 3a (YTOUHeHHs agpecu 3asBHUKa) Ta K
nepBuHHe Ta HacnifokK - BifNOBIAHI 3MIHN B TEKCTI
BTOPWHHE MapKyBaHHS BTOPWHHOT yNakoBKu
nakyBaHHs: nikapcbKoro 3acoby. BeegeHHs 3MiH
MepP ®ABP NpoOTAroM 6-T1 MicALIB Micns
MEAIKAMAH 3aTBEPKEHHA
NPOAKOKCBLO
H, ®paHuis
290. | TAHTYM Benzyda [6eH3ngam |GO2CCO3 | rpaHynu gns AsieHge ITanis AsieHpe Kimike ITanis BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 nionse UA/4012/01/01
PO3A® mine iHy BariHasbHOro Kimike PiyHiTe mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenma ae
rigpoxnop pO34uMHy Nno PiyHite AHXeniHi 6e3nekn/edeKTMBHOCTI Ta
na 500 wmr no 10 AHXeniHi ®paHyecko hapmakoHarnsgy. 3miHa y KopoTkili
cawe B ®paHyeck AK.P.AD. XapakTepucTuL Nikapcbkoro 3acoby,
KapTOHHIW o- C.n.A. TEKCTi MapKyBaHHS Ta iHCTpyKLi A1s
Kopobui A.K.P.A®. MeZMYHOro 3acToCyBaHHs Ha MigcTasi
C.n.A. perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA /liKapCbKoro
3acoby B nic/isipeecTpaviiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOCNIIKEHb,
npoBefeHnX BiANOBIAHO 40 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm)
3MiHV BHECEeHO B IHCTpyKUito Ans
Me[IM4HOr0 3aCTOCYBaHHS NTiKapCbKOro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3acoby [0 po3ainy "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
oo 6e3neky 3acToCyBaHHs Aitouoi
PeyoBMHM BiANOBIAHO A0 pekoMeHgauili
PRAC. BBeeHHSs 3MiH NpOTArom 6-T1
MicALiB nicns 3aTBepKeHHs. 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHu). 3MiHKn
BHECEeHO B [HCTPyKLUil0 AN MeANYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
po3giny "MobiuHi peakuii" woao
3BiTyBaHHSA NPo No6iYHI peakwii. BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA
291. | TAHTYM Benzyda [6eH3ngam [GO2CCO03 | po3uumH AsieHpe ITanis AsieHpe Kimike ITania BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 niosnse UA/4012/02/01
PO3A® mine iHy BariHasIbHWiA Kimike PiyHiTe marepianis: 3miHu | Tuny - 3mMiHn Woao peyenma ae
rigpoxnop 0,1%; no 140 PiyHiTe AHXeniHi 6e3nekn/edeKTUBHOCTI Ta
ng, My prakoHi AHXeNiHi ®paHyecko hapmakoHarnsgy. 3miHa y KopoTkili
ocHalleHomy PpaHueck AK.P.AO®. XapakTepucTuLi Nikapcbkoro 3acoby,
KaHloneto 3 o C.n.A. TEKCTi MapKyBaHHS Ta iHCTpYKLii ans
KpuWLLEYKOIO AKP.AD. MeAUYHOro 3acTocyBaHHA Ha nigcTasi
[ONA 3aKpUTTS; C.n.A. perynspHO OHOB/IIOBAHOIO 3BIiTYy 3 6e3neku
no 5 dpnakoHis nikapcbKkoro 3acoby, abo focnimxeHb 3
Y KapTOHHii 6e3nekun 3aCTocyBaHHA NiKapcbkoro
Kopobu,i 3acoby B nicnsipeecTpayinHuii nepiog, abo
AK pe3ynbTaTt OUiHK/ 3BIiTy 3 AOC/iIKEHb,
npoBeAeHVX BigNoBigHO 40 NaHy
negiatpnyHux gocnigpkenns (PIP) (3MiHy
Y3TO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHN BHECEHO B |HCTPYKLi0 Ans
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby [0 po3ainy "3actocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
oo 6e3neku 3acToCyBaHHs Aitouoi
pEeyYOoBUHM BiANOBIAHO A0 pEKOMEHAaLil
PRAC. BBefeHHs 3MiH NpOTArom 6-Tn
MicsILiB nic/1s 3aTBepAKEHHS.
292. | TEMO30J/IOM [Temozolo emo3o0s0 [LO1AX03 Kancynm Akkopg, IcnaHis Bupo6bHMLTBO IHais/ BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/19158/01/01
14, AKKOPA, mide Mig, TBEpai, no 20 Xenckea nikapcbKoro Benuvka marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. | peyenmom
mr; no 1 C.JY. 3acoby, BpuTtaHi [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
Kancyniy nepBrHHE Ta a/ BUPOGHMUTBI. 3MiHU y npoLeci
cawe, no 5 BTOPUHHE ITanis/ BMPOGHMLTBA FOTOBOIO NiKapCbKoro
caule y nauui nakyBaHHsl, Monblya | 3acoby, BKIOYAKUN NPOMDKHUIA MPOAYKT,
KOHTPONb / L0 3aCTOCOBYETLCA NPV BUPOOHMLTBI
SIKOCTI cepil: ManbTta/ roTOBOrO MiKapCbKoro 3acoby (HesHayHa




271

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

IHTAC
®APMACBIOT
IKAN3
NIMITEA,
IHais;
Bupo6bHMLTBO
nikapcbKkoro
3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b
AKOCTI cepii:
IHTac
dapmacbioTika
n3 Nivitepq,
IHAis;
Jopatkosa
AiNbHUUA 3
BTOPWHHOTO
nakyBaHHS:
AKKOP/,
XENCKEA
NIMITEA,
Benvka
BpuTaHis;
Jopatkosa
AiNbHUUA 3
BTOPWHHOTO
nakyBaHHS:
adn cAnnl
UEWH (ITanis)
CNA, Itanis;
[opaTkoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS:
AKKOP[-
OKEW
NIMITEA,
Benvka
BpuTaHis;
[opaTkoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHs:

YropLuu

3MiHa y npoueci BUpOOHWLTBA) - BHECEHHS
He3HauyHMX 3MiH y npoLiec BUpPobHMLTBa
nikapcbkoro 3acoby, a came: 3MiHW 0
cTagii NpocitoBaHHSA Aito4oi peyoBUHU
pa3oM i3 1aKTo301 6e3BOAHOI Ta HaTpIto
KPOXManbr/1iKONSATOM.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

CwuHonTtus
IHpacTpian
Cn.30.0,
MonbLua;
KoHTposib
AKocTi: Micom
Nab6ce N1a.,
ManbTa;
KoHTposib
AKOCTI:
Papmagokc
Xenckea JIT4,,
ManbTa;
KoHTposib
AKOCTI:
€BpodiHc
AHnaniTikan
Cepsices
XaHrepi K.,
YropuuHa;
KoHTposib
AKOCTI:
NABAHANIBIC
C.P.N, Itanis;
KoHTposnb
AKOCTI:
®APMABANIA
nra.
Mikpob6ionoriy
Ha
NabopaTopis,
YropuuHa;
BignosiganbH
niA 3a BUNYCK
cepii: AkkopZ
Xernckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
MonbLua

293.

TEMO30/10M
14 AKKOP,

ITemozolo
mide

TeMo30/10
Mif,

LO1AXO03

Kancyu
TBepAi, no 100
Mmr; no 1
Kancyniy
calle, no 5
calle y navuj

Akkopfa,
Xenckea
C.JLY.

IcnaHis

Brpo6HMLTBO
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsl,

IHgis/
Benvka
BpuTtaHi

a/
ITanis/
MNonblua

BHECEHHS 3MiH 10 peecTpaviliHnX

mMartepianis: 3MiHu | TMNY - 3MiHKU 3 AKOCTI.

[oTOoBWI NikapcbKnii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO J1iKapPCbKOro
3ac06y, BK1HOYAKUM NPOMDKHUIA NPOAYKT,

3a
peyenmom

UA/19158/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KOHTPO/b
AKOCTI cepii:
IHTAC
®APMACBIOT
IKAN3
NIMITEA,
IHais;
Brpo6HMLTBO
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKOCTI cepil:
IHTac
dapmacbioTika
n3 Nimitepn,
IHAis;
Jopartkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
AKKOP[,
XEJNICKEA
NIMITEA,
Benvka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
adn cAnni
UEWH (ITanis)
CIMA, ITanis;
Jopatkosa
AiNbHUUA 3
BTOPWHHOTO
nakyBaHHS:
AKKOP[-
FOKEM

NIMITEA,
Benvka
BpuTaHis;
Jopatkosa
AiNbHUUA 3

/
ManbTa/
YropLum

Ha

LLIO 3aCTOCOBYETLCSA NPU BUPOBHULTBI
rOTOBOrO JliKapcbKoro 3acoby (HesHauyHa
3MiHa y npoLeci BUpO6HULTBA) - BHECEHHS
He3HayHWX 3MiH y nMpouec BUPO6GHMLTBA
nikapcbKoro 3acoby, a came: 3MiHW Ao
cTagji NpocitoBaHHA Ajito40i pevyoBUHU
pas3om i3 1aKkTo301 6e3BOAHO0 Ta HaTpiIlo
KPOXMaJIbI/TiIKONSATOM.
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n/n

Hassa
JliKapcbK0O20
3acoby

OHa

mosaHa
Has3sa*

MixHapo

HernameH

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BTOPUHHOIO
nakyBaHHs:
CuHonTtus
IHpacTpian
Cn. 3 0.0,

MonbLua;
KoHTposb
[aKocTi: Micom
Na6e Nra.,
ManbTa;
KoHTposib
AKOCTI:
dapmagokc

Xenckea Jitga,,

ManebTa;
KoHTposnb
AKOCTI:
€BpodhiHC
Ananitikan
Cepsices
XaHrepi K.,
YropuuHa;
KoHTposib
AKOCTI:

NABAHANIBIC

C.P.N, Itanis;
KoHTposib

AKOCTI:

OAPMABANIA

nra.

Mikpob6ionoriy

Ha

Na6opaTopis,

YropuuHa;
BignosiganbH
niA 3a BUMYCK
cepii: Akkopg,
Xernckea
Moncka Cn. 3
0.0. Cknag
ImMnopTepa,
Monblua

294,

TEMO30/10M
10, AKKOPA,

ITemozolo
mide

TeEMO30/10
MiZ,

LO1AXO03

Kancynm
TBepai, no 140
Mmr; no 1
Kancyniy

AkKopg,
Xenckea
C.JY.

IcnaHis

Brpo6HMLUTBO
nikapcbKoro
3acoby,
nepBuHHe Ta

IHgis/
Benuka
BpuTaHi

al

BHECEHHS 3MiH [0 peecTpavuiiHnX

marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.

[oTOBWiA Nnikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHK Y NpoLeci

3a
peyerimom

UA/19158/01/03
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n/n

JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

caile, no 5
calle y navuj

BTOPUHHE
nakyBaHHS,
KOHTPO/b
AKOCTI cepii:
IHTAC
®APMACBIOT
IKAN3
NIMITEA,
IHais;
Brpo6HMLTBO
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsl,
KOHTPO/b
AKOCTI cepii:
IHTac
dapmacbioTika
n3 Nimitep,
IHAis;
[opaTkoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS:
AKKOP[,
XENCKEA
NIMITEA,
Benuka
BpuTaHis;
[opaTkoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS:
adn cAnni
UEWIH (ITanis)
CIA, Itanis;
Jopartkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
AKKOP[-
FOKEW
NIMITEA,
Benuka
BpuTaHis;

ITanis/
Monbwa
/
ManbTta/
Yropm
Ha

BMPOGHMLTBA FOTOBOTO J1iKapCbKOro
3ac00y, BK/I0YAKUN NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS NPV BUPOOHULTBI
roToBOro MikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpOOHNLTBA) - BHECEHHS
He3Ha4yHMX 3MiH y npoLiec BUPObHMLTBA
nikapcbkoro 3acoby, a came: 3MiHM 40
cTagii NpocitoBaHHS Aio4oi peyoBUHN
pa3oM i3 N1aKkT030t0 6e3BOAHOI0 Ta HaTpilo
KPOXMasbINIiKOASATOM.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[opaTkoBa
OinbHUUS 3
BTOPUHHOIO
naKyBaHHs:
CvHonTU3
IHoacTpian
Cn. 30.0,,
MonbLa;
KoHTposib
AaKocTi: Micom
Na6e N1g.,
ManebTa;
KoHTposnb
AKOCTI:
dapmagokc
Xenckea N114,,
ManbTa;
KoHTposib
AKOCTI:
€BpodiHC
AHaniTikan
Cepsices
XaHrepi KdT.,
YropuuHa;
KoHTposnb
AKOCTI:
NABAHANIBIC
C.P.N1, Itanis;
KoHTposib
AKOCTI:
®APMABANIA
nra.
Mikpo6ionoriy
Ha
NabopaTopis,
YropuuHa;
BignosigasnbH
niA 3a BUMYCK
cepii: Akkopa
Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoprepa,
Monba

295.

TEMO30/10M
I, AKKOPJ,

Temozolo
mide

TeMo30/10
Mif

LO1AX03

Kancynu

TBepai, no 180

Akkopg,
Xenckea

IcnaHis

Bupo6bHMLTBO
nikapcbKkoro

IHais/
Benuka

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.

3a

peyenmom

UA/19158/01/04
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n/n

JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Mmr; no 1
Kancyniy
cauwle, no 5
calle y nauui

Cy.

3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsl,
KOHTPO/b
AKOCTI cepil:
IHTAC
®APMACBIOT
IKAN3
NIMITEA,
IHais;
BupobHMLTBO
nikapcbkoro
3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b
AKOCTI cepii:
IHTac
dapmacbioTika
n3 Nivitepq,
IHAis;
Jopatkosa
AiNbHUUA 3
BTOPWHHOTO
nakyBaHHS:
AKKOP/,
XENCKEA
NIMITEA,
Benvka
BpuTaHis;
Jopatkosa
AiNbHUUA 3
BTOPWHHOTO
nakyBaHHS:
adn cAnnl
UEWH (ITanis)
CNA, Itanis;
[opaTkoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS:
AKKOP[-
FOKEW
NIMITEA,

BpuTtaHi
al
ITania/
MonbLa
/
Manbta/
YropLuum
Ha

[oTOBWIA Nikapcbkunii 3aci6. 3MiHN Yy
BVMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO J1iKaPCbKOro
3aco0y, BK/OYakUy NPOMKHWIA NPOAYKT,
LL{0 3aCTOCOBYETLCS NPV BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y npoueci BUpOOHULTBA) - BHECEHHS
He3HauHMX 3MiH y npoLiec BUpPobHMLTBA
nikapcbkoro 3acoby, a came: 3MiHW 0
cTagii NpocitoBaHHSA Ailo4oi peyoBUHU
pa3oM i3 1aKTo301 6e3BOAHOI Ta HaTpIto
KPOXManbr1iKONSATOM.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BUNYCKY
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Benvka
BpuTaHis;
Jopatkosa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CwuHonTtus
IHpacTpian
Cn.30.0,
MonbLya;
KoHTposib
AKocTi: Micom
Nab6ce N1a.,
ManbTa;
KoHTposib
AKOCTI:
dapmagokc
Xenckea JIT4,,
ManbTa;
KoHTposib
AKOCTI:
€BpodiHc
AHnaniTtikan
Cepsices
XaHrepi K.,
YropuuHa;
KoHTposib
AKOCTI:
NABAHANIBIC
C.P.N, Itanis;
KoHTposnb
AKOCTI:
®APMABANIA
nra.
Mikpob6ionoriy
Ha
NabopaTopis,
YropuuHa;
BignosiganbH
niA 3a BUNYCK
cepii: AkkopZ
Xernckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
MonbLua
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

296.

TEMO30/10M
10, AKKOPA,

Temozolo
mide

TeMO30/10
Mi,

LO1AXO03

Kancynu
TBepai, no 250
mr; no 1
Kancyniy
calue, no 5
calle y navui

AkKopg,
Xenckea
C.JY.

IcnaHis

Brpo6HMLTBO
nikapcbKoro
3acoby,
nepBuHHE Ta
BTOPWHHE
nakyBaHHsl,
KOHTPO/b
AKOCTI cepii:
IHTAC
®APMACBIOT
IKAN3
NIMITEA,
IHais;
Brpo6HMLTBO
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKOCTI cepil:
IHTac
dapmacbioTika
n3 Nimitepn,
IHAis;
Jopartkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
AKKOP[,
XEJNICKEA
NIMITEA,
Benvka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
adn cAnnl
UEWH (ITanis)
CIA, ITanis;
Jopatkosa
AiNbHUUA 3
BTOPWHHOTO
nakyBaHHS:
AKKOPJ-

IHpia/
Benuka
BpuTaHi

al
ITania/
MNonbLa
/
ManbTa/
YropLum
Ha

BHECEHHSA 3MiH 10 peecTpavLiiHnxX
marepianis: 3miHu | TUny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOBHMLITBA FOTOBOTO J1iKAPCbKOro
3aco0y, BKoYatouy NPOMKHWIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPU BUPOBHULTBI
rOTOBOrO JliKapCcbKoro 3acoby (HesHauyHa
3MiHa y npoueci BUPOGHULTBA) - BHECEHHS
He3HayHMX 3MiH y nMpouec BUPO6GHMLTBA
nikapcbKoro 3acoby, a came: 3MiHV A0
cTagji NpocitoBaHHA Ajito40i pevyoBUHU
pas3om i3 1aKkTo3010 6e3BOAHOI0 Ta HaTpIlo
KPOXMaJIbI/TiIKONSATOM.

3a
peyerimom

UA/19158/01/05
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n/n

JliKapcbK0O20 OHa

3acoby

mosaHa
Has3sa*

MixHapo

HernameH

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BUNYCKY
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
HA**

Homep

peecmpayitiHo
20

nocsioYyeHHs1

tOKEW
NIMITEAL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHs:
CuHonTtus
IHpacTpian
Cn. 3 0.0,
MonblLua;
KoHTposnb
[aKocTi: Micom
Na6e Nrta.,
ManbTa;
KoHTposib
AKOCTI:
dapmagokc
Xenckea Jitga,,
ManebTa;
KoHTposb
AKOCTI:
€BpodhiHC
AHaniTikan
Cepsices
XaHrepi K.,
YropumHa;
KoHTposib
AKOCTI:
NABAHANIBIC
C.P.N, Itanis;
KoHTposib
AKOCTI:
PAPMABAIA
nra.
Mikpob6ionoriy
Ha
NabopaTopis,
YropumHa;
BignosiganbH
niA 3a BUMYCK
cepii: Akkopg,
Xernckea
Moncka Cn. 3

0.0. Cknag




281

Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Imnoprepa,
Monba
297. | TEUEHTPUK |Atezolizu [aTe3onidy [LO1FFO5 KOHLeHTpaT TOB YkpaiHa BupobHuutBo | Himeuyun BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/15872/01/01
® mab Mab [ONS PO3YNHY «Poww Hepo3chacosa Ha/ marepianis: 3miHu Il Tvny - 3miHn WwWodo | peyermom | nidsnse
Ans iHdysii YkpaiHa» HOI mpoaykuyii, | LBeiua 6e3nekn/edeKTUBHOCTI Ta ae
no 1200 mr/20 nepBuHHe pis hapmakoHarnsgy. 3mMiHu y KopoTkili
M; o 20 M nakyBaHHs1, XapaKTepucTuLi Nikapcbkoro 3acooby,
y hnakoHi; no BMNPOGYBaHHSA TEKCTi MapKyBaHHS Ta iHCTpYKLii ans
1 dhnakoHy y KOHTpO/I0 MEAMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3
KapTOHHIN AKOCTi: PoLwu HOBUMM JaHVMK 3 KOCTi, SOK/iIHIYHUMU,
Kopobui [LiarHocTnkc KNiHIYHUMW JaHUMK Ta JaHUMK 3
m6X, hapmakoHarnagy. 3MiHu BHECEHO B
HimeuumnHa; IHCTPYKL,i10 ANS MeANYHOro 3acTOCyBaHHSA
Brpo6HMLTBO nikapcbKoro 3acoby Ao po3giny “Mo6iyHi
Hepo3gacosa peakuii”. BBe4eHHS 3MiH NpOTArom 6-Tu
HOI NpoAYyKLUiT, MiCsILiB MiCNs 3aTBEPOYKEHHS
nepBuHHe
nakyBaHHsl,
BTOPUHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/H0
AKOCTI, BUMYCK
cepii:
®.XothpmaHH-
Na Pow 114,
LLiBeiiapis
298. | TKO3UA4 IThiocolchi Tiokonxiko [MO3BX05 | posuuH gns TOB Ykpaina YOPNA Typeuun BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/20653/01/01
coside Bua iH'EKUIN, 4 Mr/2 "YOPNL MEOVLNH Ha martepianis: 3miHu | TUNy - 3MiHKW 3 AKOCTI. | peyenmom
M/ N0 2 MN B MEANLN IIAY CAH. BE [oTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
amnyni; no 6 H" TIK. A.LL. BMPOGHULTBI. 3MiHa po3mipy cepii
amnyny (BKNKOYAOUM Ajana3oH po3Mipy cepir)
KOHTYPHIi roTOBOrO NikapcbKoro 3acoby (36iNbLUeHHsA
YapyHKOBIl [0 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHNM
ynakosLi; no 1 po3mipom) 36isbLUEHHS po3Mipy cepil
KOHTYPHIi roTOBOro NikapcbKoro 3acoby.
YapyHKOBIW 3aTBepmkeHuii posmip cepii — 650 n (302
ynakosL|i B 325 amnyn). MNponoHoBaHuiA po3mip cepil
KapTOHHIlA — 1400 n (676 328 amnyn).
Kopobui
299. | TMPO30O/I® [Thiamazol iamazon [HO3BB02 | Tabnetku, Mepk HimeuwunH | Mepk Xenckea | Himeuun BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/8848/01/01
e BKPUTI Xerckea a KraA Ha mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peyenmom
NAiBKOBOIO KraA 6e3nekn/epeKTNBHOCTI Ta
060/10HKOIO, thapmakoHarnsgy. BeefeHHs abo 3MiHun

no 5 wmr; no 10
TabNeTokK y

[0 y3arasibHeHNX JaHUX NPO CUCTEMY
thapmakoHaringy (BBe4eHHs
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6nicTepi; no 5 y3araslbHeHVX gaHnx npo cuctemy
6nicTepiB y thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
KapTOHHIlA ocobu, BignoBifasbHOT 3a 3AiICHEHHS
Kopob6ui; no 25 hapMakoHarniaay; KOHTakTHoi ocobu 3
TabneTok y chapmakoHarnsgy 3asBHuka gns
6nictepi; no 2 3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
6nictepu y AKLLIO BOHA BigMiHHA Bif] yNOBHOBaXXEHOT
KapTOHHIA 0cobw, BignoBigabHOI 3a 34iACHEHHS
Kopobu,i hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV Y pO3MiLLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag B
YkpaiHi. [itova pegakuis: HazapeHko
BikTopist IBaHiBHa. MponoHoBaHa
pefakuisi: HikiTueHkoa /110608 |BaHiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnag B YkpaiHi
300. | TMPO30O/I® [Thiamazol riamason [HO3BB02 | Tabnetku, Mepk HimeuunH | Mepk Xenckea | Himeuun BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/8848/01/02
e BKPUTI Xenckea a KraA Ha mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
NAiBKOBOO KraA 6e3nekn/edpeKTBHOCTI Ta
060/10HKOI0, hapmakoHarnsgy. BeegeHHs abo 3miHu
no 10 wmr; no [0 y3aranbHeHNX AaHnx Npo cuctemy
10 TabneTok y hapmakoHarnsgy (BBefeHHs
6nicTepi; no 5 y3arasibHeHVX AaHux Npo cuctemy
6nictepiB y hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
KapTOHHIW ocobu, BignoBigasibHOI 3a 34iACHEHHSA
kopobui; no 25 hapmakoHarnsgy; KOHTakTHoT ocobu 3
TabneTok y chapmakoHarnsgy 3asBHuka gns
6nicTepi; no 2 3[jificHeHHs hapmakoHarnagy B YkpaiHi,
6nictepu y AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
KapTOHHIlA ocobu, BignoBifasibHOT 3a 3AiACHEHHS
KopoobLi thapmakoHarnagy (BKIuvakum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B
YkpaiHi. [itoya pefakuis: HazapeHko
BikTopis IBaHiBHa. MNponoHoBaHa
pepakuisi: HikiTueHkoBa /110608 IBaHiBHa.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOT 3a
hapMakoHarnsg B YKpaiHi
301. | TPAHCTOM  [Tranexam ([TpaHekca [BO2AA02 po3uuH ans Aypo6iHao IHAin O pxia Papma IHAiA BHECEHHS 3MiH [10 peecTpaviliHnX 3a He UA/14651/01/01
ic acid MoBa iH exuii, 100 Papma Crewlienitia marepianis: 3miHu | Tuny - peyenmom | nidnsie
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
kucnora Mr/Ma no 5 mn nrp, Nimiten HOHIT- AAMIHICTpaTUBHI 3MiHW. 3MiHa ae
B amnyni, no 6 1 HalilmeHyBaHHs Ta/abo agpecu Micud
amnyn B NPOBaKEHHS AiSIbHOCTI
KapTOHHiiA BMPOGHMKa/imnopTepa rotosoro
Kopobui NiKapCbKOro 3acoby, BKIOYAKUN Ai/TbHUL
BMNYyCKy cepii abo MicLe npoBefeHHs
KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
BiANoOBigae BUpOGHMK/iMnopTep,
BK/10HAK0UM BUMYCK cepiid). 3MiHa B Ha3Bi
Ta agpeci BupobHuka 13 TpaHcTon.
MicLe3HaxomkeHHS BUPOGHMYOT AifIbHUL
Ta BCi BUPO6HMYI onepalii He 3MiIHUNCD.
3MiHU BHECEHO B IHCTPYKLit0 ANs
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro
3acoby y po3ainn "Bupo6HMK",
"Micue3HaxoMkeHHs BUPO6HMKa Ta
agpeca MicLs NPOBaKEHHS NOro
OisnbHOCTI" 3 BigNOBigHMY 3MiHaMK B
TEKCTi MapKyBaHHS1 yNakoBOK.
302. | TPEHAKCA Tranexam ([TpaHekca [BO2AAO2 | Tabnetkw, Makneoac IHais Makneopc IHais BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/10181/01/01
250 ic acid MoBa BKPUTI $apmacb dapmacboTUK mMatepianis: 3miHu | TUNY - 3MiHK 3 AKOCTI. | peyenmom
Kucnota 060/10HKOIO, roTukanc anc Nimiteq [oTOBWIA Nikapcbknit 3aci6. KoHTposb
no 250 mr; no Niviten roTOBOrO Jlikapcbkoro 3acoby. 3miHa y

6 Tabnetok y
cTpwni; no 2
cTpunu B
KapTOHHIlA
Kopobu,i

mMeToAax BUNPoGyBaHHSA rOTOBOrO
niKkapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo
[OMOBHEHHS)). 3MiHN Y MeToAax
KOHTPO/IO 3a NoKasHukamm
«lpeHTudikauis». B metogax I4-
CMEeKTPOCKOmMii, KO/IbOPOBOI peakuji Ta
Temnepatypu NNaBfeHHS 3a/TULLKY - 3MiHK
CTOCYIOTbCA LLIOAO ONUCY NPOBeAEHHS
MEeTOAMK Ta IKOCTi peakTusiB, 6e3
3arasibHMX 3MiH y MeTogax. 3MiHu | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKoro 3acoby.
3miHa y MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BUNPOGYBaHb (BK/OUAOUM 3aMiHy abo
[OMNOBHEHHS)). 3MiHM y meTogi BEPX ans
BU3HaAUYeHHSA nokasHuka «CynposigHi
[LOMILLKM», SIKi CTOCYIOTbCSA AKOCTI
peakTuBiB Ta CTaHAapTHWX 3paskiB, yMOB
XpomarorpadyyBaHHs Ta Nopsaky
e/oloBaHHA. TakoX BBOAATLCS TUMOBI
XpomaTorpamu po3uunHis. 3minu | Tuny -
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHK 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo
[0NOBHEHHS)). 3MiHN y MeToai BEPX ans
KOHTPOJ1I0 MOKa3HMKa «PO3UYMHEHHS».
3MiHM Yy NpUroTyBaHHi BUNpo60BYBaHOIo
PO34KHy, B yMOBax XpomarorpadyBaHHs,
OUiHLi NpuaaTHOCTI XpoMaTtorpadiyHoi
cucteMun, MeToauLi NPoBeAeHHS
BUMPOOYBaHHA Ta po3paxyHKax.
YTOYHIOETLCS NpUNag ANsi PO34YMHEHHA Ta
AKICTb peakTuBiB. 3MiHW | TUNy - 3MiHKW 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeTofax BUNPoOyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeToAax
BMNpobyBaHb (BK/OYaoum 3amiHy abo
[OMNOBHEHHS)). 3MiHM y meTogi BEPX ans
KOHTPO/IO nokasHuka «KinbkicHe
BU3HAYEHHS». 3MiHW B yMOBax
XpomaTorpadpyBaHHs, OLiHLi NpUAaTHOCTI
XpomatorpadiyHol cuctemu, MeToauLi
npoBefeHHs BUNPOOYBaHHSA Ta
po3paxyHKkax. BBefjeHHA NpuMITKM LLoAo
NPUroTyBaHHs CTaHAAPTHOrO PO3UNHY Y
[BOX NPUMIPHUKaX Ta YTOYHEHHS SKOCTi
peakTuBiB. 3MiHu | TMNy - 3MiHM 3 AKOCTI.
[oTOBWI1 Nnikapcbkuii 3aci6. KoHTpob
roToOBOro Nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPo6yBaHHSA rOTOBOrO
niKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MEeTOAax BUNPOBYBaHHS).
OnTtumisauis metTogy BUNpobyBaHHA 3a
NoKa3HUKOM «laeHTuikauis. TutaHy
aiokenay.

303.

TPEHAKCA
500

ITranexam
ic acid

[TPaHEeKCa
MOBa
Kucnorta

BO2AA02

TabneTku,
BKPUTI
060/10HKOI0,
no 500 wmr; no
6 Tabnetok y

Makneopc
dapmacb
loTuKasIC

NimiTen

IHais

Makneopc
PapmMacboThK
anc Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWI Nikapcbknii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO

cTpuni; no 2 nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
cTpunu B BMNpo6yBaHb (BK/OYaUM 3amiHy abo
KapTOHHIlA [OMOBHEHHS)). 3MiHN Y MeToAax
Kopobui KOHTPOJIH0 32 MOKa3HMKaMm

3a
peyenmom

UA/10181/01/02
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakoska)

«lgeHTucpikauis». B metogax I4-
CneKTpocKoNii, KO/IbOPOBOI peakLi Ta
Temnepartypu MAaBAeHHSA 3/NLLKY - 3MiHW
CTOCYHOTbCS OO0 ONUCY NPOBELEHHSA
MEeTOAVK Ta SKOCTi peakTuBiB, 6e3
3arasibHUX 3MiH y metogax. 3MiHu | tuny -
3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo
[0NOBHEHHS)). 3MiHN y MeToai BEPX ans
BM3HAYeHHA nokasHuka «CynpoBsigHi
OOMILLKM», SIKi CTOCYHOTbCSA SIKOCTI
peakTuBiB Ta CTaHAapPTHUX 3paskiB, yMOB
XpomatorpadyyBaHHs Ta NopsiaKy
e/1l0loBaHHA. TakoX BBOAATLCS TUMOBI
XpomaTtorpamu po3uuHis. 3MiHu | Tiny -
3MiHK 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo
[0NOBHEHHS)). 3MiHN y MeToai BEPX ans
KOHTPOJII0 MOKa3HMKa «PO3UYMHEHHS».
3MiHM Yy NpUroTyBaHHi BUNpo60BYBaHOIo
PO34KHyY, B ymMOBax XpomMarorpadyBaHHs,
OUiHLi NpuaaTHOCTI XpoMaTtorpadiyHoi
cucteMun, MeToauLi NPoBeAeHHS
BUMPOOYBaHHA Ta po3paxyHKax.
YTOYHIOETLCS NpUNag ANsi PO34YMHEHHA Ta
AKICTb peakTuBiB. 3MiHW | TMNy - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeTofax BUNPoOyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeToAax
BMNpobyBaHb (BK/OYaoum 3amiHy abo
[OMNOBHEHHS)). 3MiHM y meToai BEPX ans
KOHTPO/IO nokasHuka «KinbkicHe
BU3HAYEHHS». 3MiHW B YMOBax
XpomaTorpadpyBaHHs, OLiHLi NpUaaTHOCTI
XpomatorpadiyHol cuctemu, MeToauLi
npoBefeHHs BUNPOOYBaHHSA Ta
po3paxyHKkax. BBefjeHHA NpuMITKM LLoAo
NPUroTyBaHHS CTaHAAPTHOrO PO3UNHY Y
[BOX NPUMIPHUKaX Ta YTOYHEHHS SIKOCTi
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
peakTusis. 3MiHu | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPOGYBaHHSA FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBAHHS).
OnTtumisauis metogy BunNpobyBaHHA 3a
nokKasHUKoM «laeHTudikauis. TutaHy
Aiokcuna.
304. | TPMUMCINA Trimebuti  [TpumebyT |AO3AAQO5 | Tabnetku, Makneogc IHAis Makneogc IHAiA BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/8739/01/01
200 ne NHY BKpUTI dapmacb dapmacbloThK marepianis: 3miHu | Tuny - 3miHu WoJo | peyenmom
Maneat NAiBKOBOIO loTuKanc anc Nimiteq 6e3nekn/edekTBHOCTI Ta
060/10HKOIO, Niviten hapmakoHarnsgy. BeegeHHs abo 3miHn
no 200 mr rno 6 [0 y3aras/ilbHeHUX JaHuX Npo cuctemy
TabneTtok y thapmakoHarnagy (BBefeHHs
cTpuni, no 1 y3arasibHeHNX faHUX Npo cucTemy
abono5 thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOI
cTpunis y ocobu, BignoBifasibHOT 3a 3AiCHEHHS
KapTOHHIW thapmakoHarnsgy; KOHTakTHOT ocobu 3
ynakosLii; no chapmakoHarnsgy 3asBHuka gns
15 TabneTok y 3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
cTpuni; no 1 AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
abo no 2 0ocobu, BignoBiganbHOI 3a 34iACHEHHS
cTpunn y hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
KapTOHHIN [AaHi) Ta/abo 3MiHM Y pPO3MiLLEHHI MacTep-
yrakoBLi thaiina cuctemm chapmakoHarnsgy) 3miHa

YMNOBHOBAaXEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a 34iICHEHHSA
thapmakoHarnagy. fitoua pegakuis: Dr.
Sukhada Wadkar. MNponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHKa, BiNOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnisgy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
3[iliCHEeHHs1 hapmakoHarnaay B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1lo608
BanepiiBHa. [MponoHoBaHa pegakuis:
Kyumnba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3as1BHVIKa, BignoBigabHOT 3a
thapmMakoHarnag B YkpaiHi. 3miHa micus
3/iICHEHHSI OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaXOMKEHHSI MacTep-haiina
cucTeMun dpapmakoHarnsgy Ta oro
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Homepa.
305. | TYPYCON® COpOIT i \VO7AB pO34MH Ans TOB YkpaiHa TOB "tOpist- YkpaiHa BHECEHHS 3MiH 0 peecTpaviliHnX 3a UA/8783/01/01
MaHIT ipurauiii, no "lOpis- dapm” mMartepianis: 3miHu | Tuny - peuyenmom
1000 mn, 3000 Papm” AAMIHICTPaTUBHI 3MiHW. BunyyeHHs

M/ y naketax
noniMepHux

BMPOGHWYOI AinbHNL (BKIHOYAKUN
LinbHUUi ons A®l, NpOMXXHOTO NPOAYKTY
a60 roToBOro NiKapcbkoro 3acooby,
AiNbHWL 4118 NPOBeAEeHHA NakKyBaHHs,
BUPOGHMKA, BIANOBIAA/ILHOIO 3a BUMYCK
cepili, MicLie NPOBEAEHHST KOHTPOIO cepii)
abo noctavasibHUKa BUXiZHOrO MaTepiany,
peareHTy abo AONOMIKHOT peYOBUHN
(KO 3a3HAYEHO Y [OCbE)
BUyYeHHS BUpobHUKka A®I copbiT Cargill
Deutschland GmbH, HimeuyuuHa.
3aTtBepmkeHo: [itoya peyosuHa: Copbit
(Cargill Deutschland GmbH, HimeuunHa;
Roquette Freres, ®paHLis)
3anponoHoBaHo: [jitova peyosuHa: CopbiT
(Roquette Freres, ®paHuis). 3miHun | Tvny -
3MiHM 3 iKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOIO /iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTrO NiKapCbKoro
3aco6y (iHwi 3miHKM) CynyTHA 3MiHa - 3MiHK
3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKoro 3acoby.
3miHa y MeToax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAaX BUNPOGYBaHHS) -
BMMPaB/IEHHSA TEXHIYHOI NOMWUIIKA B
«Cneundikauis» 13 3a NoKa3HUKOM
«lpeHTudikauis» Ta cynyTHsa 3MiHa: B
MeTofax KOHTPO/to, a came: y
chopMy/ItoBaHHi BUMOT BUAANSETHCA
OyKBEHE MO3HAYEHHS PO3YMHY MOPIBHAHHSA
(a). 3miHn | TMNY - 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKAPCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEepPKEHNX
MeToAax BUNpobyBaHHs) - BUNPaBIeHHA
TEXHIYHOT MOMW/IKN B METOAAX KOHTPO/IHO
3a NOKa3HUKOM «KinbKiCHe BU3HAYEHHS», a
came y chopmyni po3paxyHKy BMICTY
cop6iTy abo MaHiTy (X) B 1 Mn npenapary.
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
MeToauKa KOHTPO/II0 3aUImLlaeTbes 6e3
3MiH.
306. | YPUMAK Tamsulosi [ramcyno3 |GO4CA02 | kancyniu Makneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/15506/01/01
n NHY MPOJIOHrOBaHo Papmacsh PapmacbTHUK marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
rigpoxnop 1 fii TBEpAi no roTukanc anc Nimviteq 6e3nekn/edeKTUBHOCTI Ta
ng, 0,4 wr; no 10 NimiTen thapmakoHarnagy. BeefeHHs abo 3miHu
Kancyny [0 y3araslbHeHVX JaHux Npo cnuctemy
6nicTepi; no 3 hapmakoHarnsgy (BBefeHHs
6nictepn y y3arasibHeHNX faHnx Npo cucTemy
KapTOHHIW thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
yrakoBLi 0ocobu, BignoBiganbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka an1s
3[iiCHeHHs dhapmakoHarnsgy B YkpaiHi,
AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXeEHOI
ocobu, BignoBigasibHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/I4Yakum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemun thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi 0cobm
3asBHKa, BiNOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnisgy. 3miHa KOHTaKTHOT
0Cco6u 3as1BHMKA, BiAnoBiga/IbHOT 3a
3[iliCHEeHHs1 hapmakoHarnaay B Ykpaii.
[itoua pepakuis: MHiTeubka J/1lo608
BanepiiBHa. [MponoHoBaHa pepakuis:
Kyunba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3as1BHYIKa, BignoBigabHOT 3a
thapmMakoHarnag B YkpaiHi. 3miHa micus
3/iICHEHHSI OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaXOMKEHHSI MacTep-haiina
cucTeMun dpapmakoHarnsagy Ta ioro
Homepa.
307. | YPCOCAH® |[Ursodeox |ypcofeok [|AOSAA02, | Tabnetku, MPO.ME[ Yecbka BCi cTagil Yecbka BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/17770/01/01
POPTE ycholic cuxonesa |AO5B BKpUTI .UC Mpara | Pecny6nik | BupobHuuTBa, | Pecny6n | matepianis: 3miHu |l Tuny - 3MiHK 3 AKOCTI. | peyenmom
acid Kncnorta NNiBKOBOIO a.c. a KOHTPONb ika [oTOBWIA Nikapcbkuii 3aci6. Cuctema
060/10HKOI0, AKOCTI Ta KOHTeliHep/3aKynopoBasibHWiA 3aci6.
no 500 wmr; no BUMYCK cepil: 3MiHa napameTpiB crneungikaLiii Ta/abo
10 TabneTok B NMPO.MEA.LC [0MYyCTUMUX MEX NEPBUHHOI YNaKoBKN
6nictepi, no 1 Mpara a.c., roTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHN)
abo 2, abo 3, Yecbka 3miHa napameTpiB cneuudikauii BXigHOro
abo 5, a6o 6, Pecny6nika; KOHTPOJIO SIKOCTi MaTepianis nepBUHHOI
a6o 9, a6o 10 nepBuHHE i yNakoBKK, BK/OUAKOUN BUAANEHHS
6nictepiB y BTOPUHHE He3HaYHWX NapameTpiB, BHECEHHS HOBUX
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
KapTOHHiiA nakyBaHHs: napamMeTpiB Ta OHOBJ/IEHHS KpUTEpIiB
Kopobui KOO®APMA NPUAHATHOCTI y BiAMOBIAHOCTI A0
c.p.o., Yecbka MaTepianis BUpo6bHvka J13. BBeAeHHS 3MiH
Pecny6nika; NpPOTAroM 6-T1 MicALIB Micns
KOHTPO/b 3aTBEPMAKEHHS.
AKOCTI;
MiKpo6ionoriyH
WA KOHTPO/Tb
AKOCTI
TecTyBaHHS
(He
CTEPUIIbHUIA);
XiMiYHWiA/chizn
YHWI
KOHTPO/b
AKOCTI
TeCTyBaHHS:
AJIC Yecbka
Pecnyb6nika,
C.p.0., Yecbka
Pecny6nika
308. | PEBYMAKC |Febuxost |hbebykcoc [MO4AAO03 | Tabnetku, Makneopc IHais Makneogc IHais BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/19034/01/01
lat rar BKpUTI dapmacb dapmacbloThK marepianis: 3miHu | Tuny - 3miHu WoJo | peyenmom
NAiBKOBOO loTrKanc anc Nimiteq 6e3nekn/edeKkTBHOCTI Ta
060/10HKOI0 NO Niviten hapmakoHarnsgy. BeegeHHs abo 3miHu
80 wr; no 14 [0 y3arasibHeHNX AaHnx Npo cuctemy
TabneTtok y thapmakoHarnagy (BBefeHHs
6nicTepi; no 2 y3araslbHeHVX AaHnx npo cuctemy
6nictepy B thapmakoHarnsgy, 3miHa yrnoBHOBaXEHOI
KapTOHHIlA ocobu, BignoBifasbHOT 3a 3AiACHEHHS
ynakoBLi hapMakoHarnagy; KOHTaKTHoOi 0cobu 3

chapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyaruy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBAaXEHOT 0CO6U 3as1BHYKA,
BiANOBIA&/IbHOI 3a 34IICHEHHSA
thapmakoHarnagy. fitoua pegakuis: Dr.
Sukhada Wadkar. MNponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi 0cobm
3asBHKa, BiANOBiAALHOI 32 34iiCHEHHS
dhapmakoHarisgy. 3miHa KOHTaKTHOT
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
0cobu 3asBHMKA, BiANOBIAA/ILHOT 3a
3pjicHeHHs hapmakoHarnsgy B YKpaiHi.
Litova pepakuis: MHiTeybka J/llo60B
BanepiiBHa. MponoHoBaHa pegakuis:
Kyumba TeTaHa BacunisHa. 3MiHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0cobu
3a8BHVKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg, B Ykpaiti. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxXoMKEHHST MacTep-dhainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa.
309. | ®EBYMAKC  [Febuxost [hebykcoc [MO4AA03 | Tabnetku, Makneoac IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/19034/01/02
at raT BKPUTI $apmacb dapmacboTUK mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peyenmom
NAiBKOBOO oTUKasIC anc Nimiteq 6e3nekn/edpeKkTBHOCTI Ta
060/10HKOI0 NO Niviten hapmakoHarnsgy. BeegeHHs abo 3miHu
120 wr; no 14 [0 y3ara/ibHEHMX AaHuX Npo cuctemy
Tabnetok y hapmakoHarnsgy (BBefeHHs
6nicTepi; no 2 y3arasibHeHVX AaHux Npo cuctemy
6nictepu B hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
KapTOHHIW ocobu, BignoBigasibHOI 3a 34iICHEHHS
yMakoBLi hapmakoHarnsgy; KOHTakTHoT ocobu 3

chapmakoHarnsgy 3asBHuka ans
3fjificHeHHs hapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
hapmakoHarnsgy (BkI4akoum KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BignoBiga/bHOI 3a 34jACHEHHS!
hapmakoHarnsagy. ditova pegaxuis: Dr.
Sukhada Wadkar. MNponoHosaHa
pegakuist: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3asBHWVKa, BiANOBIAAIbHOI 38 34iCHEHHSA
thapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3as1BHMKA, BiANOBIAAILHOT 38
3fjiicHeHHs hapmakoHarnagy B YkpaiHi.
[itoua pepakuis: MHiTeubka J/1lo60B
BanepiiBHa. MNponoHoBaHa peAakLis:
Kyumba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOT 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg B YkpaiHi. 3miHa micus
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
3[ilACHEHHSI OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-gaiina
cucTemmn chapmakoHarnsgy Ta ioro
Homepa.
310. | ®ECTAN® Multienzy |naHkpeaT [|AO9AAQ2 | Tabnetku, TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/14533/01/01
HEO 10 000 mes NH BKPUTI "Onenna "®PAPMEKC Martepianis: 3miHu | TMNy - 3MiHK WoA0 peyenma
(lipase, 060/10HKOI0, Xenckea reyn" 6e3nekn/edeKTUBHOCTI Ta
protease KMLLKOBOPO34Kn YkpaiHa" thapmakoHarnagy. BeefeHHs abo 3miHu
etc.) HHi Ne 20 (20 x [0 y3arasilbHeHuX JaHux Npo cuctemy
1):no 20 hapmakoHarnsgy (BBefeHHs
TabneTok y y3arasibHeHNX faHnx Npo cucTemy
6nicTepi, no 1 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
6nictepy B 0ocobu, BignoBiganbHOI 3a 34iACHEHHS
KapTOHHIlA hapMakoHarnagy; KOHTakTHoOI ocobu 3
KopoobLi thapmakoHarnsgy 3asBHuka an1s
3[jiCHeHHs dhapmakoHarnsgy B YKpaiHi,
AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBigasibHOI 3a 34iACHEHHSA
thapmakoHarnagy (BK/I4Yaum KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemu thapmakonarnsgy). 3miHa
MiCLLe3HaxoMKeHHsT macTep-hainna
cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHa MicLA 34iICHEHHS
OCHOBHOI fisiNIbHOCTI 3 hapmakoHarnsgy.
311. | ®OCPANIOI Aluminiu  [anomiHito  |AO2AB03 resb TOB YkpaiHa dapmaric PpaHLis BHECEHHS 3MiH [10 peecTpaviliHnX 6e3 UA/4381/01/01
ENb m hocchat Opa/TbHUI «Onenna MaTtepianis: 3miHu | TMny - 3MiHK WoOA0 peyenma
phosphat (12,38 1 20% Xenckea 6e3nekn/edeKTUBHOCTI Ta
e rento/naker), YkpaiHa» thapmakoHarnagy. BeefeHHs abo 3miHu
no20rrenoy [0 y3arasilbHeHuX JaHuxX Npo cuctemy
naketi; no 20 thapmakoHarnagy (BBefeHHs
nakeTiB y y3arasisHeHNX faHnX Npo cucTemy
KapTOHHIW thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
nauui 0cobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka ans
3[iliCHeHHs1 dhapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
ocobu, BignoBigasnibHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bknoyarouy KOHTakKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakonarnsgy). 3miHa
MiCLLe3HaxX0MKEHHSI MacTep-ghainna
cuctemmn chapmakoHarnsay Ta ioro
HoMepa. 3MiHa Micus 34iiCHEHHS
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
OCHOBHOI fiSi/IbHOCTI 3 (hapmakoHarnagy.
312. | ®OCPOMIUN [Fosfomyci [hocdomi | MOPOLLIOK TOB "TK YkpaiHa T'yininb Kutaii BHECEHHS 3MiH 0 peecTpaviliHnX - UA/16156/01/01
HY n LNHY (cybeTaHuin) y "Apopa" XBacyH mMartepianis: 3miHu | Tuny -
TPOMETAMO TpomeTam noABinHMX dapmacbioTika AAMIHICTPaTUBHI 3MiHW. (HLLI 3MiHK).
n on noslieTuneHoB n Ko., Nitg,. 3MiHU NOB’A3aHi 3 NPMBEAEHHAM
nX MilKax ans iHbopmauii y po3gini «MapkyBaHHs1» MKA
hapmaueBTny docomilymHy TpomeTamors, MOPOLLIOK
HOro (cy6eTaHLis), BUPOBHUK I'yiiniHb XBacyH
3acTocyBaHHA dapmacsbtoTikan Ko., /1Ta., Kutaii
[0faBaHHAM TOPriBeNIbHOTO 3HaKy
3asBHVIKa, NPYBEAEHHAM TEKCTY
MapKyBaHHS 4,0 BUMOT YUHHOTO
3aKOHOJABCTBA, & caMe NPUBEAEHHAM Y
BiANOBIAHICTb A0 cTaTTi 12 3aKoHy
Ykpainu Mpo nikapceki 3aco6m Big,
04.04.1996 Ne 123/96-BP Ta 3akoHy
Ykpainm Ne 3910-1X Big 18.01.2025 p.
313. | XE/MNEKC® noprekcn |AO1A D02 | cnpei gns Mosi Xenc | LBeiiuapi MOBHWIA LKA Typeyuun BHECEHHS 3MiH [10 peecTpaviliHnX bes UA/18887/01/01
nAP Y poToBOT 6X A BMPOGHMLTBA: Ha marepianis: 3miHu | Tuny - 3miHK 3 AkocTi. | peyenma
\AUTNIOKOH MOPOXHUHMU, [esa XonguHr Ceptudpikat BignosigHocTi/lE-cepTudikar
aT, po3uuH; 30 mn A.C., BiANOBIAHOCTI EBpONEeichkili
6eH3ngam PO3YuHYy y TypeyuunHa; thapmakonei/moHorpadii. NMogaHHs HOBOTO
iHy NakoHi 3 BTOPVHHE abo oHOBNEHOrO cepTuddikaTa
rigpoxnop po3nuaoBave nakyBaHHs: BiANOBIAHOCTI ab60 BUYYEHHS
na M Y KapTOHHii [esa XonguHr cepTucpikaTa BiANOBIAHOCTI EBPONENChbkili
Kopoobui A.C., thapmakonei: ana A®l; ons BUxigHoro
TypeuunHa MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTuddikat BiANOBIAHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWi
cepTmaikaT Bif ye 3aTBeppKeHoro
BUPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTuduikaTta BignNoBigHOCTI €EBpPONEchKii
hapmakonei Ne R1-CEP 2006-171-Rev 03
(3aTBEpAXeEHO: R1-CEP 2006-171-Rev 02)
Ha A®I xnoprekcuanHy AvroKoHaTy
BMpo6HuLUTBa R.N. Laboratories, India
314. | XOHAPOITLN rnoko3ami [MO9AX Kancynu; no MPAT YkpaiHa BUPOBHMK Ykpaina BHECEHHS 3MiH 10 peecTpaviliHnx 6e3 UA/17345/01/01
H® HYy 30 a6o 60 "®ITOPA BigNoBiAa/IbHN Martepianis: 3MiHu | TMny - 3MiHK WoA0 peyenma
KOMMNJIEKC rigpoxnop Kancyny PM" 3a 6e3nekn/edeKTUBHOCTI Ta
na, KOHTeliHepi, BVMPOGHMLTBO, hapmakoHarnsgy. BeegeHHs abo 3miHu
XOHAPOIT nol nepBuHHE, [10 y3arasibHeHNX AaHnx Npo cuctemy
NHY KOHTelHepy B BTOPWHHE thapmakoHarnsgy (BBefeHHs
HaTpito nauyui aéo no 6 nakyBaHHs, y3araslbHeHVX gaHunx npo cuctemy

cynbchart

kancyny

KOHTPOJ1b Ta

chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHol
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
6nicTepi, no 5 BMNYCK cepil: 0cobu, BiANoOBiAabHOI 3a 34iACHEHHS
abo 10 MPAT thapmakoHarnsgy; KOHTakTHoOT ocobu 3
6nictepiB y "®ITOPAPM", thapmMakoHarnagy 3asBHuka ons
nauuj YKpaiHa; 3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
BMPOGHMK, AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
BignoBigabHU ocobu, BignoBifasibHOT 3a 3AiACHEHHS
7 3a BUNycK thapmakoHarnagy (BK4vaum KOHTaKTHI
cepii, He [aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
BK/IHOYAOUN (haiina cuctemu chapmakoHarnsgy). 3MiHa
KOHTPO/bL/BUN KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu
pobyBaHHs 3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
cepit: thapmakoHarnagy; amiHa
MPAT MiCLLE3HaXOMKEHHSI MacTep-haitna
"OITOPAPM", cmcTeMu dhapmakoHarnagy; 3miHa micus
YkpaiHa; 3[iACHEHHS] OCHOBHOT AiSiNIbHOCTI 3
BUPOGHMUK, thapmakoHarnagy.
BigNoBiAa/IbHN
n3a
BVMPOGHMLTBO,
nepBuHHE,
BTOPWHHE
nakyBaHHsl,
KOHTPO/b
AKOCTI:
AT
"Nly6Hndhapm",
YKpaiHa
315. | LETPOTIA® (Cetrorelix [yeTpopeni [HO1CCO2 | nopoLiok Ta Apec Lsenuapi BMPOGHUK Himeuun BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/4898/01/01
0,25 MI KC PO3UYNHHMK TpelgiHr a Hepo3chacosa Ha/ Marepianis: 3miHu Il Tny - 3miHn Wodo | peyenrmom | nidnse
015 pO34nHY C.A. HOI npoAykuii, | ®paHuis 6e3nekn/edekTUBHOCTI Ta ae
ANs iH'ekuin nepBrHHE hapmakoHarnsagy. 3mMiHu y KopoTkili
no 0,25 wmr; 1 nakyBaHHS Ta XapakTepucTuLj Nikapcbkoro 3acoby,
hNakoH 3 KOHTPO/b TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
NOPOLLKOM Y SAKOCTI: MeAUYHOro 3aCTOCyBaHHS y 3B'A3KY i3
KOMNekTi 3 1 Bakctep HOBUMM JaHVMM 3 AKOCTi, SOK/iIHIYHUMMU,
nonepegHLo OHKonoaxi KMHIYHUMW JaHUMKW Ta aHUMY 3
3arnoBHEHUM v6X, hapmakoHarnsgy. BHeceHHs 3miH o
LLNPULOM 3 HimeuyuunHa; po3giny 3.2.P.2. ®apmaueBTuyHa
PO3YMHHMKOM DAPEBA MNAY po3pobka y 3B’A3Ky 3 OHOB/IEHHAM PO34iny
(Boga ans 1, ®paHujs; IHCTPYKLU|i “PapmakonorivyHi BNacT1BOCTI.
iH'ekujin) mo 1 BMPOGHUK dapmakoguHamika” Ta “Cnocio
M7, 1 rofkoto Hepo3dacosa 3aCTOCyBaHHA Ta [031” 4719 YTOUHEHHS
ans HOT MpoAyKu;i, BE/IMYVHN BBELEHOI [03M LLeTpopenikey,
PO3YNHEHHS nepBuHHe Lo 6a3yeTbCA Ha pesybTarax
Ta 1 ronkoto nakyBaHHs Ta penpe3eHTaTVBHOIO AO0CAIMKEHHS,
A5 iH'EKUINA Y KOHTPO/1b NpoBeAEHOro Ans OLiHKN BBEAEHOT 403K
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsio4eHHs1
Hassa* ynakosKa)
KOHTYPHIit SAKOCTI nicns po3YnHeHHs npenapaty. BenvumHa
YapyHKOBIl (Bi3yasibHMiA BBE/EHOI 031 LieTpopenikcy Bianosigae
ynakosLi; no 7 KOHTPO/b): 0,21 mr gna no3ysaHHA 0,25 mr.
KOHTYPHUX PAPEBA MNAY BHacniaok ocTaTHLOro OHOBJ/IEHHS PO34iNny
YapyHKOBMX 2, ®paHuis; 6.6 SmPC 3MiHeHO 03y L0 BBOAUTLCH 3
ynakoBOK B BTOPVHHE “dose of at least 0.23 mg” Ha “dose of 0.21
KapTOHHiiA naKyBaHHs: mg.
Kopobui A660TT 3MiHU BHECEHO A0 IHCTPYKUIT Ans
Bionogxikans MeAMYHOro 3aCTOCYBaHHSA /liKkapCbKoro
B.B., 3acoby y po3ginu "®apmakonorivHi
HinepnaHvgy; BnactmsocTi", "Cnocib 3acTocyBaHHs Ta
BignoBiAaIbHU no3un", "Mo6ivHi peakui. BBefeHHA 3MiH
7 3a BuNyck NpoOTAroM 6-T1 MicALIB Micns
cepii: Mepk 3aTBEPKEHHA
Xenckea
KraA,
HimeyynHa
316. | LETPOTIA® [(Cetrorelix [ueTpopeni [HO1CCO2 | nopoluok Ta Apec LLBeiiuapi BUPOBHUK Himeyuun BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/4898/01/01
0,25 MI KC PO3UMHHMK TpewngiHr A Hepo3cpacosa Ha/ marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
NS PO3UNHY C.A. HOT Mpoaykuyii, | ®paHuis 6e3nekn/edeKTUBHOCTI Ta
ans iH'exuii nepBuHHe thapmakoHarnagy. BeefeHHs abo 3miHu
no 0,25 mr; 1 nakyBaHHs Ta [0 y3araJibHeHMX AaHnX Npo cuctemy
chnakoH 3 KOHTpO/b hapmakoHarnsgy (BBefeHHs
MOPOLLKOM Y AKOCTi: y3arasisHeHNX faHnx Npo cucTemy
KommnnekTi 3 1 bBakcrep thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
nonepeaHbL0 OHKonoaXi 0ocobw, BignoBiganbHOI 3a 34iACHEHHS
3anoBHEeHNM m6X, hapMakoHarnagy; KOHTakTHoOI ocobu 3
LLINPULOM 3 HimeuunHa,; hapmakoHarnsgy 3asBHuka ans
PO34YMHHVIKOM ®APEBA MNAY 3[iiCHeHHs dhapmakoHarnsgy B YkpaiHi,
(Boga ans 1, dpaHuis; AKLLO0 BOHA BiAMIHHA Bif YNOBHOBaXEHOI
iH'ekujin) no 1 BMPOGHMK ocobu, BignoBifasibHOT 3a 3MiCHEHHS
mn, 1 ronkoto Hepo3chacosa thapmakoHarnagy (BK/4Yaum KOHTaKTHI
ans HOI NpoAayKLUii, [AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
PO3YMHEHHSA nepBuHHe thaiina cuctemu chapmakonarnsgy). 3miHa
Ta 1 ronkoto nakyBaHHS Ta KOHTaKTHOI 0CO6M 3asBHUKA,
ans iH'exuii y KOHTPO/b BiANOBIAA/ILHOT 3a hapmakoHarnsg B
KOHTYPHIi AKOCTI YkpaiHi.
YapyHKOBIl (Bi3yasibHuiA [itoua pepakuis: HazapeHko BikTopisi.
ynakosLi; no 7 KOHTPO/b): MponoHoBaHa pepakuisn: HikiTueHkoBa
KOHTYPHUX PAPEBA MNAY JTto60B IBaHiBHA. 3MiHa KOHTaKTHUX JaHWX
YapyHKOBUX 2, ®paHuis; KOHTaKTHOT 0CObM 3asBHUKA,
ynakoBOK B BTOPWHHE BifiNOBIAaNbHOI 3a hapmakoHarnsag B
KapTOHHIW nakyBaHHs: YKpaiHi.
Kopobui AGGOTT

Bionomxikans
B.B.,
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
Higepnangu;
BigNoBiAa/IbHN
1 3a BUNyCK
cepii:
Mepk Xenckea
KraA,
HimeyunHa
317. | UE®TPUAKC [Ceftriaxon [uedTpuak [J01DDO04 MOPOLLIOK ANs AHaHTa Benvka AHaHTa IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a He UA/17157/01/01
OH AHAHTA COH pO34uHy Ans Megikeap BpuTaHis Megikeap mMartepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI. | peyenmom | nidsse
iH'ekyimno 1 r; nra. Niviten [oToBWI Nikapcbkmit 3aci6. CTabiNbHICTb. ae
1 donakoH 3 3MiHa y TepmiHax npugartHocTi abo
NOPOLLKOM B ymMoBax 36epiraHHs roToBOro Nikapcbkoro
kopo6ui, 20 3ac006y (36inbLEeHHS TEPMIHY NPUAATHOCTI
chnakoHiB 3 roTOBOrO Jlikapcbkoro 3acoby) - Ans
NOPOLLKOM B TOProBOi yNakoBKy (NiATBEPMAKYETLCA
KopoobLi [aHVMK peanbHOro yacy). 36iMbLUeHHs
TepMmiHy npugatHocTi [N13 gns hnakoHis
no 1 r 3aTeBep/mkeHo: TepMiH NnpuaaTHocCTi
2 pokn. 3anpornoHoBaHo: TepMmiH
npugaTHocTi 3 poku. 3MiHN BHECEHO B
po3ain "TepMiH npuaaTHOCTI" B IHCTPYKLiO
015 MeANYHOTO 3aCTOCYBaHHS /iKapCbKOro
3acoby. BBegeHHs 3MiH NpoTAarom 3-x
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FOoTOBUIA NiKAPCbKUI
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
po3Mipy cepii (Bk/ItoYaoum gianasoH
po3Mipy cepii) roToBOro nikapcbkoro
3acoby (36inbweHHsA go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM).
BBefeHHs gogaTkoBoro po3mipy cepii 113
ansa donakoHiB no 1 r - 90000 dhnakoHis B
[OMOBHEHHSA [10 BXe 3aTBepAKEeHOro
po3mipy cepii 10000 chnakoHis. BBeaeHHs
3MiH NpoTarom 3-X micauis nicns
3aTBEPAKEHHS.
318. | LE®TPUAKC [Ceftriaxon [uedTpnak [J01DDO0O4 NMopoLUOK ANs AHaHTa Benuka AHaHTa IHAisA BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/17157/01/02
OH AHAHTA COH pO34uHy Ans Megikeap BpuTaHis Megikeap mMartepianis: 3miHu | TUny - 3MiHK 3 AKOCTI. | peyenmom | nid/se
iH'ekujii no 2 ; nra. NimiTen [oToBWIA Nnikapcbkuii 3aci6. CTabiNbHICTb. ae

1 cdonaxoH 3

MOPOLLKOM B
Kopobui, 10

(pNakoHiB 3

MOPOLLKOM B
Kopobui

3MiHa y TepmiHax npugartHocTi abo
ymoBax 36epiraHHs roToBOro Nikapcbkoro
3aco6y (36iNbLUEHHA TEPMiHY NPUAATHOCTI
rOTOBOrO JIiKapCbKOro 3acoby) - A5
TOProBOi yNakoBKky (NiATBEPMKYETLCA
OaHUMU peasibHOro yacy). 36i/bLUeHHs
TepMiHy npugatHocTi 13 ans chnakoHis
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Ne Hassa MixHapo | Hassa |[Kod ATX ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 OHa diroyoi BUMYCKY 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH |(pe4oBUH (nikapcbka uka HS** 20
mosaHa u c¢hopma, nocsioYyeHHs
Hassa* ynakosKa)
no 1 r. 3aTBepgkeHo: TepMiH NpuaaTHOCTI
2 poku. 3anpornoHoBaHo: TepMiH
nNpuaaTHoOCTI 3 POKU. 3MiHW BHECEHO B
po3ain "TepMiH NpUAAaTHOCTI" B IHCTPYKLitO
AN19 MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby BBefeHHs 3MiH npoTsirom 3-x
MicsLiB NiCNs 3aTBEPAKEHHS.
319. | UWMAENOH Zinc LIHKY SO1AX03 | kpanni o4Hi, TOBAPUC YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/4507/01/01
compoun  [cynbdar; no 5 mn abo TBO 3 BUPOGHMLTBA, mMartepianis: 3miHu | TMNy - 3MiHK LWOA0 peuyenmom
ds \iekameTo 10 mny OBMEXE KOHTPO/1b 6e3nekn/edpeKkTBHOCTI Ta
KCWH thnakoHi; no 1 HOKO AKOCTI, BUMYCK thapmakoHarnagy (iHwi 3MiHn)
hnakoHy B BIAMOBIA cepii: OHOBNEHHSA TEKCTY MapKyBaHHsA
KopobLi y AJTbHICT TosapucTso 3 NepPBUHHOT Ta BTOPUHHOI YNakoBOK
KOMMEKTI 3 o obmexeHor nikapcbKoro 3acoby, a came: - BUTy4eHO
KPULLIKOHO- «KOPIMOP BignoBiganbHi iH(hopMaLito, 3a3HadeHy pocilicbkoto
KpanesnbHule ALIA CTIO MOBOIO; - NEPEHECEHO MXHAPOAHI
10 «300P0OB "NocnigHnii NO3HAYEHHS OAMHUL BUMIPIOBAHHS; -
"HA» 3aB0o/, YTOYHEHO iHhopMaLito LWo0 10roTuny
"THLCY, 3asBHVIKa Ta TEXHIYHOT iHcbopmaLlii; -
YkpaiHa; YTOYHEHO iHchopMaLito, Sika Bignosigae
BCi cTagii IHCTPYKLT A/ Me4NYHOr0o 3aCTOCYBaHHS
BUPOGHMLTBA, NiKapcbKoro 3acooby;
KOHTpO/b - BHECEHO He3HauHi peAakLiliHi mpaBku no
AKOCTI, BUMYCK TEKCTY MapKyBaHHSi NEPBUHHOI Ta
cepii: BTOPWHHOT yNakoBKM NiKapCbKoro 3acoby.
ToBapucTBO 3 TepMiH BBeJeHHS 3MiH - NPOTArom 6
06MEXEHO MiCALB NicNa 3aTBePOAXKEHHS.
BiANOBIA&UTbHI
CTIO
"®APMEKC
rePyn-,
YkpaiHa
320. | UNDPPAH Ciprofloxa |umnpocon [JOIMAO2 | Tabnetku, CaH IHAin CaH IHAiA BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/2897/01/02
cin oKcaLuH BKpUTI dapmacsh PapmacbTUK marepianis: 3miHu | Tuny - 3mMiHn WoAo peyenmom
060/10HKOI0, roTuKan an IHpacTpi3 6e3nekn/edeKTUBHOCTI Ta
no 500 mr; no IHaacTpi3 NimiTen hapmakoHarnsgy. 3miHa y KopoTkili
10 TabneTok y Nimiteq XapaKTepucTUL Nikapcbkoro 3acooby,

6nicTepi; no 1
6nictepy y
KapTOHHIW
Kopobui

TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4ns
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOrO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigKeHb 3
6e3nekn 3acTocyBaHHS NlikapCbKoro
3acoby B micnsipeecTpauiinHuii nepiog, abo
AK pe3ynibTar OLiHKW 3BiTY 3 AOCNIIKEHD,
npoBeAeHWX BigNoBIAHO A0 NaaHy
negiatpnyHux gocnigpkerb (PIP) (3MiHy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
peqyoBsuH
u

Koo ATX

dopma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
HA**

Homep
peecmpayitiHo
20
nocgio4eHHs

Y3rO[)KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm)
3MiHM BHECEHi [0 IHCTpYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS NiKapCbKOro
3aco6y Ao po3sainy "MNo6iyHi peakujii” Wwoao
6e3nekn 3acTocyBaHHA /liKkapCbKoro
3acoby. BBeeHHs 3MiH NpoTArom 6-u
MiCALIB MiC/1A 3aTBEPMKEHHS. 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHs /iKapCbKOro
3acoby B micrspeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLiHKW 3BIiTY 3 AOCNIIKEHD,
npoBefeHnX Bi4NOBIAHO 40 NaHy
negiatpuyHux gocnimkerb (PIP) (iHwi
3MiHK) 3MiHW BHECEHI [0 IHCTpyKLUii Ans
Me[MYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby fo posginis "OcobnmBocTi
3acTtocyBaHHs", "Mo6ivHI peakuii™ woao
6e3nekn 3acTocyBaHHs /liKapCbKOro
3aco6y (pefakuiiiHi yTOUHEHHS BXe
HasBHOI iHGhopMaLil) Ta BaXk/IMBOCTI
3BiTyBaHHA NPO MobiyHi peakuii. BBegeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEPAXKEHHSA

* gionosiono do inpopmayii ogiyiiinozo caiimy IJenmpy BOO3 no cnienpayi ¢ memodonoeii cmamucmuunux docaidxcens (https://www.whocc.no/atc_ddd_index/)
**y pa3i BHeCEeHHS1 3MiH 00 iHCMPYKYii Npo Medu4yHe 3acmocysaHHs

B.o. Haua/ILHUKA
dapMaLeBTUYHOT0 yIIpPaB/IiHHA
I'PINEHKO

Onexkcanjp



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

IIEPEJIIK
JIIKAPCBKHMX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIIIL, IIEPEPEECTPAIII ABO Y
BHECEHHI 3MIH /IO PEECTPAIJIMHNX MATEPIAJIIB

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
3popoB’a YkpaiHu «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKnx 3aco6iB (mepunuHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHux
MaTepianis»

Big 09 Gepe3ns 2026 poky Ne 298

Ne Ha3ssa snikapcbko20 dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina lMiocmasa lMpoyedypa
n/n 3aco6y
1. AAPTMIH 1000 XR TabneTku, MNinxekn Naiid IHgis MiHHekN IHgis 3acigaHHa | BigMoBuUTM y flepxaBHili peecTpalii — Ha niagcTasi BiAMOBU y
NPOSIOHroBaHoI Aii No CaeHc lNBT. /114, Naiich CaeHe HEP Ne 03 | pekomeHfalii [0  AepxaBHOI  peecTpauii Ha  eTani
1000 mr no 10 TabneTok MpaiiseT Bif cneujanizoBaHoi  ekcnepTusn  BIANOBIAHO [0  BWCHOBKY
y 6nictepi; no 10 Nimiten 12.02.202 | [enapTameHTy OLiHK/ 6i04OCTYNHOCTI Ta eKBiBasIeHTHOCTI. 3a
6nicTepiB y KAPTOHHIl 6 pesynbTaTaMu  eKCnepTusnM  peecTpauiiHnx  marepianis
Kopoo6Li BCTAHOB/IEHO, WO MpeAcTaBfeHi [AOCAIMKEHHS HE MOXYTb
O6yTV NPUIAHATI Ans [okasy 6i0eKBiBaSIEHTHOCTI 3asB/IEHOT0
npenaparty, OCKi/IbkM:-  3asABHWUKOM He  NpeacTaB/eHO
po3paxoBaHi AaHi LWoA0 HAasABHOCTI/BIACYTHOCTI akyMynsuii ans
3a8B/1eHMX AOC/iMKeHb GioekBiBasleHTHOCTI Ao3yBaHHsA 1000
Ml;- He NpoOAEeMOHCTpoBaHa  6i0OeKBiBa/IEHTHICTL  AN1s
popatkoBux napametpiB (partialAUCSs) ana AOCigXKeHHS B
yMOBax HaTLe BignoBigHO A0 BUMOr KepiBHULTBa Guideline on
the pharmacokinetic and clinical evaluation of modified release
dosage forms (EMA/CPMP/EWP/280/96 Corrl);- Ta,
BiAMOBIAHO, 3asBHWK He HajaB Marepianv [OC/iDKEHb B
o6casi BignosigHo fo Bumor CT-H MO3Y 42-7.4:2022
«Jlikapcbki 3acobu. [locnigpkeHHs 6ioekBiBaIEHTHOCTI» Ta
«Guideline on the pharmacokinetic and clinical evaluation of
modified release dosage forms (EMA/CPMP/EWP/280/96
Corrl)»
2. nisnHonpPuny nopoLuok (cybcTaHLuis) My6niuHe YkpaiHa XKemxiaHr Kutaii 3acigaHHa | BigMoBUTM y fepxaBHili nepepeecTpauii — Ha nigcTaBi He
AUTAPAT 0Nns hapMaLeBTUYHOTO akuioHepHe Xyaxaii HTP Ne 06 | pekomeHpauii [0 3aTBEpPKEHHS nepepeectpauii  Ha
3aCTOCyBaHHA y TOBapuncTBo dapmachbHoTi Bif HeoOMeXeHWn TepMiH, OCKiSlbkv cepTuddikaT aHanisy Big
nonieTuNeHoBmX "HaykoBo- Kan Ko., 12.02.202 | 3aTBEpA)KEHOro BMPOGHMKA He BiAMOBIgAE 3aTBEPKEHIN
naketax BMPOBHUYNIA nTAa. 6 cneundikavii A®I NIBNHOMNPUAY ANTIAPAT 3a NOKa3HUKOM:
LeHTp Mikpo6ionoriyHa unctota
"BopLuariBcbkuii
XiMiKO-
thapmaueBTUYHN
1 3aBOA"
3. ®DIPIANTA TabneTku, BKpUTI Baviep Al HimeuunHa Baviep AT, ITanisa 3acifaHHa | BigmoBuTM y 3aTBeppKeHHi - 3MiHW | Tuny - 3MiHW LWWOA0
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no 10, a6o 50, a6o 100
(h1aKOHIB 3 NOPOLLKOM Y
rpynoBiii Tapi i3 kKapToHy

Ne Hasga sniikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa lliocmasa lMpoyedypa

n/n 3acoby
NNiBKOBOI 060/I0HKOIO, HimeuunHa,; HTP Ne 06 | 6e3neku/edhekTMBHOCTI Ta papMakoHarnsgy. 3miHa 4acTtoTu
no 10 wmr; no 20 wmr; no Jenbthapm Big Ta/abo TepMmiHiB NOJAHHS PErysisipHO OHOBJIIOBAHWX 3BITIB 3
14 TabneTok y 6nicTepi; MinaHo 12.02.202 | 6e3nekn nikapcbkux 3acob6iB (B.l.10. IAHM), OCKiNbkM He
no 2 a6o 7 6nictepis 3 C.P.Nn, 6 Bigbynocb 3MiH y 4acTOTi Ta TepMiHax MOAAHHS PErynsipHO
KasleH,apHOI0 LLKaUT0H B ITania OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
KapTOHHIN nayui (BUpOGHMLT

BO MPOAYKL,ii
in-bulk,
KOHTPO/b
AKOCTI)

4, LE®PTPUAKCOH NOPOLLOK AN1s IKEHOPAPM Benvka HCnC Kutaii 3acigaHHa | BigMoBUTU y 3aTBepMKXEHHi - TexHiyHa nomunka (3rigHo
NPUroTyBaHHS PO3UNHY nTa BpuTaHis Xebeii HTP Ne 05 | Haka3y MOS3 Big 23.07.2015 Ne 460), BUnpaB/ieHHS TEXHIYHOI
ons iH'ekyii no 1000 mr XyamiH Bif noMusIKM y cneumdikayii Ta onuci metogy Bunpo6yBaHHs M3,
1 a6o 5, a6o 10 dapmachbHoTi 05.02.202 | 3aTBepxeHux HakazoM MO3 Ykpaitum Ne353 Big 03.03.2025
(h1aKOHIB 3 NOPOLLKOM B Kan KomnaHi 6 p., 3a MnokKasHWKOM «KiflbkicCHe BW3HA4YeHHs», a came: Yy
KapTOHHIN nayyi; in bulk: Nimiten 3a3HayYeHHi oAMHMUL BUMIpIOBaHHSA Mr/chriakoH (3aTBEpAXEHO

Mr), a TakoX BUKIadeHHi onucy  npo6oniaroToBKM
BMMPO6OBYBAHOTO PO34MHY 2. 3asHauyeHe BUNPaBMEHHA Y
cneundikayii Ta metogi BMNpobyBaHHA /13 3a MOKA3HMKOM
«KinbkicHe BU3HAYEHHS» He pekoMeHA0BaHO ao
3aTBEPKEHHS, OCKi/IbkW He BiAnNoBiJae OpuriHa/IbHUM
martepianam BupobHuka (n. 3.2.P.5.1. Cneumndikauisa (-1),
3.2.P.5.2. AHaniTMyHi MeTOAWKM), WO nNojaBasMca  3a
npoLeaypold BHECEHHSI 3MiH [0 peecTpauiiHnx maTepianis
npoTsArom fii peecTtpauiiHoro noceigyeHHs (PeecTpaduiinHa
copma Ne 319766-24/3-61 Big 29.07.2024 poky)

B.o. Haua/IBLHUKA

dapmaleBTUYHOr0 yNpaB/IiHHSA
I'PINEHKO

Osekcanpp
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