MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

19 yepBHa 2026 poky Ne 841

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

BiamosigHo o ctaTTi 9 3akoHy YKpainu «I1po mikapceKi 3aco0m», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peecTpallii (TepepeecTpaiiii) JikapcbKUx 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376 (B pepakiii mocraHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflUsaTh I’ATOr0 MiANYyHKTY 12 myHKTY 4 [Tosio>keHHS TIpo
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTH3 pPeecTpalliiHuX MarepiaiiB TiKapchbKUX 3aco0iB (MeauyHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MiANPUEMCTBOM  «/lep>kaBHMM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEeHHsI 3MiH [I0 peecTpal[ifHuX MaTepia/liB Ta peKoMeH/allil JTiKapCbKOro 3aco0y
[0 Jlep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCceHHS 3MiH [0 peeCTparjiiHuX
MarepiaiiB, 1[0 HafilMIuM 40 MiHiCTepcTBa OXOPOHU 3[I0pPOB’S YKpaiHW JIMCTOM
Jlep>KaBHOIO MiJNPUEMCTBA «lep;kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa 0XOPOHU
3/0poB’d YKpaiHu» Bij 16 uepBHsa 2026 poky Ne 2388/22.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiuHI TIperapaT) Ta
BHECTHU ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rigHO 3 JogaTkoM 1.



2

2. TlepepeectpyBatu  JiKapChKi 3acobu (MenuyHi iMmyHobionoriuni
rperiapaTv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3riHO 3
JI01IaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobGiosioriuni mpemnapaTu) Ta Jlep>kaBHOTO peECTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y [ep)KaBHill peecTpaliii/miepepeecTpariii TiKapchbKUX 3aco0iB
(MeguuHUX iMyHOOiONOTiYHMX TIperiapaTtiB) Ta BHECEHHiI 3MiH [0 peecTpaljiiHuX
MaTepiasiB Ta []ep>KaBHOTO pPe€eCTpy JTiKapChbKUX 3aC00iB 3TiIHO 3 10AATKOM 4.

5. ®apmanieBTuHoMy yripaBiiHHiO (OsekcaHgpy ['pirieHKy) 3abe3meunTi
OTIPW/TIO/IHEHHSI I[bOTO0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa OXOPOHHU

3[10pOB’s YKpaiHU.

6. KOHTpO/1b 3a BUKOHAaHHSAM L[bOT'0 HaKa3y IOK/JIaCTU Ha 3acTyIrHuKa MiHicTpa
€sreHida ['oHuapa.

MinicTp BikTop JIALIKO



IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEANYHVX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), fIKI
BHOCATBHCA 40 JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Aopartok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3400poB’A YKpaiHu «po aepxaBHy
peecTpauito (nepepeecTpauito)
NikapcbKux 3aco6iB (MegnYHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHA 3MiH A0 peecTpauiiHnX

marepianiB»

Big,_19 yepBHA 2026 poky Ne 841

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha dito4oi ATX (nikapcbka 3asiBHUKa BUPOGHUK npoyeoypa BionycKy aHHs peecmpayitiHo
3acoby HenameH | pe4yosUHU ¢opma, a 20
mosaHa ynakoska) nocsio4yeHHs
Hassa*
1. | ABOKCOMA apixaban anikcabaH | BO1AF | Tabnetku, BKpUTI KPKA, CnoBeHis BiANOBiAa/IbHWI CnoBeHis PeecTtpauist Ha 5 pokis 3a He UA/21338/01/02
02 NNiBKOBOKO A.4a., Hoeo 3a BUPOGHNLTBO peyenmom nionsieae
060/10HKOI0, M0 5 MecTo "in bulk", Pestome nnaHy
mr; no 20 NepBuUHHE Ta yNpaBiHHA pu3nKamm
TabneTok y BTOPWHHE Bepcia 1.1 gogaetbea
6nictepi, no 3 nakyBaHHs, MepiognyHICTb NofaHHSA
6nictepn y KOHTpONb cepii perynsipHo
KOpoo6Li Ta BUNyCK cepil: OHOB/IHOBAHOTO 3BITY 3
KPKA, a.4., 6e3neku, BiANOBIAHO A0
HoBo mecTo Mopsaaky 34iicHeHHSA
dhapmakoHarnsgy,
3aTBEPAKEHOIO HaKka3oMm
MiHicTepcTBa 0XOpOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOoB's YKpaiHu Bif 26
BepecHsA 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaYeHUMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
2. | ABOKCOMA apixaban anikcabaH | BO1lAF | Tabnetku, BKpUTI KPKA, CnoseHis BiAnoBiganbHMi CnoBeHis PeecTtpauist Ha 5 pokis 3a He UA/21338/01/01
02 nAiBKOBOO a.4., Hoso 3a BUPOGHNLTBO peyenmom nionsizae
060/10HKOI0, N0 MecTo "in bulk”, Pestome nnaHy
2,5 mr; no 20 NepBUHHE Ta yNpas/liHHA pU3nKamm
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Ne Hassa MixHapod Hassa Koo dopma surnycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka 3asiBHUKa BUPOGHUK npoyeoypa BionycKy aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, a 20
mosaHa ynakoska) nocsio4YeHHs1
Hassa*
TabneTok y BTOPWHHE Bepcia 1.1 gofaetbea
6nicTepi; no 1 abo nakyBaHHs, MepiognyHicTb NogaHHA
3 6nictepu y KOHTpOsb cepii perynsipHo
KopoobLi Ta BUNYCK cepil: OHOB/IOBAHOIO 3BITY 3
KPKA, a.4., 6e3neku, BiANOBIAHO A0
Hoso mecTo Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOPOHU
30,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULT
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
340pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHUMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.
3. | TMMIOKO3AMI Glucosami | rawoko3ami - KpucTaniyHuii AT YKpaina TANY IHais PeecTpaujsa Ha 5 pokis - He UA/21339/01/01
HY CYNb®AT | ne HYy NMOPOLLIOK "®apmak” IHOACTPI3 nionsizae
HATPIEBA cynbaty (cybeTaHuin) y NIMITEL
Cinb HaTpito noABIliHMX
(FNHOKO3AMI Xnopug nonieTuIeHoBKX
HY CYNIb®AT nakeTtax ans
HATPIO hapmaneBTUYHOr
X10PUA) 0 3aCTOCYBaHHA
4. | AASATUHIB dasatinib naszatuHi6 | LOLEA | Tabnetku, BKpUTI HOpxkus IHais HOpxia dapma IHAis PeecTtpauisa go 3a He UA/21344/01/01
02 NNiBKOBOKO dapma Cnewienitis BBEAEHHS B Ait0 3aKOHy peuyenmom nionseae
o6onoHkKoto, 50 mr; | Crewwmani Nimiteq YKpainu Big, 28 nunHs
no 60 TabneTok y Tic Nlimiteq 2022 p. Ne 2469-1X “INpo

naacTuKoBil
nnawuyi; no 15
Tabnetoky
6nictepi, no 1
6nictepy y
KapTOHHIi
ynakoBLi

nikapcbki 3acobn”

Pestome MYP Bepcis 0.1
[ofaeTbes.
MepiognyHICTb NogaHHA
perynsipHo
OHOB/OBAHOIO 3BITY 3
6e3neku, BiAnoBigHO A0
Mopsaaky 34iicHeHHs
dhapmakoHarnsay,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyoBsuHU

Koo
ATX

dopma surnycky
(nikapcbka
thopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTUL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

OASATUHIB

dasatinib

[a3aTuHi6

LO1EA
02

TabneTku, BKPUTI
nAiBKOBOO
060s10HKot, 70 Mr;
no 60 TabneTok y
nnacTuKoBil
nnswuyi; no 15
Tabnetoky
6nictepi, no 1
6nictepy y
KapTOHHIl
ynakoBLi

HOoxnsa
Papma
Cnewwvani
Tic Nlimiteq

IHais

HOpxia dapma
Cnewieniti3
NimiTen

IHAis

PeecTtpauisa go
BBEAEHHS B Ait0 3aKOHy
Ykpaiuu Bif, 28 nunHs
2022 p. Ne 2469-1X “Mpo
nikapcbki 3acobn”

Pestome MYP Bepcis 0.1
[ofaeTbes.
MepioguyHicTb NogaHHA
perynsipHo
OHOB/OBAHOIO 3BITY 3
6e3neku, BiAnoBigHO A0
Mopsiaky 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiognYHOCTi NoAAHHS

3a
peyenmom

He
nidnseae

UA/21344/01/02
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Ne Hassa MixHapod Hassa Koo dopma surnycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka 3asiBHUKa BUPOGHUK npoyeoypa BionycKy aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, a 20
mosaHa ynakoska) nocsio4YeHHs1
Hassa*
perynsipHux 3BiTiB 3
6esneku.
6. | AUMEHTIAPU - BwmicT: - NMOPOLLIOK AT YkpaiHa LLlaHxai Bangep Kutai peecTpauis Ha 5 pokis - He UA/21340/01/01
HAT ondoeHriap (cybeTaHuin) y "ly6HUha dapmacbloTikas nionsieae
amiH; noABIiHNX pm" Ko., NTa4.
8- nonieTNeHoBux
xnopteodi naketax gns
niH hapmaneBTUyHOr
0 3aCTOCYBaHHS
7. | TOPAUUTUH | tofacitinib TodhaumnTu - NOPOLLIOK AT YkpaiHa AJIIBYC NIAV® IHAis PeecTpauisa Ha 5 pokis - He UA/21342/01/01
IBY ULUTPAT HiBY (cybeTaHuin) y "papmak” CAVEHCE3 nionseae
uutpart nosieTuNeHoBmX NIMITEL, Mpoekt MKA N3 (Bepcis
nakeTtax ans nokymeHTta 0003)
hapmaLeBTUYHOr
0 3aCTOCYBaHHSA
8. | YPCOAESOK Ursodeoxy | ypcopesok - MOPOLLIOK AT YkpaiHa Yaurge FOHbrax KnTaii PeecTpauis Ha 5 pokis - He UA/21343/01/01
CUXONEBA cholic acid | cuxonesa (cybeTaHuin) y "papmak” BioTexHonogxi nionsieae
KNCNOTA Kucnota noagiiHnx Ko., Nita.
nakeTax
nonieTNeHoBUX
ans
hapmaLeBTMyHor

0 3aCTOoCyBaHHA

* gidrosidHo Ao iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no crisrpayi 8 Memodosiozii cmamucmuyHux docnidxens (https://www.whocc.no/atc_ddd_index/)

HauvanbHUK
dapMaLeBTUYHOT0 yIIPaB/IiHHA

Ounekcanpap I'PIHEHKO



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

ITEPEJIIK
ITEPEPEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHA

Aopatok 2
A0 Haka3ly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po aepxaBHY
peecTpaLdito (nepepeecTpadito)
NiKapcbKnx 3aco6iB (MeanYHUX
iMyHOGionorivHUx npenaparis) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianis»
Big_19 uepBHaA 2026 poky Ne 841

Ne Ha3ssa MixxHapoo Hassa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapCcbK0O20 Ha diroyoi ATX (nikapcbka 3asa8HU BUPOGH Bionycky yBaHHs | peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, Ka uka 20
mosaHa ynakoska) nocBi0O4Y€eHHs1
Hassa*
1. | IMATUHIB imatinib iMaTuHIBy LO1EA | Tabnetku, BKpUTI Wvnna IHais MoBHWIA UMK IHais MepepeecTpauia Ha 3a He UA/18684/01/01
wnnA me3unar 01 NNiBKOBOKO Megikea BUPOBHMYOTO HeobMeXeHuA TepMiH peyenmom nidnsiea
060/10HKOI0, N0 Nimiten npouecy: OHOB/EHO iHGhopmaLito B €
100 mr; no 10 Lnnna Megikea IHCTPYKLiT Ana MeguyHoro
Tabnetok y Nimiteq, HAis; 3acTOCyBaHHS NMikapCbKoro
6nicTepi, no 3 KoHTpOosb siKoCTi 3acoby y po3ginax
6nictepn y i BUNpo6yBaHHSA "®apmakoTepaneBTMYHa rpyna.
KapTOHHI KOpoOL;j cTabinbHoCTI Kog ATX" (3aTBEpPAXEHO:
(di3nyHi i XiMiyHi "AHTVHEONacTUYHI 3aco6u.
TecTn): IHriGiTOpY NpoTeiHKIiHa3N.

LLinnna Megikea
Nimiteq, IHaisa

IMaTUHI6.

Kog ATX LO1X EO01";
3anponoHOBaHoO:
"AHTVHEONNacTUYHi 3aco6u.
IHriGiTopy TMpo3uHkiHasn BCR-
ABL. ImatuHi6. Kog ATX LO1E
A01"), "B3aemogis 3 iHLLIMMU
nikapcbknMmn 3acobamu Ta iHLWi
BMAN B3aemogii",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "ro6iyHi peakwyii”
BiANOBIAHO A0 iHhopMaLi Woao
MeAMYHOro 3acToCyBaHHA
pethepeHTHOrO /iKkapCbKOro
3acoby (IniBek, TabneTkn BKPUTI
nNiBKOBOK 060/10HKOI0, MO 100
Mmr 1a 400 mr), a TakoX y po3gini
"Mo6iyHi peakuii" Wwoao
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHU

Koo
ATX

dopma surnycky
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asAB8HU
Ka

Bupo6Huk

Kpaina
BUPOOH
ukKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

BaX/IMBOCTI 3BiTYBaHHS Npo
no6iyHi peakuii.
Pestome nnaHy ynpaseiHHs

pu3nkamu Bepcis 1.2 nogaeTbes.

MepiognyHICTb NogaHHSA
perynsipHo OHOBJIOBAHOIO 3BiTY
3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’S
Ykpainu Big 27 rpygHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu 29
ciuHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB'A YKpaiHu Big
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMK y NepioguyHOCTI
NoAaHHs perynsipHyX 3BiTiB 3
6esneku.

IMATUHIB
WnnnA

imatinib

iMaTuHIBy
mesunar

LO1EA
01

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKOH0, MO
400 wr; no 10
Tabnetok y
6nictepi, no 3
6nictepn y
KapTOHHI KopooLli

Wnnna
Megikea
NimiTen

IHais

MoBHWA UnKn
BVMPOGHMYOTO
npouecy:
LLnnna Megikea
Nimiteg, IHAis;

KoHTponb siKocTi

i BUNpo6yBaHHSA
cTabiNnbHOCTI

(chi3nuHi i XiMiuHi

TecTu):
Lnnna Megikea
Nimites, IHAiA

IHais

MepepeecTpauia Ha
HeoOMeXeHWNn TepMiH
OHOB/EHO iHGhopmaLito B
IHCTPYKLii AN18 MeguyHoro
3aCTOCyBaHHSA NiKapCcbKOro
3acoby y posginax
"GapmakoTepaneBTuyHa rpyna.
Kog ATX" (3aTBEpAXEHO:
"AHTUHEONNacTUYHi 3aco6u.
IHriGiTOpY NpoTeiHKiHa3W.
IMaTuHi6.

Kog ATX LO1X EO01";
3anpornoHOBaHo:
"AHTVHEONacTUYHi 3aco6u.
IHri6iTOopy TMPO3nHKIHa3n BCR-
ABL. ImatuHi6. Kog ATX LO1E
A01"), "B3aemMogisi 3 iHLLIMMUK
nikapcbknmy 3acobamm Ta iHLUi
BWAW B3aemogiin",
"3acTocyBaHHsA y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "MobiuHi peakwyii”
BiANOBIAHO A0 iHGopMaL,i Wwoao
MeAMYHOro 3acToCyBaHHSA
pedhepeHTHOrO /iKapCbKOro
3acoby (I'niBek, TabneTKn BKPUTI

3a
peyerimom

He
nionsiea
€

UA/18684/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHU

Koo
ATX

dopma surnycky
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asAB8HU
Ka

Bupo6Huk

Kpaina
BUPOOH
ukKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

nNiBKOBOK 060/10HKO0, No 100
Mr Ta 400 Mr), a Takox y po3gaini
"Mo6iuHi peakuyii" woao
BaX/IMBOCTI 3BITYBaHHS Npo
no6iyHi peakuiii.
Pestome nnaHy ynpaseniHHA

pu3nkamu Bepcis 1.2 nofgaeTbes.

MepiognyHICTb NogaHHSA
perynsipHo OHOBJIOBAHOIO 3BITY
3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’S
Ykpainu Big 27 rpygHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu 29
ciuHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB'SA YKpaiHu Big
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMK y NepioguyHOCTI
NoAaHHs perynsipHyX 3BiTiB 3
6esneku.

MENbAIH

meldoniu
m

MenbAOoHI
10

avrigpat

CO1E
B22

po3uunH ans
iH'ekujin, 100
Mmr/mn, no 5 mny
dhnakoHax
CKMIAHKX; Mo 5
hakoHiB y
KOHTYPHIl
YapyHKOBIli
ynakoBLi; rno 2
KOHTYPHiI
YapyHKOBI
yNakoBKM y nauli

MpuBatHe
aKujioHepH
e
TOBapuUCTB
o}

"IHdoy3ia"

YkpaiHa

MpusatHe
akujioHepHe
TOBapUCTBO

"lHdpy3ia”

Ykpaina

MepepeecTpayia Ha
HeobMexeHui TepMiH. Pestome
nnaHy ynpas/iHHA pU3nKamm
Bepcia 1.1 gogaerbes.
OHoB/eHO iHdhopMaLiio B
IHCTPYKLiT ANna MeguyHoro
3acTocyBaHHSA y po3gini "Cknag"
(BUKNafeHHs Ha3BM fitoyoi
PEYOBUHY YKPATHCLKOK MOBOIO)
Ta po3gini "MNo6iyHi peakui”
LLOA0 NOBIJOMMEHHS NMPO
no6iyHi peakuii nikapcbkoro
3acoby.
MepioguyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO 3BiTY
3 6e3neku, BIANOBIAHO A0
Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHY 340POB’S
Ykpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTULii Ykpainm 29

3a
peyerimom

He
nionsiea
€

UA/18982/01/01
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Ne Ha3ssa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH BionyckKy yBaHHs1 | peecmpayiliiHo
3acoby HenameH | pe4yoBUHU ¢ghopma, Ka ukKa 20
mosaHa ynakoska) nocsi0O4YeHHs1
Hassa*
ciuHg 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB'SA YKpaiHu Big,
26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN y NepiognYHOCTI
nofaHHA perynsipHuX 3BiTiB 3
6e3neku.
4. | TENAI Lamivudin | gonyTterpa | JO5A TabneTku, BKpUTI leTepo IHgjis [eTepo /1a63 IHgjisa MepepeecTpavis Ha 3a He UA/18591/01/01
e, Bip (y R27 NnNiBKOBOKO Na63 Nimiteq HE0OMEXEHWI TEPMIH peuenmom niosnsza
tenofovir dopmi 060/10HKO0, 50 NimiTeq OHoBNEHO iHthopmaL,io y €
disoproxil ponyterpa Mr/300 mr/300 wr; po3ginax "®apMakonoriyHi
and Bipy no 30 Tabnetok y BnacTuBocTi", "B3aemopis 3
dolutegrav | Hatpito), KOHTeliHepi, no 1 IHLIMMK NiKapcbknmy 3acobamm
ir namiByuvH KOHTeliHepy B Ta iHwWi By B3aemogiin”,
, KapTOHHI KopooLli "Oco61BOCTI 3aCTOCyBaHHA",
TeHooBIp "3acTocyBaHHs y nepiog,
y BariTHOCTi abo rogyBaHHs
[M30NPOKC rpyaat” (BHECEHHS A0AATKOBUX
nny 3acTepexeHb BignoBigHO A0
hymapat OHOBJIEHOI iHhopmaLii 3

6e3nekun, a came OHOB/EHHS
pe3ynbTaTiB fOCNifKeHb, aHani3
peecTpiB, AaHi nyb6nikauiii),
"Cnoci6 3acTocyBaHHA Ta Ao3un",
"Mo6iuHI peakuyii" iIHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acooby.

Pestome nnaHy ynpasniHHA
pu3unkamu Bepcis 1.0 gogaetbes.
MepiognyHICTb NOgAHHSA
perynsipHo OHOBJIOBAHOIO 3BiTY
3 6e3neku, BiANOBIAHO A0
Mopsiaky 34INCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpygHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciuHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB'SA YKpaiHu Big
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMK y NepioguYHOCTI
nofaHHsA perynsipHnx 3BiTiB 3
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Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHU

Koo
ATX

dopma surnycky
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asAB8HU
Ka

Bupo6Huk

Kpaina
BUPOOH
ukKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

6e3neku.

DEHIBYT

phenibut

oeHibyT

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuin) y
noABIiHNX
nonieTNeHoBux
naketax gns
hapmaneBTUyHOr
0 3aCTOCyBaHHSA

MPAT
«XIMOAP
M3ABO/

«4YEPBOH
A 3IPKA»

YkpaiHa

NOBHWIA LKA
BMPOGHMLITBA
PeHibyT (4-
amiHo-3-
cheHinbyTaHoBOI
KMCnoTu
rigpoxnopug,
peakTuB):
rigpyBaHHs,
umknisauis,
rigponis,
KpucTanisauis,
cyLKa,
thacyBaHHS:
NAHbOHbraH
XeHdeit
dapmacbloTikan
Ko., NTA,,
Kutan;
OUVILLIEHHS
(rigponis,
Kpuctanisauis),
CyLLKa,
hacyBaHHs,
BUWMYCK Cepii:
MPAT
«XIM®APM3AB
o[, «HEPBOHA
3IPKA»,
YKpaiHa

Kurai/
YkpaiHa

MepepeecTpayia Ha
HeoOMeXeHWNn TepMiH

He
niosnsiea
€

UA/18744/01/01

* BionosidHo Ao iHghopmayii oghiyitiHozo calimy LieHmpy BOO3 o cnisnpayi 8 Memodosiozii cmamucmuyHux docnioxers (https://www.whocc.no/atc_ddd_index/)

HauvanbHUuK
dapMaLeBTUYHOr0 yIIPaB/IiHHA

Ounekcanpap I'PILHEHKO



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

MopaTok 3
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHY
peecTpauito (nepepeecTpauiio)
JNiKapcbKuX 3aco6iB (MeguUHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpaviiiHux
marepianiB»

Big_19 uepBHa 2026 poky Ne 841

JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIIO10 AKX BYJ/IN BHECEHI
3MIHM 1O PEECTPALIIMHNX MATEPIAJIIB, AKI BHOCATBCSHA 4O AEPKABHOI'O PEECTPY JIIKAPCBKHUX

3ACOBIB
Ne Hassa MixHapoo Ha3ssa Koo Popma 3asasHUK KpaiHa Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JlikapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOOH Bionycky myBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka ukKa HST** 20
mosaHa HU ¢hopma, nocsi0O4YeHHs1
HasBa* ynakosKa)
1. | ABPOJI® SR ambroxol ambpokc | RO5C Kancynm 3 TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 niosnsie UA/9928/05/01
ony B06 NPOJIOHr0OBaHo "KYCYM" PAPM", YkpaiHa MaTtepianis: 3miHu | TNy - peyernma ae
rigpoxno aieto, no 75 wr; abo AZMIHICTpaTVBHI 3MiHK. 3MiHa
pug, no 10 kancyny TOB "KYCYM", HaliMeHyBaHHs Ta/abo agpecu Micud
6nicTepi; no 1 YkpaiHa NPOoBaPKEHHNA AiSNIbHOCTI

abo 2 6nictepn
Y KapTOHHiii
ynakosLi

BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIHOHa0um
AinbHULI BUNYCKY cepii abo micle
NPOBEeLEHHA KOHTPOJIIO AKOCTI.
(misnbHICTb, 3a SAKy Bignosigae
BMPOGHUK/IMNIOPTEp, BKAKOYAOUN
BMNYCK cepiit) 3MiHa Ha3BK
BMpo6HUKa 3 TOB "TNIEAPAPM
NTA", YkpaiHa Ha TOB "KYCYM",
YkpaiHa. Micue3HaxomKeHHs
BMPOGHWYOI [iNbHUL HE 3MIHWMIO0CH
BBefieHHs 3MiH npoTArom 12-1n
MiCAILiB NicNnsa 3aTBepPAKEHHS. 3MiHK
| TMNYy - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHsA Ta/abo
afipecu 3asBHUKa (BnacHuKa
peecTpaLiiHoro noceigyeHHs)) 3MiHa
HaliMeHyBaHHSA 3asiBHUKa 3 TOB
"TNEA®APM NTA", YkpaiHa Ha TOB
"KYCYM", YkpaiHa. BBeeHHS 3MiH
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
npoTsarom 12-1u micauis nicns
3aTBEPKEHHS.
2. | ABAUMTNAN | azacitidine | asauyutn | LO1BC | nopoluok gns Akkopg, IcnaHis BMPOGHMLTBO ManbTta/ BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/20889/01/02
H AKKOP/A OVH 07 npuroTyBaHHsA Xerckea NiKapcbkoro MonbLa mMartepianis: 3miHu | TUny - 3MiHK 3 peyenmom
cycneHsii s C.JLY. 3acoby, nepBuHHE / AKOCTIi. [O0TOBWMIA Nikapcbkuii 3acib.
iH'ekujn, 25 Ta BTOPUHHE Ipeuis/ Cucrtema
mr/mn no 150 mr nakyBaHHs: IHTac Yropuw | KoHTeiliHep/3akynoptoBasibHUiA 3aci6.
y thnakoHi; no 1 dapmacbloTikanc Ha/ 3MiHa napameTpiB cneuudikawii
chnakoHy y nauui Nimiten, IHgis; IHAjs Ta/abo foMyCTUMUX MeX NepPBUHHOT
KOHTPO/b SIKOCTI: yNaKkoBKM rOTOBOTO NiKapCbKoro
MiKpOGiooriyHi 3ac006y (iHLWi 3MiH1) OHOBIEHHSA
MeToamn cneumdikauii Ha CKNSHWIA doNakoH, a
(cTepunbHi i came 3MiHa rpaH1yHoO AoNyCTUMOT
HEeCTepW/IbHI): Macu ckiisiHoro doiakoHa (cepefHs
dapmasanig K., maca) ans 50 mn 3 50,500 r go
YropwuHa; 52,000 r, Ha 47,000 r go 53,000 r.
KOHTPO/b AKOCTI: 3MmiHu | TUnYy - 3MiHK 3 AKOCTI.
(XiMiuHi/i3nyHi [oTOBWIA Nikapcbkmii 3aci6. Cuctema
MeToam): KOHTeliHep/3akKynopoBasibHWiA 3aci6.
Papmagokc 3MiHa nocTavasibHMKa nakyBasibHUX
Xenckea Jflivites, Marepianis abo KOMMNIEKTYUUX
ManbTa; (AKW0 3a3HaYeHo B A0ChE) (3aMiHa
BiANoBiAa/IbHWIA 32 abo AofaBaHHsA nocTavyasibHNUKa)
BWMNYCK cepil: BHECEHHS 3MiH o p. 3.2.P.7.
Akkopf, Xenckea Cucrtema
Moncka Cn. 3 0.0. KOHTelHep/3akynoptoBasibHMI 3aci6,
Cknag Imnoptepa, a came gofaBaHHA KAISHA
MonbLya; PACKAGING PVT LTD sk
BTOPVHHE anbTepHaTUBHOIO NoCTayYasibHMKa
nakyBaHHs Ta 20-miniMeTpoBOi atOMiHIEBOT
KOHTPO/b SKOCTI BiAKUAHOI 3BUYAHOI 6101 KPULLIKN
cepii: ana Asaumtnamny 25 mr/mn,
AKkopg, Xenckea MOPOLLKY A1 NPUTOTYBaHHSA
CiHrn Membep cycneHsii ans iH'ekuii.
C.A., lpevis 3arBepaKeHo:
Approved supplier of 20mm flip off
plain white seal:
1. WEST PHARMACEUTICAL
PACKAGING
3anponoHoBaHo:
Proposed supplier of 20mm flip off
plain white seal:
1. WEST PHARMACEUTICAL
PACKAGING
2. KAISHA PACKAGING PVT LTD
3. | AKNIACTA zoledronic | 3onegpo | MO5B po34uH ans TOB YkpaiHa BTOPUHHE LBeiiua BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/4099/01/01
acid HoBa A08 iHcpysi, 5 "CaHpgo3 nakyBaHHs, pisi/ marepianis: 3miHu | Tmny - 3miHn peyenmom
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Kucnota Mr/100 mn; no YkpaiHa" KOHTPO/Ib Cepil, ABcTpis/ oo 6e3nekn/edeKTUBHOCTI Ta
100 mny BUMYCK Cepili: CnoseHi hapmakoHarnsgy. 3miHa 4actotu
chnakoHi; no 1 HoapTic ®apma al Ta/abo TepMIHIB MOAaHHA perynsipHo
donakoHy B LLTeliH AT, OHOB/IOBaHWX 3BITIB 3 6e3nekn
Kopo6Li 3 LBeliuapis; NiKapCbKNx 3aco6iB. 3MiHM YacToTn
KapTOHY BUPOBHMLITBO, Ta TEPMiHIB MOJAHHA PerynsapHo
nepBuHHe OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku.
nakyBaHHs, [itoya pepakuis: Yactota nogaHHA
KOHTPO/b Cepiii: perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
®peseHiyc Kabi 6e3neku 1 pik. KiHueBa gata ans
AscTpia F'm6X, BK/IIOYEHHSA [aHNX [0 PerynspHo
ABCTpIS; OHOB/THOBAHOIO 3BITY 3 6e3neku -
BTOPUHHE 31.08.2026 p. fata nogaHHs -
naxkyBaHHs, 09.11.2026 p. MNMponoHoBaHa
KOHTPO/b cepiiiA, pefakuis: Yactota nogaHHs
BUWMYCK Cepiii: perynsipHo OHOB/IIOBAHOTO 3BITY 3
Nex 6e3nekun 5 pokis. KiHueBa fata s
dapmaueBTUiHa BK/TIOYEHHSA [AaHUX [0 PerynsipHo
KoMnaHisa 4.4., OHOB/IOBAHOTO 3BITY 3 6e3neku
CnoseHis; - 31.08.2028 p. flata noAaHHs -
KOHTPO/b SKOCTI 29.11.2028 p. PekomeHgo0BaHo [0
3a NOKa3HUKOM 3aTBEpPAKEHHS BiANOBIAHO A0
"BakTepianbHi nepiognYHOCTI NoAaHHSA perynsipHo
€HAO0TOKCUHN": OHOB/IOBaHMX 3BITiB 3 6e3Mekn
®peseHiyc Kabi nikapcbkux 3acobiB y EC.
ABCTpist TM6X,
ABCTpIS;
Bi3yasibHa
iHCMekuis
nikapcbkoro
3acoby: dpeseHiyc
Kabi ABcTpis
'm6X, ABCTpis;
KOHTPONb SKOCTI
3a NOKa3HKOM
"CTepubHICTb":
ATEC 'm6X IMEL,
ABCTpist
4. | ANNEPrO®PI | levocetirizi | nesouet | RO6A Tabnetkn no 5 Cimnekc IHais Cimnekc ®apma IHgis BHECEHHS 3MiH [0 peecTpaviiniHmx 6e3 nidnsie | UA/16628/01/01
ne npusnHy | E09 Mmr; no 10 Papma MeT. N14. mMartepianis: 3miHu | TUny - 3MiHK 3 peuenma ae
avrigpox Tabnetok y Met. /1T4. AKOCTI. [O0TOBWIA Nikapcbknii 3aci6.
nopvg, 6nicTepi; no 1 Cucrtema
a6o no 10 KOHTeliHep/3akKynopoBasibHWiA 3aci6.
6nicTepis y 3MiHa po3mipy ynakoBku rotoBoro
KapTOHHIiA nikapcbKoro 3acoby (3MiHa KiflbKoCTi
ynakoBLiji OAVHUUG (Hanpuknag TabneTok,

amny TOLLO) B ynakoBLi - 3MiHa
nosa fjiana3oHoM 3aTBepKEHNX
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
pPO3MipiB yNakoBku - fofaBaHHSA
HOBOrO PO3Mipy YNakoBKu. 3MiHn
BHECEHO B iHCTPYKLi0 A71A
MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby B po3zin
"YnakoBka" y 3B'A3Ky 3 BBEEHHAM
[0AaTKOBMX YNakoBOK, SK HACNiAOK -
3aTBEPMKEHHS TEKCTY MapKyBaHHS
[00aTKOBMX YNakoBOK NiKapCbKoro
3acoby. BBegeHHs 3MiH npoTsrom 6-
TN MiCALIB NiCNA 3aTBEPMAKEHHS.
5. | AIb®APEKI Interferon iHTepcpe | LO3AB | cynosuTtopii TOB YkpaiHa BWNYCK cepil: YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHmx 3a He UA/15128/01/01
H® alfa-2b poH 05 pekTasibHi No "BAJTAPTI TOB "BANIAPTIH mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom nionsie
anba- 250 Tuc. MO; no H DPAPMA", AKOCTI. [0TOBWMIA Nikapcbkuii 3acib. ae
2b 5 cynosuTtopiiB y PAPMA" YkpaiHa; 3MiHU Yy BUPOGHMLTBI. 3MiHa
pekomo6i cTpwni; no 2 BUPOGHULTBO, iMnopTepa/3miHu, L0 CTOCYTbCA
HaHTHWI cTpunn B nakyBaHHs, BUNYCKY Cepii Ta KOHTPOJIH0 SKOCTI
NOANHN KapTOHHIiA KOHTPO/Ib SKOCTI: rOTOBOrO JliKapCbKoro 3acoby
Kopobui TOB "HaykoBo- (3amiHa abo gofaBaHHA BUPOOHUKA,

BMPOGHMYA
KOMnNaHis
"IHTepdhapmbioTek

Ykpaina

LLIO BignoBigae 3a BBe3eHHA Ta/abo
BMMYCK cepii) - He Bkoyaroun
KOHTPONb/BUNPOBYBAHHSA cepil -
3amiHa BMpO6HMKa, Lo Bignosigae
3a BMNYCK cepii roTOBOro
NiKapcbKoro 3acoby BHOCUTLCSA Y
3B'A3KY 3 ONTUMI3aLi€to 6isHec
NPOoLLeCiB Ta YTOYHEHHS afpecy BXe
3aTBEpPKEHOro BUPO6HMKA. 3MiHN
BHECEHO B iHCTPYKLiO 4115
MeMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby woao
06’egHaHHA po3ainis «BUpoOHNK» /
«3asABHUK» Ta «MicLie3HaxomKeHHs
BUPOGHMKA Ta agpeca Micus
NPOBaKEHHS OT0 AiS/IbHOCTI» /
«Micue3HaxoKeHHs 3asaBHUKa» A1
YHUKHEHHA Oy6nt0BaHHS; BignoBigHi
3MiHV BHECEHO B TEKCT MapKyBaHHS
yMakoBKU NiKapcbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 6 Micsuis
nicns saTBepkeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edekTMBHOCTI
Ta thapmakoHarnagy (iHwi 3miHu) -
BunyyeHHs TeKCTy MapKyBaHHS
roTOBOrO JlikapCcbKoro 3acoby 3
MeToziB KOHTPOIO SAKOCTI, TEKCT
MapKyBaHHsI /likapCbKOro 3acoby y
doopwmi in bulk 3amwaeTbea B MKA.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3aTBepmkeHo: Po3gain
«MapkyBaHHA» [JofaeTbCA.
3anponoHoBaHo: Po3gin
«MapkyBaHHs» Jlikapcbkuii 3aci6 y
dhopmi in bulk: TekcT MapkyBaHHS
popaetbes. [0TOBWIA NikapCbkui
3aci6: BignosigHO A0
3aTBEPKEHOTO TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
BTOPVHHOT YNakoBKM MiKapCbKoro
3acoby, a came: BHECEHO pefakLiiiHi
npaBKy MO TEKCTY MapKyBaHHS.
TakoX YyTOYHEHHS! HanMCaHHs
agpecu BMpobHUKa / 3asiBHIKa B
IHCTPYKLji 4ns MeguyHoro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepKEHHS.
6. | AIb®APEKI Interferon iHTepde | LO3AB | cynosutopii TOB YkpaiHa BUNYCK cepii: Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a He UA/15128/01/02
H® alfa-2b poH 05 peKTasibHi No "BAJTAPTI TOB "BAJNIAPTIH marepianis: 3miHu | Tuny - 3miHK 3 peyenmom nionse
anbca- 500 Tuc. MO; no H DAPMA", AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. ae
2b 5 cynosuTtopiis y PAPMA" YkpaiHa; 3MiHV Y BUPOBHUUTBI. 3MiHa
pekombi cTpwni; no 2 BMPOGHWLTBO, iMnopTepa/3MiHu, L0 CTOCYHTbCSA
HaHTHWI cTpunu B nakyBaHHS, BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
NOANHN KapTOHHilA KOHTPO/Ib SIKOCTI: roTOBOro Nikapcbkoro 3acoby
Kopobu,i TOB "HaykoBo-

BMPOGHMYaA
KOMMaHis
"IHTepcapmbioTek

YkpaiHa

(3amiHa abo AofaBaHHS BMPOOHUKA,
LLIO BiAMOBiAA€ 3a BBE3EHHS Ta/abo
BMNyCK cepii) - He BrItovaoun
KOHTPONb/BMNPOGYBaHHSA cepii -
3amiHa BMpO6HMKa, Lo BignoBigae
3a BUMYCK cepii roToBOro
nNiKapcbKoro 3acoby BHOCUTLCS Y
3B'A3KY 3 OMTMMIi3aLieto 6isHec
NpoLieciB Ta YyTOYHEHHS afpecy BXe
3aTBEPAKEHOrO BUPO6HMKA. 3MiHN
BHECEHO B iHCTPYKLi0 An1A
MeAMYHOro 3aCTOCyBaHHSA
niKapcbKoro 3acoby LWoao
06’egHaHHA po3ainis «BupobHuk» /
«3asiBHUK» Ta «MicLie3HaxomKeHHs!
BMPOGHMKa Ta agpeca Micus
NPOBaPKEHHS AOT0 AiS/ILHOCTI» /
«Micue3HaxopKeHHs 3aaBHUKa» 415
YHUKHEHHS fy6Nt0BaHHS; BiANOBIAHI
3MiHW BHECEHO B TEKCT MapKyBaHHS
yrnakoBKU NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTarom 6 micsuis
nicaa 3aTBepMKeHHs. 3MiHu | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

3MiHV Wwoao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3amiHu) -
BunyyeHHs1 TeKCTY MapKyBaHHS
roTOBOro NikapcbKoro 3acoby 3
MeTopiB KOHTPOIO AKOCTI, TEKCT
MapKyBaHHS Nikapcbkoro 3acoby y
dopmi in bulk 3anuwaeTbea B MKA.
3aTBepmkeHo: Po3gain
«MapKyBaHHA» [JogaeTbes.
3anponoHoBaHo: Po3gin
«MapkyBaHHs» JlikapCbkuii 3aci6 y
dhopwmi in bulk: TekcT MapkyBaHHS
popaetbes. [oToBWIA Nikapcbkuii
3aci6: BignosigHO A0
3aTBEPAKEHOI0 TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
BTOPUHHOI YNakoBKN NikapCbKoro
3acoby, a caMe: BHECEHO peakLiiiiHi
npaBKy MO TEKCTY MapKyBaHHS.
TaKoX YTOYHEHHS HaNUCaHHS
agpecy BUpO6HuKa / 3asBHIKA B
IHCTPYKUIT ANA MeguyHoro
3acTOCyBaHHS NikapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicns 3aTBepKeHHs.

ANb®APEKI
H®

Interferon
alfa-2b

iHTepde
pOH
anba-
2b
pekombi
HaHTHWI
NOANHN

LO3AB
05

cynosuTopii
pekTasnbHi no 1
MAH MO; no 5
CynosunTopiis y
cTpuni; no 2
cTpunu B
KapTOHHIW
Kopobui

TOB
"BAJIAPTI
H
PAPMA"

YkpaiHa

BWNYCK cepil:
TOB "BAJTAPTIH
®APMA",
YKpaina;
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
TOB "HaykoBo-
BUpPOGHMYA
KOMMNaHis
"IHTepcapmbioTek

YkpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TUny - 3MiHK 3
AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUNYCKY cepil Ta KOHTPOJIO AKOCTI
roTOBOro NikapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKA,
Lo BiAgnoBiAae 3a BBe3eHHA Ta/abo
BMMYCK cepii) - He Bkntovaroun
KOHTpPO/b/BMNPOGYBaHHSA cepii -
3amiHa BMpPOOHUKa, LU0 BiAnoBifaE
3a BUMYCK cepii roToBOro
nNiKapcbKoro 3acoby BHOCUTLCS Y
3B'A3KY 3 ONTUMI3aLieto 6i3Hec
NPOLLeCiB Ta YTOYHEHHS afipecy BXe
3aTBEPAKEHOr0 BUPOOHUKA. 3MiHN
BHECEHO B iIHCTPYKLi0 AN
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby woao
06’eiHAHHA PO34iNiB «BUPOGHUK» /
«3anBHUK» Ta «MicLe3HaxXoMKeHHsS
BMPOGHMKA Ta agpeca Micus

3a
peyerimom

He
niosnsie
ae

UA/15128/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

ANNb®APEKI

Interferon

NPOBa/PKEHHS AOT0 AiS/ILHOCTI» /
«MicLe3HaxomKeHHs 3asBHMKa» 415
YHUKHEHHS fy6i0BaHHS; BifMnoBigHi
3MiHW BHECEHO B TEKCT MapKyBaHHS

yMakoBKW NMiKapcbKoro 3acooby.
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edekTUBHOCTI
Ta dpapmakoHarnsagy (iHwi 3miHm) -

BunyyeHHs1 TEeKCTY MapKyBaHHS

roTOBOro NikapCcbKoro 3acoby 3

MeTopiB KOHTPO/I0 AKOCTI, TEKCT
MapKyBaHHS NiKkapCbKoro 3acoby y
doopmi in bulk 3anuwaeTbea B MKA.

3artBepmkeHo: Po3gin
«MapkyBaHHs» [ofa€ThbCs.
3anponoHoBaHo: Po3gain
«MapkyBaHHs» Jlikapcbkuii 3aci6 y
chopmi in bulk: TekcT MapkyBaHHs
popaetbes. FoToBMiA Nikapcbkuii
3aci6: BiANoBigHO A0
3aTBEPAKEHOIO TEKCTY MapKyBaHHS.

OHOB/IEHHSI TEKCTY MapKyBaHHS

BTOPVHHOT yNakoBKM iKapCbKOro

3acoby, a caMe: BHECEHO pefakLiiiiHi
npaBKy N0 TEKCTY MapKyBaHHS.

TakoX YyTOYHEHHS HanUCaHHs
agpecu BMpobHUKa / 3asBHIKa B
IHCTPYKUIT AN MeguyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acooy.
BBefeHHA 3MiH NpoTArom 6 Micsuis
nicns 3aTBeppkKeHHs.

H®

alfa-2b

iHTepdhe
poH
anba-
2b
pekomobi
HaHTHWI
NIOANHN

LO3AB
05

cynosuTopii
pekTasibHi no 3
MAH MO; no 5
CynosunTopiiB y
cTpwni; no 2
cTpunu B
KapTOHHIiA
Kopobui

TOB
"BAJIAPTI
H
PAPMA"

YkpaiHa

BWMNYCK cepil:
TOB "BAJIAPTIH
PAPMA",
YKpaiHa,;
BUPOBHULTBO,
nakyBaHHs,
KOHTPO/b AKOCTI:
TOB "HaykoBo-
BMPOGHMYA
KOMnNaHis
"IHTepdhapmbioTek

Ykpaina

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
rOTOBOrO JlikapCbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA,
LLIO BignoBiga€e 3a BBe3eHHA Ta/abo
BMMYCK cepii) - He Bkoyaroun
KOHTPONb/BUNPOBYBAHHSA cepil -
3amiHa BMpO6HMKa, Lo Bignosigae
3a BMNYCK cepii roTOBOro
NiKapcbKoro 3acoby BHOCUTLCSA Y
3B'A3KY 3 ONTUMI3aLi€to 6isHec
NPOLIECiB Ta YTOYHEHHS afjpec BXe

3a
peyenmom

He
nionsie
ae

UA/15128/01/04
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n/n

JliKapcbKo20

Hassa

3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

3aTBepXeHOro BUpo6HMKa. 3MiHN
BHECEHO B iHCTPYKLiO 4115
MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Wwoao
06’egHaHHA po3ainis «BUPOOHNK» /
«3asBHMK» Ta «MicLie3HaxXomKeHHsS
BMPOOHYMKa Ta agpeca Micus
NPOBaXEHHS MOro AifNbHOCTI» /
«Micue3HaxoKeHHs 3asaBHUKa» A1
YHUKHEHHA Oy61t0BaHHS; BignoBigHi
3MiHV BHECEHO B TEKCT MapKyBaHHS
yMakoBKU NiKapCbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 6 Micsuis
nicns saTBepkeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/eddekTMBHOCTI
Ta thapmakoHarnagy (iHwi 3miHu) -
BunyyeHHs TeKCTYy MapKyBaHHS
rOTOBOrO JliKapCbkoro 3acoby 3
MeToziB KOHTPONIO SAKOCTI, TEKCT
MapKyBaHHSs likapCbKOro 3acoby y
chopwi in bulk 3anmwaeTsea B MKA.
3aTBepmkeHo: Po3gain
«MapkyBaHHA» [lofaeTbes.
3anponoHoBaHo: Po3gin
«MapkyBaHHs» Jlikapcbkuii 3aci6 y
dhopwmi in bulk: TekcT MapkyBaHHS
popaetbes. [0ToBWIA NikapCbkuii
3aci6: BignosigHO A0
3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
BTOPVHHOT YNakoBKM iKapCbKoro
3acoby, a came: BHECEHO pefakLiiiHi
npaBKy MO TEKCTY MapKyBaHHS.
TakoX YyTOYHEHHS! HanMCaHHs
agpecu BMpobHUKa / 3asiBHMKa B
IHCTPYKLji 4ns MeguyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepKEHHS.

ANNb®APEKI

H®

Interferon
alfa-2b

iHTepde
POH
anbca-
2b
pekomo6i
HaHTHWI
NoaNHN

cynosuTopii
peKTasibHi No
250 tvc. MO; in
bulk: no 5
CynosunTopiiB y
cTpuni; no 100
cTpunis B
KapTOHHIW
Kopobui

TOB
"BAJIAPTI
H
DAPMA"

YKpaiHa

TOB "HaykoBo-
BMPOGHMYA
KOMnNaHis
"IHTepdhapmbioTek

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
3MiHV Y BUPOOHUUTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHTbCSA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOro Nikapcbkoro 3acoby
(3amiHa abo gofaBaHHS BMPOOHUKA,
LLIO BiAMOBiAA€E 32 BBE3EHHS Ta/abo

UA/15129/01/01
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n/n

JliKapcbKo20

Hassa

3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

BMNyCK cepii) - He Br/Itovaoun
KOHTPONb/BMNPOGYBaHHSA cepii -
3amiHa BMpO6HMKa, Lo Bignosigae
3a BUMYCK cepii roToBOro
NiKapcbKoro 3acoby BHOCUTLCA Y
3B'A3KY 3 OMTMMIi3aLieto bisHec
NpoLieciB Ta YyTOYHEHHS afpecy BXe
3aTBEPAKEHOr0 BUPOGHYMKA.
BignoBigHi 3MiHM BHECEHO B TEKCT
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefieHHs 3MiH NpoTsArom 6
MiCSLB Nicns 3aTBEPIKEHHS. 3MiHM
| TMny - 3MiHn Wwoao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) -
BunyyeHHs1 TeKCTY MapKyBaHHS
roTOBOrO NikapCcbKOro 3acoby 3
MeTopiB KOHTPO/I0 AKOCTI, TEKCT
MapKyBaHHS NiKapCbKoro 3acoby y
doopmi in bulk 3annwaeTbea B MKA.
3artBepmkeHo: Po3gin
«MapkyBaHHs» [ofa€eTbCsl.
3anponoHoBaHo: Po3gain
«MapkyBaHHs» Jlikapcbkuii 3aci6 y
chopmi in bulk: TekcT MapkyBaHHs
popaetbes. FoToBMiA Nikapcbkuii
3aci6: BiANoBigHO A0
3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
BTOPVHHOT yNakoBKM TiKapCbKOro
3acoby, a caMe: BHECEHO pefakLiiiiHi
npaBKy N0 TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicns 3aTBepKeHHs.

10.

ANb®APEKI

H®

Interferon
alfa-2b

iHTepde
pOH
anba-
2b
pekombi
HaHTHWI
NOANHN

cynosuTopii
pekTasnbHi no 1
MAH MO; in bulk:
no5
CynosunTopiiB y
cTpwvni; no 100
CTpunis B
KapTOHHIiA
Kopobui

TOB
"BAJIAPTI
H
PAPMA"

YkpaiHa

TOB "HaykoBo-
BMPOGHMYaA
KOMnaHis
"IHTepcapmbioTek

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TUny - 3MiHK 3
AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUNYCKY cepii Ta KOHTPOJIO AKOCTI
roTOBOro NikapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKA,
Lo BiAgnoBiAae 3a BBe3eHHA Ta/abo
BMMYCK cepii) - He Bkntovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii -
3aMiHa BMpPOOHUKa, LU0 BiAnoBiLaE
3a BUMYCK cepii roToBOro
NiKapCbKoro 3acoby BHOCUTbLCS Y

UA/15129/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

3B’513Ky 3 ONTMMIi3aLieto 6i3HeC
NPOLLECIB Ta YTOUHEHHS afpecu Bxe
3aTBEPKEHOI0 BUPOGHMKA.
BignoBigHi 3MiHW BHECEHO B TEKCT
MapKyBaHHS yNakoBKMN MiKapCbKoro
3acoby. BBegeHHs 3MiH npoTsarom 6
MicALiB nicnsa 3aTBepAkKeHHs. 3MiHU
| Tvny - 3miHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) -
BunyyeHHs TeKCTYy MapKyBaHHS
rOTOBOrO JliKapCbkoro 3acoby 3
MeToziB KOHTPONIO SAKOCTI, TEKCT
MapKyBaHHSs NlikapCbKOro 3acoby y
chopwi in bulk 3anmwaeTbea B MKA.
3aTBepmkeHo: Po3gain
«MapkyBaHHA» [lofaeTbes.
3anponoHoBaHo: Po3gin
«MapkyBaHHs» Jlikapcbkuii 3aci6 y
dhopmi in bulk: TekcT MapkyBaHHS
popaetbes. [0TOBWIA NikapCbkui
3aci6: BignosigHO A0
3aTBEPKEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
BTOPVHHOT YNakoBKM iKapCbKoro
3acoby, a came: BHECEHO peakLiiiHi
npaBKy MO TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NpoTArom 6 Micsuis
nicns 3aTBeppkKeHHs.

11.

ANNb®APEKI
H®

Interferon
alfa-2b

iHTepdhe
poH
anba-
2b
pekomo6i
HaHTHWI
NIOANHN

cynosuTopii
pekTasibHi No
500 Tuc. MO; in
bulk: no 5
cynosuTopiiB y
cTpwvni; no 100
CTpuniB B
KapTOHHilA
Kopobui

TOB
"BAJTAPTI
H
PAPMA"

YkpaiHa

TOB "HaykoBo-
BUpPOGHMYA
KOMMNaHis
"IHTepcapmbioTek

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWI Nikapcbknii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA,
LLIO BignoBigae 3a BBe3eHHA Ta/abo
BMMYCK cepii) - He Bkoyaroun
KOHTPONb/BUNPOBYBAHHSA cepil -
3amiHa BMpO6HMKa, Lo Bignosigae
3a BMNYCK cepii roTOBOro
NiKapcbKoro 3acoby BHOCUTLCSA Y
3B'A3KY 3 ONTUMI3aLi€to 6isHec
NpOoLLeCiB Ta YTOYHEHHS afpecy BXe
3aTBEPAKEHOrO BUPOGHMKA.
BignoBigHi 3MiHN BHECEHO B TEKCT
MapKyBaHHS YNakOBKW JiKapCbKoro

UA/15129/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

3acoby. BBefieHHs 3MiH NpOTSArom 6
MicSLiB NicNsA 3aTBEPLKEHHSA. 3MiHN
| TNy - 3miHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BunyyeHHs1 TeKCTy MapKyBaHHS
roTOBOro NikapcbKoro 3acoby 3
MeTopiB KOHTPOIO AKOCTI, TEKCT
MapKyBaHHS Nikapcbkoro 3acoby y
dopmi in bulk 3anuwaeTbea B MKA.
3aTBepmKeHo: Po3gain
«MapKyBaHHA» [logaeTbes.
3anponoHoBaHo: Po3gin
«MapkyBaHHs» JlikapCbkuii 3aci6 y
dhopmi in bulk: TekcT MapkyBaHHS
popaetbes. [oToBWIA Nikapcbkuii
3aci6: BignoBigHO A0
3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
BTOPUHHOI YNakoBKMW NikapCbKoro
3acoby, a caMe: BHECEHO pejakLiiiHi
npaBKy MO TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NpoTarom 6 micsuis
nicnsa 3aTBepKEHHS.

12.

ANNb®APEKI
H®

Interferon
alfa-2b

iHTepde
POH
anbca-
2b
pekomo6i
HaHTHWI
NoaNHN

cynosuTopii
pekTasibHi no 3

MAIH MO; in bulk:

nos5
CynosunTopiis y
cTpuni; no 100
cTpunis B
KapTOHHIW
Kopobui

TOB
"BAJIAPTI
H
DAPMA"

YKpaiHa

TOB "HaykoBo-
BMPOGHMYA
KOMnNaHis
"IHTepdhapmbioTek

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
3MiHV Y BUPOOHUUTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOro Nikapcbkoro 3acoby
(3amiHa abo AofaBaHHS BMPOOHUKA,
LLIO BiAMOBiAA€ 3a BBE3EHHS Ta/abo
BMNyCK cepii) - He BrItovaoun
KOHTPONb/BMNPOGYBaHHSA cepii -
3amiHa BMpO6HMKa, Lo Bignosigae
3a BUMYCK cepii roToBOro
nNiKapcbKoro 3acoby BHOCUTLCS Y
3B'A3KY 3 OMTMMIi3aLieto 6isHec
NpoLieciB Ta YyTOYHEHHS afpecy BXe
3aTBEPAKEHOr0 BUPOGHYMKA.
BignoBigHi 3MiHM BHECEHO B TEKCT
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHs 3MiH NpoTsrom 6
MiCSLIB Nicns 3aTBEPKEHHS. 3MiHM
| TMny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnaay (iHwi 3miHm) -

UA/15129/01/04
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BunyyeHHs1 TeKCTY MapKyBaHHS
roTOBOrO NikapCbKOro 3acoby 3
MeTopiB KOHTPO/I0 AKOCTI, TEKCT
MapKyBaHHS NiKkapCbKoro 3acoby y
doopmi in bulk 3annwaeTbea B MKA.
3artBepmkeHo: Po3gin
«MapkyBaHHs» [ofa€ThbCsl.
3anponoHoBaHo: Po3gain
«MapkyBaHHs» Jlikapcbkuii 3aci6 y
chopMmi in bulk: TekcT MapkyBaHHs
popaetbea. FoToBMiA Nikapcbkuii
3aci6: BiANoBiAHO A0
3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
BTOPVHHOT YNakoBKM TiKapCbKOro
3acoby, a caMe: BHECEHO pefakLiiiHi
npaBKy N0 TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicns 3aTBepKeHHs.
13. | AHANbIH metamizol | metamis | NO2B po3unH Ans MpuBaTHe | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/4014/02/01
e sodium ony B02 iH'ekuii, 500 aKujioHepH akujioHepHe marepianis: 3miHu | TNy - 3MiHK peyenmom | nidnse
HaTpito Mr/mn; no 2 M B e TOBapuCTBO oo 6e3nekn/edeKTMBHOCTI Ta ae
amnynax; no 10 TOBapucTB "Mekxim - Xapkis" hapmakoHarnsagy. 3miHa y KopoTkili
amnyn y nauui 3 0 "Jlekxim XapakTepucTu1Li Nikapcbkoro 3acoby,
KapToHy 3 - XapkiB" TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
neperopogxamu; MeAMYHOIO 3aCTOCYBaHHS Ha
no 2 Mn B nifcTasi perynsipHo OHOB/IIOBAHOTO
amnynax; no 5 3BiTy 3 6e3Mekun NiKapcbkoro 3acooby,
amnyn B abo gocnimkeHb 3 6e3neku

0AHOBIYHOMY
6nictepi; no 2
6nicTepy B nayw,
3 KapTOHY

3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
AocnifmKeHb, NpoBeAeHNX
Bi4MNOBIAHO A0 NnaHy negiatpuydHmnx
pocnigpkens (PIP) (3MiHy y3rogpkeHo
3 KOMMETEHTHNM YMOBHOBaXXEHUM
opraHom). 3MiHM BHECEHO [0
IHCTPYKUiT AN MeguuHoro
3aCTOCYBaHHS /iKapcbKkoro 3acoby
[0 po3ainis "MpoTunokasaHHs",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mepepo3yBaHHa" BigMOBIAHO A0
OHOB/EHOT iH(hopmaL,i LWwoao
6e3nekn 3acTocyBaHHs Ailo4oi
PeyoBUHM.

CynyTHS 3MiHa - 3MiHN WoA0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsiay. BHeceHHsi abo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3MmiHa(1) 4o 3060B'A3aHb Ta yMOB
BuAaui peecTpauiiHoro
nocBigyeHHs, Bkovatoun Mnax
ynpasniHHA pu3vikamu
(3acTocyBaHHsI TEKCTY, SIKWIA
MOrOKEHNI 3 KOMMETEHTHUM
opraHom). 3asaBHVUKOM HafaHo
OHOB/EHUIA MnaH ynpasniHHA
pv3vkamu Bepcia 1.4
3MiHM BHECEHO [0 YaCTUuH:
Il «Cneundikauis 3 6e3nekun»,
Il «MnaH 3 chapmakoHarnsgy»,
V " 3axo4u 3 MiHimMi3auii pu3nkis",
VIl «Jogatkun» Ha OCHOBI OHOB/IEHOT
iHchopmawuii 3 6e3neku giroyoi
pPeyoBUHN.
Pestome MNnaHy ynpasniHHA
pusmkamu Bepcisa 1.4 oogaeTbes.
14. | APCTU®EH® - kucnota | G04B TabneTtku TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH [J0 peecTpaLiitHmx 6e3 UA/18754/01/01
JIMMOHH C wmnyyi, no 20 "KYCYM" XENTXKEP MBT martepianis: 3MiHu | TUny - 3MiHK 3 peyenma
a TabneTok nTa AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
6e3BoaH Lwmnyumnx y Ty6i, Cuctema
a, no 4 Tyéumy KOHTeliHep/3aKynopoBasibHWii 3aci6.
HaTpito KapTOHHIiA 3MiHa po3mipy ynakoBKu roToBoro
uutpat ynakoBLi 3 nikapcbKoro 3acoby (iHLi 3MiHK) -
6e3BoaH iHAVKaTOPHUM BBefeHHA [04aTKOBOI YakoBKN Y
Wi, nanepom i dopmi in bulk, 3 BignoBigHYMY
Kanito KOHTPOIbHUM 3MiHamM¥ [0 pO3Ainy «YnakoBka».
rigpokap KasieHaapem 3MiHu | TUNY - AgMiHICTpaTUBHI
6oHat 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHUKa (BnacHuKa
peecTpavuiiiHOro Noceig4YeHHs) -
3miHa HaliMeHyBaHHS 3asBHMKa
(BnacHwvka peecTpadiiiHoro
nocsigyeHHs), 6e3 3MiHN PUANYHOT
ocobu. 3aTBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. BBegeHHs 3MiH MpoTArom
6-TU MicALIB Nic/1A 3aTBEPKEHHS.
15. | APCTUDEH® - Kucnota - TabneTtkn TOB YKpaiHa KYCYM IHgis BHECEHHS 3MiH 4,0 peecTpavLiiHnx - UA/21337/01/01
JNIMMOHH wmnyi, in bulk: "KYCYM" XENTXKEP NBT martepianis: 3MiHu | TUNy - 3MiHK 3
a Ne 2400 Iyt AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
6e3BoaH (20x120) Cuctema
a, TabneTok KOHTeliHep/3akynopoBasibHWiA 3aci6.
HaTpito wmnyymx: no 20 3MiHa po3mipy ynakoBku roTOBOrO
uuTpartr TabneTok nikapcbKoro 3acoby (iHwWi 3MiHu) -
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
6e3B0aH Lwmnyymx y Ty6i; BBeeHHs 40AaTKOBOI YNakoBKu Y
i, no 120 ty6 y copmi in bulk, 3 BigNoBigHYMK
Kanito KapTOHHIi 3MiHaMK 40 po34iny «YNakoBKa.
rigpokap KopoobLi BBeneHHs1 3MiH NpoTAroM 6-Tu
6oHat MicALIB MiCNsA 3aTBEPAKEHHS.
16. | ACKOPIN - canbbyt | RO5C Tabnetku; "neHmapk IHAjsA neHmapk IHAjs BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/11237/01/01
amony A10 Tabnetku, no 10 dapmach dapmacboTukan3 mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom
cynbchat Tabnetok y H0TMKan3 nra. AKOCTIi. [O0TOBWMIA Nikapcbkuii 3acib.
, 6nicTepi; no 1 nra. KoHTposb roToBOro nikapcbKoro
6pomrek a6o no 2, abo no 3acoby. 3miHa y meTofax
CUHY 5 6nicTepis B BMMNPOOYBaHHS rOTOBOrO MiKapCbKoro
rigpoxno KapTOHHIiA 3acoby (He3HayHa 3miHa y
pva, ynakoBLi 3aTBEPAXKEHNX METoAaX
reavideH BMNPOGYBaHHs) 3MiHa [0 METOAjB
e3UH KOHTPO/II0 3@ NnokKasHukamu “6.
Po3unHeHHs" Ta "8. OfHOpPIAHICTb
[030BaHVX 0AMHULb. BpomMrekcuny
rigpoxnopua” 3 MeToK YyTOYHEHHS
LLLO € KOHTPO/IbHUM PO34YUMHOM NS
cucTemu nif Yac NpoBefeHHs
MeToAVKM aHanisy meTogom BEPX,
a came "cepefoBuLLEe PO3YMHHOCTI"
3a MoKasHMKOM "6. PO34nMHEHHA" Ta
"pyxoma ¢haza" 3a NoKkasHUKOM "8.
O HOpPIAHICTb A030BaHNX OANHULb.
BpomrekcuHy rigpoxnopug"
17. | ACKOUVH® - BiTamiH Al11G TabneTtkn TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 UA/18993/01/01
MAKC C (L- B wmnyyi, no 10 "KYCYM" XENTXKEP MBT martepianis: 3miHu | TUny - 3MiHK 3 peuenma
ackopb6iH abo no 20 nTa AKOCTI. [O0TOBWIA Nikapcbknii 3aci6.
oBa LUMAYYNX 3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy
Kucnota Tabnetok y cepii (BkNOYatouy fianasoH po3mipy
); UWMHKY noinponisieHoBI cepii) roToBOro nikapcbKoro 3acoby
unTpaty 1 Ty6i, no 1 Ty6i (36inblweHHs Ao 10 pasiB NOpiBHAHO
Tpurigpa Y KapTOHHiii i3 3aTBEpPKEHUM PO3MIPOM)
T Kopobui 36i/1bLLEHHST po3Mipy cepinn TN3.
3aTtBepgxeHo: 100 000 TabneTok.
3anponoHoBaHo: 100 000 TabneTok,
200 000 Tabnetok
18. | ACKOUVH® - BiTaMiH - Tabnetkun TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLiiniHmx - UA/21113/01/01
MAKC C (L- wunydi in bulk: "KYCYM" XENTXKEP MNBT marepianis: 3miHu | Tuny - 3miHK 3
ackopobiH Ne 1800 nTa SIKOCTIi. [O0TOBWMIA Nikapcbkuii 3aci6.
oBa (10x180) 3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy
Kkucnota LUMMYYNX cepii (BkNOYaroun gianasoH po3mipy
); UMHKY Tabnetok: no 10 cepii) roToBOro NikapcbKoro 3acoby
uutpary LUMAYYNX (36inblueHHs Ao 10 pasiB NoOpiBHAHO
Tpurigpa Tabnetok y i3 3aTBEpPMKEHUM PO3MIPOM)
T no/linponisieHoBI 36i/IbLUIEHHST po3Mipy cepin MN13.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
1 Ty6i; no 180 3aTtBepmxeHo: 100 000 TabneTok.
Ty6 Y KapTOHHiiA 3anponoHoBaHo: 100 000 TabneTok,
kopobui; in bulk: 200 000 TabneTok
Ne 2400
(20x120)
LUNYYNX
TabneTok: no 20
LUMNYYnX
Tabnetok y
noninponisieHoBi
1 Ty6i; no 120
Ty6 y KapTOHHIi
KopoobLi
19. | ACNAPKAM Magnesiu | marHito Al12C Tabnetku; no 50 NAT YkpaiHa | MAT "Tanuudgapm” | YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx 6e3 UA/4509/01/01
APTEPIYM m acnapari Tabnetok y "Tannudga marepianis: 3miHu | TUny - 3MiHK 3 peyenma
(different Har; 6nictepi; no 1 pm" AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
salts in Kanito 6nictepy B KOHTpO/1b AONOMDKHUX PEYOBWH.
combinatio | acnapari nauuj; no 10 3MiHa napamMeTpiB cneuudikauiii
n) Hat Tabnetok y Ta/abo [onycTUMUX MexX A/1s
6nicTepi, no 5 [OMNOMDKHOT peYOBWHY (IHLLI 3MiHW)
6nicTepiB y CynyTHS 3MiHa - 3MiHM 3 SIKOCTI.
nauuj [OTOBMIA NikapcbKuii 3aci6.

KOHTpO/1b AONOMDKHUX PEYOBWH.
3MiHa y MeTogax BUNpoGyBaHHS
[L0MOMDKHOT peYOBUHM (IHLLI 3MiHK Y
mMeTodax BUNPOOyBaHHS
(BKtOYatoUM 3amiHy abo
nofasaHHs)). MNprBefeHHs
cneuudikauii Ta MeTOAIB KOHTPOO
[L0MOMIXHOT pevyoBUHU
"MONICOPBAT 80" fo sumor
OHOBMEHOT MoHorpacii €O
"POLYSORBATE 80 (0428). 3miHu |
TMny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PeYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
A0NYCTUMUX MEX A5 AONOMDKHOT
peyoBUHM (iHLLI 3MiHW)
CynyTHSA 3MiHa - 3MiHU 3 AKOCTi.
[oTOBMIA NiKapcbkunin 3aci6.
KOHTPO/b fONOMDKHUX PEYOBUH.
3MiHa y MeTofax BUNPO6YyBaHHsA
[0MNOMDKHOT peYOBUHM (iHLWI 3MiHW Y
mMeTogax BUNpobyBaHHSA
(BK/KOYAOUM 3aMiHy a60
AofaBaHHs)). BHeceHHs 3MiH o
Cneupmdpikauii Ta MeToaiB KOHTPO/IHO
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
[0NOMDKHOT pevyoBuHK "Kanito
Figpokenay". 3minu | TMny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTPO/b fONOMDKHUX PEYOBUH.
3MiHa napameTpiB cnevudikawii
Ta/abo gonycTumMmnx Mex ans
L0MOMDKHOT PeYOBUHU (iHLLI 3MiHW)
CynyTHS 3MiHa - 3MiHU 3 AKOCTi.
["OTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/b fONOMDKHUX PEYOBUH.
3MiHa y MeToAax BUNpobyBaHHSA
[OMOMDKHOT peYOBUHM (iHLWI 3MiHW Y
mMeTogax BUNpobyBaHHSA
(BKtOYatoumn 3amiHy abo
[oaaBaHHs))
BHeceHHs 3MiH fo Cnevuudikauii Ta
MeTOZIB KOHTPOJO AOMNOMIKHOI
peyvoBuHU "Kpoxmasib
KyKypyassHuin".
20. | ATPAKCAH tranexami | TpaHekc | BO2A po3unH Ans My6niuHe | YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/17834/01/01
c acid amoBa A02 iH'ekujn 100 aKujioHepH akujioHepHe marepianis: 3miHu | TNy - 3MiHK peyenmom | nidnse
Kucnota Mmr/mn, no 5 mn B e TOBapuCTBO oo 6e3nekn/edeKTMBHOCTI Ta ae
amnynax; no 5 TOBapucTB "HaykoBo- hapmakoHarnsagy. 3miHa y KopoTkili
amny”n y kaceri; o BMPOGHNUNIA XapakTepucTu1Li Nikapcbkoro 3acoby,
no 1 kaceti B "HaykoBo- LEeHTp TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
nauuj BMPOOHUY "BopLuariscbkuii MeANYHOro 3aCToCyBaHHA Ha
WiA LEeHTP Ximiko- nigcrasi peryaispHoO OHOB/TOBAHOTO
"BopLuaris hapmaLeBTUYHNIA 3BiTy 3 6e3Mekun NiKapcbkoro 3acooby,
CbKui 3aBog" abo gocnimkeHb 3 6e3neku
XimiKO- 3acTOCyBaHHS NikKapCbKoro 3acoby B
hapmaues nicnsipeecTpauiiinii nepiog, abo sk
TUYHWI pe3ynbTaT OLiHK/ 3BITY 3
3aBog” OOCNigpKeHb, NPOBeAEHNX

Bi4MNOBIAHO A0 NnaHy negiatpuydHmnx
pocnigpkens (PIP) (3MiHy y3rogpkeHo
3 KOMMETEHTHNM YMOBHOBaXXEHUM
opraHom) 3MiHU BHECEHO [0
IHCTPYKUi AN MeguyHoro
3aCTOCYBaHHS /iKapcbKkoro 3acoby
[0 po3ainis "MpoTunokasaHHs",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fosmn",
"Mo6iyHi peakui” BigNoBIgHO A0
OHOB/IEHOI iHdhopmaLii 3 6e3nekn
3acTOCyBaHHS Aitoy0il PeYOBUHM.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsILiB NicNs 3aTBEPAKEHHS




28

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
21. | ATPAKCAH tranexami TpaHekc | B0O2A po34uH Ans My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a He UA/17834/01/02
¢ acid amoBa A02 iH'ekuili 50 aKLjioHepH akujioHepHe marepianis: 3miHu | Tmny - 3miHn peyenmom | nidnse
kucnora mr/mn, no 5 mn B e TOBapuCTBO wono 6esnekun/edeKTMBHOCTI Ta ae
amnynax; no 5 TOBapUCTB "HaykoBo- hapmakoHarnsgy. 3miHa y KopoTkili
amnyn y kaceTi; o] BMPOGHNYNIA XapakTepuCcTULi Nikapcbkoro 3acooby,
no 1 kaceTi B "HaykoBo- LeHTp TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
nauui BUPOGHUY "BopLyariBCbKuii MeAMYHOro 3aCTOCYBaHHS Ha
WiA LEHTP XiMiKO- nigcTaBi peryisipHO OHOB/IHOBAHOIO
"Bopuaris thapmaueBTUYHWI 3BiTy 3 6e3Mekn NikapcbKoro 3acoby,
CbKUi 3aBog" abo pocnimkeHb 3 6e3neku
XiMiKo- 3acTOoCyBaHHS MikapcbKoro 3acoby B
thapmaves nicnspeecTpauiiinii nepiog, abo sk
TUYHWI pesynbTaT OLiHKM 3BITY 3
3aBog" OOCNigKeHb, NpoBeAeHNX
BiAMOBIAHO A0 NaHy negiatpuyHux
pocnipxeHs (PIP) (3MiHy y3rogpkeHo
3 KOMNETEHTHUM YMOBHOBaXEHUM
opraHom) 3MiHV BHECEHO A0
IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHS NikapCbKOro 3acoby
[0 po3ginis "MpoTunokasaHHsa",
"Oco611MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3n",
"Mo6iuHi peakuyji" BigNoBigHO A0
OHOB/EHOI iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHS Ail0HOI PEHOBUHM.
TepMmiH BBeA,€HHS 3MiH - NPOTArom 6
MicALiB Nicna 3aTBepAKeHHs
22. | ATTEHTO® Olmesarta | onmeca C09D TabneTkn, BKPUTI MeHapiHi Jliokcem Bupo6bHMLTBO in Himeuun BHECEHHS 3MiH 4,0 peecTpaLiiHnx 3a UA/13780/01/01
20/5 n pTaHy B02 N/1iBKOBOIO IHTepHeLw 6ypr bulk, koHTponb Ta Ha/ marepianis: 3miHu | TRy - 3MiHK 3 peyenmom
medoxomil | megokco 060/10HKOI0, N0 OHas BMNYCK Cepiii: IcnaHis AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
and Min Ta 20 wmr/5 mr; no Onepeiw [aiui CaHkio BMPOBHMKA BUXIAHOTO/MPOMIXXHOrO
amlodipine | amnogu 14 TabneTok y OHC tOpoyn M'm6X, npoaykTy/peareHTy, Wo
niHy 6nictepi; no 1 Nokcemby HimeuuunHa; BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
6ecunar abo 2 6nictepu pr C.A. MakyBaHHs Ta npoueci A®l, abo 3miHa BUpoOHMKa

B KapTOHHIiA
Kopobui

BMNYCK Cepiii:
BEP/IH-XEMI AT,
HimeuumnHa;
Brpo6HMUTBO in
bulk, koHTpoNb
cepii:
MeHapiHi-®oH
XeligeH Mv6X,
HimeuumnHa;
[MaKyBaHHs,
KOHTPO/b Ta
BMNYCK cepil:
JlabopaTtopioc

(BrtOvatoun, fe HeobXxigHo, Micue
npoBeAeHHA KOHTPOJII0 AKOCTI) API
(3a BigcyTHOCTI cepTucpikata
BiANOBIAHOCTI EBpoONechbkili
hapmakonei y 3aTBepKeHoOMY
[0CbE)(3MiHM [0 3ax0p4iB,
noB'sA3aHnX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHULi, ae
npoBOAMTbLCA
KOHTPO/b/BUNPOBYBaHHSA cepil)
3MiHa cToCyeTbCS A0oAaBaHHSA
«Analytisches Zentrum Biopharm
GmbH Berlin» sik anbTepHaTnBHY
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

MeHapiHi C. A,
Icnanis

AOiNbHULIO, BiANOBIJa/bHY 3a
KOHTPONb cepii 415 BUNPobyBaHHA
ofiMecapTaHy MefoKCOoMiny.
3MiHu | TUny - 3MiHKM 3 AKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®| abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y NPOLIECI
BMpo6GHULUTBa AP (iHLWI 3MiHK Y
MeToAax BUNPOo6yBaHHSA
(BrrOYatoUM 3amiHy abo
[onoBHeHHs) APl abo
BWXiHOro/MPOMIXHOro NPOAYyKTY)
[oaasaHHA asibTepHATUBHOT MeToay
BUNPOOYBaHHA «I paHy10MeTpUYHWIA
cknag» Ans AitoUoi pevyoBUHU
oniMecapTaH MefoKC/IMIf, Lo
3aCTOCOBYETHLCSH BUPOOHNKOM
roTOBOro NikapCbKoro 3acoby
MeHapiHi - ®oH XeigeH Mm6X.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHK Y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKoro
3aco0y, BK/IOYaKUy MPOMKHWIA
MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHWLITBI rOTOBOrO /liKapCbKoro
3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) 3MiHa CTOCYETHCSA
He3Ha4HoI 3MiHW Yy npoLeci
BMPOGHMLITBA FOTOBOTO NiKapCbLKOro
3acoby, ska nonsrae y 3MiHi
KiNNbKOCTi NOPOLLKOBOI CyMilLlli, LLLO
[0fAa€eTbCa A0 cTeapaty MarHito Ha
eTani 5: 3 «npnmbM3HO 3 Kr» Ha «40
10%».

23.

ATTEHTO®
40/10

Olmesarta
n
medoxomil
and
amlodipine

onmeca
pTaHy
Me[l0KCO
Min Ta
amiogn
niHy
6ecunar

C09D
B02

TabneTky BKpUTI,
N/1iBKOBOIO
060/10HKOIO MO
40 mr/10 mr; no
14 TabneTok y
6nictepi; no 1
abo 2 6nictepu
B KapTOHHIiA
Kopobui

MeHapiHi
IHTepHeLw
oHan
Onepeiiw
OHC
Nokcemby
pr C.A.

Jliokcem
6ypr

Brpo6HMUTBO in
bulk, koHTponb Ta
BMNYCK Cepiii:
[Jaiui CaHkio
tOpoyn M'm6X,
HimeuumnHa,;
MakyBaHHA Ta
BMNYCK Cepiii:
BEP/IH-XEMI AT,
HimeuumnHa;
BUpOGHMLUTBO in

Himeyun
Ha/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NpOMKHOTO
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpoOHMKa
(BrtOvatoun, fe HeobXxigHo, Micue
npoBeAeHHA KOHTPOSIt0 AKOCTI) APl
(3a BigcyTHOCTI cepTucpikata
BiNoBiAHOCTI €Bponelicbkil

3a
peyerimom

UA/13780/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

bulk, koHTpoNb
cepiit: MeHapiHi-
doH XeligeH
'M6X, HimeuyunHa,;
MakyBaHHA,
KOHTPO/Ib Ta
BMNYCK Cepiii:
Nab6opaTtopioc
MeHapini C. A.,
IcnaHis

hapmakonei y 3aTBepaKeHoMY
L0ChE)(3MiHM [0 3aX0p4iB,
noB'A3aHuX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHULi, e
npoBOAUTbLCA
KOHTPO/b/BMNPOGYBaHHS cepii) -
3MiHa CTOCY€ETbCA f0AaBaHHSA
«Analytisches Zentrum Biopharm
GmbH Berlin», sk anbTepHaTnBHY
AOinbHULLO, BIANOBIJa/IbHY 3a
KOHTPOb cepii 415 BUNpobyBaHHA
Olmesartan medoxomil. 3minu | TNy
- 3MiHK 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECi
BMpo6HULUTBa AP (iHLI 3MiHK Y
mMeTofax BUNPOo6yBaHHS
(BrtOvatouM 3amiHy abo
[onoBHeHHs) APl abo
BVIXiLHOro/npoMiKHOro NpoAyKTy) -
[ofaBaHHA a/lbTEPHATNBHOI MeToAy
BUNPOOYBaHHA «[ paHy10MeTpUYHWIA
cknag» Ans AitoHoi pevoBUHU
Olmesartan medoxomil, wo
3aCTOCOBYETHLCSH BUPOOHNKOM
roTOBOro NikapCbKOro 3acoby
MeHapiHi - ®oH XeigeH Mm6X.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
IOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHK Y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCcbKoro
3aco0y, BK/IOYaKUy MPOMKHWIA
MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHWLITBI rOTOBOrO /liKapCbKoro
3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - 3MiHA CTOCYETbCSA
He3Ha4HOI 3MiHW Yy npoLeci
BMPOGHMLITBA FOTOBOTO NiKApCbLKOro
3acoby, ska nonsrae y 3MiHi
KiNNbKOCTi NOPOLLKOBOI CyMilLlli, LLLO
[0fAa€eTbCa A0 cTeapaty MarHito Ha
eTani 5: 3 «npnMbM3HO 3 Kr» Ha «40
10%>»

24,

ATTEHTO®
40/5

Olmesarta
n

onimeca
pTaHy

C09D
B02

TabneTkn, BKPUTI
NNiBKOBOO

MeHapiHi
IHTEepHeLw

Jliokcem
oypr

Brpo6HMUTBO in
bulk, kKOHTpOsIb Ta

Himeyun
Ha/

BHECEHHS 3MiH [0 peecTpaLinHnx
mMartepianis: 3MiHu | Tuny - 3MiHu 3

3a
peyenmom

UA/13781/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
medoxomil | megokco 060/10HKOI0, N0 OHau BMNYCK Cepiii: IcnaHis AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
and min Ta 40 mr/5 mr; no Onepeiiw [Jaiuyi CaHkio BMPOGHMKA BUXIAHOro/NPOMIKHOTO
amlodipine | amnogu 14 TabneTok y OHC tOpoyn M'm6X, npoaykTy/peareHTy, Wo
niHy 6nictepi; no 1 NMiokcemby HimeuuunHa; BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
6ecunar abo 2 6nictepu pr C.A. MakyBaHHA Ta npoueci A®l, abo 3miHa BUpOOHMKa

B KapTOHHIiA
KopoobLi

BMNYCK Cepiii:
BEP/NIH-XEMI AT,
HimeuumnHa;
Bupo6HMUTBO in
bulk, koHTpoNb
cepiit: MeHapiHi-
doH XeligeH
M6X, HimeuyunHa,;
MakyBaHHA,
KOHTPO/Tb Ta
BMNYCK Cepiii:
Nab6opaTtopioc
MeHapini C. A.,
IcnaHis

(BrtOvatoun, fe HeobxigHo, Micue
npoBeAeHHA KOHTPOJII0 AKOCTi) API
(3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepaKeHoMy
L0CbE)(3MiHM [0 3aX0p4iB,
noB'sA3aHnX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHULi, e
npoBOAMTbLCA
KOHTPO/b/BMNPOGYBaHHS cepii) -
3MiHa cToCcyeTbCs AoAaBaHHSA
«Analytisches Zentrum Biopharm
GmbH Berlin» ik anbTepHaTUBHY
AOiNbHULIO, BiANOBIJa/bHY 3a
KOHTPONb cepii 415 BUNPobyBaHHA
onimecapTaHy MefoKCoMiny. 3MiHu |
TMny - 3MiHK 3 AKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®| abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULUTBa AP (iHLI 3MiHK Y
MeToAax BUNPOo6yBaHHSA
(BrtOvatouM 3amiHy abo
[onoBHeHHs) APl abo
BVIXiLHOro/npoMiKHOro NpoAyKTy) -
[oaasaHHA asibTepHATUBHOT MeToay
BUNPOOYBaHHA «I paHy10MeTpUYHWIA
cknag» Ans AitoHoi pevoBUHU
oniMecapTaH MefoKC/IMIf, Lo
3aCTOCOBYETHLCSH BUPOOHNKOM
roTOBOro NikapCbKOro 3acoby
MeHapiHi - ®oH XeigeH Mm6X.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHK Y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCcbKoro
3aco0y, BK/IOYaKUy MPOMKHWIA
MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHWLITBI rOTOBOrO /iKapCbKoro
3acoby (He3HayHa 3MiHa y npoueci
BMpPO6HMLTBA) - 3MiHa CTOCYETbCS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
He3Ha4Ho! 3MiHW Yy npoLeci
BMPOGHMLITBA FOTOBOTO NiKapCbLKOro
3acoby, ska nonsrae y 3MiHi
KiNNbKOCTi NOPOLLKOBOI CyMilLlli, LLLO
[0fAa€eTbCa A0 cTeaparty MarHito Ha
eTani 5: 3 «npnmbM3HO 3 Kr» Ha «40
10%>»
25. | BAHBAKT® clindamyci | kniHgami - cynosuTopii TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaLinHnx - UA/21140/01/01
n LMHY BariHabHi no "KYCYM" XENTXKEP MBT marepianis: 3miHu | Tuny -
hocchat 100 wr; in bulk nTa AMIHICTpaTVBHI 3MiHW. 3MiHa
Ne 2430 HaliMeHyBaHHSA Ta/abo agpecun
(3x810): mo 3 3asBHUKa (BNacHuka
cynosuTopii y peecTpauiiHoro NocBigYEHHS).
cTpuni, no 810 3MiHa HaliMeHyBaHHS 3asBHMKa
cTpunis (BnacHvika peecTpadiiHoro
YKapPTOHHiIl NnocBigYeHHs), 6e3 3MiHN PUANYHOT
Kopoobui ocobu. 3aTBepmkeHo: TOB
"TNEAPAPM NTA", Ykpaina.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepmiH BBEEHHS 3MiH -
npoTArom 6-Tm MicALUiB nicns
3aTBEPAKEHHS.
26. | BAHBAKT® clindamyci | kniHgami | GO1A cynosuTopii TOB YkpaiHa KYCYM IHAjis BHECEHHS 3MiH 40 peecTpaLiinHux 3a UA/17243/01/01
n LUHY A10 BariHasibHi No "KYCYM" XENTXKEP NBT mMartepianis: 3miHu | TNy - peyenmom
hocchat 100 mr; no 3 nTa AAMIHICTpaTVBHI 3MiHU. 3MiHa
cynosuTopii y HaliMeHyBaHHS Ta/abo agpecun
cTpvni; no 1 3asBHYVKa (B/1acHMKa
cTpuny y peecTpauiiHoro NoCBigYEHHS).
KapTOHHI 3MiHa HaliMeHyBaHHS 3asBHMKa
ynaxoBLii (BnacHvka peecTpadiiHoro
NnocBigY€eHHS), 6€3 3MiHN PUANYHOT
ocobu. 3aTBepmkeHo: TOB
"TNEAPAPM NTA", Ykpaina.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. TepMmiH BBEEHHS 3MiH -
NPOTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.
27. | BEH3UAOAMI benzydami | 6eH3nga - NMOpPOLLOK AT YkpaiHa BA/T PAPMA IHgis BHECEHHS 3MiH 4,0 peecTpauiiHnx - UA/19714/01/01
HY ne MiHYy (cybeTaHuis) y "papmak” NIMITEL martepianis: 3miHu | TUNy - 3MiHK 3
rigpoxnorun rigpoxno noABiiHNX akocTi. CepTtudikat
A pua noslieTUIeHoBMX BignoBigHocTI/IE-cepTucpikar
naketax gns BiANOBIAHOCTI EBponeiichbkili
hapmaLeBTUYHO hapmakonei/MoHorpadii. NMogaHHs

ro 3aCTOCyBaHHA

HOBOro abo OHOBJIEHOrO
cepTudikaTa BignosigHOCTI abo
BUYYEHHS cepTudikara
BifNOBIAHOCTI EBpoONeicbkil
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
thapmakonei: gna A®l; ans

BUXigHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT

peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
thapmakonei) - HoBuii cepTudpikat
Bif] BXXe 3aTBEP/KEHOro BUPOOHNKa.
MogaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei Ne CEP 2021-325 -
Rev 02 (Ha 3amiHy DMF:
BPL/BNZ/AP/1.0/08/2021) faHot0
3MiHOI nepef6adyaETbes 3MiHa
akocTi A®l 3 AMO
(BPL/BNZ/AP/1.0/08/2021).
JlofaTtkoBo NPOMNOHYETLCA NMPUBECTU
nponuc agpecu supobHuka Adly
peecTpauiiHoMy NOCBifYEHHS [0
CEP. MeToavKy BU3Ha4YeHHs
3a/TMLLIKOBUX PO3UYNHHIKIB
npuBefeHo Yy BignoBigHicTb fo CEP.
BHeceHO npaBkn y MeToauky
BM3HAYEHHS AOMILLKN G 6e3 3MiHU
camoro meTtoay. AKTyasi3oBaHo
po34in «YnakoBka». 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudiikaT
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii. 3mMiHu,
noB'si3aHi 3 HEOOXIAHICTIO
npuBEeLEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €Bponeicbkoi
hapmakonei, abo iHLOoi
HaujioHanbHOI hapmakonei gepxasu
€C (iHwWi 3MiHW) NpuBeAEeHHS
nokasHuka «BTpaTa B maci npu
BVMCYLLYBaHHi» Yy BiAMOBIAHICTb JO
BMMOr MOHorpadii €®*. 3miHum | Tuny
- 3MiHu 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npvBeLeHHs y BiANOBIAHICTb A0
MoHorpadii AdPY abo €BponeiicbKoi

chapmakonei, abo iHwoi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

HauioHasbHOT dhapmakonel aepxasu
€C (iHWi 3MiHW) NpuBEAEHHSA
nokasHuka «Jomiwka G» y
BiANOBIAHICTb 4O BUMOTr MOHoOrpadii
Ed*. 3miHu | TNy - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEO6XiAHICTIO
npuBefeHHs y BIANOBIAHICTb A0
MoHorpadii APY abo €Bponeicbkoi
thapmakonei, abo iHLwoT
HaujioHasIbHOT thapmakonei gepxasu
€C (iHWi 3MiHW) NpuBEAEHHSA
nokKasHMka «3a/TLLKOBI KifIbKOCTi
OpraHiYHUX PO3UNHHUKIB» Y
BiANOBIAHICTb A0 BMMOr MOHOrpadii
€d*. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/TE-
cepTudikar BiAMNoOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npvBeLeHHs y BiANOBIAHICTb A0
MoHorpadii dPY abo €BponeiicbKoi
hapmakonei, abo iHLOoi
HauioHasbHOT dhapmakonel aepxasu
€C (iHWi 3MiHN)
npuBeAeHHs NMoKa3Huka
«lgeHTudikauis» y BiANoBiAHICTb A0
BMMOr MOHorpadii €E®*. 3minu | TUNYy
- 3MmiHu 3 AkocTi. CepTudikart
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEO6XiAHICTIO
npuBefeHHs y BIANOBIAHICTb A0
MoHorpadii APY abo €Bponeincbkoi
thapmakonei, abo iHLwoT
HaujioHasIbHOT thapmakonei gepxasu
€C (iHWi 3MiHN)
npuBefeHHs nokasHuka «KinbkicHe
BM3HAYEHHS» Y BIANOBIAHICTb A0
BMMOr MoHorpadii €E®*. 3minu | TMny
- 3MiHu 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BifNoBIAHOCTI €EBpoNeiicbkil
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

thapmakonei/MoHorpadii. 3mMiHu,
noB'si3aHi 3 HEOOXIAHICTIO
npuBEeLEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo E€Bponeicbkoi
hapmakonei, abo iHLOoi
HaujioHanbHOI hapmakonei gepxasu
€C (iHwWi 3MiHK)
npuBefeHHA nokasHmka «Onme» y
BiANOBIAHICTb A0 BMMOT MOHOrpadii
€d*. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/TE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO
npvBeLeHHs y BiANOBIAHICTb A0
MoHorpadii AdPY abo €BponeiicbKoi
hapmakonei, abo iHLWOoi
HauioHasbHOT dhapmakonel aepxasu
€C (iHWi 3MiHW) NpuBEAEHHSA
NMokasHMKa «PO3UMHHICTb» Y
BiANOBIAHICTb 4O BUMOTr MOHoOrpadii
Ed*. 3miHu | TNy - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEO6XiAHICTIO
npuBefeHHs y BIANOBIAHICTb A0
MoHorpadii APY abo €Bponeincbkoi
thapmakonei, abo iHLwoT
HaujioHasIbHOT thapmakonei gepxasu
€C (iHWi 3MiHW) NpuBEAEHHSA
nokasHuka «CynbgatHa 3051a» y
BiANOBIAHICTb A0 BMMOT MOHOrpadii
Ed*. 3miHu | TNy - 3MiHKW 3 AKOCTI.
CepTudpikat BignosigHocTi/TE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. 3mMiHu,
noB'si3aHi 3 HEOOXIAHICTIO
npuBEeLEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €Bponeicbkoi
hapmakonei, abo iHLOoi
HaujioHanbHOI hapmakonei gepxasu
€C (iHwWi 3MiHK) NpUBeAEeHHS
nokasHuka «CynpoBigHi AOMILLKN» Y

BiNOBIAHICTb A0 BMMOTr MOHorpadii
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Ep*
28. | BEPUATE® Coagulatio | draktop B02B MOPOLLOK Ta ucn Himeuun BTOPVHHE Himeuun BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/17404/01/02
n factor koaryna | DO2 PO3YMHHWK AN1A BepiHr Ha nakyBaHHS1, BUMYCK Ha maTepianis: 3MiHu | TUny - 3MiHK 3 peyernmom
Vil Ll KpoBi pO34unHy ans 6X cepii: LLC/1 bepiHr AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
NOaNHN iH'exUi abo 'm6X, HimeuunHa; Cuctema
VI iHcpysiid, 500 BMPOGHMLTBO, KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
MO; no 1 nepeBuHHe 3MiHa nocTavasibHMKa nakyBasibHUX
donakoHy 3 nakyBaHHs, MaTepianis abo KOMMNIEKTYHUMX
MOPOLLKOM y KOHTPO/b AKOCTI: (AKLLI0 3a3HaYeHO B JOCLE) (3amiHa
KomMnaekTi 3 1 LICN BepiHr M'M6X, abo foflaBaHHA nocTavyasibHYKA) -
chnakoHoMm 3 HimeuunHa 3MiHa Ha3Bu Ta KopnopaTUBHOI
PO3YNHHNKOM afpecu BUpPobHMKa MeANYHOro
(Boga ansa npucTpoto“Mix2Vial” 3 "Medimop

iH'ekUjin) Mo 5 mn
Ta 1 NpUCTPOEM
ANs aofaBaHHA
PO34MHHMKA 3
BOYA0BaHNM
inbTpom 15
MKM ("Mix-
2Vial™ 20/20") B
KapTOHHilA
Kopob6ui; no 1
chnakoHy 3
NOPOLLKOM Y
KommnnekTi 3 1
chnakoHoM 3
PO34YNHHWKOM
(Boga ans
iH'eKwji) Mo 5 mn
Ta 1 NpUCTPoEM
NSt fofaBaHHsA
PO34MHHMKA 3
BOY0BaHNM
inbTpom 15
MKM ("Mix-
2Vial™ 20/20"),
Ta 1 KapTOHHOK
KOpO6KoIo 3
KOMMNIEKTOM NSt
BHYTPILLUHbOBEHH
0ro BBEAEHHSA
npenapary (1

Medical Projects Ltd., 17 Hatidhar St
Ra’anan, 4366519 Israel" Ha "West
Pharma Services IL Ltd., 4
Hasheizaf St Ra’anana, 4366411
Israel”, skuiA € YACTUMHOO NaKyBaHHSA
N3. Agpeca BUpOGHUYOTO
MafaHumKa He 3MIHIOETbCS.
AKICHUIA Ta Ki/TbKICHWIA cknag,
npucTpoto, cneundikadii, Mmetoz
cTepunisalii Ta MeToam KOHTPOS0
AKOCTI 3a/IMLWIAI0THCA HE3MIHHUMU.
BHeceHHs peAakLifiHnX NpaBok A0
po3giny 3.2.R.1.1 Medical device(s).
3MmiHu | TUNY - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micus NPoBadKEHHS
LiSNTbHOCTI BUPO6HUKA (BK/THOYatouM,
3a HeobXigHOCTI, MicLle NPoBeAEeHHS
KOHTPO/IO SIKOCTIi), a60 BnacHuka
macTep-caiina Ha A®l, abo
nocravasnbHuka AP1/BUXigHOrO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BUPO6HUUTBI ADI (SKLLO 3a3HaYeHOo
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOOHMKaA HOBOT
O0NOMDKHOT PEYOBMHM (SIKLLO

0/HOPAa30BUii 3a3HayeHo y A0CbE) - 3MiHa
wnpwud, 1 rosnka- HaliMeHyBaHHA Ta YTOYHEHHS
MeTenuk, 2 aZpecy KOHTpakTHoI nabopaTopii, a
AesiHdikytoui came 3 "Labor L+S AG"
CepBeTkM B (Mangelsfeld 4 97708 Bad Bocklet
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
iHOMBIAYaTbHUX Germany) Ha "Labor LS SE & Co.
repMeTUyHmX KG" (Mangelsfeld 4, 5 ,6 97708 Bad
ynakoBkax Ta 1 Bocklet Germany)
HecTepwIbHUIA
neikonnacTup) 3
KOHTpOsIEM
nepLLoro
BIAKPUTTA Y
KapTOHHI
KopooLi 3
KOHTpONem
nepLuoro
BIAKPUTTSA
29. | BEPUATE® Coagulatio | dhaktop B02B MOPOLLOK Ta ucn Himeuun BTOPVHHE Himeuun BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/17404/01/03
n factor koaryna | DO2 PO3YMHHWK AN1A BepiHr Ha nakyBaHHS1, BUMYCK Ha maTepianis: 3MiHu | TUny - 3MiHK 3 peyenmom
Vil Ll KpoBi pO34unHy Ans 6X cepii: LLIC/1 bepiHr AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
NOaNHN iH'exUi abo 'm6X, HimeuunHa; Cuctema
VI iHcpysiiA, 1000 BMPOGHMLTBO, KOHTeliHep/3aKynopoBasibHWii 3aci6.
MO; no 1 nepeBuHHe 3MiHa nocTavasibHMKa nakyBasibHUX
donakoHy 3 nakyBaHHs, MaTepianis abo KOMMNIEKTYHUMX
MOPOLLKOM y KOHTPO/b AKOCTI: (AKLLLO 3a3HAYeHO B JOCLE) (3amiHa
KomMnaekTi 3 1 LICN BepiHr M'M6X, abo foflaBaHHA nocTavasibHYKA) -
chnakoHoMm 3 HimeuunHa 3MiHa Ha3Bu Ta KopnopaTUBHOI
PO3YNHHNKOM afpecu BUpPobHMKa MeANYHOro
(Boga ansa npucTpoto“Mix2Vial” 3 "Medimop
iH'eku;jin) no 10 Medical Projects Ltd., 17 Hatidhar St
mn Ta l Ra’anan, 4366519 Israel" Ha "West
NPUCTPOEM AN Pharma Services IL Ltd., 4
OoJaBaHHs Hasheizaf St Ra’anana, 4366411
PO34YUHHKKA 3 Israel”, sikuiA € YACTUMHOO NaKyBaHHSA
BOY0BaHNM N3. Agpeca BUpOGHUYOTO
inbTpom 15 MalifaHumka He 3MIHIETbCS.
MKM ("Mix- FAKICHWIA Ta KiNbKiCHWIA cknag
2Vial™ 20/20") B npucTpoto, cneundikadii, Mmetoz
KapTOHHIW cTepunisauii Ta METOAM KOHTPO/IHO
Kopo6ui; no 1 AKOCTi 3a/IMLLATLCSA HE3MIHHUMMU.
dhnakoHy 3 BHeceHHs peAakLifiHnx NpaBok A0
NOPOLLKOM Y po3giny 3.2.R.1.1 Medical device(s).
KommnekTi 3 1 3MmiHu | TUNY - AgMIHICTpaTUBHI
onakoHoM 3 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
PO3YMHHUKOM afipecy MicL NPOBaKEHHS
(Boga ans LiSNTbHOCTI BUPOOHUKA (BK/THOYatOuM,
iH'eku;jin) no 10 3a HeobXigHOCTI, MicLle NPoBeAEeHHS
mnTal KOHTPO/IO SIKOCTI), 260 BriacHMKa
NPUCTPOEM ANS macTep-caiina Ha A®l, abo
[onasaHHsA nocravasnbHuka API/BUXigHOrO
PO3UYUHHKKA 3 martepiany/peareHTy/npoMiXHOro
BOYAOBaHVM NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
inbTpom 15 BUPO6HUUTBI A®DI (SKLLO 3a3HaYeHOo
MKM ("Mix- y [OCbE Ha nikapcbkuii 3aci6) 3a
2Vial™ 20/20"), BiICYTHOCTI cepTudpikata
Ta 1 KapTOHHO BiANOBIAHOCTI EBponeiichbkili
KOPOOKOIO 3 thapmakonei y 3aTBepKeHoMy
KOMMNIEKTOM A5t focbe, abo BMPOOHMKA HOBOT
BHYTPILLUHLOrO O0NOMDKHOT PEYOBMHM (SIKLLO
BHYTPILLUHbOBEHH 3a3HayYeHo y JOCbE) - 3MiHa
oro npenaparty HaliMeHyBaHHA Ta YTOYHEHHS
(1 ogHOpasoBwuiA aZipecy KOHTpakTHoI nabopaTopii, a
wnpwy, 1 ronka- came 3 "Labor L+S AG"
MeTenvk, 2 (Mangelsfeld 4 97708 Bad Bocklet
OesiHdikytoui Germany) Ha "Labor LS SE & Co.
cepBeTkM B KG" (Mangelsfeld 4, 5 ,6 97708 Bad
iHAVBIAyaNbHMX Bocklet Germany)
repMeTUYHNX
ynakoBkax 1a 1
HecTepwIbHUIA
neikonnacTup) 3
KOHTpONem
nepLuoro
BIAKPUTTA Y
KapTOHHIiiA
Kopobui 3
KOHTpOsIEM
nepLuoro
BiAKPUTTSA
30. | BEPUATE® Coagulatio | dhakTtop B02B NOpoLLOK Ta ucn Himeyun BTOPVHHE Himeuuu BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/17404/01/01
n factor Koaryns D02 PO3YMHHWK AN Bepinr Ha nakyBaHHs, BUMYCK Ha marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
Vi Ll KpoBI po3unHy ons M6X cepii: LIC/1 BepiHr AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
NOANHN iH'eKLiin a6o Mv6X, HimeuunHa,; Cuctema
VIl iHdpysili, 250 BUPOBHMLTBO, KOHTelHep/3akynoptoBasibHMI 3aci6.
MO; no 1 nepBuHHe 3MiHa nocTavasibHMKa nakyBasibHUX
onakoHy 3 nakyBaHHs1, MaTepianis abo KOMMNIEKTYUMX
MOPOLLKOM Y KOHTPO/b AKOCTI: (AKLLL0 3a3HaYeHOo B JOCHE) (3amiHa
KOMNekTi 3 1 LICN BepiHr TM6X, abo gofJaBaHHS nocTavyasibHUKa) -
hnakoHoM 3 HimeuunHa 3MiHa Ha3BM Ta KopnopaTuBHOT
PO3YNHHNKOM afipecvl BUPOGHMKaA MeaNYHOro
(Boga ans npuctporo“Mix2Vial” 3 "Medimop
iH'ekujin) no 2,5 Medical Projects Ltd., 17 Hatidhar St
mnTal Ra’anan, 4366519 Israel" Ha "West
NPUCTPOEM ANS Pharma Services IL Ltd., 4
hofaBaHHs Hasheizaf St Ra’anana, 4366411
PO3YMHHMKA 3 Israel", AkuiA € YACTUHOK NaKyBaHHSA
BOYA0BaHNM 'N3. Agpeca BUpo6HNYOro
inbTpom 15 MalifaHumKa He 3MiHIETLCS.
MKM ("Mix- FAKICHWI Ta KiNbKICHWI cknaf,

2Vial™ 20/20") B

npucTpoto, cneundikadii, MeToq
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

KapTOHHiiA cTepunisauii Ta MeToau KOHTPOS0

Kopobui; no 1 AKOCTi 3a/1MLWaTLCA HE3MIHHUMU.

chnakoHy 3 BHeceHHs pefakuiiiHux npaBok 4o

NOPOLLKOM Y po3giny 3.2.R.1.1 Medical device(s).

KomnekTi 3 1 3MiHu | TUNY - AgMIHICTpaTUBHI

chnakoHoM 3 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo

PO34YNHHNKOM afpecy MicLs NPoBaKeHHS

(Boga ans AiSNbHOCTI BUPOOHUKA (BK/THOYatouM,

iH'ekujin) mo 2,5 3a HeobXiAHOCTI, MicLe NpoBeAeHHS

mnTal KOHTPO0 AKOCTi), abo BnacHuka

NPUCTPOEM ANst MacTep-caiina Ha A®l, abo

fofaBaHHSA noctavasibHnka A®l/BnxigHoro

PO34MHHMKA 3 martepiany/peareHTy/nPOMiKHOIo

BOYj0BaHNM NPOAYKTY, L0 3aCTOCOBYIOTLCS Y

hinbTpom 15 BMPO6HMLTBI A®I (SKLLO 3a3HaYeHO

MKM ("Mix- y [OCbE Ha nikapcbkuii 3acib) 3a

2Vial™ 20/20"), BiICYTHOCTI cepTudpikara

Ta 1 KapTOHHOI BiANOBIAHOCTI EBpONechbkili

KOpPOGKOIO 3 dhapmaxonei y 3aTBepaKeHOMy

KOMMMEKTOM AN1s Aocbe, abo BUPOOHMKA HOBOI

BHYTPILLUHbOBEHH [OMOMDKHOT PEYOBUHM (SKLLLO

0ro BBeAEHHSA 3a3HayeHo y AOoCkE) - 3MmiHa

npenapary (1 HaliMeHyBaHHS Ta YTOYHEHHS

0HOPAa30Buii afipecu KOHTpakTHOI naboparopii, a

wnpuu, 1 ronka- came 3 "Labor L+S AG"

MeTenuk, 2 (Mangelsfeld 4 97708 Bad Bocklet

[Ae3iHdikyroyi Germany) Ha "Labor LS SE & Co.

cepBeTku B KG" (Mangelsfeld 4, 5 ,6 97708 Bad

iHAMBIAYyaNbHUX Bocklet Germany)

repMeTUYHNX

ynakoskax Ta 1

HecTepuIbHWIA

nenkonnacTup) 3

KOHTpOsIEM

nepLuoro

BiKpUTTA Y

KapTOHHiiA

KopooLi 3

KOHTpOsIEM

nepLuoro

BIAKPUTTSA
31. | BETAOVUH® Povidone- | nosigoH- | GO1A cynosuTopii 3AT Yropum 3AT Yropuu BHECEHHS 3MiH [0 peecTpaviiniHmx 6e3 nionsiz UA/6807/02/01

iodine nop, X11 BariHasibHi No dapmaues Ha dapmaLeBTUYHNMIA Ha mMartepianis: 3miHu | TUNY - 3MiHK peuenma ae

200 mr; no 7 TUYHUIA 3aBof ElC o0 6e3nekn/ed)ekTMBHOCTI Ta

CynosunTopiiB y 3aB0/, hapmakoHarnagy (iHwi 3MiHn) 3MiHu

6nictepi; no 1 ErcC BHECEHO A0 IHCTPYKUIT Ansa

abo 2 6nictepu
B KQPTOHHIM

ME[MYHOT0 3aCTOCYBaHHS
niKapcbKoro 3acoby Ao posainy
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n/n

JliKapcbKo20
3acoby

Ha

HernameH

mosaHa
Haszsa*

MixHapoo

Hassa

HU

diroyoi
peyosu

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo
20

nocsioYeHHs

32,

BETAAVH®

Povidone-

nauui

"Mo6ivHi peakui™ woao
NoBIAOMIEHHSA NPO MiJ03PIOBaHi
noGiyHi peaxuii. BBegeHHS 3MiH

NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS - 3MiHK Il Tuny -
3MmiHu Wwoao 6e3nekn/eddekTMBHOCTI
Ta (hapmakoHarnsgy. 3MiHu y
KOpOTKili xapakTepucTui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi A5
Me[MYHOro 3aCTOCYBaHHS Yy 3B'A3KY
i3 HOBMMYV J@HUMK 3 SKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMW JaHMK
Ta AaHvmu 3 chapmakoHarnsagy -
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA
nNikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BracTmBocTi”,
"MpoTunokasaHHA", "B3aemogis 3
HLUMMKN NiKapcbKMK 3acobamu Ta
iHWi BnAn B3aemogiin”, "Ocob6amBocCTi
3aCcToCyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaao”, "3aartHicTb BIIMBATU HA
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU
mexaHismamu”, "Cnocio
3acTocyBaHHA Ta gosun”, "ditn",

"Mepeno3yBaHHs", "Mo6GiuHI peakuii”,
a TakoxX [0 iHCTpyKUii ans
MeAMYHOro 3acToCyBaHHA
nNikapcbKoro 3acoby foAaHo po3ain
"HecymicHicTb". BBeAEHHS 3MiH
NPOTAroMm 6-Tu MicALiB nicns
3aTBEPKEHHSA

iodine

noBifoH-
nop,

DO8A
G02

masb 10 %; no
20 ry 1y6i; no 1
Ty6i B KQPTOHHIl
Kopobui

3AT
dapmaueB
TUYHUIA
3aB0/,
EFIC

Yropum
Ha

3AT
dapmaLeBTUYHNMIA
3asopg ElIC

Yropum
Ha

BHECEHHS 3MiH [0 peecTpaviiniHmx
MaTepianis:3miHu | Tuny - 3MiHn
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3giny
"Mo6ivHI peakui™ woao
NoBIAOMIEHHSA NPO MifO3POBaHi
noGiyHi peaxuii. BBeaeHHS 3MiH
NPOTAroMm 6-Tn MicALiB nicns
3aTBepMKEHHS. 3MiHu Il Tuny -

3MiHM Woao 6e3nekn/edeKTUBHOCTI

6e3
peyenma

niosnsie
ae

UA/6807/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep

peecmpayitiHo

20
nocgio4eHHs

Ta (hapmakoHarnsgy. 3MiHu y
KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi A5
MeAMYHOT0 3aCTOCYBaHHA y 3B'A3Ky
i3 HOBMMW J@HUMM 3 IKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMW JaHMK
Ta AaHumu 3 dhapmakoHarnsgy
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BlacTmBocTi”,
"MokasaHHA" (YTOYHEHHS
iHcbopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMW fliKapCbKUMun
3aco6amMu Ta iHLWi BUAY B3aEMOLIIA",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHsA y Nepios BariTHoCTI
a6o rogyBaHHA rpyaar”, "3aaTHicTb
BMAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBToTpaHcnopToM abo
iHWMMK MexaHismamn', "Cnoci6
3actocysaHHsa Ta gosu", "Aitn",
"Mepepo3yBaHHs", "Mo6iuHI peakyii”,
a TakoX [0 iIHCTPYKUiT ans
MeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby AofaHo po3gin
"HecyMicHICTb".
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALB Mic/1A 3aTBepAKEHHS

33.

BPUHEKC

brinzolami
de

6puH30n
amig,

SO1E
Cco4

Kpansi O4YHi,
cycneHsis, 1 %;
no 5 mn abo no
10 MmNy donakoHi
3 Npobkoto-
KpanenbHuLeto
Ta KpPULLIKOIO; MO
1 donakoHy B
KapTOHHIiA
Kopobui

CEHTICC
®APMA
MBT. NTL.

IHais

CEHTICC ®APMA

MBT. NTA.

IHAis

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu Il Tuny - 3miHn 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BUPOBHMKA BMXIAHOrO/NPOMIXHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYIOTbCS Yy BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpPO6HMKA
(BKtOvatoun, fe HeobxigHo, Micue
NpoBefEeHHS KOHTPOJI AKoCTi) AdI
(3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONENchbkili
thapmakonei y 3aTBepKeHOMyY
[0Cbe)(BBEAEHHS HOBOrO BUPOOHUKA
A®I 3 HagaHHSAM MacTep-thaiina Ha
A®l) BBeeHHS [08aTKOBOro
abTepHaTUBHOIO BUPO6HMKa AdPI
6priH30namigy - biokoH flimiTes
(Cawit-3), India / Biocon Limited

3a
peyenmom

UA/17178/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
(Site-3), IHgjsa (3 HagaHHAM MacTep-
thaiina Ha A®I) go Bxe
3aTBEpAKEHOro BUpobHuka Ad|
6pvH30Namigy - lkpom C.p.n.,
ITanisa / lcrom S.r.l., Italy (npoekTt
MKSA /13 (0000))
34. | BPOMOKPUN | bromocript | 6pomokp | GO2C Tabnetku no 2,5 BAT Yropum BAT "T'efieoH Yropwum BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/3209/01/01
TUH-PIXTEP ine UMNTUHY BO1, mr, no 30 "T'efeoH Ha PixTep" Ha marepianis: 3miHu | Tuny - peyenmom
me3unaTt | NO4B Tabnetok y PixTep" AAMiHICTpaTUBHI 3MiHW. BunyueHHs
Cco1 donakoHi, no 1 BUPOGHMYOT AiNbHULL (BK/THOYAOUN
chnakoHy B AinbHUUi ana A®l, npoMixHoro
KapTOHHIiA npoaykTy abo roToBOro NikapcbKoro
ynakoBLiji 3aco0y, AiNbHULi 4118 NPOBeAEHHS

naxkyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BUMYCK Cepiid,
MicLLe NPOBeAEHHSI KOHTPOSIIO cepii)
ab0 nocTtavasibHMKa BUXiAHOTO
marepiany, peareHty abo
O0NOMDKHOT PEYOBMHM (SIKLLO
3a3Ha4yeHo y [0Cbe) BUAANEHHS
BMPOGHMYOro maingaHunka Curia
Italy S.r.l. Ana aKTMBHOI peYoBUHU
6pOMOKPUNTUHY Me3unarT 3
KOMEpL,iAHUX MipKyBaHb . 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignosigHocTi abo
BW/IyYEeHHS cepTudikaTa
BiANOBIAHOCTI EBpONeNchbkili
thapmakonei: gns A®l; ans
BUXIAHOTO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpoONechbkili
thapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif Y)Xe 3aTBepaKeHoro
BMPOOHYKa. [MofaHHA OHOBIEHOTO
cepTuguikata Bifg yxe
3aTBEpPAKEHOro BMpo6Huka API
(TEVA CEP 2006-281-Rev 03,
3aTBepaxeHo 5 notoro 2024 p.).
3MiHn | TURY - 3MiHK 3 aKocTi. AL,
KoHTposib A®I. 3miHa y napameTpax
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

cneuudikauin Ta/abo gonycTummx
MeX, BU3HauYeHuX y creumdikauisx
Ha A®|, abo BUXigHWI/MPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLUTBA AD| (4ONOBHEHHS
crneundikaL,ii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBifH/M METOLOM
BUNPOOYBaHHSA) A0AaBaHHA HOBOTO
napameTtpa crneuudikauii 4o
cneuudpikauii A®| 3 BignosigHnM
MEeTOAOM BUNPOBYBaHHS (fOMiLLKa
2-6pomepriHy (2- bromoergine)) 3
KpUTEPIEM NPUAHSATHOCTI «n.m.t.
43.6 ppm». [lojaBaHHA napameTpa
cneuudikayii LOMILLKK 2-6poMepriHy
€ HacnigKoM 3MiHW LWOAO nepernsgy
CEP komnaHii TEVA Czech
Industries s.r.o.HoBwuiA kog,
cneundikauii: 7-80468-Q6-06-01.
3MmiHu | TMNy - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/TE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IyYEHHS cepTudikaTa
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei: gns A®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BMPOOHYKa. [MofaHHA OHOBIEHOTO
cepTuduikata Bif yxe
3aTBEpPAKEHOro BMpOoGHMKka API
(TAPI CEP 2006-281-Rev 04,
3aTBepmaxeHo 19 6epesHs 2025 p.)
BnacHuk CEP 3miHuBCS 3 Teva
Czech Industries s.r.o0. Ha TAPI
Czech Industries s.r.o.

35.

BYCTPUKC
KOMBIHOBA

Pertussis,
purified

andrepi

AHWI

JO7AJ
52

cycneHsis ans
iH'ekUin, 05

nakcoCmi
TKnsiiH

Benuka
BpuTaHi

nakcoCwmiTKnsiH
Bionomgxikans,

®paHuis
/

BHECEHHS 3MiH [0 peecTpaLinHnx
mMartepianis: 3MiHu | Tuny - 3MiHu 3

3a
peyenmom

UA/14955/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
HA antigen, aHaToKC mn/posy, no 1 Ekcnopt A PpaHuis Benbris akocTi. A®l. BUpo6HMLTBO. 3MiHM B
BAKUVHA combinatio | uH (D)} posiy Nimiten (PopmyBaHHs, npoveci BupobHuuTea AdI
ansa ns with npasLeB nonepeaHbL0 HarnoBHEHHS B (He3HayHa 3miHa y npoueci
MPO®INAKT toxoids niA HanoBHEHOMY nonepegHsL0 BMpo6HULTBa ADI)
NKN aHaToKc wnpuyi; no 1 HanoBHEHi He3HauHi 3MiH1 y BUPOBGHMYOMY
DUNDTEPII, vH (T)% nonepeaHbL0 Lnpui, NpoLEeCi aKTUBHOI PEeYOBUHM
NMPABLS, Bordetell HanoBHEHOMY MapKyBaHHs Ta AndTepiiiHoro aHaTokcuHy (DT).
KALLUJTHOKY a pertus wnpuuy y nakyBaHHs, 3amiHa kaceTtu 3 Pellicon 2 30kDa
(ALUENONAP Sis kawn KOMMEKTI 3 KOHTPO/Ib SKOCTI); (kinoganbToH) UF
HUA IOKOBI ABOMa rosikamu nakcoCmiTKnsiiH (ynbTpadinbTpauis), ska Hapasi
KOMMOHEHT aHTureH B N1aCTUKOBOMY Bionogxikans BUKOPUCTOBYETLCA Ha KaceTy
) u: KOHTeliHepi; no 1 C.A., benbria Pellicon 3 30kDa UF y npoueci
(AACoPBOB KaLLsToK KOHTEliHepy y (HanoBHeHHSA B oumLLEeHHN (nig Yac
AHA, 3l oBWiA KapTOHHIiiA nonepeaHL0 ynbTpadinsTpauii Ta giadinsTpauii
SMEHLUEHN aHaTokc Kopobui HarnoBHeHi aHaToKCUHY nepes nepLummm
M BMICTOM uH (PT)Y; wnpui, eTanamy ocapKeHHs Ta nicns
AHTUTEHIB) thiname MapKyBaHHsA Ta Apyroro etany ocagpkeHHs). 3minu |
HTO3HWI nakyBaHHs, Tuny - 3MiHK 3 skocTi. AdI.
remarsio KOHTPO/Ib SKOCTI); Bupo6HMLTBO. 3MiHW B NpoLeci
TUHIH (F nakcoCMmiTKNAiiH BMpO6HULTBA AP| (HE3HAYHA 3MiHA
HA)Y; Bionogxikans y npoueci BUpo6HmuTea Adl) -
nepTakT C.A., Benbris He3HauHi 3MiHW y BUpOGHUYOMY
nH (PRN (KoHTponb siKocTi, npoLeci aKkTMBHOI PeYOBUHM
: BWMNYCK Cepil) npasLeBoro aHatokcuHy (TT).
ladcop6 3amiHa kaceTu 3 Pellicon 2 30kDa
osaHuli (kinogansToH) UF
Ha (ynbTpadinbTpauis), sika Hapasi
anoMiHi BUKOPVCTOBYETLCA Ha KaceTy
0 Pellicon 3 30kDa UF y npoueci
2idpokcu ouuLeHHs (nig yac
oi ynbTpaginbTpauii Ta giadinstpauii
(AI(OH); aHaTOKCWHY nepeg, nepLummm
) ma eTanamu OcafkeHHs Ta nicns
a/TIOMIHI [Lpyroro etany oCafXeHHs).
0
pocepa
mi
(AIPO,)
36. | BAHATEKC valsartan Bancapt | C09C Tabnetku, Bkputi | ®apmaueB | Monbwa | PapmaueBTUyHMA | [Monbla BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/12634/01/01
aH A03 NNiBKOBOO TUYHWI 3aB0[, mMartepianis: BHECEHHS 3MiH 0 peuenmom
060/10HKOI0, N0 3aB0[, «MONb®APMA» peecTpauiiinx matepianis: 3MiHu |
80 mr, no 14 «MOJNb®A C. A TMNy - AOMIHICTPaTVBHI 3MiHW.
Tabnetok y PMA» C. BunyyeHHs BUPOGHMYOT AiNTbHUL
6nicTepi; no 2 A. (Brrovatoun ginbHuui ans Adl,
6nictepu B NMPOMiXXHOro NpoAyKTy abo roToBoro
KapTOHHIlA nikapcbKoro 3acoby, AinbHULI ANns
Kopoobui NpoBefeHHA NakyBaHHs, BUPOOHNIKa,

Bi4NoBiAa/IbHOIO 3a BUMYCK Cepild,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
MicLLe NpOBeAEHHSI KOHTPOSIIO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
O0NOMDKHOT PEYOBMHM (AIKLLO
3a3Ha4yeHo y [0CbE) BUAASIEHHS BXEe
3apPEECTPOBaHOr0 BNPOGHNMKA
aKTMBHOT peyoBUHN BancapraH-
MYLAN LABORATORIES LIMITED.
3MiHu | TUny - 3MiHK 3 aKocTi. AL,
KoHTponb A®I. 3miHa y MeToAax
BMNpobyBaHHsA APl abo BUxigHOro
Marepiany/npoMixHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA API (iHLWI 3MiHN Y
mMeTogax BUNpobyBaHHSA
(BKtOYatoumn 3amiHy abo
[0NoBHEHHS) Ad| abo
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTY)
3MiHa meTogy aHanizy PSD ana A®l
yepes 3MiHy 061aaHaHHsA 3 Malvern
2000 Ha Malvern 3000.
37. | BAHATEKC valsartan Bancapt | C09C Tabnetku, Bkputi | ®apmaues | Monbwa | PapmaueBTnyHUiA | lMonblwa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/12634/01/02
aH A03 N/1iBKOBOIO TUYHWI 3aB0/, marepianis: 3miHu | Tuny - peyenmom
060/10HKOI0, MO 3aBo[, «MONb®APMA» AOMIHICTpaTVBHI 3MiHW. BuiyyeHHs
160 wmr, no 14 «MONIb®A C.A. BMPOGHWYOI AinbHNL (BKIHOYAKUN
Tabnetok y PMA» C. AinbHUUi ana A®Il, npoMixXHOro
6nictepi; no 2 A. npoAayKTy abo rotToBoro Nikapcbkoro
6nictepu B 3acoby, AinbHNLi 418 NpoBEeAEHHS
KapTOHHIiA nakyBaHHs, BUpOGHIKa,
Kopobui BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,

MicLie NPOBEAEHHS KOHTPO/IO cepii)
abo nocrtavasibHMKa BUXIiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y [OCbE) BUAANEHHS BXe
3apPEECTPOBaHOr0 BUPOGHMKa
aKTVMBHOT pevyoBMHN BancapraH-
MYLAN LABORATORIES LIMITED.
3MiHu | TUnYy - 3MiHKM 3 AKocTi. AdL.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y NPOLIECi
BMpo6HULUTBa AP (iHLI 3MiHK Y
MeToAax BUNPOOyBaHHS
(BK/KOYAKOUM 3aMiHy ab0o
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
[onoBHeHHs) APl abo
BWXiHOr0/MPOMIXHOro NPOAYyKTY)
3MiHa meTogy aHanizy PSD ana Adl
yepes 3MiHy obnagHaHHs 3 Malvern
2000 Ha Malvern 3000.
38. | BAHKOBALW | vancomyci | BaHkomi | JO1XA | nopowlok ans MicTtpan AHrnis NNABEOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/20250/01/01
A n LHY 01, pPO34unHy Ana Kenitan PEWVII )XO®PE, mMaTtepianis: yTOYHEHHS1 HaNUCaHHA peyenmom
rigpoxno | AO7A iHcpysiii no 500 MeHekm C.A. ynakoBKu B Haka3i MO3 YkpaiHu
pva, A09 mr; no 500 mr eHT Ne 655 Big 21.05.2026 B npoueci
MOPOLLKY Y Nimitepn BHECEHHS 3MiH (3MiHu | Tuny -
conakoHi; no 1 3MiHn 3 sKocTi. CepTudikar
abo no 10 BignosigHocTi/l E-cepTudikar
(hNakoHIB y BiANOBIAHOCTI EBponeiichbkili
KapTOHHIW thapmakonei/moHorpadii. NMogaHHA
Kopobui HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoOCTI a6o
BUyYEHHS cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BMXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
thapmakonei) - OHOBMEHWIA
cepTudikaT Bif y)Xe 3aTBepXEHOro
BMPOGHMKA - NOAAHHS OHOBNIEHOTO
cepTudpikaTa BignoBigHOCTI
€poneiicbkili hapmakonei Ne CEP
2007-195 - Rev 03 (3aTBEPAXEHO:
R1-CEP 2007-195 - Rev 02) gns
A®| BaHKOMILMHY Figpoxopuay Big,
BXe 3aTBePA)KeHOro B1po6HMKa
Xellia (Taizhou) Pharmaceuticals
Co. Ltd., China). Pepakuisi B Hakasi -
no 1 a6o no 10 donakoHiB y
KapTOHHI Kopoo6Li.
3anponoHoBaHa pegakLis - no
500 mMr nopoluky y dniakoHi; no 1
a60 no 10 chnakoHiB y KApTOHHI
Kopoo6ui.
39. | BAHKOBAL | vancomyci | BaHkomi | JO1XA | nopowlok gns MicTtpan AHrnis NABOPATOPIO Icnanis BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/20250/01/02
A n LMHY 01, PO34unHYy 18 Kenitan PEWI )XO®PE, MaTepianiB: yTOYHEHHS1 HaNnUCaHHsA peyenmom
rigpoxno | AO7A iHcpysiii no 1000 MeHexm C.A. ynakoBKku B Hakasi MO3 YkpaiHu
pua A09 Mmr; no 1000 mr eHT Ne 655 Big 21.05.2026 B npoueci
MOPOLLKY Yy Jlimiteq BHECEHHS 3MiH (3MiHu | Tuny -
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n/n

JliKapcbKo20

Hassa

3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

c¢onakoHi; no 1
abo no 10
chnakoHiB y
KapTOHHiiA
KopoobLi

3MiHu 3 aKocTi. CepTudiikaT
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IyYEHHS cepTudikaTa
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei: gns A®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne CEP
2007-195 - Rev 03 (3aTBEpAKEHO:
R1-CEP 2007-195 - Rev 02) ans
A®| BaHKOMILMHY rigpoxnopuay Big,
BXe 3aTBEPA)KEHOro BUPOGHYMKa
Xellia (Taizhou) Pharmaceuticals
Co. Ltd., China). Pepakuis B Hakasi -
no 1 a6o no 10 dnakoHiB y
KapTOHHIA KopobLi.
3anponoHoBaHa pefakLis - no
1000 mr nopoluKy y dniakoHi; no 1
a60 no 10 chnakoHiB y KapTOHHIl
KopooLi.

40.

BAHKOMILM

H

vancomyci
n

BaHKOMi
UnHy
rigpoxno
pua

JO1XA
01

niodpinizat gns
pO34uHy ans
iHcpysiii no 500
mr; no 1 a6o 10
CKNSAHUX
oNakoHis,
3aKyrnopeHmx
ryMOBOH
npoo6Koto,
CNopsiAKEeHO0
aTOMIHIEBUM
06TUCKHUM
KOBMAYKOM i
KpULLIKOKO «cpin-
0oth» y KapTOHHIN
Kopobui

xeHoda
pm T4,

Benvka
BpuTaHi
a

XaiiHaHb Moni
®apwm Ko., N114.

Kutaii

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3nekn NikapcbKoro 3acoby,
abo gocnimpkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
JocnifxeHb, NpoBeAeHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnx
pocnigpkeHb (PIP) (3mMiHy y3romkeHo

3a
peyenmom

He
nionsie
ae

UA/19627/01/01




48

n/n

JliKapcbKo20

Hassa

3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

3 KOMMETEHTHNM YMOBHOBaXEHUM
opraHom). 3MiHM BHECEHO A0
IHCTPYKUIiT AN MegnyHoro
3aCTOCYBaHHSA ikapcbKkoro 3acoby
00 po3giny "OcobnusocTi
3acTocyBaHHsa" Ta "lNo6iyHI peakuii™
o0 6e3neKky 3acTOCyBaHHS Aito4oi
PEeYoBUHN BAHKOMILVIH BifNOBILHO
0o pekomengauii PRAC. (eCTD
Bepcis 0003). 3miHu | TUny - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHV BHeceHo A0 IHCTpykuii ans
MeLMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"Mo6iYHI peakuil™ WoA0 BaX/IMBOCTI
3BiTYBaHHS NPO NOGIYHI peakwyii.
(eCTD Bepcisi 0003)

41.

BAHKOMILW

H

vancomyci
n

BaHKOMi
UnHy
rigpoxno
pna

JO1XA
01

niodpinizat ans
PO34unHy Ans
iHcpysiii no 1000
mr; no 1 a6o 10
CKNSAHNX
chnakoHiB,
3aKynopeHnx
rYMOBOHO
npo6koto,
CrnopsazXeHoo
QTIOMIHIEBUM
06TUCKHUM
KOBMaYyKoM i
KpULLIKOKO «chnin-
0oth» y KapTOHHIN
Kopobui

[bxeHoha
pm Jtg,

Benwvka
BputaHi
a

XaiiHaHb Moni
®apm Ko., T4,

Kutait

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tmny - 3miHn
LoAao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKkapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MeAMYHOr0 3aCTOCYBaHHS Ha
nigcrasi peryaspHO OHOB/IOBAHOTO
3BiTYy 3 6e3neku nikapcbKoro 3acooy,
abo pocnimkeHb 3 6e3neku
3acTOoCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
OOCNigpKeHb, NPoBeAEHNX
BiAMOBIAHO A0 NiaHy nejiatpuyHux
pocnipxeHs (PIP) (3mMiHy y3rogpkeHo
3 KOMNETEHTHUM YMOBHOBaXEHUM
opraHom). 3MiHM BHECEHO [0
IHCTPYKLUIT ANA MeanyHOro
3aCTOCYBaHHS NikapCbKOro 3acoby
[0 posgainy "OcobnnBocTi
3acTocyBaHHA" Ta "MMo6iuHI peakujii™
{040 6e3neKn 3acTocyBaHHS Ajto4Ooi
PEeYOBUHM BAHKOMILVIH BifNoBigHO
0o pekomeHaauii PRAC. (eCTD
Bepcis 0003). 3miHn | Tuny - 3MiHK
oo 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHV BHECeHOo A0 IHCTpyKuii ans
MeAMYHOro 3aCTOCYBaHHS

3a
peyenmom

He
nionsie
ae

UA/19627/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
nikapcbKoro 3acoby Ao posainy
"Mo6iuHi peakwyji" LWOA0 BAXNNBOCTI
3BiTyBaHHS Npo NOGiYHI peakyii.
(eCTD Bepcis 0003)
42. | BAHKOMIUMN vancomyci | BaHkomi | JO1XA | nopoLiok gns dapmaues Ipeuis NABEOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/20890/01/02
H BOKATE n LMHY 01, po3unHy ons THYHa PENI XO®PE marepianis: 3miHu | TNy - 3MiHK peyenmom
rigpoxno | AO7A iHcpysiii no 1000 KOMNaHis C.A. oo 6e3nekn/edekTMBHOCTI Ta
pug, A09 mr; no 1 abo no «Bokare hapmakoHarnagy. BeegeHHs abo
10 chnakoHiB 3 C.A» 3MiHM A0 y3arasibBHEHUX AaHuX Mpo
NOPOLLKOM Y cuctemy hapMakoHarnagy
KapTOHHIW (BBEAEHHSA Y3araslbHEHUX AaHVX Npo
Kopobui cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOT 0cobu,
BiANOBIA&/IbHOI 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu
3 (hapmakoHarnsgy 3asBHuka ans
3[iiCHEHHS hapmMakoHarisay B
YkpaiHi, SKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34IICHEHHSA
hapmakoHarnsgy (Bkio4yatoum
KOHTaKTHi faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CObM 3as1BHUKA,
BiAgNoBigasIbHOI 3a dhapmMakoHarnsg
B YKpaiHi.
[itova pegakuisn: TkayeHko TeTaHa
MeTpiBHa. MNponoHoBaHa peAakuis:
Enb Kasinb Hatanis HOpiiBHa.
YTOUYHEHHS KOHTaKTHUX AaHNX
KOHTaKTHOI 0CcObM 3asBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHariag
B YKpaiHi.
43. | BAHKOMIUW vancomyci | BaHkomi | JO1XA | nopoLiok gns dapmaue Ipeuis NABEOPATOPIO Icnanis BHECEHHS 3MiH 40 peecTpaLiinHnx 3a UA/20890/01/01
H BOKATE n LUHY 01, pO34uHy AN TMYHa PEWI XO®PE mMartepianis: 3miHu | TUNY - 3MiHK peyenmom
rigpoxno | AO7A iHcpys3iii no 500 KOMNaHis C.A. oo 6e3nekn/edeKTMBHOCTI Ta
pug, A09 mr; no 1 abo no «Bokare hapmakoHarnsgy. BeegeHHs abo
10 dhnakoHis 3 C.A» 3MiHM [0 y3aras/ibHeHVX JaHux npo

NOPOLLKOM Y
KapTOHHI
Kopoobui

cucTtemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHVX Npo
cucTemy hapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0co6M,
BiANOBIAa/IbHOI 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu
3 thapmakoHarnsgy 3asBHuka ans
3MifiCHEHHs hapmakoHarisay B
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n/n

JliKapcbKo20

Hassa

3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Co6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa
KOHTaKTHOI 0CcObW 3as1BHUKA,
BiANOBIAaUIbHOI 3a hapMakoHariag
B YKpaiHi.

[itoua pepakuin: TkayeHko TeTsaHa
MeTpiBHa. MNponoHoBaHa pefakuis:
Enb Kasinb Hatanis HOpiiBHa.
YTOUYHEHHSI KOHTaKTHUX AaHnX
KOHTaKTHOI 0COOM 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag
B YKpaiHi.

BEH/TIAKCOP

®

venlafaxin
e

BeHnad
aKcuH (y
BUrIAA
rigpoxno
pugy)

NOGA
X16

Tabnetku no 75
mr; no 10
Tabnetok y
6nicTepi; no 3
6nictepu B nauui
3 KapTOHY

AT
"I'piHaekc”

Narteis

AT "I'piHgekc"

NaTtBin

BHECEHHS 3MiH [0 peecTpaviiniHmx
matepianis: TexHiyHa nomuska
(3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BunpaBneHo TEXHIYHY
NOMUJIKY B TEKCTi MapKyBaHHS
BTOPUHHOI YNakoBKM NikapCbKoro
3acoby y nyHkTi 2. "KINIbKICTb
[OIK0YOI PEYOBUHWN"
3aTBepXeHoro Hakasom MO3
Ykpainu Big 11.08.2025 p. Ne 1270
3arBepaeHo:

2. KIIbKICTb AIK04Oi PEYOBUHMN
1 TabneTka MiCTUTb Ailovy
peyoBuHy: 75 mg BeHnadakcuHy (y
BUrNAAj rigpoxnopuay).
3anponoHoBaHo:

2. KIIbKICTb AIK04Oi PEYOBUHM
1 Tabnetka MiCTUTb gjtouy
peyoBuHy: 75 Mr BeHnadakcuny (y
BUINAAI rigpoxnopuay).
3a3HayeHe BUMNpaB/IeHHSA
BiANoBigae matepiaiam
peecTpaLiiHoro AochbeE.

3a
peyenmom

UA/4406/01/02

45,

BIBEANOT

voriconazo
le

BOPUKOH
ason

MOPOLLIOK A5
pO34nHy Ans
iHcpy3iid, 200 wmr;
in bulk Ne 600:
600 hnakoHiB 3
NOPOLLKOM B
KapTOHHIW

TOB
"HOpis-
Papm”

YkpaiHa

AHchbapm Ennac
C.A.

pevis

BHECEHHS 3MiH 40 peecTpaLiinHnx
mMartepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micud
NpoBaPKEHHA Ais/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYakum

UA/17050/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KopoobLi OinbHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPOJIHO AKOCTI
(misnbHiCTb, 3a Ky Bignosigae
BUPOGHUK/IMMOpTep, BKIOYaun
BUMYCK Cepilf) - 3MiHa HanucaHHsA
agpecy BMpo6Huka in bulk Anfarm
Hellas S.A., Greece, y 3B'A3Ky 3
OHOBJ/IEHHAM cepTudikaty GMP
46. | TFAUHEKC® Combinati | meTpoHi | GO1lA cynosuTopii TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/16291/01/01
ons of nason, F20 BariHasbHi; no 7 "KYCYM" XENTXKEP MBT mMartepianis: 3miHu | TNy - peuenmom
imidazole MiKOHa3 CynosunTopiis y nTa AAMiIHICTpaTUBHI 3MiHW. 3MiHa
derivatives | ony cTpuni; no 2 HalilmeHyBaHHs Ta/abo agpecu
HiTpaTt cTpunn y 3anBHUKa (BlacHMKa
KapTOHHIW peecTpauiiHoro NoCBiAYEHHS).
ynakoBLi 3miHa HaliMeHyBaHHS 3asBHMKa
(BnacHwvka peecTpadiiiHoro
nocsigyeHHs), 6e3 3MiHN PUANYHOT
ocobu
3arsepaxeHo: TOB "TNMEAPAPM
NTA", YkpaiHa
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa BBefeHHs 3MiH NpoTArom 6-
TN MIiCALIB NiCN 3aTBEPMAKEHHS.
47. | TAUHEKC® Combinati | MeTpoHi - cynosuTopii TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [j0 peecTpaviiHmx - UA/21086/01/01
ons of nason, BariHasbHi; in "KYCYM" XENTXKEP MBT mMaTtepianis: 3miHu | TNy -
imidazole MikOoHa3 bulk: Ne 1512 nTa AAMIHICTpaTVBHI 3MiHW. 3MiHa
derivatives | ony (7x216) HalilmeHyBaHHs Ta/abo agpecu
HiTpaT Cynos3nTopiis; nNo 3as1BHVIKa (B/1acHMKa
7 cynosuTpoiie y peecTpauiiHoro NoCBiAYEHHS).
cTpwvni; no 216 3MiHa HaliMeHyBaHHS 3asBHMKa
cTpunis y (BnacHvka peecTpadiiHoro
KapTOHHI nocsigyeHHs), 6e3 3MiHW pPUANYHOT
Kopoobui ocobu
3arsepaxeHo: TOB "TNMEAPAPM
NTA", YkpaiHa
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa BeefeHHs1 3MiH NpoTArom 6-
TN MIiCALIB MiCNA 3aTBEPMAKEHHS.
48. | TEMUUTABIH | gemcitabin | remuuta | LO1BC | KkOHUeHTpat ans Akkopg, MonbLia Brpo6HMUTBO, IHais/ BHECEHHS 3MiH [J0 peecTpaLiiniHmx 3a UA/17799/01/01
AKKOPJ e GiHy 05 po3uuHy Ans Xenckea KOHTPO/b AKOCTI, Benuka marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
rigpoxno iHdpysiii, 100 Moncka nepBrHHE Ta BpuTaHi SIKOCTIi. [O0TOBWMIA Nikapcbkuii 3aci6.
pua mr/mn, no 2 mMn Cn. 3.0.0. BTOPWHHE al KOHTpOb roToBOroO NikapcbKoro
(200 wr), 10 mn nakyBaHHs: IHTac Monbwa 3acoby. 3miHa y MeTogax
(1000 wmr), 15 mn dapmacbtoTikanc / BMMNPOBYBaHHS rOTOBOTO /liKapCbKoro
(1500 wr), 20 mn NimiTen, IHAis; Yropum 3acoby (He3HauyHa 3miHa y
(2000 mr) y Brpo6HMLTBO, Ha/ 3aTBepKeHnX MeTofax
donakoHi; no 1 KOHTPO/b SIKOCTI, Manbta/ BMNPOGYBaHHS) HesHayHa 3MiHa y




52

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

donakoHy y
KapTOHHIA navui

nepBuHHe Ta
BTOPUHHE
nakyBaHHS: IHTac
dapmacbloTikanc
Nimiten, IHgis;
BTopuHHe
nakyBaHHS:
AkKoppg, Xesnckea
NimiTen, Benuka
BpuTaHis;
BignosiganbHuii
3a BUMNYCK Cepii:
Akkoppa, Xenckea
Moncka Cn. 3 0.0.
Cknag, ImnopTepa,
MonbLya;
KoHTponb sikocTi
cepii: €BpodpiHC
Ananitikan
Cepsices XaHrepi
KdpT., YroplmHa;
KoHTpOsb siKoCTi
cepii: ®apmagokc
Xenckea /T4,
ManbTa,;
KoHTponb sikocTi
cepii:
NABAHANIZIC
C.P.N, Itanis;
KoHTponb skocTi
cepi:
®APMABANILA
nra.
Mikpob6ionoriyHa
nab6opaTopis,
YropwuHa;
BTopuHHe
nakyBaHHs,
KOHTPO/b SIKOCTI
cepi:
AkKoppg, Xesnckea
Cinrn Membep
C.A,, Npeuis

ITania/
Mpevis

3aTBEPMKEHOMY METO[i KOHTPO/IO
3a nokasHukom "pH", a came
[ofaTKoBe 3a3HaYeHHs
"3acTepexeHHs: PeTenbHo 3aHypTe
pH-enekTpog y po3unH 3paska Ta
3ayekainTe npu6an3sHo 10-15
XBW/IWH, W06 OTpUMaT cTabinbHe
3Ha4YeHHs pH, a NoTiM TiNbkn
BUMipAaiTe pH". Takox 3asaBHUKOM
BHOCATBCA 3MiHM [0 METOAY aHanisy
"pH", Wwo npoBoANTLCA B NPOLIECI
BMPOGHMLTBA (in-process).

49,

rNEHLET
EJBAHC

MOHTENY
Kact
Hartpito,
nesouet
NPU3NHY

RO7A

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, NO
14 a6o no 28
TabneTok y

neHmapk
dapmachb
toTUKan3
nrg.

IHais

neHmapk
dapmacbioTUKan3
nra.

IHgis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3ac06y (iHLWi 3MiHK) OHOB/IEHHS BXE

3a
peyerimom

UA/13538/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
avrigpox KOHTeliHepi, no 1 3aTBEPAKEHNX METOAIB KOHTPO/O
nopup, KOHTEliHepy B aKocTi 13, a came BUKIaLEHHS
KapTOHHIi TEKCTY AepXXaBHOK MOBOO 3riJHO
KOpoo6Li Cy4yacHvX BUMOr. BHeceHHs
YTOYHEHb A0 MeToAiB KOHTPOO
AKOCTI BiAMOBIAHO A0 MaTepianis
BMPO6GHUKaA
50. | rNIMENIPAA glimepiride | rnimenip - NMOpPOLLOK AT YkpaiHa Anisyc Navid IHAjs BHECEHHS 3MiH [0 peecTpaLinHnx - UA/18137/01/01
na (cybeTaHuis) y "KMIBCbK CaiiHcec NimiTeq, marepianis: 3miHu | TUny - 3MiHK 3
naketax nn AKocTi. CepTudikat
noABiNHNX BITAMIHH signosigHocTi/l E-cepTudikar
noslieTuIeHoBMX nn BiANOBIAHOCTI EBpONechbkili
ans 3ABOA" thapmakonei/MoHorpadii. NMogaHHA
thapmaLeBTUYHO HOBOro abo OHOB/IEHOTO
ro 3aCTOCyBaHHs cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikaTa
BiANOBIAHOCTI EBPONENnchbkili
thapmakonei: gns A®l; ans
BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHUUTBI A®I; s AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpoNechbkili
papmakonei) - HoBuii cepTudpikat
Bifl BXX€ 3aTBEPAXEHOr0 BUPOOHUKA
BBefeHHA CEP 2022-481-Rev-01
Bif, 3aTBEPXEHOr0 BUPOGHMKA
Alivus Life Sciences Limited, IHgis
Ha 3amiHy DMF 3i 3miHOI Ha3BM
BUPOBHMKA Ta 3MIHOK TEPMIHY
npuAaTHOCTI Ha TEPMIH
NEepPEKOHTPOIO.
51. | FNIMENIPUA- | glimepiride | rnivenip | A10B Tabnetku no 2 AT YkpaiHa AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/4410/01/01
KB na B12 mr; no 10 "KNIBCbK BITAMIHHNIA marepianis: 3miHu | TUny - 3miHK 3 peyenmom
Tabnetok y nn 3ABOL" aKocTi. CepTudikaT
6nictepi; no 3 BITAMIHH BignosigHocCTI/TE-cepTucpikat
6nicTepy B nayw, W BiANOBIAHOCTI EBpONenchbkili
3ABOA" thapmakonei/MoHorpadii. NMogaHHA

HOBOro abo OHOB/IEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IyYeHHs cepTudikaTa
BiANOBIAHOCTI EBpoOneichbkili
thapmakonei: gns A®l; ana
BUXi4HOrO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
hapmakonei) - HoBuii cepTudpikat

Bifl BX€e 3aTBEPKEHOr0 BUPOOHUKA.

BeepneHHa CEP 2022-481-Rev-01
Bif, 3aTBEPAXXEHOr0 BUPOGHMKA
Alivus Life Sciences Limited, IHgis
Ha 3amiHy DMF 3i 3miHOI Ha3BM
BUPOOHMKA Ta 3MIHOK TEPMIHY
npuAaTHOCTI Ha TEPMIH
NEepPEKOHTPOIO.

52.

rnIMENIPUA-
KB

glimepiride

rnimenip
na

A10B
B12

Tabnetku no 3
mr; no 10
Tabnetok y
6nictepi; no 3
6nicTepy B nayw,

AT
"KNIBCbK
nn
BITAMIHH
Vi
3ABO/"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHUI
3ABOA"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
akocTi. CepTudikat
BignosigHocTI/TE-cepTucpikat
BiANOBIAHOCTI EBPONENnchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO
cepTtudikaTa BignosigHocTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNneiichbkili
thapmakonei: gna A®l; ana
BUXiAHOTO
martepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONENchbkili
hapmakonei) - HoBuii cepTudikart

Bif} BXXe 3aTBepKeHOro BUPoGHMKa.

BeBepeHHs CEP 2022-481-Rev-01
BiJ 3aTBEPKEHOr0 BUPOOHMKA
Alivus Life Sciences Limited, IHgjs
Ha 3amiHy DMF 3i 3MiHOI0 Ha3BU
BMPOGHMKA Ta 3MiHOKO TepMiHy
NpUAAaTHOCTI Ha TEPMIH
NepeKoHTPOsII.

3a
peyenmom

UA/4410/01/02

53.

rnIMENIPLA-
KB

glimepiride

rnimenip
na

A10B
B12

Tabnetkv no 4
mr; no 10
TabneTtok y
6nicTepi; no 3
6nictepu B nauui

AT
"KNIBCbK
Vi
BITAMIHH
Vi
3ABOJ"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHUI
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiniHmx
martepianis: 3miHu | TUNy - 3MiHK 3
sKocTi. CepTudikat
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpoOneichbkili
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO
cepTudgikaTa BignoBigHoCcTi abo
BWIYYEHHS cepTudikara

3a
peyenmom

UA/4410/01/03
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI E€BpONENCHKilt
hapmakonei) - HoBuii cepTuddikart
Bifl BXXe 3aTBEpPKEHOro BUPOBbHYKa.
BeBepeHHs CEP 2022-481-Rev-01
BiJ 3aTBEPKEHOr0 BUPOOHMKA
Alivus Life Sciences Limited, IHgjs
Ha 3amiHy DMF 3i 3MiHOI0 Ha3BU
BMPOGHMKA Ta 3MiHOK TepMiHy
NpuAAaTHOCTI Ha TEPMIH
NepPEKOHTPOIO.

54. | TPUNrO® Paracetam | napauet | NO2B Tabnetku; no 4 TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaviiniHmx Ne 4, Ne 10 UA/7630/01/01
ol, amor; E51 Tabnetkn y "KYCYM" XENTXKEP MBT mMartepianis: 3miHu | TNy - — 6es
combinatio | kodheiH 6nicTepi, no 1 NTA, Ingisa AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenma;
ns excl. 6e3B0oaH 6nictepy y a6bo HalilmeHyBaHHs Ta/abo agpecu Ne 100, Ne
psycholept | wif; KapTOHHilA KYCYM 3as1BHVIKa (B/1acHMKa 200 —3a
ics theHine ynakosui; no 4 XENTXKEP MNBT peecTpauiiHoro NocBigYeHHs) - peyenmom

hpuHy Tabnetkn y NTA, IHgisa 3MiHa HaliMeHyBaHHs1 3asiBHUKa

rigpoxno 6nictepi, no 50 (BnacHwvka peecTpadiiiHoro
pua; 6nicTepis y nocsigyeHHs), 6e3 3MiHN PUANYHOT
xnopde KapTOHHIiA ocobu.

HipamiHy ynakosLi; no 10 3aTBepaXeHo:

Masieat Tabnetok y TOB "TNIEA®APM NTA", YkpaiHa
6nicTepi, no 1 3anponoHoBaHo:
6nictepy y TOB "KYCYM", YkpaiHa
KapTOHHIW TepMiH BBEAEHHS 3MiH - MPOTAroM 6
ynakosui; no 10 MiCALIB MiCNSA 3aTBEPAKEHHS.
Tabnetok y
6nictepi, no 10
6nicTepiB y
KapTOHHilA
ynakosui; no 10
Tabnetok y
6nictepi, no 1
6nictepy B
KapTOHHIiA
ynakosui, no 10
KapTOHHMX
yNaKkoBOK Y
KapTOHHIlA

Kopobui
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n/n

JliKapcbKo20

Hassa

3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

55.

rPUnro®

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauet
amor;
KocpeiH
6e3BoaH
ni;
theHine
CPDVIHY
rigpoxno
pva;
xnopde
HipamiHy
manear

TabneTky; in
bulk Ne 9600
(10x960): no 10
Tabnetok y
6nictepi, no 960
6nicTepis B
KapTOHHilA
Kopo6ui; in bulk
Ne 6720
(4x1680): no 4
Tabnetkn y
6nicTepi, no
1680 6nicTepis B
KapTOHHIiiA
kopobui (ans
Cn-289 (A),
PIIKO
IHgacTpian
apea, YonaHki,
Bxisagi, [icT.
Ansap
(PapxacTtaH),
IHAiA); in bulk Ne
6000 (10x600):
no 10 TabneTok
y 6nicTepi, no
600 6nicTepis B
KapTOHHiiA
Kopo6ui; in bulk
Ne 6720
(4x1680): no 4
Tabnetkn y
6nicTepi, no
1680 6nicTepis B
KapTOHHIiiA
kopobui (ans
Mnot Ne M-3,
IHoop Cnewen
IkoHOMiK 30YH,
Peins-ll,
Mitamnyp, AicT.
Oxap, Magaxea
Mpagew, MiH
454774, IHais)

TOB
"KYCYM"

YKpaiHa

KYCYM
XENTXKEP MBT
NTA, IHgis
a6bo
KYCYM
XENTXKEP MNBT
NTA, IHgisa

IHAis

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (BNacHvKa
peecTpavuiiHoOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHA 3as8BHUKa
(BnacHuka peecTpauiiHoro
noceigyeHHs), 6e3 3MiHW PUANYHOT
ocobu.
3arBepaKeHo:

TOB "TNIEAPAPM NTA", YkpaiHa
3anponoHoBaHo:

TOB "KYCYM", YkpaiHa
TepmiH BBeA,€HHS 3MiH - NPOTArom 6
MiCALiB MicNna 3aTBepXEHHS.

UA/21107/01/01

56.

AEKOCTPION

®

calcitriol

KanbumT
pion

Al1C
Co4

Kancysm M'siki no
0,25 mkr; no 50
a60o 100 kancyn
y chsiakoHi; mo 1

TOB
«MIBE
YKPAIHA»

YkpaiHa

KOHTPO/Ib
Hepo3dgacoBaHoro
NPOAYKTY,
NepBUHHE Ta

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUny - 3MiHK 3
sKocTi. CepTudikat
BignosigHocTI/l E-cepTucpikar

3a
peyenmom

UA/20723/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
dhnakoHy y nauui BTOPVHHE BiANOBIAHOCTI EBponeiichbkili
nakyBaHHs, thapmakonei/MoHorpadii. NMogaHHs
KOHTpO/b cepii Ta HOBOro abo OHOBJIEHOrO
BUNYCK cepi: cepTudpikaTa BignoBigHoCTi abo
Mi6e MmoeX BWYYEHHS cepTudikata
ApuHaiimiTTenNb, BiANOBIAHOCTI EBpONechbkili
HimeuuunHa; thapmakonei: gna A®l; ans
BMPOGHMLTBO Ta BMXigHOrO
BUMYCK marepiany/peareHTy/npomikHOro
Hepo3dacoBaHoro NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
NPOAYKTY: BMPOGHULTBI API; ANt AONOMIKHOT
KeTteneHt peyoBuHM (cepTudikat
[xepmati BiANOBIAHOCTI EBponeiichbkili
E6epbax Mm6X, chapmakonei) - OHOBNEHWIA
HimeuunHa cepTuduikaT Bif ye 3aTBepXEHOro

BMpO6HUKa - OHOBNEeHHs CEP ans
Calcitriol Big R1 CEP 2012-356-Rev
00 po CEP 2012-356-Rev 01 gnsa
BUpo6HuKa Cerbios. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignoBigHoCTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BMXiHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmaxkonei) - OHOBNEHWIA
cepTuduikaT Bif yXe 3aTBepXEHOro
BMpOBHUKA - OHOBNEeHHs CEP
Calcitriol Big R1-CEP 2009-377-Rev
01 pno CEP 2009-377-Rev 02 gnsa
BUpo6HMKa Formosa. Kpim Toro, ans
Aitoyoi pevosuHn Calcitriol y CEP
Bif BUpOGHMKa Formosa
BCTaHOB/IEHO Mepiog, NOBTOPHOTO
TecTyBaHHA TpUBaNICTIO 48 MicALiB.
3MmiHu | TMNy - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/TE-
cepTudikart BiANOBIAHOCTI
€Bponeicbkiii




58

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/YYEeHHS cepTudikaTa
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei: gns A®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - [ogaHHA OHOBMIEHOTO
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei CEP
2009-377-Rev 03 gna ditovoi
PEYOBUHU KasTbLUTPION Big,
3aTBepAKeHOro BMpo6Hnka Formosa
Laboratories, Inc. 3miHu | TURY -
3MiHu 3 aKocTi. CepTudiikaT
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IyYEHHS cepTudikaTa
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei: gns A®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BMPO6HMKa oHOBNieHHss CEP
Calcitriol Big, RO-CEP 2020-150-Rev
01 go CEP 2020-150-Rev 02 gns
BMpOG6HMKa Formosa. Kpim Toro, ans
nitoyoi pevosuHK Calcitriol y CEP
Bifl BUpO6HMKa Formosa
BCTaHOBJIEHO Mepiog, NOBTOPHOTO
TecTyBaHHA TpUBaNicTio 48 micALiB.
Takox 6y BHeCeHi pefaKLiiiHi
3MiHW. 3MiHM | TMNYy - 3MiHK 3 SIKOCTI.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
CepTudpikat BignosigHocTi/TE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IyYEHHS cepTudikaTa
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei: gns A®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - [ogaHHA OHOBMIEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei CEP
2020-150-Rev 03 gnisa ditoyoi
PEYOBUHU KasTbLUTPION Bif,
3aTBEepAKEHOro BMpo6HuMka Formosa
Laboratories, Inc
57. | BEKOCTPION | calcitriol Kanbumt | A11C Kancynu m'ski no TOB YkpaiHa KOHTPO/1b Himeyuun BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/20723/01/02
® pion Cco4 0,5 mkr; no 50 «MIBE Hepo3acoBaHoro Ha marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
abo 100 kancyn YKPAIHA» NpoayKTY, akocTi. CepTudikat
y chnakoHi; no 1 nepBuHHE Ta BignosigHocTI/TE-cepTudcpikart
chnakoHy y nauui BTOPVHHE BiANOBIAHOCTI EBpONENchbkili
nakyBaHHs, thapmakonei/moHorpadii. NMogaHHA
KOHTpO/b cepii Ta HOBOro abo OHOB/IEHOrO
BUNYCK cepii: cepTugikaTa BignoBigHOCTI abo
Mi6e Mm6X BU/TyYEHHS cepTudikata
ApuHaimiTTenNs, BiANOBIAHOCTI EBpoNeichbkili
HimeuumnHa; thapmakonei: gna A®l; ana
BVMPOGHMLTBO Ta BUXiAHOTO
BUNYCK martepiany/peareHTy/npoOMiKHOIo
Hepo3acosaHoro NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
NpoayKTY: BMPOGHULTBI A®I; ANt [ONOMIXHOT
KeTeneHt peyoBuHM (cepTudikat
[hxepmati BiANOBIAHOCTI EBpONENchbkili
E6epb6ax MvbX, thapmakonei) - OHOB/IEHWIA
HimeuunHa cepTuaikaT Bif ye 3aTBepKeHoro

BMPOGHUKA - OHOBNeHHss CEP ans
Calcitriol Big R1 CEP 2012-356-Rev
00 po CEP 2012-356-Rev 01 gna
BMpo6HuKa Cerbios. 3miHu | Tvny -
3MiHun 3 sikocTi. CepTuduikat
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO
cepTtudbikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHU (cepTudikat
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBeppKeHoro
BMPOGHUKA - OHOBNeHHA CEP
Calcitriol Big R1-CEP 2009-377-Rev
01 pno CEP 2009-377-Rev 02 gna
BMpo6HMKa Formosa. Kpim Toro, ans
aitoyoi pevosuHK Calcitriol y CEP
Bif, BUPO6HMKa Formosa
BCTaHOB/IEHO Mepiog, NOBTOPHOTO
TecTyBaHHS TpMBanicTio 48 micsyis.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiii
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudpikaTa BignoBigHoCTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BMXigHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmaxkonei) - OHOBNEHWIA
cepTuduikaT Bif ye 3aTBepXEHOro
BMPOGHMKa - MogaHHA OHOBMIEHOTO
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkini hapmakonei CEP
2009-377-Rev 03 ana ditoyoi
PEYOBUHU KaNbLUTPION Bif,
3aTBEPAXEHOI0 BMPO6HMKa Formosa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

Laboratories, Inc. 3miHun | Tuny -
3MiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignoBigHoCTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BMXiHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmaxkonei) - OHOBNEHWIA
cepTuduikaT Bif yXe 3aTBepXEHOro
BMpO6GHUKa OHOB/IeHHA CEP
Calcitriol Big RO-CEP 2020-150-Rev
01 po CEP 2020-150-Rev 02 gnsa
BUpo6HMKa Formosa. Kpim Toro, ans
Aitoyoi pevosuHn Calcitriol y CEP
Bif BUpOGHMKa Formosa
BCTaHOB/IEHO Mepiog, NOBTOPHOTO
TecTyBaHHA TpUBaNICTIO 48 MicALiB.
Takox 6ynv BHeceHi pefakuiiiHi
3MiHW. 3MiHY | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/TE-
cepTudikar BiAMNoOBIAHOCTI
€Bponeiicbkiii
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignoBigHocTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BMXiHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmaxkonei) - OHOBNEHWIA
cepTuduikaT Bif yXe 3aTBepXEHOro
BMPOGHMKa - MogaHHA OHOBMIEHOTO
cepTudiikaTa BignoBiAHOCTI
€Bponelicbkii hapmakonei CEP
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
2020-150-Rev 03 ana ditoyoi
PEeYOBUHY KaNbLUTPION Bif,
3aTBEPAKEHOro BUpobHMka Formosa
Laboratories, Inc
58. | AENCIA Drospiren eTuHine GO3A TabneTku, BKpUTI CaH IHAisa CaH IHAjs BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/20771/01/01
one and cTpagio Al12 N/1iBKOBOIO dapmach dapmacboTrKan marepianis: 3miHu | TNy - 3MiHK peyenmom
ethinylestr | nTa 060/10HKOI0; N0 loTuKan IHoacTpi3 114, oo 6e3nekn/edekTMBHOCTI Ta
adiol apocnip 21 Tabnetyi y IHoacTpi3 hapmakoHarnagy (iHwi 3miHu).
€HOH 6nicTepi, no 1 Nimiten OHOB/EHHS TEKCTY MapKyBaHHS
6nictepy B yNakoBKM NiKapcbKoro 3acoby 3
KapTOHHIW BHECEHHSM iHGhopMaLii Woao
ynakoBLi 3a3HaYeHHs OAVHMLb BUMIPOBaHHS
y cucTemi S, a TakoX BHECEHO
pefakuiiiHi npaskn y NyHKT 17
BTOPUHHOI yNakoBku. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB
nicns 3aTBepApkKeHHs.
59. | AECKET dexketopr | aekcket MO1A po34uH Ans MpuBaTHe | YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHmx 3a UA/16764/01/01
ofen onpocpe | E17 iH exuili, 25 akuioHepH akuioHepHe mMartepianis: 3miHu | TUNY - 3MiHK peuenmom
HYy Mr/mn; no 2 M B e TOBapuCTBO o0 6e3nekn/edyeKTMBHOCTI Ta
TpomeTa amnyni, no 5 TOBapucTB "Jlekxim - Xapkis" hapmakoHarnsagy (iHwi 3miHu)
Mon amnyny 0 "/lekxim OHOBNEHO TEKCT MapKyBaHHsA
6nicTepi, no 1 - Xapkis" NepPBUHHOT Ta BTOPUHHOI YNaKoBKK
abo 2 6nictepu nikapcbKoro 3acoby, a came:
y nauuj BHECEHO pefakUiliHi NpaBku y TEKCT
MapKyBaHHA BTOPUHHOT Ta
NepBUHHOT YNaKkoBKW NiKapCbKoro
3aco0by, TakoX BUIy4YeHo Ay6toody
iHbopmaLito 3a3HaueHy pociiicbKo
MOBOI0. BBeZleHHs 3MiH NpOTArom 6-
TV MiCALIB NicAs 3aTBEPAKEHHS
60. | AMKNOJEB® | diclofenac | avknod MO1A PO34uH Ans Abpun IHais LEMO C.A. Mpeuis BHECEHHS 3MiH 4,0 peecTpauiiHnx 3a He UA/15297/01/01
eHak B05 iH exuili, 25 dopmyneii dapmacbioTikan martepianis: 3miHu | TUNY - 3MiHK peuyenmom niosnsie
HaTpito Mr/MA, no 3 Mn LWH3 MBT. IHpacTpi oo 6e3nekn/edeKTMBHOCTI Ta ae
(75 mr) po3umHy nra. thapmakoHarnagy. 3miHa y KopoTkili

B amnyni; no 5
amnyny
YapyHKOBIW
ynakosLi B
KapTOHHIiiA
Kopobu,i

XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMNYHOro 3aCTOCyBaHHS Ha
nigcrasi perynsipHoO OHOB/TOBAHOTO
3BiTy 3 6e3MeKun NiKapcbkoro 3acooby,
abo JocnimkeHb 3 6e3nekn
3acTocyBaHHs NikapcbKoro 3acoby B
nicnApeecTpaviiiinii nepiog, abo Ak
pesynbTaT OLiHKM 3BITY 3
OOCNigpKeHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiatpuyHnx
pocnigpkeHb (PIP) (3miHy y3romkeHo




63

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3 KOMMETEHTHNM YMOBHOBaXEHUM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby y po3ginu
"Oco61BOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui” BigNoOBIgHO A0
OHOBJIEHOI iHhopMmaLiii 3 6e3nekn
Ailo40i peyoBVHN. BBeeHHS 3MiH
NPOTAroMm 6-Tu MicALiB nicns
3aTBEPKEHHSA
61. | AUKNO®EHA | diclofenac | guknod | MO2A | renb 50 mr/r no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHmx 6e3 He UA/0708/02/02
K eHak A15 40 1 rento y Ty6i "XIMPAP "XIMOGPAPM3ABO mMartepianis: yTOUHEHHS peuenma nionsie
HaTpito TIOMIHIEBIA Ne M3ABO/, [ "HEPBOHA peecTpauiiiHoi npoueaypu B ae
1; y nauui 3 "YEPBOH 3IPKA" Hakasi MO3 Ykpaitu Ne 477 Bipg,
KapToHy; no 100 A 3IPKA" 07.04.2026 - 3miHu | TMNYy - 3MiHK 3
ryTybi AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
namiHaTHi Ne 1; CrabinbHicTb. 3MiHa y TepMiHax
y nauui 3 npugatHocTi abo ymoBax 36epiraHHs
KapTOHYy roTOBOro NikapCbKOro 3acoby
(36iNbLUEHHS TEPMiIHY NpUAaTHOCTI
roTOBOrO JlikapcbKoro 3acoby) - Ans
TOProBO| ynakoBku
(nigTBEPAXYETLCA AAHMU
peasibHOro yacy) - 36iNbLUeHHS
TepMiHy npugartHocTi 13 y 3B'A3Ky
i3 OTPUMAHHAIM MO3UTVBHMX AaHUX
040 AOCAIMKEHHS CTabiNbHOCTI Y
peanbHOMy yaci. [litoua pefakuis:
TepMmiH NpuAaTHOCTI 2 POKWU.
MponoHoBaHa pefakuis: TepMiH
npugaTHocTi 3 poku. 3MiHM BHECEHO
B po3ain "TepMiH npuaaTHocTi" B
IHCTPYKLiO ANA Megu4HOoro
3aCTOCYBaHHSA Ta AK HAcNifoK - y
TEeKCT MapKyBaHHSA YNakoBKU
nikapcbKoro 3acoo6y. BeefeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
62. | AUKNODEHA | diclofenac | avknod - KpucTaniyHmi TOBAPUC | YkpaiHa XeHaHb [yHTali Kutalicb BHECEHHS 3MiH [J0 peecTpaLiinHmx - UA/16226/01/01
K HATPIIO eHak NMopOLLIOK TBO 3 ®apm Ko., 114, Ka marepianiB: yTOYHEHHS B
HaTpito (cybeTaHuis) y OBMEXE HapogH peecTpaLiiiiHiil npoueaypi B Hakasi
noaBinHMX HOIO a MO3 Ykpainu Ne 646 Big 20.05.2026
nonietuneHosux | BIAMOBIA Pecny6n - 3miHa 3aaBHvKa /13 (MIBM)
naketax gns AJTbHICT ika (BnacHvka peecTpadiiHoro
hapmaueBTUYHO 10] noceigyeHHs) (3rigHo Hakasy MO3
ro 3actocyBaHHsl | «KOPIOP Big 23.07.2015 Ne 460). fitova
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
ALIA pepakuisi: ToBapucTeo 3
«30POB 06MEXEHOH0 BifNOBIfASLHICTIO
"A» «®apmaneBTMYHa KOMMaHis
«300p0oB'A», YKpaiHa. NponoHoBaHa
pepakuis: TOBAPUCTBO 3
OBMEXXEHOIO
BIANOBIAANBHICTIO
«KOPMOPALIA «300POB'A»,
YKpaiHa
63. | AUKNODEHA | diclofenac | avknod MO1A pO34uH Ans MpuBaTtHe | YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/13364/01/01
K HATPIIO eHak BO5 iH'ekuin, 25 aKLjioHepH akujioHepHe marepianis:3MiHu | Tuny - 3MiHK peyenmom
HaTpito mr/Mn no 3 mn B e TOBapUCTBO LoAao 6e3nekn/edeKTMBHOCTI Ta
amnyni; no 5 TOBapucTB "Jlekxim - Xapkis" hapmakoHarnsgy
amnyn y nadui 3 0 "/lekxim BHeceHO peakLiiiHi npaBku y TEKCT
neperopoakamu, - Xapkis" MapKyBaHHs1 BTOPUHHOI (. 1, 2, 4,
no3 mnse 11, 17) Ta nepsBuHHOI (. 1, 2, 6)
amnyni; no 5 yNaKoBKM FOTOBOTO JliKapCbKOro
avnyn B 3aco0y, TakoX BUIy4YeHo Ay6touy
0fHOGIYHOMY iHchopMaLito 3a3HauYeHy pOCiiCbKO
6nicTepi; no 1 MOBOI. BBEAieHHA 3MiH NpOTArom 6-
6nictepy y TN MIiCALIB NiCNA 3aTBEPMAKEHHS.
naJui; no 3 mn B
amnyni; no 100
amnyn y kopobui
3
neperopogxkamu
64. | AUKNO®EHA | diclofenac | avknod - po34uH Ans MpuBaTHe | YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiinHmx - UA/19485/01/01
K HATPIO eHak iH'ekuin, 25 akuioHepH akuioHepHe MaTepianis:3miHu | Tuny - 3MiHn
HaTpito mr/mn; in bulk Ne e TOBapnCTBO o0 6e3nekn/edyeKTMBHOCTI Ta
100: no 3 mn B TOBapucTB "Jlekxim - Xapkis" hapmakoHarnagy. 3miHn y
amnyni; no 100 0 "/lekxim 3aTBEPKEHOMY TEKCTi MapKyBaHHS
amnyn y Kopooui - XapkiB" YyNaKoBOK NiKapCbKoro 3acoby A5
3 ynakoBoK in bulk. BBegeHHS 3MiH
neperopoakamu; NPOTAroM 6-Tu MicALiB nicns
abo no 5 amnyn 3aTBEPLKEHHS.
y 6nicTepi, no 20
6nictepiB y
Kopobui
65. | AUMETUN®Y | dimethyl anveTn - Kancynm AT YkpaiHa BMPOGHMLTBO, Typeyuu BHECEHHS 3MiH [J0 peecTpaLiiniHmx - UA/20898/01/01
MAPAT- fumarate noymap ractpopesncTeH "papmak” nakyBaHHs, Ha marepianis: 3miHu | Tuny -
DPAPMAK aT THi TBepai, no KOHTPO/b SKOCTI AZMIHICTpaTVBHI 3MiHK. 3MiHa
120 wmr in bulk: Ta BMNYyCK cepil: HaliMeHyBaHHs Ta/abo agpecu Micus

no 7 kancyny
6nictepi, no 8
6nicTepiB y
nauuj; no 24
nayku y

CaHosenb Inay
CaHai Be
Tupxapet A.LL.

NPOBaPKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIHOHa0um
AinbHULI BUNYCKY cepii abo micle

NpoBefAEHHS KOHTPOJO AKOCTI.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
TpaHCMopTHil (misnbHICTb, 3a SAKy Bignosigae
KopooLi BMPOGHUK/IMNIOPTEp, BKAKOYAOUN
BWMYCK Cepiii) NpMBeAeHHS
HaliMeHyBaHHS Ta agpecu
BMpo6Huka /13 Sanovel llac Sanayi
Ve Ticaret A.S., TypeuunHa y
BiANOBIAHICTb A0 Ai04oro
ceptudpikaty GMP (EUDRA).
BBefieHHs1 3MiH NpoTArom 6-tn
MicALiB Mic/a 3aTBEPAKEHHS.
66. | AMMETUN®DY | dimethyl anveTn - Kancynm AT YkpaiHa BMPOGHMLTBO, Typeyun BHECEHHS 3MiH [0 peecTpaLinHnx - UA/20898/01/02
MAPAT- fumarate ndymap racTpopesncTeH "®apmak” nakyBaHHs, Ha marepianis: 3miHu | Tuny -
DPAPMAK aT THi TBepai, no KOHTPO/b SKOCTI AMIHICTpaTVBHI 3MiHU. 3MiHa
240 wr in bulk: Ta BMUNyCK cepii: HalilmeHyBaHHs Ta/abo agpecu micud
no 7 kancyny CaHosenb Insay NPOBaMKEHHS AiAbHOCTI
6nictepi, no 8 CaHai Be BUPOGHMKa/iMnopTepa rotoBoro
6nictepiB y Tumxapet A.LL. nikapcbKoro 3acoby, BKIYaum
nadui; no 24 AinbHUUI BUNYCKy cepii abo micue
nayku y NpoBeAEeHHS KOHTPO/O AKOCTI.
TPaHCMopPTHIl (aisnbHiCTb, 3a AKy Bignosigae
Kopobui BMPOGHUK/iIMNIOpPTEp, BKIOYaYM
BWMYCK Cepiii) NpMBeAEeHHS
HaliMeHyBaHHS Ta agpecu
BMpo6HUuKa 13 Sanovel llac Sanayi
Ve Ticaret A.S., TypeyunHa y
BIANOBIAHICTb A0 Ait040ro
ceptudpikaty GMP (EUDRA).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLIB MiCNSA 3aTBEPAKEHHS.
67. | AUMMETUN®Y | dimethyl anveTn LO4AX | kancynu AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiniHmx 3a UA/20897/01/01
MAPAT- fumarate ncoymap | 07 racTpopesncTeH "@apmak” (BTOpPUHHE mMaTtepianis: yTOYHEHHS1 HaNUCaHHSA peyenmom
DPAPMAK ar THi TBEpAi, No nakyBaHHs, Ha3BMu BMpPOGHUKa in bulk B Hakasi
120 mr, no 7 MapKyBaHHS, MOS3 YkpaiHu Ne 763 Big
Kancyny KOHTPO/b SKOCTI, 09.06.2026 B npoLeci BHeCEHHA

6nictepi, no 3
6nicTepu B navw,i

BUMYCK cepii 3
npoaykuii in bulk
hipmu-BMpoBOHUKA
CaHoBenb Inay
CaHai Be
Tupxapet A.LL.,
TypeuunHa
(BUpO6HMLTBO,
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNycK cepii))

3MiH (3MiHun | Tvny -
AIMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI
BVPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPO/O AKOCTI.
(misnbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, HE BK/IOYa4mn
BWMYCK Cepiii) NpMBeAEeHHS
HaliMeHyBaHHS Ta agpecun
BMpo6HuKa /13 Sanovel llac Sanayi
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

Ve Ticaret A.S., TypeyunHa y
BIANOBIAHICTb A0 Ajt04oro
ceptudpikaty GMP (EUDRA). 3miHn
BHECEHO B iIHCTPYKLi0 ANs
Me[MYHOro 3aCTOCYBaHHS y PO3f4in
"BMpO6HMK" Ta IK HACMiJOoK - y TEeKCT
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHA 3MiH NpoTSArom 6-
TU MIiCALIB MiCNA 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
MpuBefeHO BUKNAAEHHS P.
"YnakoBka" B iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y
Bi4NOBIAHICTb 3 IHWMMKN
peecTpauiiiHuMy maTtepianamu.
BBefieHHs1 3MiH NpoTArom 6-tn
MiCALB Nicnsa 3aTBepKEHHS).
Pepakuin B Hakasi - CaHOBeNnb
Insiu CaHai Be Tumxapet A.LL.,
TypeuunHa. BipHa pepakuis -
CaHoBenb Inay CaHai Be
TumxapeTt A.LU., TypeyuuHa.

68.

ONMETUN®DY
MAPAT-
DPAPMAK

dimethyl
fumarate

aumeTu

ncoymap
at

LO4AX
07

Kancynm
ractTpopesncTeH
THi TBepAi, No
240 mr,no 7
Kancyny
6nicTepi, no 8
6nictepis B
nauuj

AT
"Ppapmak”

YKpaiHa

AT "®dapmak”
(BTOPUHHE
nakyBaHHs,

MapKyBaHHs1,

KOHTPO/b SIKOCTI,
BUMYCK cepii 3
npoaykuii in bulk
hipMun-BMpPOGHMKa
CaHoBenb Inay
CaHai Be
Tuoxapet A.LL.,
TypeyunHa

(BMPOGHMLTBO,

nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BUNyck cepii))

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiitHmx
mMarepianis: YTOYHEHHSA HanucaHHsA
Ha3BM BMPOGHUMKa in bulk B Hakasi

MOS3 YkpaiHu Ne 763 Big
09.06.2026 B npoLieci BHECEHHS
3MiH (3MiHun | TMny -
AMIHICTpaTVBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu micud
NPOBaPKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum

AinbHUUI BUNYCKy cepii abo micue

NpoBeAEeHHS KOHTPO/O AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, HE BK/IOYaK4n
BWMYCK Cepiii) NpMBeAEeHHS
HaliMeHyBaHHS Ta agpecu
BMpo6HuKa MN13 Sanovel llac Sanayi
Ve Ticaret A.S., TypeyunHa y
BIANOBIAHICTb A0 Ait040ro
ceptudpikaty GMP (EUDRA). 3miHn
BHECEHO B iIHCTPYKLi0 AN
Me[MYHOro 3aCTOCYBaHHS y Po34in
"BUPOBHMK" Ta SIK HACNIAOK - Y TeKCT

3a
peyenmom

UA/20897/01/02
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Hassa
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n/n

3acoby

JliKapcbKo20

Ha
HernameH
mosaHa
Haszsa*

HU

diroyoi
peyosu

ATX

BUMYCKY
(nikapcbka
¢opma,
ynakosKa)

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep

peecmpayitiHo
20

nocsioYeHHs

69.

ANXII0OP-25

chlortalido

xnopTan

C03B

Tabnetkn no 25

Inka

IHais

MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHA 3MiH NpOTSArom 6-
TU MICALIB MiCNA 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
MpuBefeHO BUKNAAEHHS P.
"Ynakoska" B iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y
Bi4NOBIAHICTb 3 IHWIMMKN
peecTpauiiiHuMy maTtepianamu.
BBefieHHs1 3MiH NpoTArom 6-tm
MiCALB Nicnsa 3aTBepPAKEHHS).
Pepakuia B Hakasi - CaHOBenb
Insiu CaHai Be Tumxapet A.LL.,
TypeuunHa. BipHa pepakuis -
CaHoBenb Inay CaHai Be
TumxapeTt A.LL., TypeyuuHa.

70.

OIATMIBNA®

ne

gliclazide

in,OH

rniknasm

AO4

A10B

mr; no 10
TabneTok B
6nictepi, no 3
6nicTepu B
ynakoBLi 3
KapToHy

TabneTtkn 3

Nab6opaTo
pi3
Nimitepn

Inka Na6opatopi3
nrg.

IHAis

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaYKEHHS AisS/IbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IYaum
AinbHUUI BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOJO AKOCTI.
(BisnbHICTB, 3a SKy Bignosifae
BMPOGHUK/iIMNIOPTEp, BKIOYAOYN
BMMYCK cepiii). 3MiHa agpecu
BUpo6HuKa 13 Inka JlabopaTopi3
NtA., a came iHgekcy 3 457002 Ha
457001. Micue3HaxoaKeHHst
BUPOBHMYOT AiNTbHULL HE 3MIHWIOCh.
3MiHM BHECEHO B pO34in
"Micue3HaxomKeHHs! BUpO6HMKa Ta
oro agpeca MicLs NpoBagKeHHs
AiSNbHOCTI" B IHCTPYKLUi0 ANns
MeAMYHOro 3acTOCyBaHHA Ta AK
HacnifloK - y TeKCT MapKyBaHHS
YMakKoBKU NiKapCbKOro 3acoby.

3a
peyenmom

He
nionsie
ae

UA/16700/01/01

MR

a

B09

MoAMIKOBaHUM
BUBI/IbHEHHAM,
no 60 mr; no 10
Tabnetok y

6nictepi; no 3

AT
"@apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaviiHmx
martepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [O0TOBWIA Nikapcbknii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs

3a
peyenmom

He
nionsie
ae

UA/6986/01/02

roTOBOr0 /iKapCbKoro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

abo 6 6nictepis
y nauui 3
KapTOHY

(36iNbLUEHHS TEepMiHY NPUAATHOCTI
roTOBOrO JlikapCbKoro 3acoby) - A5
TOProBol yNnakoBKu
(nigTBEPOXKYETHCA AAHUMU
peasibHOro vacy). 36inbLUeHHs
TepMiHy npugatHocTi [N3.
[Jitova pepakuis:

TepMmiH NpUAATHOCTI: 2 POKK
MponoHoBaHa pefakuis:
TepMmiH NpUAAaTHOCTI: 3 POKU
3MiHM BHECEHO B IHCTPYKLilO 415
MeMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin
"TepMiH npugaTHoOCTI".
BBefieHHs1 3MiH NpoTArom 6-tm
MicaLiB nicna 3aTBepmKeHHS.3MiHu |
TUny - 3MiHu WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
MpuBeaeHHs posainy "Bug, po3mip
Ta KOMMNJIEKTHICTb YNakoBKN" Ha
TUTYNbHINA cTopiHU MKA N3
BiagnosiaHo Ao Pr1. 3MiHM BHECEHO B
IHCTPYKLUi0 415 MegnyYHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3gin "Ynakoska" (npuBefeHHs [0
peecTpauiiHoro NocBifYeHHs) Ta
peaaryBaHHsi TpaHcniTepauii Ha3su
NiKapcbKoro 3acoby aHrNikcbKo
MOBOIO.

BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB MiCNSA 3aTBEPAKEHHS.

71.

[IOBAH®

valsartan

BasicapT
aH

Cco9C
A03

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, MO
80 wr; no 14
Tabnetok y
6nictepi; no 1
abo 2 6nictepu
y Kopob6u;i 3
KapToHy

HoBaprTic
dapma Al

LLiBelina
pist

BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHS:
3irdopig bapbepa,
C.J1., IcnaHis;
BVMPOGHMLTBO 3a
MOBHUM LIK/TOM:
HosapTic ®apma
C.n.A,, ITanis;
KOHTPO/b SIKOCTI:
CaHpgo3 C.P.J1.,
PymyHis

Icnanis/
ITania/
PymyHis

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actoTu
Ta/abo TepMiHIB NOAAHHA perynspHo
OHOB/IIOBAHUX 3BITiB 3 6e3neku
nNikapcbkyx 3aco6iB - 3MiHM YacToTh
Ta TEPMIiHIB NOAAHHS PErynsapHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku.
[itoua pepakuis: YactoTa nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn 3 poku. KiHueBa garta ans
BK/TIOUYEHHS AaHUX [0 PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku -
13.04.2020 p. faTta nofaHHs —
12.07.2020 p. NponoHoBaHa

3a
peyenmom

UA/7169/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
pepakuis: Yactota nogaHHs
perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3neku 5 pokiB. KiHueBa fata ans
BK/TIOYEHHSA AaHUX 0 PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku -
30.04.2030 p. Aarta nogaHHs -
29.07.2030 p. PekomeHaoBaHo [0
3aTBEPKEHHS BifNOBIAHO [0
NepioANYHOCTI NOJaHHA PerynsapHo
OHOB/IIOBAHNX 3BITiB 3 6e3neku
nikapcbkux 3acobis y €EC
72. | BIOBAH® valsartan Bancapt | C09C Tabnetku, BKputi | HoBapTic LlBeiua BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHmx 3a UA/7169/01/03
aH A03 NNiBKOBOO dapmva Al pist KOHTPO/b AKOCTI, ITania/ mMartepianis: 3miHu | TUNY - 3MiHK peuenmom
060/10HKOI0, N0 nepBuHHE PymyHis oo 6e3nekn/edeKTMBHOCTI Ta
160 wmr; no 14 nakyBaHHs, hapmakoHarnsgy. 3miHa 4yactotu
Tabnetok y BTOPVHHE Ta/abo TepMiHiB NOAAHHA perynsipHo
6nicTepi; no 1 nakyBaHHs: OHOB/IIOBAHUX 3BITiB 3 6e3nekn
abo 2 6nictepu 3irdopig bapbepa, nNikapcbkyx 3aco6iB - 3MiHM YacToTh
y Kopob6u;i 3 C.J1., IcnaHis; Ta TEPMIiHIB NOAAHHS PErynspHo
KapTOHYy BMPOOGHMLTBO 3a OHOBJIHOBAHOrO 3BIiTY 3 6e3MeKu.
MOBHUM LIK/TOM: [itova pepakuis: Yactota nogaHHs
HoBapTic ®apma perynsipHo OHOB/IIOBAHOTO 3BITY 3
C.n.A., ITanis; 6e3nekn 3 poku. KiHueBa garta ans
KOHTPO/b SIKOCTI: BK/TIOYEHHSA AaHUX [0 PerynsipHo
CaHpgos3 C.P.J1., OHOB/IOBAHOrO 3BITY 3 6€3neKn -
PymyHis 13.04.2020 p. faTta nofaHHs —
12.07.2020 p. NponoHoBaHa
pepakuis: Yactota nogaHHs
perynsipHO OHOB/IHOBAHOIO 3BITY 3
6e3neku 5 pokiB. KiHueBa fata ans
BK/TIOYEHHSA AaHUX 0 PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku -
30.04.2030 p. Aarta nogaHHs -
29.07.2030 p. PekomeHaoBaHo [0
3aTBEPKEHHS BigNOBIAHO [0
NepioANYHOCTI NOJaHHA PerynsapHo
OHOB/IIOBAHNX 3BITIB 3 6e3neku
nikapcbkux 3acobis y €EC
73. | BIOCMEKTWUT | diosmectit | cmektut | AO7B NnopoLUoK AN MpuBaTHe | YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiniHmx 6e3 UA/19967/01/01
e (% C05 OopasIbHOT akuioHepH akuioHepHe martepianis: 3miHu | TUNy - 3MiHK 3 peuenma
BUrNAA cycnensiino 3; e TOBapuCTBO akocTi. A®Il. KoHTponb A®I. 3miHa y
CMEeKTUT no 3,76 r TOBapucTB "JlekxiM-Xapki" MeToAax BunpobyBaHHs A®I abo
y NOPOLUKY Y 0 "Jlekxim- BUXiAHOrO MaTepiany/npoMixXHOro
nioktaepq, calle-nakeri, no Xapkis" npoaykTy/peareHTy, Wwo
pyvyHOro 10 a6o 30 cawe- BVKOPUCTOBYETLCA Y NPOLIECI
) nakeTiB y nayui BMPO6GHULTBA AP| (HE3HAUHI 3MIHN Y

3aTBEPAKEHUX MeToaax
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BMNPO6YBaHHS)
3MiHa y MeToAax BUNpobyBaHHSA
A®| CmeKTUT BUpObHULITBA
Shandong Luye Pharmaceutical Co.,
Ltd., Kutaii, a came: KOpuryBaHHsi
pO3BefieHHs1 KOHTPO/IbHOTO PO3UNHY
y MeToAax KOHTPO/O 3a NOKa3HVKOM
"Apcop6bujiiHa 3gaTHicTb"
(Adsorptive power).
74. | BOEH3A- donepezil noHene3 | NO6D Tabnetku, Bkputi | CaHoBenb | Typeyuun CaHoBenb Insy Typeyuu BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/12635/01/01
CAHOBE/1b nny A02 N1iBKOBOIO Inau Canai Ha CaHai Be Ha marepianis: 3miHu | Tmny - 3miHn peyenmom
rigpoxno 060/10HKOI0, MO BE Tupxapet A.LL. LoAao 6e3nekn/edeKTMBHOCTI Ta
pug, 5 wmr; no 14 Tupxapet hapmakoHarnagy. BHeceHHs abo
Tabnetok y A.LL. 3MmiHa(n) Ao 3000B'A3aHb Ta yMOB
6nicTepi; no 1 BMAadi peectpauiinHoro
6nictepy y nocBiAYeHHs, BKoYatoun MNnaH
KapTOHHIW ynpas/liHHA pu3nKamu
Kopobui (3acTocyBaHHS TEKCTY, SKWIA
NOroKEHN 3 KOMNETEHTHUM
opraHom) 3asiBHUKOM HaJaHo
OHOBJIEHUIA N1aH yNpaBiHHA
pusmkKamu Bepcis 2.2 3MiHN BHECEHO
[0 YacTuH: | «3aransbHa
iHcpopmauis», Il «Cneyndikauis 3
6e3nekun», V «3axoau 3 MiHimizawii
pusukiB», VI «Pe3iome nnaHy
ynpasniHHA pusmkamu», VI
«JlopgaTkn» y 3B’A3Ky 3 OHOB/IEHHAM
cneuudikauii 3 6e3neku Ai4yoi
peyoBVHM AOHENe3uny rigpoxnopug,
BiANOBIAHO [0 aKTyasibHOT
pedhepeHTHOI iHchopmauii npo
BaXK/IVBI PU3VKN Ta 3aX0AM LLOAO
ynpasniHHA HUMK. Pe3siome nnaHy
ynpasiHHA pu3nKamn Bepcis 2.2
[0A3ETbCA
75. | AOKCOPYBIL, | doxorubici | pokcopy | LO1DB | koHueHTpaT Ans Akkopg, MonbLia BUPOBHMLTBO, IHais/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/17439/01/01
NH AKKOPA n GiuuHy 01 PO34YuHy AN Xenckea KOHTPO/b AKOCTI, Benuka marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
rigpoxno iHpy3iA 2 Mr/mn Moncka nepBuHHE Ta BputaHi aKocTi. CepTudikaT
pua no 5 mn (10 wmr), Cn. 3.0.0. BTOPVHHE al BignosigHoCTI/TE-cepTucpikat
10 mn (20 wr), nakyBaHHs: IHTac YropLum BiANOBIAHOCTI EBpONenchbkili
25 mn (50 wmr), dapmacbioTikasic Ha/ thapmakonei/MoHorpadii. NMogaHHA
50 mn (100 mr), Nimiten, IHAis; Monbwa HOBOro abo OHOB/IEHOrO
100 mn (200 mr) BUPOBHMLTBO, cepTugikaTa BignoBigHoOCTi abo

y chnakoHi, no 1

donakoHy y
Kopobui 3

KOHTPO/Ib SIKOCTi,
nepBuHHe Ta
BTOPVHHE

BW/IyYeHHs cepTudikaTa
BiANOBIAHOCTI EBpoOneichbkili
hapmakonei: ans A®l; ans
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KapTOHY nakyBaHHs: IHTac BUXiAHOrO
dapmacbioTikanc matepiany/peareHTy/npoMiKHOro
Nimiten, IHais; NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BiANOBigaIbHMI 3a BUPOGHUUTBI A®I; Ana AONOMDKHOT
BUNYCK cepil: peyoBuHM (cepTudikat
Akkoppg, Xenckea BiANOBIAHOCTI EBpONechbkili
NimiTen, Benuka thapmakonei) - OHOB/IEHWIA
BpuTatis; cepTuddikaT Bif y)xe 3aTBepKeHOro
BTOPWHHE BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
nakyBaHHs: cepTudikaTa BignNoBigHOCTI
Akkoppg, Xenckea €sponelicbkili hbapmakonei Ne R1-
NimiTen, Benuka CEP 2004-059 - Rev 03
BpuTaHis; (3aTBEepaxeHo: R1-CEP 2004-059 -
KOHTPO/b AKOCTI Rev 02) gna A®| nokcopy6iuuHy
cepiii: Beccninr rigpoxnopuay Bif 3aTBEPAXEHOro
XaHrepi K., Bupo6HuKa GEMINI PHARMACHEM
YropLmHa; MANNHEIM GMBH. Ak Hacnigok
KOHTPO/b SIKOCTI BUA/IEHHA OAHIET 3 ABOX
cepil: 3aTBEPMKEHNX BUPOOHUUMX
®APMABANIL AinbHUUb «Synbias Pharma
nrTa. Limited», Ukraine.
Mikpob6ionoriyHa
nab6opaTopis,
YropwuHa;
BignoBiganbHuii
3a BUMNYCK Cepii:
Akkopfa Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MonbLa
76. | AYOTPAB® timolol, Tpasonp | SO1E Kpanni o4Hi; no Hosapric Lseiiua HosapTic Benbris BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/6292/01/01
combinatio | ocT, D51 25mny dapma Al pis MaHydhakTypiHr marepianis: 3miHu | Tuny - 3miHn peyenmom
ns TMMOJIO chnakoHi- HB Loao 6e3nekn/edeKTMBHOCTI Ta
ny KpanenbHuLi; no hapmakoHarnagy. 3miHa 4yactoTu
BUrNAAI 1 cbnakoHy- Ta/abo TepMiHiB MOLAHHSA PErynsipHO
TUMO/IO KpanenbHuLi B OHOB/IIOBaHVX 3BITiB 3 6e3nekn
ny NPOMIiXHii nikapcbkunx 3acobis 3miHa YacToTu
Masieaty ynakoBLi, Wo Ta TEPMIHIB MOAAHHS PEryNsipHO
) BK1aJaeTbCA B OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku:
KOpoOKy 3 [litoua pepakuin: Yactota nofgaHHA
KapToHy perynspHO OHOB/HOBAHOIO 3BITY 3

6e3nekn 3 poku. KiHueBa farta ans
BK/IOYEHHA aaHux no PO3B6 -
28.02.2020 p. flata nogaHHs -
29.05.2020 p. MponoHoBaHa
pefakuis: YactoTa nogaHHs
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun 5 pokiB KiHueBa gata ans
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BK/IOYEHHA aaHux ao PO3B6 -
28.02.2028 p. fata nogaHHA —
28.05.2028 p. PekomeHgoBaHo 0
3aTBepAKEHHS BIAMOBIAHO A0
nepiognYHOCTI NoAaHHSA perynsipHo
OHOB/IIOBaHVX 3BITIB 3 6e3nekn
nikapcbkux 3acobiB y €EC
77. | EBEPCENT ketoconaz | keTOKOH DO1A wamnyHb 2%; BPOC Ipeuis BPOC NT[, Mpeuis BHECEHHS 3MiH 4,0 peecTpaLiiHnx 6e3 UA/8776/01/01
ole ason Cco8 no 25 mn a6o 60 nTa marepianis: 3miHu | TNy - 3miHK peyenma
M, abo 120 mn oo 6e3nekn/edekTMBHOCTI Ta
y N1acTUKOBOMY hapmakoHarnsagy (iHwi 3miHn)
donakoHi; no 1 OHOB/IEHHSI TEKCTY MapKyBaHHS
donakoHy y NepPBUHHOIT Ta BTOPUHHOT YNakoBOK
KapTOHHIW nikapcbKoro 3acoby, a came: -
Kopobui BW/TyYEHHHS iHdhopMaLii, 3a3Ha4yeHol
POCIiCbKOI0 MOBOIO, Ta BUKIAAEHHS
I @HrNICbKOK MOBOIO; - YTOYHEHHS
iHchopmawii wopo norotuny
BUPOBHMKA Ta BHECEHHS HE3HAYHNX
pefakuifiHX NpaBoK MO TEKCTY.
78. | EBKANINTA - nneta RO2A HacTolika; no 25 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiniHmx 6e3 UA/6526/01/01
HACTOWKA eskanint | A20 My hiakoHi; dapmaues $apmaueBTUYHA mMartepianis: 3miHu | TUNY - 3MiHK peuenma
a no 1 cpnakoHy B TMYHa tpabpuka "Biona" o0 6e3nekn/edyekTMBHOCTI Ta
(Tinctura naJui 3 KapToHy; thabpuka hapmakoHarnsagy (iHwi 3miHu)
Eucalypt no 25 mMny "Biona" OHOBNEHO TEKCT MapKyBaHHsA

D]

dhnakoHax; no
25 mn a6o no 50
My chrnakoHax,
YKyNOpeHUx
npobkamu-
KpanenbHuusaMY;
no 25 mn a6o no
50 mny
dpNaKoHi,
YKyrnopeHomy
npo6koto-
KpanenbHuLEet;
no 1 donakoHy B
nautii 3 KapTOHY;

no 25 mn a6o no
50 mny
donakoHax
nosiMepHUX,
YKyNOpeHux
npobkamu-
KpanesbHUUAMU

NepBUHHOI Ta BTOPUHHOT YNakoBKK
nikapcbkoro 3acoby (eCTD Bepcis
0001), 30kpema BUy4EHO
iHchopMmawito, 3a3HayeHy pocCiiCbKoto
MOBOIO, i3 TEKCTY MapKyBaHHs
BTOPWHHOI YNakoBkW. BBegeHHSA 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEPIKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Ta KpyLLKamu;
no 25 mn abo no
50 My donakoHi
nosiMepHomy,
YKynopeHomy
npo6koto-
KpanenbHuLeto
Ta KPWLLIKOIO; No
1 donakoHy B
nayui
79. | EKCUCTEH- meloxicam | menokcn | MO1A | Tabnetku no 15 CaHoBenb | Typeuun CaHoBenb Insy Typeuun BHECEHHS 3MiH 4,0 peecTpaLiiHnx 3a UA/9604/01/02
CAHOBE/b Kam C06 mr; no 10 Inauy CaHai Ha CaHai Be Ha marepianis: 3miHu | TNy - 3MiHK 3 peyenmom
Tabnetok y Be Tumxapet A.LL. AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
6nictepi; no 1 Tuoxapet KOHTpPO/Ib FOTOBOrO NiKapcbkoro
abo 3 6nictepu A.LL. 3acoby. 3miHa napameTpiB
Y KapTOHHiii cneyudikalin Ta/abo gonycTummnx
Kopoobui MEX roTOBOro /iKapCbKoro 3acoby
(iHWi 3miHK). 3MiHW Ao po3ainy
«lpeHTudpikauis. Metop,
crnekTpodyoToMeTpii» B cneumdikaui
Ta MeTofax KOHTPO/IO rOTOBOro
nikapcbKoro 3acoby, BigpeaaroBaHo
KpuTepii NpUAHATHOCTI, 6yno: Y&
CNeKTp B1NpobyBaHoro Ta
CTaHJapTHOrO PO34MHIB Mae
MaKCUMyM MOF/IMHAHHSA 3a JOBXWHY
xBWUni 362 HM; cTano: Y® cnektpu
BMMNPOOYBaHOro Ta CTaH4apTHOro
PO34YMHIB MaOTb MaKCMyMU
MOr/IMHAHHSA NPV OAHaKOBUX
[OBXMHaX XBWb
80. | ENEYTEPOK - pigkuii A13A eKCTpaKT piakvii MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHnx 6e3 UA/11560/01/01
OKY eKcTpakT no 20 mn, no 25 dapmaues $apmaueBTUYHA martepianis: 3miHu | TUNY - 3MiHK peyenma
EKCTPAKT KopeHeB M, no 30 M TMYHa thabpuka "Biona" oo 6e3nekn/edeKTMBHOCTI Ta
uw, 3 abono 50 mny thabpuka thapmakoHarnagy (iHwi 3MiHu)
KOpeHAMm CKIAHNX "Biona" OHOB/EHO TEKCT MapKyBaHHSA
n hnakoHax; no NepBUHHOI Ta BTOPUHHOI YMaKoBKu,
eneytep 30 mn a6o no 50 30Kpema BUy4YeHo iHchopmadito,
OKOKY MmNy 3a3HayeHy pocCilicbKolo MOBOIO, i3
Konto4or noniMepHux TEKCTY MapKyBaHHSI BTOPUHHOI
o] chnakoHax; no ynakoBKku fikapcbKoro 3acoby (eCTD
(Eleuter 30 mn abo no 50 Bepcis 0001). BBegeHHs 3MiH
ococcus My CKISiHOMY NPOTAroM 6-Tu MicALiB nicns
senticos abo 3aTBEPMAKEHHS
us) nosniMepHomy

donakoHi; no 1
chnakoHy B
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
naJui; no 20 mn,
no 25 mn, no 30
mn a6o no 50
MJT Y CKASIHUX
donakoHax,
YKyNOpeHux
npobkamu-
KpanesnbHULAMY;
no 20 mn, no 25
M, no 30 mMn
abono 50 mny
CKMAHNX
donakoHax,
YKYNOpeHnx
npobkamu-
KpanenbHUuaMY;
no 1 donakoHny B
nayui
81. | EHTUBIO® vedolizum | Begonis LO4A NopoLUoK ANns Takena [aHis BUpPO6HMUTBO 13 CuwA/ BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a He UA/15405/01/01
ab ymab G05 KOHLeHTpaTy dapma Ta nepBuHHE ITanis/ marepianis: 3miHu | Tuny - 3miHK 3 peyenmom nionse
ONA po3ynNHy AIC nakyBaHHs: Benuka akocTi. A®Il. KoHTponb A®I. 3miHa y ae
Ans iHdy3iii no Xocnipa, IHK., BputaHi napameTpax cneuudikauii Ta/abo
300 mr; no 1 CLA; al [ONYCTUMUX MEX, BUSHAUEHNX Y
chnakoHy y BMpo6HUUTBO /13, | ABCTpis/ cneuudikauisx Ha Ad®l, abo
KapTOHHilA KOHTPO/b AKOCTI AnoHis/ BUXigHWA/NPOMDKHWIA
Kopoobui cepii: Himeuun npoaykT/pearexT, o
"CTepunbHicTb", Ha BMKOPVCTOBYHOTbCS Y MPOLECI
"MexaHi4Hi BUpo6HUUTBa ADI (iHLLI 3MiHW).
BK/IIOYEHHS", 3MiHa KpuTepito NPUAHATHOCTI AnA
nepBrHHE KiNIbKICHOTO BM3HAYEHHS Binka
nakyBaHHs: KniTnH-rocnogaps (HCP assay) <
MaTteoH ITanis 8,00 Hr/mr MLNOOO2 fo < 8,0 Hr/mr B
C.N.A., ITanis; cneuudikauii A®l. BBeaeHHS 3MiH
BTOPVHHE npoTsrom 6 micsuis nicns
nakyBaHHs, 3aTBEPKEHHS. 3MiHM | TNy - 3MiHK

KOHTPO/b SIKOCTI
cepii, 403BiN Ha
BWNYCK cepil:
Takepa ABCTpis
'M6X, ABCTpist;
KOHTPO/b AKOCTI
cepii:
Ne6kopn Epni
[JesenonveHt
NabopaTopis
NimiTen, Benuka
BpuTaHis;
KOHTPO/b SIKOCTi

3 AkocTi. A®l. KoHTponb A®Il. 3miHa
y MeTofax BunpobysaHHs APl abo
BVXifHOrO Martepiany/npoMiXHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOOHULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METoAaX
BUNPOBYBaHHS). He3HauHi 3MiHM B
npoueaypi BU3Ha4YeHHs binka
KNITUH-rocnogaps 3 BUKOPUCTaHHAM
aHTUTIN Kponvka-Kponuka (Rabbit-
Rabbit Host Cell Protein), wo
BUKOPVCTOBYETLCA 11 KOHTPOJO
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
cepi: aKTUBHOI PEYOBUHN, 3 METOI
"CTepunbHICTb" Ta MoaudikaLii NPUAHATHUX Po3BeLEHb
"BakTepianbHi 3paskiB, a caMe MOX/IMBOCTI
€HAO0TOKCUHN": BUKOPWCTaHHS ABOX Pi3HUX
Bikxem po3sefeHb. BBeAeHHS 3MiH

NabopaTopis
NimiTen, Benuka
BpuTaHis;
KOHTPO/b SIKOCTI
cepi:
"Bu3HayeHHA
3B'A3yBaHHA"
Yapnb3 Pisep
NabopaTtopi3
HimeuunHa Mv6X,
HimeuuunHa;
BMPOGHULTBO M3,
KOHTPO/b SIKOCTI
cepii, NnepBuHHe
nakyBaHHs:
Takega
dapmacbioTikan
Komnawi /T4,
Xikapi nnaHT,
AnoHis

npotsArom 6 micsAuis nicns
3aTBEPKEHHSA. 3MiHN | TUNY - 3MiHW
3 AKocTi. A®l. KoHTponb API. 3miHa
y MeTogax BunpobysaHHa APl abo
BUXiAHOro MaTepiany/npomixxHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECi
BMpoGHULUTBa AP (iHLWI 3MiHK Y
MeToAax BUNPOo6yBaHHS
(BrrOYatoUM 3amiHy abo
[onoBHeHHs) APl abo
BWXifHOrO/MPOMIXHOr0 NPOAYKTY).
[JlogasaHHA [0 NPOTOKO/Y
KBanighikauii ctTaHgapTHOro 3paska
A®I| npoueayp BUNPobyBaHHSA
MeTOA0M KanifIApHOro
enekTpodopesy 3 Bizyasnizauieto
(IcIEF) Ta kaninspHoro
enexkTpogpopesy B MPUCYTHOCTI
pofeunncynsdartom Hatpito (CE-
SDS) y BigHOBNEHOMY Ta
HeBiHOBMIEHOMY CTaHi. OHOB/IEHHS
iHChopMaUiT LWLoA0 NpUMILLEHb Ta
06nagHaHHA. BBeeHHA 3MiH
npoTsArom 6 micsAuis nicns
3aTBEePKEHHSA. 3MiHN | TUNY - 3MiHW
3 aKocTi. A®l. Bupo6bHULTBO. 3MiHM
B npoLieci BMpo6HuuTea Ad|
(He3HayHa 3MiHa y npoLeci
BMpo6HULTBa API). HesHauHa 3miHa
y NpoLeci BUPO6GHMLTBA aKTUBHOI
peyoBuHM Beaonizymab, ska
BMKOPUCTOBYETLCA A/1A
BUrOTOBJIEHHS NIKAPCBKOro 3acoby
Ha BUPO6HWYIN ainbHULi Abbvie
Bioresearch Center, 381 Plantation
Street, Worcester, MA 01605-4314,
USA (ABC), a came: BNpoBaKEHHS
OMuiOHasIbHOTO BUKOPUCTaHHSA
0HOPAa30BUX MILLKIB A1A
3MillyBaHHsA (single use mixing
systems bags (SUMS)) Ha eTanax

ynbTpaginbTpauii/ giadinstpauii
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
(UF/DF), kiHueBOT thinbTpauii Ta

po3nuBY, K albTEPHATUBY
HVHILLHIM pe3epByapam 3
HepXas.ito4oi cTasi.
BBefieHHs1 3MiH NpoTArom 6 micsuis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny -
3MiHM 3 gKocTi. APl. BUpOBHULTBO.
3MiHu B npoLieci Bupo6HuLTBa Ad|
(He3HauHa 3MmiHa y npoueci
BMpo6HUMLUTBa A®I). He3HauHa 3miHa
y npoueci BUPO6GHULTBA aKTUBHOI
peyoBMHM BeAoNi3ymab, ska
BUKOPWCTOBYETLCA AN
BWUrOTOB/IEHHS NiKAPCLKOro 3aco6y
Ha BUPOGHWYIN ainbHuLi Abbvie
Bioresearch Center, 381 Plantation
Street, Worcester, MA 01605-4314,
USA (ABC), a came: BNpOBa)XeHHS
onLuioHasIbHOro BUKOPUCTaHHA
CUNIKOHOBMX TPYOOK Ha eTanax
ynbTpadinbTpavji/giacinsTpaii
(UF/DF), kiHueBOT thinbTpauii Ta
pO3/UBY, K albTEPHATUBY
HVHILLHIM NOMiNponi/IEHOBUM
Tpy6kam. BBeAeHHs 3MiH NpoTAarom
6 micAuiB nicna 3aTBEPMXEHHS.
3MiHu | TUny - 3MiHK 3 aKocTi. AL,
Brpo6HMLTBO. 3MiHM B NpoLeci
BMpO6HULTBA AP| (HE3HAYHA 3MiHA
y npoueci BupobHuytea Adl).
HesHauyHa 3MiHa y npoueci
BMPOOGHULITBA aKTUBHOI PEYOBUHM
BeAo/i3ymao, sxka
BUKOPWCTOBYETLCA AN
BUrOTOB/IEHHSI NiKAPCLKOr0 3aco6y
Ha BUPO6GHWYIN adinbHuLi Abbvie
Bioresearch Center, 381 Plantation
Street, Worcester, MA 01605-4314,
USA (ABC), a came: 36inbLUeHHS
BEPXHbOI MeXi HOpMasibHOro
po6oyoro gianasoHy s Mexi
HaBaHTaxXeHHs binka Ha eTani
ynbTpadineTpavii/giadinetpadii
(UF/DF) 3 nOTOYHOrO Aiana3oHy
198-303 rpamiB Ha kBagpaTHuii
MeTp A0 Aiana3oHy 198-371 rpamis
Ha kBafpaTHWii MeTp. BBegeHHs
3MiH NpoTsirom 6 MicsiliB micnsi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

3aTBEePKEHHSA. 3MiHN | TUNY - 3MiHW
3 AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
MpoekTHWiA npocTip Ta
nicnspeecTpauiiHiii N(POToKoN
ynpas/iHHA 3MiHaMun. BHeceHHs
3MiH, L0 nepegbaveHi y
3aTBEPAKEHOMY NPOTOKONI
ynpasiHHA 3MiHaMK (BHECEHHS
3MiHK ons
6ionoriyHoro/iMmyHos10r4Horo
nikapcbKoro 3acoby).
BnpoBapkeHHs 3MiHK, Lo
nepef6ayeHo y 3aTBepaKeHoOMy
NPOTOKOAI yNpaBiHHA 3MiHaMK
LLI0A0 iIMYHOJTOFYHOTO NiKapCbKOro
3acoby EHTMBIO, nopoLiok ans
KOHLEHTpaTy A8 po3ynHy Ans
iHdpysiin, 3 MeTol foAaBaHHSA
niohiNbHOT cyLapku o
BMPOBHMYOro npouecy, Wwo
BiOYBaETbCA HA BUPOOHMUIN
ainbHuui Patheon Italia S.p.A, 2
Trav. SX Via Morolense, 5, 03013
Ferentino (FR), Italy (NateoH Itanis
C.IN.A., 2° Tpas. SX Bia MoponeHce
5, 03013 ®epeHTiHO (PP), ITanis).
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicnsa 3aTBepKeHHs.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHM B npoLeci
BUpo6HULUTBa APl (HE3HAYHA 3MiHA
y npoveci Bupo6Huytea Adl).
HesHauHi 3miHM y npoueci
BMPOGHULITBA Ait040T PEYOBUHY 3
MeTO0 BNPOBaKEHHS
anbTepHaTUBHYKX GiopeakTopiB
o6'emom 125 n. BHeceHHs
pefakLuiiiH1X NpaBokK [0 po3ainy
3.2.5.2.2 Ta OHOBNEHHSA PO3Ainy
3.2.A.1. BBefieHHs 3MiH NpoTArom 6
MicSLiB NicNsA 3aTBEPLKEHHSA. 3MiHN
| TNy - 3miHK 3 sKkocTi. ADI.
Brvpo6HMuTBO. 3MiHV BUNpOGYBaHb
abo gonycTummnx Mex y npoueci
BMpO6HULTBa A®PI, LLI0 BCTAHOB/EHI
y cneuudikauisx (iHLWi 3miHW).
PoswunpeHHs giana3oHy
BHYTPILUHbOBMPOGHNYOTO KOHTPO/IIO
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

(IPC) 3a nokasHUKOM cepefHs
LLSTBHICTD XWUTTE3AATHUX KNITUH Npn
nepeHoci (x106 knitux/mn) gnsa 2
Kon6 AN KyNbTUBYBaHHSA KMITUH
o6'emom 1 n, miwka gns
Ky/bTUBYBaHHS KTiTUH 06'eMom 20
N, MillKa ANs KyNbTUBYBAHHSA KNiTUH
06'emom 100 n abo GiopeakTopa
o6'emom 125 n (Hu13bkmiA) [N-4 Seed]
Ta 6iopeakTopa A1 KyNbTUBYBAHHSA
KNiTuH 06'emom 1000 1 (N-2).
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. A®l. BUpo6bHMLTBO.
3MmiHu B npoueci BUpo6HuLuTBa Ad|
(He3HayHa 3MiHa y npoLeci
BMPOGHULTBA AdDI).
HesHauHi 3miHM y npoueci
BMPOOHULTBA Ai0HOT peHOBUHMN
BEA0Ni3ymad 3 METOK PO3LUMPEHHS
MeX HOpMaJIbHOro po604oro
npianasoHy (NOR) ans napameTpa
npouecy (HaBaHTaXeHHS CMO/K) Y
KaTiOHOO6MIiHHIn xpomaTorpadii.
BBefeHHA 3MiH NpoTArom 6 Micsuis
nicns saTBepkeHHs. 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHV B npoueci BupobHuuTBa AdI
(He3Hau4Ha 3MiHa y npoLeci
BMpobHuuTBa A®I). He3HayHa 3miHa
y NpoLLeCi BUPOGHMLTBA AjitoUOi
peyoBUHM BeL0NiI3ymab 3 METOHO
OHOBJIEHHA MaKCUMasTbHOT KiflbKOCTi
LMKiB ekcnayarauii cmonv ans
Protein A MabSelect 3 < 130 uuknis
00 < 66 uuknis. BBeAeHHs 3MiH
npoTsrom 6 micsuis nicns
3aTBEePKEHHSA. 3MiHKM | TNy - 3MiHK
3 aKocTi. A®l. BUpo6HULTBO. 3MiHM
B npoLieci BUpo6HuuTBa AdI
(He3HauvHa 3MiHa y npoLeci
BMpobHuuTBa A®I). He3HavHa 3miHa
y NpoLLeCi BUPOGHMLTBA AjiHoUOi
peyoBUHM BeAONI3yMab 3 METOHD
OHOBJIEHHA MaKCUMasTbHOT KiflbKOCTi
LMKiB ekcnayarauii cmonv ans
KepamiyHoi rigpokcmanaTuTHol
Xpomarorpadii 3 < 60 uuknie Ao <
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
20 umknis. BBegeHHs 3MiH NpoTAromM
6 micAuiB nicna 3aTBEPXEHHS.
3MiHu | TURYy - 3MiHK 3 aKocTi. AL,
Brpo6HMLUTBO. 3MiHM B NpoLeci

BMpO6HULTBA AP| (HE3HAYHA 3MiHA

y npoueci BupobHuytea Adl).
HesHauyHa 3MiHa y npoueci
BMPOBOHULTBA Ai04OI peYOBUHMN
Bef0/i3ymab 3 METOK OHOB/IEHHS
MaKCUMasIbHOI KiNbKOCTi LMKNIB
ekcnayaTtauii cmonu gns
KaTiOHOOBMiIHHOI XpomaTorpadii 3i
100 upknis Ao < 100 umknis.
BBefieHHs1 3MiH NpoTArom 6 micsuis
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKUiA
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHK Y
npoweci BUPO6HULITBA FOTOBOrO
NiKapcbKoro 3acoby, BKIHOHaoum
NPOMIXHWI NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby
(He3Hau4Ha 3MiHa y npoLeci
BMPOGHMLTBA). [lofaBaHHs TecTy Ha
repMeTuYHICTb hNakoHiB nig vac
npoLecy HanoBHEHHS Ha
3anponoHOBaHili afibTepPHATUBHIN
NiHiT po3nusy (F36). BBegeHHS 3MiH
npoTArom 6 micsAuis nicns
3aTBEPKEHHS.
3MiHu 1l TUNY - 3MiHK 3 AKocTi. ADL.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®| abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (CyTTEBA 3MiHA Y
6ionoriyHoMy/iMyHONOrYHOMY/iIMyHO
XiMiYHOMY MeToAj BUNpo6yBaHHS
abo meTogi, y akomy
BMKOPWUCTOBYETLCA 6i0N0riYHNI
peareHT gns 6ionoriyHoro A®l, abo
oro 3amiHa). 3amiHa 6ionoriyHol
iMyHO/OriYHOT npoueaypu
KiNbKICHOTO BU3Ha4YeHHs bifka
KNITUH-rocnogaps 3 BUKOPUCTaHHAM

aHTUTIN KposmkKa-Ko3n (rabit-goat
HCP assay) Ha npoueaypy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

KiNbKICHOrO BU3HaYeHHS binka
KNITUH-rOCNOAAps 3 BUKOPUCTAHHAM
aHTUTIN KposIMKa-Kposnuka (rabit-rabit

HCP assay) gns 6ionoriyHoi
aKTVMBHOT pevyoBVHN BeAOMiI3yMab.
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicnsa 3aTBepakeHHs. 3MiHu Il Tuny -
3MiHn 3 sKocTi. A®l. BUpo6bHMLTBO.
3MmiHu B npoueci BUpo6HuLuTBa Ad|
(3MiHa cTOCYETbCA aKTUBHOT
peyoBuHY
6i0/10riYHOr0/iMyHOMOrYHOrO
NOXOAKEHHA ab0 BUKOPUCTaHHSA
XiMiyHMX APl y BUPOBHNLTBI
nikapcbkoro 3acoby
6ionoriyHoro/iMmyHos10r4HOro

NMOXOKEHHS, SIKa MOXe MaTu

3HaAYHWI BM/IMB Ha SKICTb, 6e3neky

Ta epeKTUBHICTb NiKapCbKoro
3aco6by, i He CTOCYETLCA NPOTOKONY).

3MiHa y BUPO6GHMYOMY NpoLieci
aKTVMBHOT pevyoBMHN BeAO0/i3yMab, 3

MeTOI0 BNPOBaKEHHS
BMKOPVCTaHHSA HaHOMINbTpa
Viresolve Pro sik anbTepHaTUBHOIO
inbTpa ANns etany HaHoiNbTpaL;i,
Ha BMPOBHMUMX AinbHULAX Abbvie
Biotechnology Ltd., Road #2 Km
59.2, PO Box 2191, Barceloneta,
00617 Puerto Rico, USA (ABL) Ta
Abbvie Bioresearch Center, 381
Plantation Street, Worcester, MA
01605-4314, USA (ABC). Kpim Toro,
BHECEHHS peflakLiiiH1X 3MiH [0
posginiB 3.2.S peecTpadiiiHoro
focbe. BBeaeHHs 3MiH npoTArom 6
MicALiB nicnsa 3aTBepAkKeHHs. 3MiHU
Il TMNY - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbknii 3aci6. 3MiHN y
BMPOBOHULTBI. 3MiHa po3mipy cepii
(BKNrOYaroUM fianasoH po3mipy
cepil) roToBOro MikapcbKoro 3acoby
(3MiHa BUMarae OLiHKK
NOPIBHAHHOCTI (NpOBeAEHHS
NOPIBHANBHUX AOC/IIKEHD)
niKapcbkoro 3acoby
6i010riYHOro/iMyHONOrYHOrO
NOXOAKEHHS1 260 3MiHa Yy PO3Mipi




81

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
cepii BUMarae npoBefieHHs HOBOro
OocCnimpKeHHs1 6ioeKBIBaNIEHTHOCTI).
BBefieHHs1 anlbTepHaTVBHOIO
po3mipy cepii npnéau3Ho y 150 n o
3aTBEPAKEHOr0 Ha AaHWU MOMEHT
(Big 100 n go 140 n) pns
anbTepHaTMBHOI NiHil po3nuey (F36)
Ha BUPOGHWYI AinbHULi Takena
dapmacbtoTikan Komnari /174,
Xikapi nnaHT, AnoHia (Takeda
Pharmaceutical Company Ltd.,
Hikari plant, Japan). BeegeHHs 3MiH
npoTsrom 6 micsuis nicns
3aTBEPLKEHHS.
82. | EPOTEKC benzalkoni | 6eH3ank | GO2B cynosuTopii CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviinHmx 6e3 nionsiz UA/4027/01/01
um OHit0 B BariHasbHi i3 YKpaiHCbK YKpaiHCbKO- mMartepianis: 3miHu | TNy - peuenma ae
xnopug, 3anaxom o- icnaHcbke AAMiHICTpaTUBHI 3MiHW. 3MiHa
TposiHAau no 18,9 | icnaHcbke nignprveMcTBO HalilmeHyBaHHs Ta/abo agpecu Micud
Mmr; no 5 nignpuemc "Cnepko YkpaiHa" NPOBaPKEHHS Ais/IbHOCTI
CynosunTopiiB y TBO (noBHWIA LWKN BMPOGHMKa/imMnopTepa rotosoro
cTpuni; no 2 "Cnepko BMPOGHMLTBA, nikapcbKoro 3acoby, Bk/Ivaum
cTpunu y nayi 3 YkpaiHa" BUNYCK cepil; OinbHUL BUNYCKy cepii abo micue

KapToHy; no 7
CynosunTopiiB y
cTpwvni; no 3
CTpUnM y nauui 3
KapTOHY

KOHTPO/1b SIKOCTI)

NpOBEAEHHS KOHTPOJTIO AKOCTI.
(misnbHIiCTb, 3a Ky BignoBigae
BUPOGHMK/IMMOpTEp, BKIOYaUN
BWMNYCK Cepiin). 3miHa agpecu micua
npoBaXeHHs BUpobHuka 13
CninlbHe yKpaiHCbKO-icnaHCbke
nignprvemcTso "Cnepko YkpaiHa"y
po3gaini 3.2.P.3.1. Bupo6Huk(n), y
3B'A3KY 3 BiJOKPEM/IEHHAM
BMPOGHMYOro KOpMycy Bif peLwTn
6yaiBenb 3 4ofaHHAM A0AaTKOBOT
nitepn, To6T0 6€3 TEPUTOPIANLHOrO
nepemilleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Byn. 600-
pivus, 25) Ha (21027, YkpaiHa, M.
BiHHMUA, ByN. 600-pivus, 25-1).
Bupo6Huya ginbHuUA Ta BCi
BMPOGHMYI onepadii 3auwaTbes
He3MiHHMMKW. 3MiHN BHECEHO B
IHCTpYKLl0 415 MegnyYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOBa/PKEHHS Or0 Ais/IbHOCTI" Ta
AK HACNIAOK - Y TEKCT MapKyBaHHSA
YNaKoBKM NiKapCbKOro 3acooby.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLIB MiCNsA 3aTBEPKEHHS.
83. | EPOTEKC benzalkoni | 6eH3ank | G02B cynosuTopii CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiniHmx 6e3 nionsiz UA/4028/01/01
um OHit0 B BariHasbHi i3 YKpaiHCbK YKpaiHCbKO- mMartepianis: 3miHu | TNy - peuenma ae
xnopug, 3anaxom o- icnaHcbke AAMiIHICTpaTUBHI 3MiHW. 3MiHa
nvmoHa no 18,9 icnaHcbke nignprveMcTBO HalimeHyBaHHs Ta/abo agpecu Micud
Mmr; no 5 nignpuemc "Cnepko YkpaiHa" NPOBaPKEHHS AiSSIbHOCTI
CynosunTopiiB y TBO (noBHWIA LWKN BMPOGHMKa/imnopTepa rotosoro
cTpuni; no 2 "Cnepko BMPOGHMLTBA, nikapcbKoro 3acoby, BkIvaum
cTpunu y naywi 3 YkpaiHa" BUNYCK cepil; AOinbHUL BUNYCKy cepii abo micue
KapToHy; no 7 KOHTPO/1b SIKOCTI) NpPOBEAEHHS KOHTPOJIIO AKOCTI.
CynosunTopiiB y (misnbHiCTb, 3a AKy BignoBigae
cTpwvni; no 3 BUPOGHMK/IMMOpTEp, BKIOYaUn
CTpUnM y nauui 3 BWMNYCK Cepiin). 3miHa agpecu micua
KapTOHY npoBaXeHHs BUpobHuka 13
CnifnlbHe yKpaiHCbKO-icnaHCbke
nignprvemcTso "Cnepko YkpaiHa"y
po3gaini 3.2.P.3.1. Bupo6Huk(n), y
3B'A3KY 3 BiJOKPEM/IEHHAM
BMPOGHMYOro KOpMycy Bif pewTn
6yaiBenb 3 4ofaHHAM A0AaTKOBOT
nitepu, To6T0 6€3 TEPUTOPIANLHOrO
nepemilleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Byn. 600-
pivus, 25) Ha (21027, YkpaiHa, M.
BiHHMUA, ByN. 600-pivus, 25-1).
Bupo6Hnya ginbHuuA Ta BCi
BMPOGHMYI onepaLii 3auwaTbes
He3MiHHMMKW. 3MiHN BHECEHO B
IHCTpYKLl0 415 MegnyYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y
po3gin "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBa/PKEHHS Or0 Ais/IbHOCTI" Ta
AK HACNIAOK - Y TEKCT MapKyBaHHsA
YMakoBKM MiKapCbKoro 3acoby.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLIB MiCNSA 3aTBEPAKEHHS.
84. | EPOTEKC benzalkoni | 6eH3ank | G02B cynosuTopii CninbHe YkpaiHa CninbHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiniHmx 6e3 niosnsie UA/4026/01/01
um OHit0 B BariHasbHi i3 yKpaiHCbK YKpaiHCbKO- mMaTtepianis: 3miHu | TNy - peuenma ae
xnopug, 3anaxom o- icnaHcbke AAMiIHICTpaTUBHI 3MiHW. 3MiHa
nasaHau no icnaHcbke nignpreMcTBo HaliMeHyBaHHA Ta/abo agpecy micus
18,9 mr; no 5 nignpuemMc "Cnepko YkpaiHa" NPOBaPKEHHS AiS/IbHOCTI
CynosunTopiiB y TBO (noBHWIA LMKN BMPOGHMKa/imnopTepa rotoBoro
cTpwvni; no 2 "Cnepko BMPOGHMLTBA, nikapcbkoro 3acoby, Bk/vaum
cTpunu y naywi 3 YkpaiHa" BUNYCK cepil; OinbHUL BUNYCKy cepii abo micue

KapToHy; no 7

KOHTPO/1b SIKOCTI)

NPOBEAEHHS KOHTPOJIK SIKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

CynosuTopiiB y
cTpwvni; no 3
CTpUnM y nauui 3
KapTOHY

(misnbHICTb, 3a SAKy Bignosigae
BMPOGHUK/IMNIOPTEp, BKAKOYAOUN
BWMNYCK Cepiit). 3miHa agpecu micua
npoBapKeHHsA BUPOo6HWKa 13
CninbHe yKpaiHCbKO-icnaHcbke
nignprvemMcTBo "Cnepko YkpaiHa"y
po3gaini 3.2.P.3.1. Bupo6Huk(n), y
3B’A3KY 3 BiJOKPEM/IEHHAM
BMPOGHMYOro KOpMycy Bif pewTu
6yaisenb 3 AOAAaHHAM A04aTKOBOT
nitepn, To6T0 6€3 TEPUTOPIANILHOIO
nepemilleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Bys. 600-
pivun, 25) Ha (21027, YkpaiHa, M.
BiHHMLA, Byn. 600-pivus, 25-0).
Bupo6Huya ginbHuuA Ta BCi
BMPOGHMYI onepadiii 3amLwaTbes
He3MiHH1MW. 3MiHN BHECEHO B
IHCTPYKLi0 ANA MeguyHoro
3aCcTOCYyBaHHS NMikapCbKOro 3acoby y
po3gain "Micue3HaxomKeHHs
BMPOOHYMKa Ta agpeca Micus
NpoBaKEHHA MOro AiSNbHOCTI" Ta
AK HACMIAOK - Y TEKCT MapKyBaHHS
ynakoBKU NiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicsILiB Mic/1s 3aTBepAKEHHS.

85.

ECKETAMIH
KAJLIEKC

Esketamin
e

eckeTam
iHy
rigpoxno
pna

NO1A
X14

pO34MH ANa
iH'eKUjn Ta
iHcpysiid, 25
Mr/M/1, N0 2 Mn i
10 mn B amnyni;
no 5 amnyny
KOHTYPHIl
YapyHKOBIW
ynakosui; no 1
a60 2 KOHTYpHI
YapyHKOBI
yNaKkoBKu1 y
naJi 3 KapToHy
3 KOHTpONEM
nepLuoro
BIAKPUTTA Y
BUrIAA
CaMOK/1er04oro
CTUKepy Ha
KOXHIil yacTuHi
nayku, Lo

AT
"Kanuekc"

Nartsia

BMPOGHWK, KU
Bignosigae 3a
KOHTPO/Tb

cepii/BunNpobyBaHH

a: AT "IpiHgekc”,
Nareist; BCi cTagii
BUPOBHMYOro
npovecy, Kpim
BUWMYCKY Cepii:
XBM ®apma
c.p.o.,
CnosayunHa;
BMPOBHUK, LU0
Bignosigae 3a
BUNycCK cepii: AT

"Kanuekc", Natsis

Nartsis/
Cnosau
ynHa

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
akocTi. CepTudikat
BignosigHocTI/TE-cepTudcpikart
BiANOBIAHOCTI EBpONeNchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO
cepTtudikaTa BignosigHocTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei: gna A®l; ana
BUXiAHOTO
martepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONENchbkili
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBepKeHoro
BMPOGHWKA - MOAaHHSA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI

3a
peyenmom

UA/18939/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BiAKpUBAETLCA €sponelicbkiin hapmakonei Ne RO-

CEP 2017-216-Rev 01
(3aTtBepmxeHo: RO-CEP 2017-216-
Rev 00) ons A®l eckeTtamiHy
rigpoxnopuay Bif Bxe
3aTBEPKEHOr0 BUPOGHUKA
BMpo6HuKa CU Chemie Uetikon
GmbH, Germany. 3minu | TUny -
3MiHu 3 sKocTi. CepTudpikar
BignosigHocTI/TE-cepTudpikar
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudbikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoMiHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif ye 3aTBeppKeHoro
BMPOGHMWKA - MOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€poneiickkili hapmakonei No CEP
2017-216-Rev 02 gna Adl
eckeTamiHy rigpoxnopuay Bif Bxe
3aTBEpPAKEHOr0 BUPOBHMKA
BMpo6Huka CU Chemie Uetikon
GmbH, Germany. 3minu | TUny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikawiii
Ta/abo fonyCTUMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha
A®I, a6o BUXiAHWUA/NPOMIXHWIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA AD| (JOMNOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BUNPOBYBaHHSA) AONOBHEHHS
cneumdikauii 4ito4oi peyoBUHN
eckeTamiHy rigpoxsiopuay HoBUM
napameTtpom N-Nitroso-ketamine
impurity — NMT 694 ppb 3
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BiAMNOBIAHUM aHaNiTUYHUM METOAOM
BunpobyeaHHA (LC-MS) BignosigHo
no CEP 2017-216. 3miHn | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3MmiHa y napameTpax cneuudikaLii
Ta/abo fonyCTUMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha
A®I, 260 BUXiAHWUA/NPOMIXHWIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTHCS y NpoLeci
BMPOGHULTBA AD| (BUNYYEHHS
He3HauHOro NnokasHvKa SKOCTi
(Hanpviknag, BUy4YEHHN 3acTapinoro
NOKa3HWUKA)) BUNYYEHHS HE3HAYHUX
napameTpiB “Characters”, “Storage
conditions” Ta “Retest period” 3i
cneumdikauii fito4oi peyoBuHN
eckeTaMmiHy rigpoxaopuay
86. | ECKETAMIH Esketamin | ecketam | NO1A pO34uH Ans AT Nartsis BMPOGHWK, KU Natsis/ BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/18939/01/01
KANLUEKC e iHy X14 iH'eKLjn Ta "Kanuekc" Bignosigae 3a Cnosau marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
rigpoxno iHcpysii, 5 KOHTpPO/Tb yrHa akocTi. CepTudikat
pua Mmr/mn, no 5 mn B cepii/BunNpobyBaHH BignosigHocTI/TE-cepTudcpikart
amnyni; no 5 a: AT "IpiHgekc”, BiANOBIAHOCTI EBpONENchbkili
amnyn y Natsis; BCi cTagil thapmakonei/moHorpadii. NMogaHHA
KOHTYPHIl BUPOBHMYOrO HOBOro abo OHOB/IEHOIO
YapyHKOBIl npovecy, Kpim cepTtudikaTa BignosigHocTi abo
ynakosui; no 1 BUWMYCKY Cepii: BU/TyYEHHS cepTudikata
a60 2 KOHTYpHI XBM dapma BiANOBIAHOCTI EBpoNeichbkili
YapyHKOBI c.p.o., thapmakonei: gna A®l; ana
yNaKkoBKu1 y CnoayuunHa,; BUXiZHOrO

naJi 3 KapToHy
3 KOHTpONEM
nepLuoro
BIAKPUTTA Y
BUrIAA
CaMOK/1er04oro
CTUKepy Ha
KOXHIil yacTuHi
nayku, Lwo
BiAKpUBAETLCA

BMPOBHUK, LLLO
Bignosigae 3a
BUNycCK cepii: AT
"Kanuekc", Natsis

martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONENchbkili
thapmakonei) - OHOB/IEHWIA
cepTmaikaT Bif Ye 3aTBepaKeHoro
BMPOGHWKA - MOAaHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€sponelicbkiit hapmakonei Ne RO-
CEP 2017-216-Rev 01
(3aTtBepmxeHo: RO-CEP 2017-216-
Rev 00) ons A®l eckeTamiHy
rigpoxnopuay Bif Bxe
3aTBEPAKEHOr0 BUPOGHUKA
BMpobHuKa CU Chemie Uetikon
GmbH, Germany. 3minn | TUny -
3MiHun 3 sikocTi. CepTuduikat
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Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO
cepTtudbikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHU (cepTudikat
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBeppKeHoro
BMPOGHMWKA - MOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€poneiickkili hapmakonei No CEP
2017-216-Rev 02 gna Adl
eckeTamiHy rigpoxnopuay Bif Bxe
3aTBEpPAKEHOr0 BUPOBHMKA
BMpo6Huka CU Chemie Uetikon
GmbH, Germany. 3minu | TUny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikawiii
Ta/abo fonyCTUMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha
A®I, a6o BUXiAHWUA/NPOMIXHWIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTHCS y NpoLeci
BMPOGHMLTBA AD| (JOMNOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BUNPOBYBaHHSA) AONOBHEHHS
cneumdikauii 4ito4oi peyoBUHN
eckeTamiHy rigpoxsiopuay HoBUM
napameTtpom N-Nitroso-ketamine
impurity — NMT 694 ppb 3
BiANOBIAHUM aHaNi TUYHUM METOAOM
BunpobysaHHA (LC-MS) BignosigHo
no CEP 2017-216. 3miHun | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikawiii
Ta/abo fonyCTUMUX MEX,
BM3HAYeHUX y cneyudpikauisx Ha
A®I, a6o BUXiAHWUA/NPOMIXHWIA

NpoAyKT/peareHT, Wwo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BUKOPVCTOBYIOTHCS y NpoLeci
BMPOGHULTBA AD| (BUNYYEHHS
He3Ha4HOro NnokasHuKa SKOCTi
(Hanpviknag, BUy4YEHHs 3acTapinoro
NOKa3HWUKa)) BUNYYEHHS HE3HAYHUX
napameTpiB “Characters”, “Storage
conditions” Ta “Retest period” 3i
cneumdikauii fito4oi peyoBuHN
eckeTaMmiHy rigpoxaopuay
87. | EXIHALEI - HacToiik | LO3AX | HacTolika no 20 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 nionsie UA/0363/01/01
HACTOWKA a mn, abo no 25 dapmaueB PapmaueBTMyHA martepianis: 3miHu | TUny - 3MiHK 3 peyenma ae
KopeHeB mn, abo no 50 THYHa thabpuka "Biona" AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
uuy 3 My hnakoHax habpuka Cuctema
KOpEHAM CKNSAHUX, "Biona" KOHTeliHep/3aKynoptoBasibHUIA 3aci6
n YKYNOpPeHnX (iHLWi 3MiHW) BHECEHHS GiNbLLU TOYHOT
exiHauel npobkamu i iHchopMmawii B peecTpaujiite
nypnypo KpyLLKamMm; no NOCBIAYEHHS 3TiAHO 3aTBEPMAXKEHNX
BO| 50 mny peecTpauiiiux matepianis (MKA
(Echinac dhnakoHax N13), a came KOHKpeTu3aLis
eae noniMmepHnX marepiany nakoHy («dnakoHm
purpure YKYMOpPeHnX CKNSHI» Ta «dNakoHV NoniMepHi»)
ae radix) KpULLIKaMu; no Ta TUNy 3aKynoprBasIbHOIO 3acoby

50 MmNy donakoHi
CKNsiHOMY ab0
noniMepHomy
YKYNOpeHUxX
Kpuwkamu, no 1
dhnakoHy B nauui
3 KapTOoHy; no 20
mn, abo no 25
mn, abo no 50
My CKASIHWX
chnakoHax,
YKyNOpeHux
npobkamu-
KpanenbHUusaMu
i KpULIKaMu; no
20 mn, abo no
25 mn, abo no
50 mny
donakoHax
CKISAHNX,
YKyNOpeHux
npobkamu-
KpanenbHUusaMu
i KpULIKamu, no
1 donakoHy B
nayi 3 KapTOHY

LLIO NPU3BOANTL A0 36iNbLUEHHS
KITbKOCTi ynakoBoK Ha 2 (no 50 mn'y
hnakoHax nosniMepHUX, YKynopeHumx

Kpuwkamun 1a no 50 mn y chnakoHi
noniMepHoOMY, yKyrnopeHomy
KpULLIKOLO, No 1 donakoHy B naul),
ane marepian ynakoBoK He
3MiHIOETBCSA, (BCi KOMNeKTauil
yNakoBKM CKnajatoTbes i3
3aTBEPMAKEHVX TUMIB NaKyBaslbHUX
matepianis). Bepcisa MKA /13 (0004).
3MiHV BHECEHO B po3fin "YnakoBka"
B IHCTPYKLO A48 MeAnyYHOro
3aCTOCYBaHHS /iKapcbKoro 3acoby
(eCTD Bepcis 0004) Ta sik Hacnifok

- Yy TEKCT MapKyBaHHS yNakoBKu

nikapcbkoro 3acoby (eCTD Bepcis
0002). BBefieHHs 3MiH NpPOTArom 6-
TN MICALB NiCNA 3aTBEPMAKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
OHOB/IEHO TEKCT MapKyBaHHSA
NepPBUHHOI Ta BTOPUHHOT YNaKoBKK
nikapcbkoro 3acoby (eCTD Bepcis
0002). BBefeHHs 3MiH NPOTSArom 6-
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
TW MiICALIB Nic/sA 3aTBEPAXEHHS.

88. | 3ABILUE®TA Ceftazidim | uedTas JO1DD | nopoLlok asis NMPANIEP CWA BMPOGHMLTBO Bpasuni BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/17440/01/01

e and nammy 52 KOHLeHTpaTy ENU. CI. HaniBNpoaykTy al mMarepianis: 3miHu Il Tuny - 3miHn peyenmom

beta- neHTarizg 0151 pO34MHY nl. CTepPW/IbHOT CyMiLLli ITania oo 6e3nekn/edeKTMBHOCTI Ta

lactamase | paT; ans indpysiii, no KOPIOP uedTasngnumy thapmakoHarnagy. BHeceHHs abo

inhibitor aBibakTa 2000 mr/500 wmr, EWVLLH KapboHaTty 3miHa(1) Ao 3060B'A3aHb Ta yMOB

My no 10 donakoHiB (uedTasngnmy BMAadi peecTpauiiiHoro
HaTpili 3 MOPOLLUKOM Y neHTarigpar 3 noceigYeHHs, BKoYaroun Mnax
KapTOHHIiA KapboHaToMm ynpas/liHHA pu3nKamm
Kopobui HaTpito), (3acTocyBaHHSA 3MiH(K), sKi(a)
TEeCTyBaHHA npu BMMaralTb(€) NOAA/TbLIOIO
BUMYCKY: 06r'pyHTYBaHHS HOBUMW AOAATKOBUM
AHTUGIOTIKOC A0 OaHumu, Lo MaloTb HagaBaTucs
Bpasin NlTaa, KOMMNETEHTHNM OpPraHoM, OCKIiNbKN
Bpa3swvnis; BUMara€TbCs CyTTEBA OLjiHKa
BUPOGHMLITBO KOMNEeTeHTHUM OpraHom) -

HaniBNpoaykTy
CTEPUIILHOIT CyMiLi
uedTasngnumy
KapboHaty
(uedbTazngumy
neHTarigpar 3
KapboHaToM
HaTpilo),
TecTyBaHHS npu
Bunycky: ENCiEc
[o6dap C.n.A.,
ITania; TecTyBaHHA
HaTpilo KapboHaTty
HaniBNpoaykTy
CTepPW/IbHOT CyMiLLli
uedrasngaumy
KapboHaTty
(uedTasngnmy
neHTarigpar 3
KapboHaToMm
HaTpito) Npu
BUMNyCKy: Xenab6
C.p.J1, Itanis;
BUPOBHULTBO,
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepii,
BMNPOGYBaHHSA
CTabiNIbHOCTI
roToBOro
NiKapcbkoro
3acoby: EiNCIiEc

3asiBHUKOM MOANSEP ENY.CLML.
KOPMOPEWLLH, CLA , oHoBNIEHO
nnaH ynpaeniHHA pu3vkamn 45
nikapcbkoro 3acoby 3asiyedTa,
MOPOLLOK A/15 KOHLEHTPaTy ANs
po3uunHy ans iHgysiid, no 2000
mr/500 mr no 10 dhnakoHiB 3
NOPOLLKOM Y KapTOHHIli kopobL,i y
3B'A3KY 3 Nepernsgom Ta
BW/TyYEHHAM Npob6aem 6e3nekn
BIANOBIAHO 4O pekomeHAaLii
Guideline on good
pharmacovigilance practices (GVP)
Module V — Risk management
systems (Rev. 2.0.1). 3MiHn
BHECEHO [0 YacTuH: | «3aranbHa
iHcpopmauis», Il «Cneyndikauis 3
6e3neku» , Il «MnaH 3
hapmakoHarnsgy», V «3axoau 3
MiHimi3auii pusmkiB», VI «Pestome
nnaHy ynpas/iHHA pU3nkammy» Ta
popartkis. Pestome MYP Bepcis 4.0
[0A3ETLCA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
[ob6dap C.n.A.,
ITanis;
BMNPOGYBaHHSA
CTabiNbHOCTI
roTOBOroO
nikapcbkoro
3acoby: EiCIEc
[o6gap C.n.A.,
ITanis
89. | 3ABILE®DTA Ceftazidim | uedTas JO1DD | nopoLuok asns M®AN3EP CWA BMPOBHULITBO Bpasuni BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/17440/01/01
e and nanmy 52 KOHLeHTpaTy EAU. CI. HaniBNpoaykTy al marepianis: 3miHu | Tmny - 3miHn peyenmom nionsi2
beta- neHTarig NS PO3UNHY . CTEPUSIBHOT CyMiLi ITanisa LoAao 6e3nekn/edeKTMBHOCTI Ta ae
lactamase | parT; Ans iHdysiii, no KOPIOP uedTasngnumy hapmakoHarnsgy. 3miHa y KopoTkili
inhibitor aBibakTa 2000 mr/500 wr; EVLLIH KapboHaty XapaKTepuCTULi Nikapcbkoro 3acooby,
My no 10 conakoHiB (uedbTazngumy TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
HaTpiii 3 MOPOLLKOM Y neHTarigpart 3 MeAMYHOro 3aCTOCYBaHHS Ha
KapTOHHIW KapboHaToM nigcTaBi peryssipHO OHOB/THOBAHOIO
Kopobui HaTpilo), 3BiTYy 3 6e3neku nikapcbKoro 3acooy,
TeCTyBaHHs npu abo pocnimkeHb 3 6e3neku
BUNYCKY: 3acTOoCyBaHHS MikapCcbKoro 3acoby B
AHTUMGIOTIKOC A0 nicnspeecTpauiiinii nepiog, abo sk
Bpasin N1aa, pesynbTaT OLiHKM 3BITY 3
Bpasunis; OOCNigpKeHb, NPOBEAEHNX
BMPOGHMLTBO BiAMOBIAHO A0 NiaHy nejiatpuyHux

HaniBNpoayKTy
CTEPUIIBHOT CyMiLLli
uedrasnaumy
KapboHaty
(uedbTasngumy
neHTarigpar 3
KapboHaToM
HaTpilo),
TecTyBaHHS npu
BUMYCKY:
EnCiEc [o6dap
C.n.A,, Itanis;
TecTyBaHHS
HaTpilo KapboHaTty
HaniBNpoaykTy
CTepPW/IbHOT CyMiLLli

pocnipkeHb (PIP) (iHWi 3mMiHW) 3MiHK
BHECEHO B iHCTPYKLiO 4115
MeAMYHOro 3acToCyBaHHSA
niKapcbkoro 3acoby A0 po3ainis
"Oco6MBOCTI 3aCTOCYyBaHHA" Ta
"Mo6iuHi peakuyji" BigNoBigHO A0
OHOB/EHOT iHthopmaL,i Wwoao
6e3nekn 3acTocyBaHHs Ailo4oi
PeyoBMHM 3riAHO 3 peKOMeHAaLiEe0
PRAC, a TakoXX BHECEHO He3HauHy
nonpasky LLOA0 dhapMaKkoKiHETUYHOT
NiHiAHOCTI y po3gini
"®apmakonoriyHi Bnactnsocti*
(nigpo3gain "®apmakokiHeTuka").
BBefieHHs1 3MiH npoTsArom 9-tn
MicALiB nicnsa 3aTBepmKeHHs. 3MiHU

uedrasngaumy | Tvny - 3miHK Woao
KapboHaTty 6e3nekn/edeKTUBHOCTI Ta
(uedTasngnmy thapmakoHarnagy (iHLwi 3MiHun)
neHTarigpar 3 BunyueHHs iHdopmadii woao
KapboHaToMm 36epiraHHs BigHOB/IEHOTO PO3yMHA
HaTpito) Npu niKkapcbKoro 3acoby 3 posainy
BUNYCKY: "YmoBwu 36epiraHHsa" MKA /13. 3MiHn
Xenab C.p.J1., BHECEHO B iHCTPYKLi0 Ans
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
ITanis; MeAMYHOro 3acToCyBaHHA
BUPOBHMLTBO, nNiKapcbKoro 3acoby A0 po3ainis
nakyBaHHs, "TepMiH npugaTtHocTi" Ta "YMoBM
KOHTPO/b AKOCTI, 36epiraHHA" (NepeHeceHo YacTuHy
BUNYCK cepil, iHdhopmauii 3 po3giny "Ymosu
BMNPOGYBaHHSA 36epiraHHA" 4o po3giny "TepMiH
cTabinbHoCTi npuaaTtHocTi"). BBegeHHs 3MiH
roToBOro npoTArom 9-Tm MicALiB nicns
nikapcbKoro 3aTBepMKeHHA. 3milm Il Tny -
3acoby: 3MiHV Woao 6e3nekn/edeKTUBHOCTI
ENCiEc [o6dap Ta hapmakoHarnsagy. 3mMiHu y
C.n.A,, Itanis; TepaneBTUYHMX NOKa3aHHAX
BUMPOOYBaHHA (mofaBaHHA HOBOTO TepaneBTUYHOIO
ctabinbHoCTi nokasaHHs abo 3miHa 'y
roTOBOrO 3aTBEPAKEHOMY NOKa3aHHi) 3MiHn
NiKapcbkoro BHECEHO B iHCTPYKLi0 ANs
3aco0y: Me[MYHOro 3aCTOCYBaHHS
EiCiEc [o6dap nikapcbKoro 3acoby A0 po3zinis:
C.n.A., ITanisa "®apmMakonoriyHi BnactTnsocTi”,
"Moka3aHHA" (3aTBEPAYKEHO:
"3aBiled Ty 3aCTOCOBYHOTb A/15
NiKyBaHHS Takux iHPEKLR y
nopocnux i giteli Big 3 micauis";
3anpornoHoBaHo: "3asiuedTy
3aCTOCOBYIOTb A/1 NliKyBaHHS Takux
iHheKLii y gopocnux i aiTei Big,
HapopxeHHs"), "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6
3actocysaHHs Ta gosu", "Aitn",
"Mo6iyHi peakuii”. BBeAeHHS 3MiH
NpoTArom 9-Tn MicAwiB nicns
3aTBEPXEHHS. B Mexax 3MmiHu
OHOBJ/IEHO NJaH ynpasiHHA
pusnkamu go sepcii 3.3. Pestome
MYP popaetbea
90. | 3ADIPOH formoterol | chopmot | RO3A Kancysnu, Lo AT Monbwa BVPOGHMUK, Monbwa BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/3759/01/01
epony C13 MICTATb "Anamvep, BiANOBigaIbHUI 3a / mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom
hymapa NOpPOLUOK A/18 Papma” BUNyckK cepii: AT IcnaHis sKocTi. CepTudikat
Ty iHranauin, no 12 "Apameq ®apma", BignosigHocTi/l E-cepTudikar
avrigpat MKr; no 10 MonbLa; BiANOBIAHOCTI EBponeiichbkili
Kancyny BMPOGHMK "in bulk" thapmakonei/moHorpadii. NMogaHHA
6nicTepi; no 6 Ta KOHTPO/Ib cepii: HOBOro abo OHOB/IEHOTO
a6o no 12 Nab6opaTtopioc cepTudikaTa BignoBigHoOCTI a6o

6nicTepis pasom
3 iHransTopom y
KapTOHHIlA
Kopobui

NikoHca, C.A.,
IcnaHis; BUpo6HMK
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs: AT

BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBponeichbkili
thapmakonei: gna A®l; ans

BMXigHOrO
marepiany/peareHTy/npomMiKHOro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

"Afames dapma’,
Monbwa

NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
thapmakonei) - HoBuii ceptudpikat
Bif} BXXe 3aTBEPKEHOro BUPOOHMKa
- NOJAHHA HOBOTO cepTudikaTa
BiANOBIAHOCTI E€BpONENCHKilt
Papmakonei R1-CEP 2005-171-Rev
01 (3atBepmxeHo: R1-CEP 2005-
171-Rev 00) ans Ait0yoi pevoBuHN
Formoterol fumarate dihydrate Big
BXe 3aTBepA)KEHOro B1po6HMKa
Industriale Chimica s.r.l. (3amiHa
ASMF).
3MiHuW | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiii
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudpikaTa BignoBigHoCTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BMXigHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmakonei) - OHOBNEHWIA
cepTuduikaT Bif ye 3aTBepXEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkin Papmakonei R1-CEP
2005-171-Rev 02 ansa gitoyoi
peyoBuHu Formoterol fumarate
dihydrate Big BXe 3aTBEpAXEHOIO
BMpo6HuKa Industriale Chimica s.r.l.
3MiHu | TUnNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudbikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBeppKeHoro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkiit Papmakonei R1-CEP
2005-171-Rev 03 ansa gitovoi
peyoBuHM Formoterol fumarate
dihydrate Big Bxe 3aTBEpXeHoro
BMpo6Huka Industriale Chimica s.r.l.
91. | 3EHTEN albendazol | anbbeHg | P0O2C Tabnetkn no 400 | MakcoCmi | Benuka XaneoH MisgeHHa | MiBaeHH BHECEHHS 3MiH [0 peecTpaviiniHmx 3a He UA/10241/01/01
e ason A03 mr; no 1 TKNsiiH BputaHi | Adpuka (MN1y) 114 o- mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom nionsie
Tabnetuiy Excnopt A Adbpuka AKOCTI. [O0TOBWIA Nikapcbknii 3aci6. ae
6nicTepi; no 1 Nimiten HCbka KOHTpO/1b AONOMDKHUX PEYOBWH.
6nictepy B Pecny6n 3MiHa y MeTofiax BUNPO6YyBaHHsA
Kopobui 3 iKa [OMNOMDKHOT peYOBMHY (HE3HaYHI
KapTOHY 3MiHW Y 3aTBEPKEHUX MeTofax

BUNPO6YyBaHb) 3MiHa B MeToAax
KOHTPO/II0 [AONOMDKHOI PEYOBUHMN
6apBHuK FD&C yellow#6 Aluminium
Lake 20-24% FDA, a came,
He3HauHi 3MiHW B 3aTBEPKEHIN
aHaNiTUUHI MeToguLji BU3HAUYEHHS
NepBUHHUX apoOMaTUYHUX amiHiB
(Primary Aromatic Amines). 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEYOBUH. 3MiHA Y
MeToAax BUNPoBYyBaHHSA [OMNOMIKHOI
PEYOBUHM (BUTYHYEHHSA METOAY
BMNPOBYBaHHS, AKLLO
a/lbTePHATUBHUI MeTOA,
BUNPOGYBaAHHS BXe 3aTBepKEHO)
3mMiHa B MeToAax KOHTPOs0
[OMOMDKHOT pEYOBUHW GapBHUK
FD&C Yellow#6 Aluminium Lake 20-
24% FDA, a came, BUaa1eHHA
meToay kKoHTposito Related Dyes.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkunin 3aci6.
KOHTPO/1b ONOMDKHUX PEYOBUH.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

3MmiHa y meTogax BunpobyBaHHs
[OMNOMDKHOT PeYOBUHM (BUNYYEHHS
mMeToAy BUMPOOYBaHHS, AKLLO
anbTepHaTUBHUIA MeTOZA,
BMNPOGYBaHHS BXe 3aTBEPLKEHO)
3MiHa B MeTofax KOHTPO/IIO
[0NOMDKHOT peYOBUHM 6apBHUK
FD&C Yellow#6 Aluminium Lake 20-
24% FDA, a came, BUaaieHHA
MeToAy KOHTpoN "laeHTudikauis
meTtogom TLUX" (Identification. TLC).
3MmiHu | TMNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
KOHTPO/Ib fONOMDKHUX PEYOBUH.
3mMiHa y MeTogax BUNpoGyBaHHS
[0MOMDKHOT peYOBUHM (IHLWI 3MiHW Y
MeTofAax BUNPO6yBaHHS
(BrtOvatouM 3amiHy abo
[ofaBaHHs)) 3MiHa B MeTogax
KOHTPO/I0 [ONOMDKHOI PEYOBUHMN
6apsHuka FD&C yellow#6
Aluminium Lake 20-24% FDA, a
came, AofaBaHHA a/ibTepHaATUBHOT
METOAWMKM KiNIbKICHOTO BU3HAYEHHS
(Assay). 3miHu | TNy - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkwii 3aci6.
KOHTPO/Ib fONOMDKHUX PEYOBUH.
3MiHa napamMeTpiB cneuudikadiii
Ta/abo [onycTUMUX MeX A5
[OMNOMDKHOT peYOBMHY (iHLLI 3MiHW)
3mMiHa napameTpis cneumdikauii Ha
LOMOMDKHY peq0BVHY 6apBHUK
FD&C Yellow#6 Aluminium Lake 20-
24% FDA, a came BuganeHHsa
napameTpy cneuudikauii Related
Dyes. 3MiHu | TUny - 3MiHK 3 SKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
KOHTPO/Ib fONOMDKHUX PEYOBUH.
3MiHa napamMeTpiB cneuudikawiii
Ta/abo AonyCcTUMUX MeX AN
[OMNOMDKHOT peYOBUHY (IHLLI 3MiHW)
3miHa napameTpiB cneuudikayii Ha
[LOMOMDKHY peqyoBUHY 6apBHUK
FD&C Yellow#6 Aluminium Lake 20-
24% FDA, a came BuganeHHs
napameTpy cneuudikauii
"laeHTudpikauia metogom TLUX"
(Identification. TLC). 3miH1 BHECEHO
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
B IHCTPYKLiO 4719 MeM4HOro
3aCTOCYBaHHS NikapCbKOro 3acoby
LLIOA0 HaMeHyBaHHS AONOMIXHOT
peyoBuHU (6apBHUK FD&C yellow#6
Aluminium Lake 20-24%) o
po3ginis "Cknag", "Ocob6nmnBocTi
3acTocyBaHHs", "TMob6iuHI peakuii” 3
BiANOBIAHMMM 3MiHaMW TeKCTY N.3
MapKyBaHHS BTOPWHHOI yNakoBKW
NikapcbKoro 3acoby.
92. | BUHEPUT® Erythromy | eputpom | D10A MOPOLLIOK AN YEMNADA | Himeyun NEO dapma A/IC [Janis BHECEHHS 3MiH [0 peecTpaLinHnx 6e3 UA/4359/01/01
cin, iLuH; F52 NPUroTyBaHHS PM Ha marepianis: 3miHu | Tuny - 3miHK peyenma
combinatio | UuHKY pO34unHy Ans ApuHaiimit oo 6e3nekn/edekTMBHOCTI Ta
ns alertary 30BHILLUHBOTO Tenb hapmakoHarnsgy. BeegeHHs abo
avrigpart 3acTocyBaHHs; 1 mM6X 3MiHU [0 y3araslbHEHVX AaHnX Npo
, nnacTukoBuii cuctemy hapMakoHarnagy
MiKPOHi3 onakoH "A" 3 (BBEAEHHSA y3ara/IbHEHNX AaHUX Mpo
oBaHuii MOPOLLKOM cuctemy chapmakoHarnsay, 3amiHa
(epuTpomiLuHy YNOBHOBaXEHOT 0cobu,
1,2 1 Ta UMHKY BiANOBIA&UIbHOI 3a 34IICHEHHSA
auerary, dhapmakoHarnsgy; KOHTakTHoi 0cobu
aurigpary, 3 (hapmakoHarnsgy 3asBHuka ons
MiKPOHi30BaHOro 3filicHeHHS hapmakoHarisgy B
0,36 1) ans YkpaiHi, SKL0 BOHA BiAMIHHA Bif
NpUroTyBaHHsA yNOBHOBaXeHOi ocobu,
pO34YuHy AN BiANOBIAAUIbHOI 3a 34iICHEHHS
30BHILLHLOIO hapmakoHarnsgy (Bkiouvatoum
3acTocyBaHHs, 1 KOHTaKTHi faHi) Ta/abo 3MiHu y
NIacTUKOBUIA pO3MiLLeHHI MacTep-ghaiina cuctemm
chnakoH "B" 3 thapmakoHarnsgy) 3miHa
PO34YNHHWKOM YNOBHOBaXXEHOI 0CO6M 3asBHUKA,
(awisonponin BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
cebakart, eTaHON [itoua pepaxuis: Dr. Juliane
6e3804HWIA) NO Niessen-Erkel. NponoHoBaHa
30 mn Ta pegakuis: Dr. Thomas Emmrich.
annikarop 3MiHa KOHTaKTHUX AaHuX
(kpuLwka ans YNOBHOBaXXEHOI 0CO6M 3asBHUKA,
NpUroTyBaHHA BiANOBiAa/IbHOI 3a hapmakoHarnsg.
nikapcbKoi
hopmu Ta
[03yBaHHsA
ofiepXxaHoro
pO34unHy) y
KapTOHHIW
Kopobui
93. | 30KCI azithromyc | asutpom | JO1FA | Tabnetku, Bkputi | OPFAHO OAE EBepromxeH IHAis BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/17229/01/01
in iLMHY 10 nAiBKOBOO CWH Jainch CaeHcus mMartepianis: 3miHu | Tuny - 3MiHu 3 peyenmom
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
avrigpat 060/10HKOI0, N0 NANDCA Nimitepn aKocTi. CepTudikaT
250 mr; no 3 €HCUN3 signosigHocTi/l E-cepTudikar
Tabnetkn y (E® 3ET 1) BiANOBIAHOCTI EBpONechbkili
6nictepi; no 1 thapmakonei/MoHorpadii. NMogaHHA
abo no 2 HOBOro abo OHOB/IEHOTO
6nicTepn y nauui cepTtudikaTa BignosigHocTi abo
3 KapTOHY BUTy4YEHHN cepTudikaTa

BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei: gns A®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei Ne R1-
CEP 2013-153-Rev 00
(3aTBepaxeHo: RO-CEP 2013-153-
Rev 01) ons aitoyoi peyosunHn
asnTpoMILUVHY avrigparty Big
3aTBEpPAKEHOr0 BUPOBHMKA
ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD.,
China. 3miHu | TMny - 3MiHW 3 SKOCTI.
Ceptudpikat BignosigHocTi/TE-
cepTudikar BiAMNoOBIAHOCTI
€Bponeiicbkiii
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignoBigHocTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BMXiHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmaxkonei) - OHOBNEHWIA
cepTuduikaT Bif yXe 3aTBepXEHOro
BMPOGHMKA -
nofaHHsA OHOBJ/IEHOro cepTudikara
BifNoBIAHOCTI €EBpoNeiicbkil
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

hapmakonei Ne R1-CEP 2013-153-
Rev 01 ansa gitoyoi peyosuHn
a3uTpoMILUVHY avrigparty Big
3aTBEpPAKEHOr0 BUPOBHMKA

ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD.,

China. 3miHu | T1ny - 3MiHW 3 SKOCTI.

Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiii
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignoBigHocTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BUXigHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmaxkonei) - OHOBNEHWIA
cepTuduikaT Bif ye 3aTBepXEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2013-153-Rev 02 ans gito4oi
PEeYOoBUHM a3UTPOMILUHY Aurigpaty
BiJ 3aTBEPKEHOr0 BUPOOHMKA
ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD.,
China. 3miHu | Tuny - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/TE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikaTa
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei: gns A®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BifNoBIAHOCTI €EBpoNeiicbkil
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
thapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif y)Xe 3aTBepaKeHoro
BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei Ne R1-
CEP 2013-153-Rev 03 gnsa gito4oi
PEYOBUHM a3UTPOMILMHY aurigpaty
Bifl 3aTBEP)KEHOr0 BUPOOHMKA
ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD.,
China.
94. | 30KCI azithromyc | asutpom | JO1FA | Tabnetku, BkpuTi | OPFAHO OAE EBepTomXeH IHAjs BHECEHHS 3MiH [0 peecTpaviiiHmx 3a UA/17229/01/02
in iLnMHY 10 NNiBKOBOO CVH Naiic CaeHcns mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom
avrigpat 060/10HKOI0, N0 NIAV®CA Nimiteq skocTi. CepTtudikat
500 wr; no 3 EHCK3 BignosigHocTi/l E-cepTudpikar
Tabnetkn y (E® 3ET ) BiANOBIAHOCTI EBpoNeichbkili
6nicTepi; no 1 thapmakonei/moHorpadii. NMogaHHA
abo no 2 HOBOro abo OHOB/IEHOrO
6nictepn y nayuj cepTudpikaTa BignoBigHoOCTI a6o
3 KapTOHY BUyYEHHS cepTudikata

BiANOBIAHOCTI EBpoONechbkili
thapmakonei: gna A®l; ans
BMXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei) - OHOBMEHWIA
cepTuduikaT Bif y)Xe 3aTBepXEHOro
BMPOGHMKA - NOAAHHS OHOBNIEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2013-153-Rev 00
(3aTBepaxeHo: RO-CEP 2013-153-
Rev 01) ans Ailo4oi pevoBrHN
asnTpoMmiunHy aurigpaTty Big
3aTBEPLKEHOrO BUPOGHMKA
ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD.,
China. 3miHu | Tuny - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO
cepTtudikaTa BignosigHocTi abo
BW/YYEHHS cepTudiikaTa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBeppKeHoro
BMPOGHMKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili
thapmakonei Ne R1-CEP 2013-153-
Rev 01 ansa gito4voi peyoBuHN
asnTpoMmiunHy aurigpaTty Big
3aTBEPKEHOrO BUPOGHMKA
ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD.,
China. 3miHu | Tuny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO
cepTtudbikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHU (cepTudikat
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2013-153-Rev 02 ans gitoyoi
PEYOBVHN a3NTPOMILVHY aurigpary
Bif, 3aTBEPAXEHOr0 BUPOGHMKA
ZHEJIANG GUOBANG

PHARMACEUTICAL CO., LTD.,
China. 3miHu | TMny - 3MiHW 3 SKOCTI.
Ceptudpikat BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
€Bponeiicbkiii
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudpikaTa BignoBigHoCTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BMXigHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmakonei) - OHOBNEHWIA
cepTuduikaT Bif ye 3aTBepXEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikaTa BignoBigHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2013-153-Rev 03 ans gito4oi
PEeYOBUHM a3UTPOMILUHY Aurigpaty
BiJ 3aTBEPKEHOr0 BUPOOHMKA
ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD.,
China.
95. | 30HIK pregabalin | npera6a | NO3A Kancynu Teepai TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/19526/01/02
niH X16 no 50 mr; no 14 "KYCYM" XENTXKEP MNBT marepianis: 3miHu | Tuny - peyenmom
Kancyny nTa AAMIHICTpaTUBHI 3MiHW. 3MiHa
6nictepi; no 2 HalilMeHyBaHHs Ta/abo agpecu
abono 4 3asBHVIKa (BnacHuka
6nictepu B peecTpavuiiHoro NocBigYeHHs) -
KapTOHHIiA 3MiHa HalilMeHyBaHHS 3asBHUKA
ynaKkoBLi (BnacHuKa peecTpauiiiHoro
noceigyeHHs), 6e3 3MiHW pPUANYHOT
ocobu: 3aTBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepMiH BBe4EHHS 3MiH -
npoTsArom 6 micAuis nicns
3aTBEPAKEHHS.
96. | 30HIK pregabalin | npera6a - Kancynu Teepai TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx - UA/21061/01/01
niH no 25 wr; in "KYCYM" XENTXKEP NBT marepianis: 3miHu | Tuny -
bulk: Ne5880 nTa AIMIHICTpaTVBHI 3MiHW. 3MiHa
(14x 420) no 14 HalilMeHyBaHHs Ta/abo agpecu
Kancyny 3asBHVKa (BnacHuka
6nicTepi; no 420 peecTpavuiiiHoOro NocBig4eHHs) -
6nictepiB y 3MiHa HaliMeHyBaHHS 3asiBHMKA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KapTOHHiiA (BnacHwvka peecTpadiiiHoro
KopooLi noceigyeHHs), 6e3 3MiHN pPUINYHOT
ocobu: 3aTBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepMiH BBEEHHS 3MiH -
npoTsrom 6 micsuis nicns
3aTBEPLKEHHS.
97. | 30HIK pregabalin | npera6a - Kancynv Teepgi TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaviiniHmx - UA/21061/01/02
niH no 50 wmr; in "KYCYM" XENTXKEP MBT mMartepianis: 3miHu | TNy -
bulk: Ne5880 nTa AAMiIHICTpaTUBHI 3MiHW. 3MiHa
(14x 420) no 14 HalilmeHyBaHHs Ta/abo agpecu
kancyny 3anBHUKa (BlacHMKa
6nicTepi; no 420 peecTpauiiHoro NocBigYeHHs) -
6nicTepiB y 3miHa HaliMeHyBaHHS 3asBHMKa
KapTOHHIA (BnacHwvka peecTpadiiiHoro
Kopoobui nocsigyeHHs), 6e3 3MiHN PUANYHOT
ocobu: 3aTBepakeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepMiH BBEEHHS 3MiH -
npoTsrom 6 micsuis nicns
3aTBEPLKEHHS.
98. | 30HIK pregabalin | nperaba | NO3A Kancynu Teepai TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [j0 peecTpaviiHmx 3a UA/19526/01/01
niH X16 no 25 mr; no 14 "KYCYM" XENTXKEP MBT mMaTtepianis: 3miHu | TNy - peuenmom
Kancyny nTa AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nicTepi; no 2 HalilmeHyBaHHs Ta/abo agpecu
abo no 4 3as1BHVIKa (B/1acHMKa
6nicTepu B peecTpaLiiiHoOro NocBigYEHHS) -
KapTOHHIiA 3MiHa HaliMeHyBaHHS 3asBHMKa
ynakoBLi (BnacHvka peecTpadiiHoro
nocsigyeHHs), 6e3 3MiHW pPUANYHOT
ocobu: 3aTBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepMiH BBeEHHS 3MiH -
npoTsirom 6 micsuis nicns
3aTBEPLKEHHS.
99. | INNIO® Telmisarta | Tenmica | C09D Tabnetku no 80 NMPO.MEL Yecbka BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHmx 3a UA/20620/01/01
n and pTaH; A07 Mmr/2,5 mr; no 10 .UC Mpara | Pecny6n MOBHUM LMK/IOM: Pecny6n marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
diuretics iHganami TabneTtok y a.c. ika MPO.ME/A.LIC ika/ SIKOCTIi. [O0TOBWMIA Nikapcbkunii 3aci6.
a 6nicTepi, no 3 Mpara a.c., LlBeiiua 3MiHU y BUPOGHMLTBI. 3amiHa abo
abo 10 Yecbka pisi/ BBE/IEHHS 0AATKOBOI AifIbHUL
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
6nictepiB y Pecny6nika; Cnosau, BUPOGHMLTBA A1 YacTuHM abo
KapTOHHY BMPOGHULTBO in bKa BCbOr0 BUPOGHMYOrO npoLiecy
KOPOGKY bulk, koHTponb Pecny6n rOTOBOrO JliKapCbkoro 3acoby
AKOCTI ika (minbHMUSA, Ha AKili NpoBOASATLCA
(XiMiYHWIA/Di3nyHK 6yab-ski BUPO6HUYI cTagji, 3a
1 KOHTPO/b BMHATKOM BUMYCKY CEpiiA, KOHTPO/IO
AKOCTI): SAAKOCTi, NEPBUHHOIO Ta BTOPUHHOIO

CsiccKo Cepsicec
AT, Wseiiuapis;
nepBuHHE i
BTOPVHHE
nakyBaHHS:
KOO®APMA
C.p.o., Yecbka
Pecny6nika;
MiKpOG6ioorivHuiA
KOHTPO/b AKOCTI:
AJIC Yecbka
Pecny6nika,
C.p.o., Yecbka
Pecny6nika;
BMPOGHMULTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
CaHeka
dapmMacbloThKan3
a.c., Cnosaubka
Pecny6nika

nakyBaHHs1, 4151 HECTePUSIbHUX
nikapcbkyx 3aco06iB) BBEAEHHS
[04aTKOBOT BUPOGHUYOI AiNbHUL
CaHeka ®apmacbloTukans a.c.,
CnoBaubka Pecnyb6nika / Saneca
Pharmaceuticals a.s., Slovak
Republic (agpeca: HitpsHcbka 100,
920 27 'noroseub, Cnosaupbka
Pecny6nika / Nitrianska 100, 920 27
Hlohovec, Slovak Republic) gns
BMpo6HuLTBa bulk. BBegeHHs 3MiH
NPOTAroMm 6-Tu MicALiB nicns
3aTBEPLKEHHS.
3MmiHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BKNKOYAKOUM fiana3oH po3mipy
cepil) roToBOro MikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOpPIBHAHO
i3 3aTBEpPIKEHM PO3MIPOM)
BBE/leHHS 10AAaTKOBOro PO3Mipy
cepii MN13 — 598.00 kr (2 300 000
opf.). 3aTBepaxeHo: 26.000 kr (100
000 og.); 104.000 kr (400 000 og,.);
208.000 «r (800 000 og.); 260.000 kr
(1 000 000 of.) 3anponoHOBaHo:
26.000 kr (100 000 oa.); 104.000 kr
(400 000 og.); 208.000 «r (800 000
0p.); 260.000 kr (1 000 000 og.);
598.00 kr (2 300 000 oanHULb).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCSLB Nicns 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOSIH0 SKOCTI
rOTOBOrO J1iKapCbkoro 3acoby
(3amiHa abo fgofaBaHHA AinbHULL,
Ha SKill 3AjiCHI0ETbCA
KOHTPO/1b/BUNPOGYBaHHS cepii)
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

BBEJEHHS 4,04AaTKOBOI BUPOOHUYOT
AinbHuUi CaHeka ®apmacbioTvKan3
a.c., Crnosaubka Pecny6nika /
Saneca Pharmaceuticals a.s.,
Slovak Republic (agpeca:
HiTpsHcbka 100, 920 27 'noroseupb,
CnoBaubka Pecny6nika / Nitrianska
100, 920 27 Hlohovec, Slovak
Republic) gns npoeegeHHs
KOHTPOJIH0 AKOCTI ((isnyHuii Ta
XiMiYHWi1). BBEAEHHSA 3MiH MPOTArOM
6-Tv MiCALIB MiC/1A 3aTBEPKEHHS.
Bepcis MKA /13 (0003)

100.

IHAOMETAL,
WH
CO®DAPMA

Indometac
in

iHgomeT
auuH

MO1A
BO1

TabneTkn, BKPUTI
060/10HKOI0,
KULLKOBOPO34UH
Hi no 25 mr; no
30 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI navw,i

AT
"Codpapma

Bonrapi
a

AT "Codpapma”

Bonrapi
a

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
AinbHUUi ana A®Il, npoMixHoro
NpoAyKTy abo roToBoro NikapcbKoro
3acoby, AinbHNLi 418 NpoBeAEHHS
nakyBaHHS!, BUPOBGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/HO cepii)
abo nocrtavasibHMKa BUXIiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y [0CbE). BunyyeHHs
aNbTepHaTMBHOT BUPOBHNYOT
LinbHuui TN3 AT «BITAMIH»,
YkpaiHa, BignosiganbHoi 3a
BTOPVHHY YNakoBKy Ta BUMYCK Cepil.
3MiHV BHECEHI B iIHCTPYKL,i0 Ans
MeAMYHOro 3acToCyBaHHSA
nNiKapcbKoro 3acoby y po3ainm
«BupobHMK» Ta
«MicLe3HaxomKeHHS BUpOGHMKa Ta
afipeca Micua NpoBagKeHHs oro
LisSNbHOCTI», SIK HAcNigoK —
BUJTYYEHHA TEKCTY MapKyBaHHS
yNakoBKW NiKapCbKOro 3acoby Ans
BUpobHuKa AT «BITAMIH/». TepmiH
BBE/EHHS 3MiH MpOTArom 6 micauis
nicns 3aTBepKeHHs.

3a
peyerimom

He
niosnsie
ae

UA/2304/03/01

101.

IHAOMETAL,
WH
CODAPMA

Indometac
in

iHgomeT
auuH

TabneTkn, BKPUTI
0060/10HKOH,
KMLLKOBOPO3Y4VH
Hi no 25 wmr; in

AT
"Codhapma

Bonrapi
a

AT "Cocpapma”

Bonrapi
a

BHECEHHS 3MiH 40 peecTpaLiinHnx
mMartepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKUN

UA/12654/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
bulk Ne 5280: no ginbHuUui ans A®l, npoMixHoro
30 Tabnetok y npoaykTy abo rotToBOro NikapCbKoro
6nicTepi; no 176 3acoby, AinbHULI 4118 NPOBEAEHHS
6nictepiB y nakyBaHHs, BUPOOHIKa,
noninponineHosi BiZiNOBIAALHOTO 3a BMMYCK Cepild,
1 Kopoo6ui MicLie NpOBEAEHHSI KOHTPOSIO cepil)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y [0CbE). BunyyeHHs
aNlbTepHaTUBHOI BUPOOHUYOI
AinbHuli TN3 AT «BITAMIHN»,
YkpaiHa, BiAnoBsifanbHoi 3a
BTOPWHHY YNakoBKy Ta BUMYCK Cepii.
TepmiH BBEA,EHHS 3MiH MPOTArom 6
MicALiB Mic/a 3aTBePAKEHHS.
102. | I0B-MANOK - CnpTOBI - rpaHyun TOB YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnx 6e3 UA/8665/01/01
Y@K romeona romeonaTuyHi; "YKpaiHCbK marepianis: 3miHu | TUny - 3MiHK 3 peyenma
TWUYHI no20ry a AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
po3Bege donakoHi; no 1 hapmaues KOHTpPO/Ib FOTOBOrO NiKapcbkoro
HHS: chnakoHy B nauui THYHa 3aco06y (iHLWi 3MiHN) OHOBJIEHHS BXeE
Jodum 3 KapTOHY KomnaHis" 3aTBEPAKEHNX METOZIB KOHTPO/O
D6, akocTi 13, a came BUKIaAEHHSA
Thuja TEKCTy [epXaBHOK MOBOO 3riJHO
occident CYYaCHMX BUMOT. TakoX BHECEHHS
alis D12, KOPEKTOPCLKNX MPaBOoK MO TEKCTY
Berberis MKA N3.
, fructus
D4,
Eupatori
um
perfoliat
um D6
103. | oA povidone- nosifoH- | DOBA po34uH ans MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 UA/12321/01/01
MEYAEBCbLK | iodine nog G02 30BHILLUHBOTO "TexHonor martepianis: 3MiHu | TUny - 3MiHK 3 peyernma
nin 3acTocyBaHHS " AKoCTi. [O0TOBWIA Nikapcbkuii 3aci6.
10% no 30 mny 3MiHM Y BUPOOHULTBI. 3MiHa po3Mipy
oNakoHi 3 cepii (BkNHOYatouM dianasoH posmipy
npo6koto- cepil) roToBOro fikapcbkoro 3acoby
KpanenbHULeto; (36inbLueHHsA Ao 10 pasiB NOpiBHAHO

no 1 donakoHy B
nauu,i is
KapToHy; no 50
M Ta no 100 mn
y hnakoHi 3
Hacagkoto, no 1
dpNakoHy B nauuj

i3 3aTBEpPAKEHNM PO3MIPOM)
36inblueHHs ao 10 pasiB NoOpiBHAHO
i3 3aTBEpPKEHUM PO3MipoMm (6e3
3MiHM TexHoorii BUpobHULTBa Ta
NPOMWCNIOBOr0 06/1aAHAHHS).
3arBepmkeHo: 154,50 kr (150,0 n).
3anponoHoBaHo: 154,50 kr (150,0
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
i3 KapTOHY; Mo n), 780,00 «kr (750,0 n)
120 mny 6aHui 3
npo6koto-
KpanenbHuLEeto;
no 1 6aHui B
nadui; no 1000
MmNy
KOHTEliHepax
n1acTMacoBux
104. | KAHAIAEPM Beclometa | knotpum | DO7C Kpem; no 15 r FneHmapk IHais FneHmapk IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/5199/01/01
sone and ason; Cco4 Kpemy B Tyb6i; no dapmacb dapmacboTvKan3 marepianis: 3miHu | Tuny - peyenmom
antibiotics | 6eknome 1 T1y6i B IoTUKan3 nra. AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
TasoHy KapTOHHIlA nra. BUPOGHMNYOT AiNbHULL (BK/THOYAOUN
avinponi ynakoBLi AinbHUUi ana A®Il, npoMixHoro
oHar npoAyKTy abo roToBoro MikapcbKoro
6e3BoaH 3aco0y, AiNbHULi 4118 NPOBeAEeHHS
nit; nakyBaHHs1, BAPOOHWKa,
reHTami BiANOBIAA/ILHOIO 3a BUMYCK Cepiid,
LUHY MicLLe NPOBeAEHHSI KOHTPOSIIO cepii)
cynbchat ab0 nocTtavasibHMKa BUXiAHOTO
marepiany, peareHty abo
O0NOMDKHOT PEYOBMHM (SIKLLO
3a3HavyeHo y A0Cbe) BunyyeHhs
BMpOoGHMKa AP| BeknomeTasoHy
avnponioHat 6e3BoAHMI Sumit
Laboratories, India anstepHaTVBHUM
BMPOBHMKOM 3anmwiaetbes Avik
Pharmaceutical Ltd., India.
105. | KANCyYnn 3 Anisum 6agbsHo | RO5C kancysv no 100 [Op. Taiicc | Himewun | pos3Bin Ha Bunyck | Himeyun BHECEHHS 3MiH 40 peecTpaLiinHux 6e3 UA/6823/01/01
AHICOBOIO vulgare Ba onis A mr; no 10 kancyn | Hatypsap Ha cepii roToBoro Ha/ mMartepianis: 3miHu | TNy - peyenma
oniero ap. aHicy y 6nicTepi; no 2 eH M'M6X NiKapcbkoro PymyHis AAMIHICTpaTVBHI 3MiHW. 3MiHa
TANCC 3ipuacTto ab6o 3, abo 5 3acoby: HaliMeHyBaHHA Ta/abo agpecu micus
ro (Anisi 6nicTepiB y [Op. Taiicc NpoBaPKEHHA Ais/IbHOCTI
stellati KapTOHHIlA HaTypBapeH BUPOGHMKa/iMnopTepa rotoBoro
aetherol Kopoobui vM6X, HimeyunHa; nikapcbKoro 3acoby, BkIvaoum
eum) BMPOGHMLTBO AinbHUUI BUNYCKy cepii abo micue
Hepo3dacoBaHoi NpoBeAEeHHS KOHTPO/O AKOCTI.
npoaykuii, (misnbHiCTb, 3a AKy Bignosigae
nepBuHHe Ta BMPOGHMK/iMMOPTEp, HE BK/IKOYaUM
BTOPVHHE BUMYCK Cepiii) 3MiHa HaliMeHyBaHHs
nakyBaHHs: MiCLii MPOBaKEHHS AISNIbHOCTI 3

AeHoBa PymyHis
C.P.J1., PymyHis;
nepBrHHE Ta
BTOPWHHE
nakyBaHHS:
Csicc Kenc 'm6X,

BMPOGHMLITBA Hepo3dhacoBaHol
NPOAYKLUiT, NEPBUHHOrO Ta
BTOPWHHOrO nakyBaHHs CBicckenc
PymyHis CPJ1 Ha AeHoBa PymyHis
C.P.J1. 6e3 3miHu agpecu.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
HimeyunHa
106. | KAPI3OH® clobetasol | kno6eta | DO7A masb 0,5 mr/r no TOB YkpaiHa Mi6e Mv6X Himeuun BHECEHHS 3MiH 4,0 peecTpaLiiHnx 3a UA/10950/03/01
301y D01 15ra6o 30, "MIBE ApuHaiimitTTens Ha marepianis: 3miHu | TRy - 3MiHK 3 peyenmom
MpOMioH a6o 50 r y Ty6i; YKPATHA" akocTi. CepTudikar
ar no 1 Ty6i B signosigHocTi/l E-cepTudikar
KapTOHHI navw,i BiANOBIAHOCTI EBpoNechbkili
thapmakonei/MmoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IyYEeHHS cepTudikaTa
BiANOBIAHOCTI EBpONENchbkili
thapmakonei: gns A®l; ans
BUXIAHOTO
martepiany/peareHTy/npoMiXHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif y)Xe 3aTBepaKeHoro
BMPOOHYKa. [MofaHHA OHOBIEHOTO
cepTudikaTa BignNoBigHOCTI
€sponeiicbkit hapmakonei CEP
2007-066 - Rev 06 (3aTBEpAKEHO:
R1-CEP 2007-066 - Rev 05) ans
Ad| knobeTaszony nponioHarty Big,
BXe 3aTBEePAKeHOro BUpobHMKa
Sicor Societa Italiana Corticosteroidi
S.r.l
107. | KAPI3OH® clobetasol | kno6eta | DO7A Kpem 0,5 mr/1 r TOB YkpaiHa Mi6e Mm6X Himeyuun BHECEHHS 3MiH [0 peecTpaLiiniHmx 3a UA/10950/02/01
300y Do1 no 15r, aéo no "MIBE ApuHaiimiTTens Ha martepianis: 3miHu | TUny - 3MiHK 3 peuenmom
MpOMioH 30r,a60m0 501 | YKPAIHA" AKocTi. CepTudikar
ar y Ty6i; no 1 Ty6i BignosigHocTI/lE-cepTudpikar
B KapTOHHiiA BiANOBIAHOCTI EBpoOneichbkili
Kopobui thapmakonei/MmoHorpadii. NMogaHHs

HOBOro abo OHOB/IEHOrO
cepTudgikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gna A®l; ans
BMXigHOro
marepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt AONOMIXHOT
peyoBuHM (cepTuddikar
BiANOBIAHOCTI EBpoOneichbkili
thapmakonei) - OHOB/IEHWA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMWKA - MOAaHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei CEP
2007-066 - Rev 06 (3aTBEPAXEHO:
R1-CEP 2007-066 - Rev 05) gns
A®| knobeTasony nponioHarty Big,
BXE 3aTBEP)KEHOro BUPOOHMKA
Sicor Societa Italiana Corticosteroidi
S.r.l
108. | KATAPIA sodium HaTpito - rpaHynv no 4,0 TOB YkpaiHa Kycym Xentxkep IHAjs BHECEHHS 3MiH [0 peecTpaLinHnx - UA/21108/01/01
citrate unTpat r/5,6 r; in bulk: "KYCYM" MeT NITA, marepianis: 3miHu | TNy - 3MiHK 3
Ne 1500 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
(1x1500) cawwue: KOHTpOsb roToBOro MikapcbKoro
no 5,6 r rpaxyn 3acoby. 3miHa y meToaax
B calue; no 1500 BUMNPOBYBaHHS rOTOBOrO NiKapCbKoro
caule B 3acoby (He3HauHa 3miHa 'y
KapTOHHIi 3aTBEPAKEHNX METoAaX
Kopob6u; in bulk: BMNPOGYBAHHS) - 3MiHa BHOCUTLCSA
Ne 800 (1x800) 80 posainy "KinbkicHe BU3HAYEHHSA
cawe:no5,6r BMICTy HaTpit0", a came
rpaHyn B calle; YTOYHIOETLCA iHGhopMaLis LWoao
no 800 cawe B HEiOHHOI NOBEPXHEBO-AKTUBHOI
KapTOHHIiA peyoBuHW. 3MiHu | TNy -
Kopobui AMIHICTpaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecun
3anBHUKa (BlacHMKa
peecTpauiiHoro NocBig4eHHs) -
3MiHa HaliMeHyBaHHS 3asBHMKa
(BnacHvika peecTpadiiHoro
NnocBifYeHHs), 6e3 3MiHN PUANYHOT
ocobu. 3aTBepmkeHo: TOB
"TNEAPAPM NTA", Ykpaina.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. BeegeHHs 3MiH npoTsarom
6-TW MicsLIB Nic/1a 3aTBEPAKEHHS.
109. | KATAPIA sodium HaTpito G04B rpaHynu no 4,0 TOB YkpaiHa Kycym Xentxkep IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 UA/12090/01/01
citrate unTtpat X r/56r,n056T "KYCYM" MeT NTA, marepianis: 3miHu | TUny - 3MiHK 3 peyenma

rpaHyn B catue;
no 6 cawe B
KapTOHHI
Kopoobui

AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
KOHTpOb roToBOro Nikapcbkoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOTO NiKapPCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMAXEHNX MeTogax
BMNPOGYBaHHS) - 3MiHa BHOCUTbCSA
00 po3ainy "KinbkicHe BU3HAYEHHS
BMICTYy HaTpil0", a came
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
YTOYHIOETLCA iHGhopMaLisa LWoao
HEiOHHOI NOBEPXHEBO-aKTUBHOI
peyoBvHW. 3MiHK | Tvny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpauiiiHoro NocBigYeHHs) -
3MiHa HalimeHyBaHHS 3asiBHMKa
(BnacHvka peecTpadiiHoro
nocBig4eHHs), 6e3 3MiHN PUANYHOT
ocobu. 3aTBepmkeHo: TOB
"TNEAPAPM NTA", Ykpaina.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. BeefgeHHs 3MiH npoTsarom
6-TN MicsALIB Nic/1a 3aTBEPAKEHHS.
110. | KNABAM Amoxicillin | amokcuy, | JOICR | nopoluok Ans Ankem IHais Ankem IHAis BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a He UA/4469/02/01
and beta- nnivy 02 opanbHoi Na6oparto Na6opaTtopis NI14 marepianis: 3miHu | Tuny - 3miHn peyenmom | nidnse
lactamase | Tpurigpa cycneHsii, 125 pi3 /1T, oo 6e3nekn/edeKTMBHOCTI Ta ae
inhibitor T, mr/31,25 mr B 5 hapmakoHarnsigy. 3mMiHu y KopoTkili
Knaeyna M, 1 donakoH 3 XapaKTepuCTULi NikapcbKoro 3acooby,
HaTt MOPOLLKOM 3 TEKCTi MapKyBaHHS Ta iHCTPYKLiT fns
Kanito i3 MipHUM MeAMYHOro 3aCTOCYBaHHS
cunoifo KOBMayKoMm y reHepuyHnX/ribpugHnx/6ionodibHmNx
M KapTOHHIiA NiKapcbKnx 3aco6iB Nicns BHECEHHS
ynakoBLij Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
Ha/laHHS XXOAHUX HOBUX [OAATKOBUX
AaHnx) 3MiHW BHECEHO A0 IHCTPYKLT
015 MeANYHOr0 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyji" BigNoBigHO A0
iHchopmawuii Lwoao MeamyHoro
3acTocyBaHHs pehepeHTHOro
nikapcbKoro 3acoby (Augmentin
125/31 Suspension).
111. | KO-AIOBAH® | Valsartan Basicapt | C09D TabneTku, BKPUTI Hosapric Lseiiya Brpo6HMLTBO 3a ITania/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/8688/01/02
and aH i A03 N1iBKOBOIO dapmva Al pis NMOBHVM LK/IOM: PymyHis marepianis: 3miHu | Tuny - 3miHn peyenmom
diuretics rigpoxno 060/10HKOI0, N0 HosapTic ®apma Loao 6e3nekn/edyeKTMBHOCTI Ta
poTiasung 160 mr/12,5 wr; C.n.A., lTanis; hapmakoHarnsgy. 3miHa 4yactoTu
MiKPOHi3 no 14 tabneTtok MNepBuHHE Ta Ta/abo TepMiHiB MOLAHHSA perynsipHo
oBaHuii y 6nicTepi; no 1 BTOPVHHE OHOB/IHOBAHUX 3BITiB 3 6e3nekn
abo 2 6nictepun nakyBaHHs: nNiKapcbkux 3acobiB. 3MiHM YacToTn
y Kopob6uj 3 Midhapm C.n.A., Ta TePMiHiB NOAAHHS PerynsipHo
KapTOHY ITania; KoHTponb OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku.

akocTi: CaHao3
C.P.J1,, PymyHis

[litoua pepakuin: Yactota nogaHHA
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

6e3nekn 3 poku. KiHueBa fata ans
BK/IIOYEHHS faHUX [0 PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn -
13.04.2020 p. flata nogaHHA —
12.07.2020 p.
MponoHoBaHa pepakuis: Yactota
NoAaHHsA perysigpHoO OHOB/IIOBAHOIO
3BITYy 3 6e3neku 5 pokis. KiHuesa
AaTa 415 BKYEHHS AaHnX 40
perynspHoO OHOB/IIOBAHOIO 3BITY 3
6e3nekmn - 30.04.2030 p. Jata
nofaHHs - 29.07.2030 p.
PekomeHf0BaHO [10 3aTBEPKEHHSA
BIANOBIAHO A0 NEepPIOANYHOCTI
MoAaHHA PerysiipHoO OHOBJTIOBAHX
3BITiB 3 6€3MeKn Jlikapcbknx 3aco6is
y EC.

112.

KO-AIOBAH®

Valsartan
and
diuretics

BasicapT
aH i
rigpoxno
poTiasung
MiKPOHi3
OoBaHui

C09D
A03

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, MO
160 mr/25 wr; no
14 TabneTok y
6nictepi; no 1
abo 2 6nictepu
y Kopob6u;i 3
KapToHyY

HoBaprTic
dapma Al

LLiBelina
pist

Brpo6HMLTBO 3a
NOBHUM LK/TOM:
HoBapTic ®apma
C.n.A., ITanis;
lNepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Micpapm C.n.A.,
ITanis; KoHTpons
sKocTi: CaHao3
C.P.J1., PymyHia

ITania/
PymyHis

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actotu
Ta/abo TepMiHIB NOAAHHA perynspHo
OHOB/IIOBAHUX 3BITiB 3 6e3neku
nNiKapcbKNx 3aco6iB. 3MiHM YacToTn
Ta TEPMIiHIB NOAAHHS PErynsapHoO
OHOB/IOBAHOIO 3BIiTY 3 6e3neku.
[itoua pepakuis: YactoTa nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn 3 poku. KiHueBa garta ans
BK/TIOYEHHSA AaHUX [0 PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku -
13.04.2020 p. faTta nofaHHs —
12.07.2020 p.
[MponoHoBaHa pepakuis: Yactota
noflaHHsA PerynsapHoO OHOB/IHOBAHOIO
3BiTy 3 6e3nekun 5 pokis. KiHueBa
fAata Ans BKIIOYEHHA JaHuX Ao
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku - 30.04.2030 p. AaTta
nogaxHa - 29.07.2030 p.
PekomeH[0BaHO [0 3aTBEPAKEHHSA
BiANOBIAHO 4O NEepioANYHOCTI
nofaHHA perynsapHO OHOB/IOBaHUX
3BITiB 3 6e3neKu Nikapcbknx 3acobis
y EC.

3a
peyenmom

UA/8688/01/03

113.

KO-AIOBAH®

Valsartan
and

BasicapT
aH i

C09D
A03

TabneTku, BKPUTI
N/1iBKOBOIO

HosapTic
Papma Al

Lseiiya
pist

Brpo6HMLTBO 3a
NMOBHWUM LMK/IOM:

ITanis/
PymyHist

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tmny - 3miHn

3a
peyenmom

UA/8688/01/04
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
diuretics rigpoxno 060/10HKOI0, N0 HosapTic ®apma oo 6e3nekn/edeKTUBHOCTI Ta
poTiasung 320 mr/12,5 wrr; C.n.A., ITanis; hapmakoHarniagy. 3miHa 4yactoTu
MIKPOHI3 no 14 tabnetok MepBuHHE Ta Ta/abo TepMIHIB MOAaHHA perynsipHo
OoBaHWit y 6nicTepi; no 1 BTOPVHHE OHOB/IOBaHWX 3BITIB 3 6e3nekn
abo 2 6nictepu nakyBaHHs: NiKapCbKNx 3aco6iB. 3MiHM YacToTn
y KOpo6uji 3 Midhapm C.n.A., Ta TePMiHiB NOAAHHS PerynsipHo
KapTOHy ITania; KoHTponb OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku.
akocTi: CaHfo03 [itoya pepakuis: Yactota nogaHHA
C.P.J1., PymyHis perynsipHO OHOB/THOBAHOIO 3BITY 3
6e3nekn 3 poku. KiHueBa fata ans
BK/IIOYEHHS faHUX [0 PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn -
13.04.2020 p. flata nogaHHA —
12.07.2020 p.
MponoHoBaHa pepakuis: Yactota
nofaHHsA perynsapHoO OHOB/OBAHOrO
3BITYy 3 6e3neku 5 pokis. KiHuesa
fAara Ans BKIIOYEHHA fAaHuX Ao
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn - 30.04.2030 p. Jata
nofaHHs - 29.07.2030 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BIANOBIAHO A0 NEePIOANYHOCTI
NofaHHA PerynsapHO OHOB/IOBAHUX
3BITiB 3 6€3MeKn likapcbknx 3acobis
y EC.
114. | KO-AIOBAH® | Valsartan Bancapt | C09D Tabnetku, BKputi | HoBapTic LlBeiua Brpo6HMLTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/8688/01/05
and aH i A03 NNiBKOBOO dapmva Al pist NOBHUM LMK/IOM: PymyHis mMartepianis: 3miHu | TUNY - 3MiHK peuenmom
diuretics rigpoxno 060/10HKOI0, MO HoBapTic ®apma o0 6e3nekn/ed)ekTMBHOCTI Ta
poTiasung 320 mr/25 wmr; no C.n.A., ITanis; hapmakoHarnsgy. 3miHa 4actotu
MiKPOHi3 14 TabneTok y MepBuHHE Ta Ta/abo TepMiHIB NOAAHHA perynspHo
OoBaHui 6nicTepi; no 1 BTOPVHHE OHOB/IIOBAHUX 3BITiB 3 6e3neku
abo 2 6nictepu nakyBaHHs: nNiKapcbKNx 3aco6iB. 3MiHM YacToTn
y Kopob6u;i 3 Micpapm C.n.A., Ta TEPMiHIB NOAAHHS PErynsapHo
KapToHY ITanis; KoHTpons OHOBJIHOBAHOrO 3BiTY 3 6e3MeKu.

sKocTi: CaHao3
C.P.J1., PymyHia

[itoua pepakuis: YactoTa nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn 3 poku. KiHueBa garta ans
BK/TIOYEHHSA AaHUX [0 PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6€3neKn -
13.04.2020 p. faTta nofaHHs —
12.07.2020 p.
[MponoHoBaHa pepakuis: Yactota
noflaHHsA PerynsapHoO OHOB/IHOBAHOIO
3BiTy 3 6e3neku 5 pokis. KiHueBa
fAata Ans BKIIOYEHHA JaHuX Ao
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekn - 30.04.2030 p. fata
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
nogaxHsa - 29.07.2030 p.
PekomeHA0BaHO [0 3aTBEPAKEHHSA
BiANOBIAHO 4O NEepPiOANYHOCTI
nofaHHA perynsapHO OHOB/IOBaHUX
3BITiB 3 6e3neKu Nikapcbknx 3acobis
y EC.
115. | KO-OAIOBAH® | Valsartan Basicapt | C09D TabneTku, BKPUTI HosapTic Lseiiua Brpo6HMLTBO 3a ITania/ BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/8688/01/01
and aH i A03 N1iBKOBOIO Papma Al pis NMOBHVM LMK/IOM: PymyHis marepianis: 3miHu | Tmny - 3miHn peyenmom
diuretics rigpoxno 060/10HKOI0, N0 HoapTic ®apma LoAao 6e3nekn/edyeKTMBHOCTI Ta
poTiasung 80 mr/12,5 wr; C.n.A., ITanis; hapmakoHarnagy. 3miHa 4yactoTu
MiKPOHi3 no 14 tabnertok lNepBuHHE Ta Ta/abo TepMiHiB MOLAHHSA PErynsipHO
oBaHuii y 6nicTepi; no 1 BTOPUHHE OHOB/IIOBAHUX 3BITiB 3 6e3nekn
abo 2 6nictepun nakyBaHHs: niKapcbkux 3acobiB. 3MiHW YacToTn
y Kopob6ui 3 Midapm C.n.A., Ta TEPMiHiB NOAAHHS PerynspHoO
KapTOHY ITania; KoHTponb OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku.
akocTi: CaHao3 [Oitova pepakuin: Yactota nofgaHHA
C.P.J1., PymyHis perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3nekn 3 poku. KiHueBa farta ans
BK/TIOYEHHSA AaHUX 0 PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku -
13.04.2020 p. JaTta nogaHHs —
12.07.2020 p.
[MponoHoBaHa pepakuis: Yactota
nofaHHsA perynsapHoO OHOBJ/IOBAHOIO
3BiTy 3 6e3neku 5 pokis. KiHueBa
Aata Ans BKIYEHHS AaHnX 40
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku - 30.04.2030 p. data
nofaHHsa - 29.07.2030 p.
Pekomera0BaHO [0 3aTBEPLKEHHS
Bi4NOBIAHO A0 NepioAnYHOCTI
NOAAHHA PErysIsipHO OHOBJIIOBAHMX
3BITiB 3 6e3MeKn Nlikapcbknx 3aco6is
y EC.
116. | KOHBEPIYM irbesartan Ip6ecap C09C Tabnetkn no 300 | Mepgokemi Kinp BUPOOGHMLTBO 3a Kinp/ BHECEHHS 3MiH 4,0 peecTpavLiiHnx 3a He UA/12201/01/02
TaH AO4 Mmr; no 10 nTa NOBHVM LMK/TOM: B’eTHam mMartepianis: 3miHu | Tvny - peyenmom niosnsie
Tabnetok y Megpokewmi Nimiten, AAMIHICTpaTVBHI 3MiHU. 3MiHa ae

6nictepi; no 3
abo 10
6nictepis B
KapTOHHI
ynaxoBLii

Kinp;
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs:
Megokemi (da IcT)
Nnta., B'eTHam

HalilMeHyBaHHs Ta/abo agpecu Micus
NpPoBapPKEHHA Ais/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BkIYaum
AinbHUUI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/O AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BKIOYaYM
BUWMYCK Cepiii) yTOYHEHHSI Ha3BU Ta
afpecy BUPO6HWYOT AibHUL Y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

BignoBigHocTi fo cepTucpikaty GMP.

Bepcis MKA /13 0005. 3MiHu
BHECEHO B iHCTPYKLi0 A71A
Me[MYHOr0 3aCTOCYBaHHS

nikapcbKoro 3acoby y po3ginu
"Bupo6HMK", "MicLie3HaxomKeHHS
BMPOGHMKA Ta agpeca Micus
NpOoBaXEHHSA MOro AisNbHOCTI" 3
BiANOBIAHMMMN 3MiHAMWN B TEKCTI
MapKyBaHHS! yrakoBOK. [HCTpyKLis
ANA MeAUYHOTO 3aCTOCYBaHHS
(eCTD Bepcis 0002) Ta TEKCT
MapKyBaHHs1 YakoBKM MiKapCbKoro
3acoby (eCTD Bepcisi 0002). TepmiH
BBE/EHHS 3MiH MPOTArom 6 micauis
nicnsi 3aTBepAKEHHS.

117.

KOHBEPIYM

irbesartan

Ip6ecap
TaH

co9C
A04

Tabnetku no 150
mr; no 10
Tabnetok y
6nictepi; no 3
abo 10
6nictepis B
KapTOHHIW
ynakoBLi

Mepokemi
nTa

Kinp

BVMPOGHMLTBO 3a
MOBHUM LMK/IOM:
Megpokemi Nimiten,
Kinp;
BMPOGHMLTBO,
nepsuHHe
nakyBaHHs,
BTOPUHHE
naKyBaHHs:
Megokemi (da IcT)
NntA., B'eTHam

Kinp/
B’eTHam

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu micud
NPOBaPKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNIOpPTEp, BKIOYaYM
BUWMYCK Cepiii) yTOYHEHHSI Ha3BU Ta
afpecy BUPOGHNYOT AinbHNL Y
BiAgnNoBigHOCTI Ao cepTudiikaty GMP.
Bepcis MKA /13 0005. 3MiHu
BHECEHO B iHCTPYKLiO 4115
MeAMYHOro 3acToCyBaHHSA
nNiKapcbKoro 3acoby y po3ainm
"BupobHuK", "MicLe3HaxomkeHHS
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOro AisnbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK. [HCTPyKLUis
ANA MeAUYHOro 3aCTOCYBaHHS
(eCTD Bepcisa 0002) Ta TeKCT
MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby (eCTD Bepcis 0002). TepMmiH
BBE/EHHS 3MiH NpOTArom 6 micauis
nicnsa 3aTBepKEHHS.

3a
peyerimom

He
niosnsie
ae

UA/12201/01/01

118.

KOHTPAKTY
BEKC

piakuii

EKCTpakT

DO3A

ress; no 10, 20
a60 50 r y 1y6i;

Mepy
Papmach

Himeyun

Ha

Mpoaykuis in bulk,
nepBrHHE Ta

Himeyun
Ha/

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3

bes
peyenma

UA/6090/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
uneéyni no 11y6iy toTikanc BTOPVHHE NaTtBis aKocTi. CepTudikaT
(Ext.Cep KapTOHHIiiA M6X nakyBaHHs, signosigHocTi/l E-cepTudikar
ae), Kopobui KOHTPO/b SKOCTI BiANOBIAHOCTI EBpONechbkili
renapuH Ta BMNyCK cepil: thapmakonei/MoHorpadii. NMogaHHA
Hatpito, Mepu Papma HOBOro abo OHOB/IEHOrO
anaHTtoi v6X i Ko. KlraA, cepTtudikaTa BignosigHocTi abo
H HimeuuunHa; BW/IyYEHHS cepTudikaTa
BTOPUHHE BiANOBIAHOCTI E€BpONENCHKilt
nakyBaHHs: thapmakonei: gns A®l; ans
MpecTix BUXiAHOTO
MpomoyLuH matepiany/peareHTy/npoMiKHOro
Bepkaydbchoepae NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
pYHr & BUPOGHUUTBI A®I; Ana ONOMDKHOT
Bepb6ecepsic peyoBuHM (cepTudikat
m6X, HimeuunHa,; BiANOBIAHOCTI EBpONechbkili
BunpobyBaHHs thapmakonei) - OHOB/IEHWIA
KOHTPOJIIO SIKOCTI: cepTuddikaT Bif yxe 3aTBepKeHOro
Na6opatopi o BMPOGHMKA - MOAAHHS OHOB/IEHOTO
AHanisic o CEP 2002-012 - Rev 07 (nonepefHs
Bionomxukanni Bepcia R1-CEP 2002-012-Rev 06)
EkTiB KomnoyHzac Bifl BXXe 3aTBEPAKEHOr0 BUPOOHUKA
NaTtBiaH IHCTiTbIOT HELM. JaHe OHOB/IEHHA NOB'A3aHe
och OpraHik 3i 3MiHaMK Y BUPOOHMKaX NPOMDKHUX
CiHTesic, /laTBis; NPOAYKTIB (FO/TOBHUM YMHOM X
Nab6op /IC CE & BUJANEHHS), HE3HAYHUMW 3MiHAMW Y
Ko. KT, BMPOGHUYOMY NPOLLECI, @ TAaKOX Y
HimeuyumnHa; cneumdikauisix ynakoBkm
LEN®-i Tm6X,
HimeuumnHa;
I'BA dapma 'm6X,
HimeyunHa
119. | KOCTAPOKC | etoricoxib etopuko | MO1A | TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLTBO "in IHpis/ BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/17232/01/02
Kcmb HO05 N/1iBKOBOIO "CaHpo3 bulk", nepBuHHe Himeuun marepianis: 3miHu | TNy - 3MiHK peyenmom
060/10HKOI0, N0 YkpaiHa" Ta BTOPUHHE Ha/ oo 6e3nekn/edeKTMBHOCTI Ta
60 wr, no 4 nakyBaHHs: Kinp thapmakoHarnsgy. BeegeHHs abo
Tabnetkn y Kagina 3MiHW A0 y3araJibHEHUX AaHuX Mpo
6nictepi; no 1 dapmacbloTikan3 cuctemy hapmakoHarnsgy
6nictepy B Nimitea, IHgis; (BBEAEHHSA Y3araslbHEHUX AaHVX Npo
KapTOHHIiA BMNYCK Cepiii: cucTemy chapmakoHarnsgy, 3amiHa
Kopobui; no 7 Canotac Papma YNOBHOBaXEHOT 0cobu,
Tabnetok y v6X, HimeyunHa; BiANOBIA&/IbHOI 3a 34IICHEHHS
6nicTepi; no 4 TecTyBaHHS: idn thapmakoHarnsay; KOHTakTHOI 0cobu
6nictepu B MpiBatec IHCTUTYT 3 (hapmakoHarnsay 3asBHuKa s
KapTOHHIW dhrop 3[iiCHEHHs hapmakoHarisay B
kopo6ui; no 10 MpopykTkBaNiTET YkpaiHi, SKL0 BOHA BiAMIHHA Bif
Tabnetok y Mv6X, HimeuyunHa,; YNOBHOBaXEHOT 0cobu,
6nicTepi; no 10 TeCcTyBaHHS: BiANOBIA&/IbHOI 3a 34IICHEHHS
6nicTepiB y AHaniTiwec hapMakoHarnisgy (Bkayarym
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KapTOHHiiA LleHTpy™m Biodhapm KOHTaKTHi AaHi) Ta/abo 3MiHu y
KopooLi M6X BepniH, po3MilLieHHi MacTep-haiina cuctemm
HimeuyumnHa; hapmakoHarnsgy). 3miHa
BUPOGHMLTBO in YNOBHOBaXXEHOI 0COOM 3asBHUKA,
bulk, nepsuHHe i BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
BTOPUHHE [itoua pegakuis: BaweHko Biktopis
nakyBaHHs, CepriiBHa / Vashchenko Viktoriia,
KOHTpPO/b cepii, M.D. MNMponoHoBaHa pegakLis:
BWMNYCK Cepil: TaHacoBa 3opsiHa MukonaisHa /
[Lenopbic Tanasova Zoriana. 3MiHa
PapmacbloTikans KOHTaKTHUX AaHuX YNOBHOBaXEHO!
NTa, Kinp oco6u, BiANoBiAa/IbHOT 3a
3[ificCHEHHS1 hapMakoHariaay.
3mMiHa Homepa macTep-haiina
cucteMu hapmakoHarnsgy.
120. | KOCTAPOKC | etoricoxib eTopuko | MO1A | TabneTku, BKpUTI TOB YkpaiHa BUPOGHMLTBO "in IHais/ BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/17232/01/03
Kcmb HO5 N1iBKOBOIO "CaHpo3 bulk", nepsuHHe Himeuun marepianis: 3miHu | Tuny - 3miHn peyenmom
060/10HKOI0, N0 YkpaiHa" Ta BTOPUHHE Ha/ oo 6e3nekn/edeKTMBHOCTI Ta
90 mr, no 7 nakyBaHHs: Kinp hapmakoHarnagy. BeefeHHs abo
Tabnetok y Kagina 3MiHW A0 y3arasibHEHUX JaHuX npo
6nicTepi; no 1 dapmacbloTikans cucTtemy chapmakoHarnsgy
a6o 4 6nictepun NimiTen, HAis; (BBEAEHHSA y3ara/lbHEHNX AaHWUX Mpo

B KapTOHHIiA
kopo6ui; no 10
Tabnetok y
6nictepi; no 10
6nicTepiB y
KapTOHHilA
Kopobui

BMNYCK Cepiit:
Canotac Papma
M6X, HimeyunHa,;
TecTyBaHHS: ichn
MpiBaTec IHCTUTYT
throp
MpopykTkBaNiTeT
rm6X, HimewunHa;
TECTyBaHHS:
AHaniTiwec
LleHTpym Biodhapm
'M6X BepniH,
HimeuumnHa;
BMPOGHMLTBO in
bulk, nepBuHHe i
BTOPVHHE
nakyBaHHS,
KOHTPO/b Ccepil,
BWNYCK cepil:
[Lenopbic
dapmacbloTikan3
NTa, Kinp

cuctemy thapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHarnagy; KOHTakTHOI 0cobu
3 (papmakoHarnagy 3asBHuka gns
3[ifiCHEHHs1 hapMakoHarisay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iACHEHHS
hapmMakoHarniagy (Bkiovaun
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BiAnoBigaIbHOI 3a hapmakoHarnsg.
[itoua pepakuin: BaweHko Biktopis
CepriiBHa / Vashchenko Viktoriia,
M.D. NponoHoBaHa pefakLis:
TaHnacoBa 3opsiHa MukonaisHa /
Tanasova Zoriana. 3miHa
KOHTaKTHUX [aHuX YyNOBHOBaXKEHO!
ocobu, BigNoBiAa/IbHOT 3a
3[iicCHEHHS hapMakoHaraay.
3mMiHa Homepa macTep-haiina
cucTeMun dpapmakoHarnagy.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
121. | KOCTAPOKC | etoricoxib etopuko | MO1A | TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLTBO "in IHais/ BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/17232/01/04
Kcnb HO5 N1iBKOBOIO "CaHpo3 bulk", nepsuHHe Himeuun marepianis: 3miHu | Tmny - 3miHn peyenmom
060/10HKOI0, MO YkpaiHa" Ta BTOPVHHE Ha/ oo 6e3nekn/edeKTMBHOCTI Ta
120 mr: no 7 nakyBaHHs: Kinp hapmakoHarnsgy. BeegeHHs abo
Tabnetok y Kagina 3MiHV A0 y3arasibBHEHUX faHuX npo
6nicTepi; no 1 dapmacbloTikans cucTtemy chapmakoHarnsgy
abo 4 6nictepun NimiTeq, IHAis; (BBEAEHHSA y3ara/lbHEHNX AaHWUX Mpo
B KapTOHHilA BUNYCK Cepii: cuctemy hapmakoHarnsgy, 3miHa
Kopobui Cantotac ®apma YMOBHOBaXeHOT 0cobwm,
M6X, HimeuyunHa,; BiANOBIAA/IbHOI 3a 34iAiCHEHHS
TecTyBaHHS: ichn thapmakoHarnagy; KOHTakTHOI 0cobu
MpiBarec IHCTUTYT 3 (hapmakoHarnsgy 3asBHuka gns
hrop 3[iiCHEHHS1 hapMakoHarisay B
MpopykTkBaNiTeT YkpaiHi, K0 BOHa BiAMIHHA Bif,
vM6X, HimeyunHa; YMOBHOBaXeHOT 0cobwm,
TEeCTyBaHHS: BiANOBIAA/IbHOI 3a 34iAiCHEHHS
AHaniTiwec hapmakoHarniagy (Bkiovaoum
LleHTpym Biodhapm KOHTaKTHI faHi) Ta/abo 3MiHu y
'M6X BepniH, pO3MiLLeHHi MacTep-ghaiina cuctemm
HimeuumnHa,; hapmakoHarnsgy). 3miHa
BMPOGHMLTBO in YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
bulk, nepBuHHe i BiAnoBigabHOI 3a hapmakoHarnsg.
BTOPUHHE [itoua pepakuin: BaweHko Biktopis
nakyBaHHs, CepriiBHa / Vashchenko Viktoriia,
KOHTPO/b Ccepil, M.D. NponoHoBaHa pejakuis:
BUNYCK cepil: TaHacoBa 3opsiHa MukonaisHa /
[Nenopbic Tanasova Zoriana. 3miHa
dapmacbioTikan3 KOHTaKTHUX AaHuX YNOBHOBaXKeHOoi
NTa, Kinp ocobw, BiANOBIAA/IbHOI 3a
3[iicCHEHHS hapMakoHarsay.
3mMiHa HoMepa macTep-haiina
cucTeMun dhapmakoHarnagy.
122. | KOCTAPOKC | etoricoxib etopuko | MO1A | Tabnetku, BKpUTI TOB YkpaiHa BVMPOGHMLTBO "in IHgjia/ BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/17232/01/01
Kcnoé HO5 NNiBKOBOO "CaHpo3 bulk", nepsuHHe Himeuuu mMartepianis: 3miHu | TUNY - 3MiHK peuenmom
060/10HKOI0, MO YkpaiHa" Ta BTOPUHHE Ha/ o0 6e3nekn/ed)ekTMBHOCTI Ta
30 mr, no 7 nakyBaHHs: Kinp hapmakoHarnsgy. BeegeHHs abo
Tabnetok y Kagina 3MiHW [0 y3aras/ibHeHWX JaHuX Npo
6nictepi; no 4 dapmacboTikan3 cuctemy thapmakoHarnsgy
6nictepu B Nimiten, IHais; (BBEAEHHSA y3araslbHEHUX AaHKX Npo
KapTOHHIlA BMNYCK Cepiii: cuctemy papmakoHarnsgy, amiHa
Kopoobui Cantotac ®apma yMOBHOBaXeHOT 0cobwm,

rm6X, HimewunHa;
TecTyBaHHs: idn
Mpisatec IHCTUTYT
thiop
MpoaykTkBaniteT
'm6X, HimeuunHa;
TECTyBaHHS:

BigNoBiga/IbHOI 3a 34jACHEHHS!
dhapmakoHarnsgy; KoOHTakTHoi 0cobu
3 thapmakoHarnsgy 3asBHuka ans
3[jficCHeHHs hapmMakoHarisay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBAXXEHOT 0CO6M,
BigNoBigabHOI 3a 34iICHEHHS!
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
AHaniTiwec hapmakoHarnagy (Bkiovaroum
LieHtpym Biochapm KOHTaKTHI AaHi) Ta/abo 3MiHn y
"M6X BepniH, pO3MiLLEeHHI MacTep-ghaiina cuctemm
HimeuuunHa; thapmakoHarnagy). 3miHa
BMPOGHULTBO in YNOBHOBaXEHOT 0CO6YM 3asBHMKa,
bulk, nepeBuHHe i BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
BTOPVHHE [itova pepakuis: BaueHko BikTopis
nakyBaHHs, CepriiBHa / Vashchenko Viktoriia,
KOHTpPO/b cepii, M.D. MNMponoHoBaHa pepakuis:
BUNYCK cepi: TaHacoBa 3opsiHa MukonaisHa /
[enopbic Tanasova Zoriana. 3miHa
dapmacbioTikan3 KOHTaKTHUX JaHWNX YNOBHOBaXKEHOT
Nta, Kinp ocobu, BigNoBigabHOT 3a
3ailicHeHHA hapMakoHarnagy.
3miHa Homepa macTep-haiina
cucteMu chapmakoHarnsay.
123. | KO®PAH Paracetam | napauet | NO2B Tabnetku; no 10 BocHanek BocHist i BocHanek a.4. BocHis i BHECEHHS 3MiH 4,0 peecTpaLiiHnx 6e3 nionsie UA/3998/01/01
BOCHANEK® | ol, amorn, E51 Tabnetok y a.a. lepuero lepuero marepianis: 3miHu | TNy - 3MiHK peyenma ae
combinatio | nponiche 6nictepi; no 1 BMHA BMHa oo 6e3nekn/edeKTMBHOCTI Ta
ns excl. Ha30H, 6nictepy B hapmakoHarnsagy. 3miHa y KopoTkili
psycholept | kodpein KapTOHHIiA XapakTepucTuLi Nikapcbkoro 3acoby,
ics Kopobui

TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMNYHOro 3aCTOCyBaHHSA Ha
nifcTasi perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3Mekun NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
AocnifmxeHb, NpoBeAeHNX
Bi4NOBIAHO A0 NnaHy negiatpuydHmnx
pocnigpkens (PIP) (3MiHy y3rogpkeHo
3 KOMMETEHTHNM YMOBHOBaXEHNM
opraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHSA
nNiKapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHWKMK fiKapCbKumu
3aco6amu Ta iHWi BUAM B3aemMogiin”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyji" BigNOBigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn
Lito4oi pevoBuHU. 3MiHun | Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHun)
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3gaisn
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
"Mo6iuHi peakuii” (BUNY4YEHHS
KOHTaKTHUX AaHWX 3asBHUKa),
[OMOBHEHO TEKCT iHCTPYKLi /13
po3sginamu "3anBHuUK" Ta
"Micue3HaxoMKeHHs 3asaBHMKa" i3
3a3HaYEHHSIM KOHTaKTHUX AaHuX
3a8BHUKA, @ TaKOX Y TEKCT
MapKyBaHHS BTOPUHHOI (n. 5, 6, 9,
14,17) ynakoBKM NiKapCbKoro 3acoby
124. | KCENAN® xenon KCEHOH NO1A ras MeguyHuiA TOB YkpaiHa TOB "IHFA3" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx minbKu 0715 UA/18543/01/01
X15 CTUCHEHUIA, Y "IHFA3" mMaTtepianis: 3miHu | TNy - crieyianizos
6anoHino 2 n AAMIHICTpaTUBHI 3MiHW. 3MiHa aHux
HalilMeHyBaHHs Ta/abo agpecu MeOouYHUX
3asBHVIKa (BnacHuka 3aknadis
peecTpauiiHoro NOCBiAYEHHS).
3MiHa agpecu 3asBHMKa (BNacHUka
peecTpauiiiHoro noceig4yeHHs)
125. | KCEMNMIOH® paliperido nasinep NO5A cycneHsis gns TOB YkpaiHa AHcceH Benbrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHmx 3a UA/13547/01/01
ne NOOHY X13 iH'eKLil «J[KOHCOH dapmaueBTUKa Lseiiuya marepianis: 3miHu | TUny - 3miHK 3 peyenmom
nanbmiT MPOJIOHTOBaHOT i [PKOHCOH HB, benbris; pis AKOCTI. [O0TOBWIA Nikapcbknii 3aci6.
ar 4ii, 100 mr/mn; YkpaiHa Cinar Al KOHTpPO/1b rOTOBOrO NiKapcbkoro
no 0,5 mn, a6o 11» LLiBeiiuapis 3acoby. 3miHa y meTofax

0,75 mn, abo 1,0
mn, abo 1,5 mny
nonepeaHL0
HarnoBHEHOMY
wnpuyi; no 1
wnpuyy i 2
rosikamu ans
BHYTPILLUHbOM'A3
OBUX iH'EKLNA Y
KapTOHHI
Kopoobui

BMNPOOYBaHHSA rOTOBOrO NiKapCbKoro
3acoby (iHLWi 3mMiHM y MeToAax
BMNPOGYBaHb (BK/IOUAKOUM 3aMiHy
ab60 gonoBHEHHS)) [loNOBHEHHS
meTogiB BUNPo6YyBaHHSA rOTOBOrO
nNiKapcbkoro 3acoby
anbTepHaTUBHOK aHaliTMYHO
MEeTOAMKOI NasepHoi andpakuii
NS NokasHuka sKocTi «Po3noain
4acToK 3a po3mMipom» 3
BUKOpVCTaHHAM npunagy Malvern
Mastersizer 3000 («MS3000»)
(3aTBEPAKEHO BUKOPUCTAHHS
nasepHoro gudpakrometpy Malvern
Mastersizer 2000). 3miHun Il TRy -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKUiA
3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMMX MEX roTOBOro
nikapcbKoro 3acoby (3miHa
3HaxoAWTbCA No3a 3aTBepPAKEHNMM
[OMyCTUMUMU Mexammn
cneyudikauiin) Po3wmpeHHs
[0NyCTUMUX HOPM cneundikawii
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
roTOBOrO JliKapcbKoro 3acoby Ans
nokasHuka sKocTi «Po3noain yacTok
3a po3MipomM», 3okpema ans dvio 3
«0,3-0,6 MKM» A0 «0,3—0,7 MKM».
126. | KCE®POKAM® | lornoxicam | nopHokc | MO1A | Tabnetku, BKpUTI AciHo Lseiua BMPOGHMLTBO Typeyun BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/10245/01/01
nkam C05 N/1iBKOBOIO dapma Al pis Hepo3dacoBaHoi Ha/ marepianis: 3miHu | TUny - 3MiHK 3 peyenmom | nidnse
060/10HKOI0, MO NpoAyKLUiT, Leiiua | skocTi. A®Il. KoHTponb A®L. 3miHa y ae
4 wr; no 10 KOHTPO/b SIKOCTI, pist napameTpax cneundikauii Ta/abo
TabneTok y nepBuHHe Ta [OMYCTUMMX MEX, BUHAYEHNX Y
6nictepi; no 1 BTOPVHHE crneundikauiax Ha A®l, abo
6nictepy B nakyBaHHs: BWXIi4HWA/NPOMDKHWUIA
KapTOHHIiA 'eHBeOH |nay npoAyKT/peareHT, Lo
Kopobui CaHaiii Be TikapeT BMKOPUCTOBYIOTLCS Y NpoLeci

A.C., TypeyuuHa;
BWNYCK cepil:
AciHo ®apma Arl',
LLiseiuapis

BMPOGHUMLTBA AD| (BUNYYEHHS
He3HauHOro nokasHuKa SKOCTi
(Hanpviknag, BUy4YeHHs 3acTapinoro
NoKa3HUKa)) - BUTyYEeHHS MoKasHMKa
«BbakTepianbHi eHA0TOKCUHW» 3i
cneuunagikauii A®I JlopHokcukamy,
OCKi/TbKV el MOKa3HWK He €
peneBaHTHUM ANA TBepAol
nikapcbkoi hopMun s
NepopasibHOr0 3aCTOCYBaHHS. 3MiHN
| TNy - 3miHK 3 sKkocTi. ADI.
KoHTponb A®L. 3miHa y MeToAax
BMNpo6ysaHHs A®| abo BuxigHoro
Marepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPMCTOBYETHLCA Y NPOLIECI
BMpO6HULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAXKEHNX METoAaX
BMNPOOYBaHHA) — 3MiHM 0 MeToay
KOHTpOst0 AkocTi A®| nopHoKcMKam
«Assay of basic nitrogen, titration
with perchloric acid». MNMpegmeTom
[aHOT 3MiHM € goAaBaHHs
NPUroTyBaHHS XO/T0CTOr0 PO3YUHY
[0 BXe 3aTBepAKeHoro
aHaniTM4yHoOro MetoAy, pefakuiiHi
3MiHK y chopmyni po3paxyHky Ta ii
onuci. 3miHn | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo
BVXifHOrO Martepiany/npoMiXHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BMNPOBYBaHHA) HE3HAYHI 3MiHU 40
MeToAy KOHTPO/o aKocTi AdI
NopHokerkam «Test for identity,
assay and impurities, lornoxicam,
tenoxicam and CLTX 1, HPLC».
MpegmeTom faHOT 3MiHW € 3MiHa
KoedpilieHTy Bigryky Ans AOMILLKN
CLTX 130,63 Ha 0,54; nopaHHs
NPUroTYBaHHS PO3YMHIB AOMILLOK
TeHokcukamy Ta CLTX 1; nogaHHsA
iHchopmawii Wwoao cTabinbHOCTI
PO34YMHY MOPIBHAHHS, PO34NHIB
[OOMILLOK Ta BUNPO60BYBaHOrO
PO34MHY; YTOUHEHO iHthopmaLito
LLOZ0 TEMMEPATYPU KOMOHKM Ta
aBTocamniepa; pefakuiiiHi 3mMiHu y
hopmyni po3paxyHky Ta ii onuci.
Takox po3ain 6y AONOBHEHNI
Xpomatorpamamu. 3miHu | Tuny -
3MiHn 3 akocTi. A®Il. KoHTponb AdI.
3MiHa y MeTogax BUNpoGyBaHHS
A®I abo BuxigHoro
MaTepiany/npomiKHOro
npoAayKTy/pearexTy, Lo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOOHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBEPMKEHNX METoAaX
BMNPOBYBaHHA) HE3HAYHI 3MiHU 40
MeToAy KOHTPO/Io sKocTi AdI
NopHokerkam «Test for impurities, 2-
aminopyridine, HN 10002 and
additional related substances,
HPLC». MNpegmeToM faHoi 3MiHW €
[ofaBaHHs iHopmauii woao
CTabiNIbHOCTiI PO34MHY NOPIBHAHHSA
Ta BUNPO60BYBAHOIO PO3YMHY;
[oAaHo iHdhopMaLito Woao KinbKocTi
nocnifoBHUX iH'ekuili B/C/D1. Takox
po3gain 6yno JONOBHEHO
Xpomatorpamamu. 3miHu | Tuny -
3MiHn 3 akocTi. A®I. KoHTponb AdI.
3MiHa y MeTogax BUNpoGyBaHHS
A®I a6o BuxigHoro
MaTepiany/npomiKHOro
npoAyKTy/pearexTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOOHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBEPAKEHNX METOAAX
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BMNPOBYBaHHA) HE3HAYHI 3MiHU 40
MeToAy KOHTPO/o aKocTi AdI
NopHokcrkam «Test for content of
ethanol and toluene in Lornoxicam,
GC». NMpeameTom AaHoi 3MiHu €
AofaBaHHsA iHdhopmalii Wwoao
CTabifIbHOCTi PO3YMHY MOPIBHAHHSA
Ta BUNPO60BYBAHOr0 PO34MHY Npun
Temneparypi HaBKOLLHLOTO
cepegosuwa (15 °C — 25 °C). Takox
po3gain 6yB [ONOBHEHWIA
Xpomarorpamamu. BeefjeHHs 3miH
NPOTAroMm 6-Tu MicALiB nicns
3aTBEePKEHHSA. 3MiHM | TNy - 3MiHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa A®l a6o
BVXifHOro Matepiany/npoMiXHOro
NpoAyKTy/pearexTy, Lo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOOHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBEPMKEHNX MEeToAaX
BMNPOBYBaHHSA) HE3HAYHI 3MiHW 40
MeToAy KOHTpO/o aKocTi AdI
TNopHokcvkam (Particle size
distribution of Lornoxicam).
MpegmeTom faHOT 3MiHW € 3MiHa
HaBaXKKN NPU NPUroTyBaHHI 3paska 3
1,0 r Ha 0,5 r; 3amiHa npunagy 3
Malvern Mastersizer 3000 Ha
Mastersizer 2000; 3miHa napameTpis
meToay: - size range — 3 0.01 - 3500
um Ha 0.02 - 2000 um; - material
Refractive Index — 3 0 Ha 1.5; - pre-
measurement ultrasonic time — 3 120
cek. Ha 30 cek.; - measurements — 3
2 Ha 3; - foAaBaHHA napameTpis
meTtogy — Aliquot, Material density,
Tank fill and Clean mode; -
BUAa/IEHHSA 3 NapaMeTpiB MeToay —
universal analytical mode and
Fraunhofer scattering model; -
pefakLiiiHi 3MiHW - BUAAIEHHS
3acTapinimx abo HenoTPIGHNX JaHuX.
Takox po3ain 6yB AONOBHEHUI
XpoMaTorpamotro Ta NpUMITKOH0.
3MmiHu | TUnYy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHMUTBI. 3aMiHa abo BBeeHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
[0aTKOBOI AiNIbHAL BUPOGHMLITBA

[ANA YaCcTUHU abo BCbOro
BMPOGHNYOro NpoLecy roToBoro
niKapcbkoro 3acoby (AinbHuUUA Ans
BTOPWHHOIO NakyBaHHS) - 3aMiHa
BMPOGHMYOT AiNbHUL,
BiANOBiAa/IbHOT 38 BTOPUHHE
nakyBaHHs 3 Takega MM6X, micue
BMPOGHMLTBa OpaHieHobypr,
HimewumHa Ha M'eHBeoH lnay CaHaliii
Be TikapeT A.C., TypeuuuHa.
BBefieHHs1 3MiH NpoTArom 6-tm
MicALiB nicnsa 3aTBepAKeHHs. 3MiHU
| TMny - 3miHK 3 AkocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [iNbHULI BUPOBGHULTBA
AN YacTUHK abo BCbOro
BMPOGHNYOro NpoLiecy rotToBoro
nikapcbKoro 3acoby (finbHUUA Ans
NepBUHHOIO NakyBaHHs) - 3aMiHa
BUPOBHMYOT AiNbHULL,
BIANOBIA&/IbHOI 38 NEepBUHHE
nakyBaHHs 3 Takega M'M6X, micue
BUpO6HMLUTBa OpaHieHbypr,
HimeyunHa Ha MeHBeoH lnay CaHaliii
Be TikapeT A.C., TypeuuuHa.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPLKEHHSA. 3MiHN
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3amiHa abo BBEAEHHSA
[0[aTKOBOI [iNbHUL BUPOGHMLTBA
[ANSA YacTuHK abo BCbOro
BMPOGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AinbHUUS, Ha
AKili npoBOAATLCA OyAb-AKi
BMPOGHUYI CTagji, 32 BUHATKOM
BWMYCKY Cepiii, KOHTPOJIO AKOCTI,
NepBMHHOTO Ta BTOPUHHOIO
nakyBaHHs1, 4151 HECTePUSIbHUX
nikapcbkunx 3acobis) - 3amiHa
BUPOBHMYOT AiNbHULL,
BiANOBIA&A/IbHOI 38 BUPOGHMLITBO
Hepo3dacoBaHoi MPOAYKL;i 3
Takepa M'M6X, micue BUpo6HULTBA
OpaHieHbypr, HiveuunHa Ha
'eHBeoH lnay CaHaiii Be TikapeT
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

A.C., TypeyunHa. BeegeHHs 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEepKEHHS. 3MiHM | TNy - 3MiHK
3 AKOCTi. [0TOBWIA NiKapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUNYCKY cepil Ta KOHTPOJIO AKOCTI
roTOBOro NikapCbKOro 3acoby
(3amiHa abo godaBaHHS AinbHULY,
Ha SIKi 3AjicHI0ETbCS
KOHTPONb/BUNPO6YBaHHSA cepii) -
3amiHa BUPOBHMNYOT AiNbHUL,
BiANOBIAA/IbHOT 38 KOHTPO/b AKOCTI
nikapcbkoro 3acoby 3 Takega M'v6X,
Micue B1po6HMLTBa OpaHieHoypr,
HimeuumHa Ha M'eHBeoH lnay CaHaliii
Be TikapeT A.C., TypeuuuHa.
BBefieHHs1 3MiH NpoTArom 6-tn
MicALiB nicnsa 3aTBepAkKeHHs. 3MiHU
| TMny - 3miHK 3 AKkocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, LLIO CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOro Nikapcbkoro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA,
LLIO BiAMOBiAA€ 3a BBE3EHHS Ta/abo
BMNyCK cepii) - He Br/Itovaoun
KOHTPONb/BMNPOGYBaHHSA cepii -
3amiHa BUPOBOHMNYOT AiNbHUL,
BiANOBIAa/IbHOT 32 BUNYCK cepil 3
Takepa M'M6X, micue BUpobHULTBA
OpaHieHbypr, HimeuunHa Ha AciHO
dapma Arl, Wseliyapis.
3MiHM BHECEHO B IHCTPYKLilO ANs
MeAMYHOro 3aCTOCYBaHHSA y PO3finu
"BupobHuK" Ta "Micue3Haxo4KeHHs
BMPOGHMKa Ta iioro agpeca Micus
NPOBaKEHHS AiSNIbHOCTI" y 3B'A3KY
3 3aMiHOI0 BUPOBHNYOI AiNTbHUL,
BiANOBIAA/ILHOI 3@ BUMYCK cepii, Ta
SIK HAC/iJOK - BIANOBIAHI 3MiHW y
TEKCTi MapKyBaHHS ynakoBK/
nikapcbKoro 3acoby. BeefeHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPKEHHSA. 3MiHN | TUNY - 3MiHW
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHMUTBI. 3MiHN Y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

npoueci BUpOOHULITBA FOTOBOro
nikapcbKoro 3acoby, BKIYaum
MPOMiXXHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro NikapCbKOro 3acoby
(He3HauHa 3MmiHa y npoueci
BMPOOHULTBA) - HE3HAUHI 3MiHU B
npoueci BUPOOHULITBA NiKAPCbKOro
3acoby, 30kpema, B OnuCi
BMPOGHMYOro npoLecy AoAaHa
MOX/UBICTb NoAiNny cepii Ha nigcepit
BiAMNOBIAHO [0 06'EMy Ta MOTY)XXHOCTI
0b6nafHaHHA 3 HACTYMHUM
3MiLllyBaHHSAM rpaHy/ Ha etani 6;
pefakuiiiHi 3mMiHu: - onuc
BMPOBHMYOro npoLecy NpuBeseHo y
BIANOBIAHICTL A0 610K-CXEMMN
TEXHOJ0rMYHOro npovecy, cama
610K-CxeMu 3asmwmnacs 6e3 3miu; -
po3wndposBaHo pumcbki Lmdipm (1,
II, ll...) BignoBigHoO fo po3giny
«3.2.P.3.2. Cknaf Ha cepito», Ha3Ba
Ta KifIbKICTb KOMMOHEHTIB
3UIMWNANCS HE3MIHHUMU; - A0AAHO
4yac BUTPUMKU. 3MiHW | TNy - 3MiHK
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro
3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX METoAaX
BMNPOOYBaHHSA) - HE3HAYHI 3MiHW A0
meToay BunpobyBaHHA 13 3a
NOKa3HUKOM «PO34Y/HEHHS»: foAaHO
iHchopmauito Woao NpUroTyBaHHA
PO34YMHHIKA; OHOBJIEHO iHGhopMaL,ito
00 NPUrOTYBaHHA PO3UMHY
NOPIBHAHHSA Ta BUNPOOYBaHOro
PO34MHY; OHOBJ/IEHO iHChOPMAaLito
OO0 NPUrOTYBaHHSA OCHOBHOIO
CTaHAAPTHOro PO3yYunHy; AofaHO
iHchopmawuito Wwoao crabinbHOCTI
BUMPOBYBaHOro PO34nHy; A0AAHO
iH(hopMaLito Wwoao
CNeKTPodhOTOMETPUYHOT NpoLeaypy;
BHECEHI pefakLiliHi 3MiHK [0
hopmMysin po3paxyHky; po3gin 6ys
[OMOBHEHWI XpoMaTtorpamamm.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3MiHu | TUNY - 3MiHK 3 AKOCTI.

[OTOBWIA NiKapCbKWii 3aci6.
KOHTpOsb roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX METoAaX
BUNPOOYBaHHS) - HE3HAYHI 3MiHU Y
BXE 3aTBEpAKEHOMY aHaNiTUYHOMY
mMeToAi BunpobysaHHs /13 3a
nokasHukamm «lgeHTudpikauis,
KinbkicHe BM3HauYeHHs Ta
OfHOPIAHICTb A030BaHNX OAUHULEY»
(HPLC): oHoBNEHO NiAroTOBKY
peareHTiB; foAaHo iHhopMmaLito
LLOA0 CTabiNIbHOCTI PO34KHY
NOPIBHAHHSA Ta BUNPOOYyBaHOro
PO34MHy; OHOBJ/IEHO NPUrOTYBaHHS
PO3YMHY MOPIBHAHHS;
Bnnpo6oByBaHuii po34uH A5
«KinbKiCHOro BU3HaYEHHS»: 3aMiCTb
RC-hinbTpy BUKOPUCTOBYIOTb
LeHTpuddyry; pepakuiiiti 3mMiHu y
chopmyni po3paxyHky; A0A4AHO
iHhopMaLito LWoA0 nepeBipku
npuaaTHoCTi xpoMarorpadidHoi
cuctemn. Takox po3gin 6ys
[OMOBHEHWI XpoMaTorpamamm.
3MiHu | TUnNY - 3MiHK 3 AKOCTI.
[OTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOBYBaHHS rOTOBOTIO NiKapPCbKOro
3acoby (He3HauyHa 3MiHa y
3aTBEPMKEHNX MeTogax
BMMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
BXe 3aTBepAKEHOMY aHaniTUYHOMY
meTogi BunpobysaHHA 13 3a
NOKa3HUKOM «BU3HAYEHHS YNCTOTW»
(HPLC): gogaHo npurotyBaHHs
BVXifHOrO CTaHAAPTHOIO PO3YNHY;
[0AaBaHHA NPUMITKN
(BMKOPUCTOBYIOTb
CBDKONPUroTOBNEHNM) ANA
CTaHfapTHOro Ta BUNPo60oBYBaHOTO
PO34MHIB; A4OAAHO MPUrOTYBaHHSA
BUXIHOTO PO34MHY AOMILLIOK;

NpUroTyBaHHs pyxomoi casm A -
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

peakLiiHi 3MiHN, KOHLLeHTpaLis
3a/IMWAETLCA HE3MIHHOIO;
NPUroTyBaHHs CTaHAAPTHOTO
PO3UMHY - pefaKLiiiHi 3MiHK,
KOHLEHTpaLis 3a/MWaeTbCsa
HE3MiHHOHO; NPUrOTYBaHHSA PO3UNHY
NS BU3HAYEHHS YyTMBOCTI -
penakuiiiHi 3MiHW, KOHLEHTpaLlis
PO3UMHY 3a/IMLLAETHCA HE3MIHHOIO;
NPUroTyBaHHS PO34uHY ANS
BV3HAYEHHS CENEKTUBHOCTI -
pefakuiiiHi 3MiHU, KOHLLeHTpaL,is
PO3UMHY 3a/IMLLAETHCA HE3MIHHOIO;
BiIHOCHWIA Yyac yTpuMyBaHHsA (RRT)
Ta koediuieHT nepepaxyHky (fi)
[OOMILLIOK 6yN10 3MIHEHO, Y 3B'A3KY 3
nepeHocoM MeTogy Ha HOBY
BVMPOGHMYY NIOLWAAKY; pefaKuiiHi
3MiHU Yy hopmyni po3paxyHKy. Takox
po3gain 6yB [ONOBHEHWIA
Xxpomarorpamamu. 3miHn | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKUiA
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3MiHa y
mMeToAax BUNpPoGyBaHHSA rOTOBOrO
nikapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpKEHUX MeTogax
BUNPOBYBAHHS) - HE3HAYHI 3MiHN Y
BXE 3aTBEPKEHOMY METOAj
BU3HAYEHHS «3a/IMLLKOBMX
po34nHHKKIB» 13 (razoBa
Xpomarorpadisl), a came:
[ofaBaHHA napameTpis «[1oBiTps»
Ta «BoaeHb»; foaaBaHHA
napameTpiB Headspace sampler;
[04aHo iHdhopmaLiio Wwoao
CTabifIbHOCTi PO3YMHY MOPIBHAHHSA
Ta BUNPO6OBYBAHOIO PO3UNHY;
peaakuiiHi 3mMiHn y chopmy i
po3paxyHky. 3MiHu | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHM BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOT (N. 4, 6) Ta BTOPUHHOI (M.
8, 16, 17) ynakoBKu NikapcbKoro
3acoby. BBegeHHs 3MiH npoTsrom 6-
TV MicsiliB nicns 3aTBepKeHHS

3a

He

UA/10245/01/02

KCE®OKAM®

lornoxicam

JIOPHOKC

MO1A

TabNeTkn, BKPUTI

ACiHO

LLiBelina

BMPOGHULITBO

Typeyun

BHECEHHS 3MiH 40 peecTpauiiiHnX

127.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
nKkam C05 nNiBKOBOO dapma Al pis Hepo3acoBaHol Ha/ martepianis: 3miHu | TUNY - 3MiHK 3 peuenmom nionsie
060/10HKOI0, NO npoaykKuii, LBelina | sKocTi. A®l. KoHTponb A®I. 3miHa y ae
8 wr; no 10 KOHTPO/b SKOCTI, pist napameTpax cneuudikauii Ta/abo
TabneTok y nepBuHHe Ta [OMYCTUMMX MEX, BUHAYEHNX Y
6nicTepi; no 1 BTOPUHHE cneuudikauisx Ha A®l, abo
6nictepy B nakyBaHHs: BVXIi4HWA/NPOMDKHWIA
KapTOHHiiA 'eHBeOH lnay npoAayKT/peareHT, Wwo
Kopobui CaHalii Be TikapeT BMKOPUCTOBYIOTLCS Y NpoLeCi

A.C., TypeuyunHa;
BUNYCK cepi:
AciHo ®apma Arl',
LLiBefiuapis

BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro nokasHuKa SIKOCTi
(ranpuknag BUMyYeHHs 3acTapinoro
MOKa3HWKa)) - BUTyYEHHS NMOKa3HUKa
«BbakTepiasibHi eHAO0TOKCUHU» 3i
cneuudikauii A®| JlopHoKkcukamy,
OCKI/IbKW Lieil NOKasHuK He €
peneBaHTHUM ANA TBEpAOT
nikapcbkoi hopmun ans
nepopasibHOro 3acToCyBaHHs. 3MiHN
| Tuny - 3miHn 3 AkocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPO6HULTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPMKEHNX MeTogax
BMNPOOYyBaHHA) — 3MiHW 40 MeToay
KOHTPOsIH0 iKoCTi AP NOpHOKCUKam
«Assay of basic nitrogen, titration
with perchloric acid». NMpegmeTom
[aHoi 3MiHW € foJaBaHHsA
NPUroTyBaHHA X0/I0CTOr0 PO3YUHY
[10 BXe 3aTBepKeHoro
aHaniTUYHOro MeToay, pefaKuiiHi
3MiHW y chopmyni po3paxyHky Ta ii
onuci. 3miHu | TMny - 3MiHW 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y
mMeTofdax BunpobysaHHs A®| abo
BVXiHOTrO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpO6HULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METoAaX
BMNPOGYBaHHSA) HE3HAYHI 3MiHW [0
MeToAy KOHTpO/Io skocTi AdI
INopHokcrkam «Test for identity,
assay and impurities, lornoxicam,
tenoxicam and CLTX 1, HPLC».
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

MpegmeTom gaHoT 3MiHU € 3MiHa
KoeqiLiEHTY BigryKy Ans OMILLKV
CLTX 130,63 Ha 0,54; nopaHHs
NPUroTYBaHHS PO3YMHIB AOMILLOK
TeHokcukamy Ta CLTX 1; gofaHHs
iHchopmawii Wwoao cTabinbHOCTI
PO34MHY NOPIBHAHHSA, PO34YUHIB
[OOMILLOK Ta BUNPO60BYBAHOTO
PO34MHY; YTOYHEHO iHchopmaLito
00 TEMMEPATYPU KOMOHKM Ta
aBTOCaMMnepa; pefakuiiti 3MiHu y
cdhopmyni po3paxyHky Ta il onuci.
Takox po3ain 6yB AONOBHEHU
XpomaTorpamamu. 3miiu | Tuny -
3MiHn 3 akocTi. A®l. KoHTposnb AdL.
3MmiHa y meTogax BunpobyBaHHs
A®l abo BuxigHoro
Marepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPO6HULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX METoAaX
BMNPOGYBaHHSA) HE3HAYHI 3MiHW [0
MeToAy KOHTpO/Io skocTi AdI
INopHokcrkam «Test for impurities, 2-
aminopyridine, HN 10002 and
additional related substances,
HPLC». MNMpeamMeToM AaHoil 3MiHU €
AofaBaHHsA iHhopmalii Wwoao
CTabiNIbHOCTi PO34MHY MOPIBHAHHSA
Ta BUNPO60BYBAHOIO PO3YMHY;
[0A4aHOo iHdhopMaLLito LWoA0 KiNbKOCTi
nocnigoBHKX iH'ekuin B/C/D1. Takox
po3ain 6yno foNoBHEHO
XpomaTorpamamu. 3miiu | Tuny -
3MiHn 3 akocTi. A®I. KoHTposnb AdL.
3MmiHa y meTogax BunpobyBaHHs
A®l abo BuxigHoro
Marepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpO6HULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METoAaX
BMNPOGYBaHHSA) HE3HAYHI 3MiHW [0
MeToAy KOHTpO/Io skocTi AdI
INopHokcrkam «Test for content of
ethanol and toluene in Lornoxicam,
GC». MpeameToM AaHoi 3MiHN €
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

[ofaBaHHs iHopmauii woao
CTabiNbHOCTI PO3YMHY NOPIBHAHHSA
Ta BUNPO60OBYBAHOIO PO3YMHY Mpu

Temneparypi HaBKOMLLHLOTO

cepegosua (15 °C — 25 °C). Takox
po3ain 6yB fONOBHEHWI
XpomaTtorpamamu. BeefeHHs 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEepPKEHHS. 3MiHM | TNy - 3MiHK
3 AkocTi. APl KoHTposnb A®L. 3miHa
y MeTofax BunpobysaHHsa A®| abo
BVXiHOrO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpO6HULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METoAaX
BMNPOGYBaHHSA) HE3HAYHI 3MiHW [0
MeToAy KOHTpO/Io sKocTi AdI
NopHokcukam (Particle size
distribution of Lornoxicam).
MpegmeTom faHOT 3MiHM € 3MiHa
HaBaXXKN NpU NPUroTyBaHHI 3paska 3
1,0 r Ha 0,5 r; 3amiHa npunagy 3
Malvern Mastersizer 3000 Ha
Mastersizer 2000; 3miHa napameTpis
meTogdy: - size range — 3 0.01 - 3500
um Ha 0.02 - 2000 um; - material
Refractive Index — 3 0 Ha 1.5; - pre-
measurement ultrasonic time — 3 120
cek. Ha 30 cek.; - measurements — 3
2 Ha 3; - AogaBaHHA napameTpis
meToay — Aliquot, Material density,
Tank fill and Clean mode; -
BUAJIEHHS 3 NapaMeTpiB METoay —
universal analytical mode and

Fraunhofer scattering model; -

pefakLiiiHi 3MiHW - BUAaIEHHS

3acTapinix abo HeNoTPIOHNX JaHUX.

Takox po3ain 6yB AONOBHEHUI

XpoMaTorpamoto Ta npUMITKOH.
3MiHu | TNy - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOI [iNbHULL BUPOGHMLTBA
NS YacTuHK abo BCbOro
BMPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (ginbHUUA Ans
BTOPWHHOIO NakyBaHHSA) - 3amiHa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BUPOGHMYOT AiNbHULL,
BIANOBIAa/IbHOI 3@ BTOPUHHE
nakyBaHHs 3 Takega M'M6X, micue
BUpO6HMLUTBa OpaHieHbypr,
HimeyunHa Ha MeHBeoH lnay CaHaliii
Be TikapeT A.C., TypeuuuHa.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPLKEHHSA. 3MiHN
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkunii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOI [iNbHUL BUPOGHMLTBA
[ANSA YacTuHK abo BCbOro
BMPOGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (finbHUUA Ans
NepBMHHOIO NakyBaHHS) - 3aMiHa
BMPOGHMYOT AiNbHUL,
BiANOBIAA/IbHOI 3@ NEPBUHHE
nakyBaHHs 3 Takega M'M6X, micue
BMPOGHULTBA OpaHieHbypr,
HimewunHa Ha M'eHBeoH lnay CaHaiii
Be TikapeT A.C., TypeyunHa.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCSLB Nicn1s 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNIbHNL BUPOGHMLITBA
[ANA YaCcTUHU abo BCbOro
BMPOGHNYOro NpoLecy roToBoro
nikapcbKoro 3acoby (aiNbHuLA, Ha
AKi NpoBOAATLCA ByAb-sKi
BMPOGHUYI CTagji, 3a BUHATKOM
BUWMYCKY Cepiid, KOHTPOJIHO AKOCTI,
NepBUHHOTO Ta BTOPUHHOIO
nakyBaHHS, 419 HECTePUSIbHUX
niKkapcbknx 3acobis) - 3amiHa
BMPOGHMYOT AiNbHUL,
BiANOBIAA/IbHOI 33 BUPOGHMLITBO
Hepo3dhacoBaHO! NPoAyKLi 3
Takepa M'M6X, micue BUpoOHULTBA
OpaHieHbypr, HiveuunHa Ha
leHBeoH lnay CaHaiii Be TikapeT
A.C., TypeuunHa. BBeeHHS 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPKEHHSA. 3MiHN | TUNY - 3MiHW
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Y BUPO6HMUTBI. 3MiHa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

iMnopTepa/3MiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbkoro 3acoby
(3amiHa abo fgofaBaHHA AinbHULL,
Ha SKill 3MjliCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHS cepii) -
3aMiHa BUPOBHUYOI AiNTbHULY,
BiANOBIAA/IbHOI 3@ KOHTPO/b AKOCTI
nikapcbkoro 3acoby 3 Takega Mv6X,
Micue BupobHuUTBa OpaHieHbypr,
HimeyunHa Ha MeHBeoH lnay CaHaliii
Be TikapeT A.C., TypeuuuHa.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPLKEHHSA. 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkunii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUNYCKY cepil Ta KOHTPOJIO AKOCTI
roTOBOro NikapCbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA,
LLl0 BigNoOBifa€e 3a BBE3EeHHA Ta/abo
BUMYCK cepii) - He Bkntovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii -
3aMiHa BUPOBHUYOI AiNTbHULY,
BiANOBIA&/IbHOI 3a BUMYCK cepii 3
Takepa 'M6X, micue BUpobHULTBa
OpaHieHbypr, HimeuunHa Ha AciHO
dapma AT, LLiseiiLapis.
3MiHM BHECEHO B IHCTPYKLUil0 ANs
MeAMYHOro 3aCTOCYBaHHS y po3ginu
"BmpobHuK" Ta "MicLe3HaxomKeHHs
BMPO6HMKa Ta /ioro agpeca micus
NPOBaPKEHHSA AiSNIbHOCTI" y 3B'A3KY
3 3aMiHOI0 BUPOGHMYOT AiNbHUL,
BiANOBIAA/IbHOI 3@ BMMYCK cepii, Ta
SIK HACNiJOoK - BiANOBIAHI 3MiHW Y
TEKCTi MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTAroMm 6-Tu MicALiB nicns
3aTBEePKEHHSA. 3MiHKM | TNy - 3MiHK
3 aKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHULTBI. 3MiHN Y
npoeci BUPO6HULITBA FOTOBOIO
nikapcbKoro 3acoby, BkIYaum
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI
roTOBOrO /iKapcbKoro 3acoby
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

(He3HayHa 3MiHa y npoLeci
BMPOOHULITBA) - HE3HAYHI 3MiHV B
npoLeci BUPObHULITBA NTiKapCbKOro
3acoby, 30kpema, B onuci
BMPOBHMYOro npouecy gogaHa
MOX/IUBICTb MOAiNy cepii Ha nigcepii
BiANOBIAHO [0 06'EMY Ta MOTY)XHOCTI
061aHaHHA 3 HACTYMHUM
3MiLllyBaHHSM rpaHys Ha eTani 6;
pefakuiiiHi 3mMiHu: - onuc
BMPOBHMYOro NpoLecy NpMBeLeHo Yy
BigNOBIAHICTb A0 G/IOK-CXEMU
TEXHOOrYHOro npoLecy, cama
610K-cxemu 3anuwmnnacs 6e3 3miH; -
po3wndpoBaHo pumcbki umdopm (1,
II, 1...) BigNoBigHO A0 po3ainy
«3.2.P.3.2. Cknag Ha cepito», Ha3Ba
Ta Ki/IbKiCTb KOMIMOHEHTIB
3UIMLWNANCS HE3MIHHUMU; - A0AAHO
yac BUTPUMKW. 3MiHK | Tuny - 3MiHK
3 aKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOBYBaHHS rOTOBOTIO NiKapPCbKOro
3acoby (He3HauyHa 3miHa y
3aTBEPAXKEHNX METOAAX
BMNPOOYBaHHS) - HE3HAYHI 3MiHW A0
mMeToay BunpobyBaHHsA /13 3a
NOKa3HNKOM «P0O34YMHEHHA»: [04aHO
iHchopmaLito WoA0 NpUroTyBaHHA
PO3YMHHMKA; OHOBIEHO iHGhOpPMALLi0
00 NPUrOTYBAHHSA PO3UNHY
NOPIBHAHHSA Ta BUNpPo6yBaHOro
pO34MHY; OHOBJ/IEHO iHhopMaLLito
010 NPUrOTYBAHHSA OCHOBHOIO
CTaHAapPTHOro PO34unHY; f0AaHO
iHchopmaLito Wwoao cTabinbHOCTI
BMNPOBYBaHOro PO34nHY; AOAAHO
iHhopmauito woao
CNeKTPodhoTOMETPUYHOT NpoLeaypy;
BHECEHI pefaKLiiHi 3MiHn 1o
chopMynIn po3paxyHKy; po3gin 6ys
[OMOBHEHMI XpoMaTorpamamm.
3MiHu | TUnNY - 3MiHK 3 AKOCTI.
[OTOBWMIA Nikapcbkuii 3aci6.
KOHTpOb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUNPO6GYBaHHS rOTOBOTIO NiKapCbKOro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

3acoby (He3HauyHa 3MiHa y
3aTBEPAXKEHNX METOAAX
BMMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
BXe 3aTBepAKEHOMY aHaniTUYHOMY
meTogi BunpobysaHHA 13 3a
nokasHukamu «lgeHTudikais,
KinbkicHe BU3HaYeHHs Ta
OfHOPIAHICTb [030BAHNX OAVNHULE»
(HPLC): oHOBNEHO NiAroToBKY
peareHTiB; AofaHo iHdopMmaLlito
LL0AO CTabiNbHOCTI PO3UNHY
NOPIBHSAHHSA Ta BUNPO6yBaHOro
PO34MHY; OHOBJ/IEHO NPUrOTYBaHHS
PO34YMHY NOPIBHAHHS;
Brnpo6oByBaHuii po3unH Ans
«KinbKiCHOro BU3HAYEHHS»: 3aMiCTb
RC-chinbTpy BUKOPUCTOBYOTH
LeHTpUdYry; peaakuiiHi 3MiHu y
dhopMy i po3paxyHky; AoAaHo
iHhopmaLito LWoA0 nepeBipku
npuaaTHOCTI xpoMaTtorpadidHoi
cuctemn. Takox posgin 6ys
[OMOBHEHMI XpoMaTorpamamm.
3MmiHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3MmiHa y
3aTBEPMKEHNX MEeToAaX
BUNPOBYBAHHS) - HE3HAYHI 3MiHN Y
BXe 3aTBEpAKEHOMY aHaNiTUYHOMY
meTogi BunpobyBaHHs 13 3a
NOKa3HUKOM «Br3HAYEHHS YNCTOTW»
(HPLC): gopaHo npurotysaHHs
BUXiZHOIO CTaHAAPTHOrO PO3UUHY;
[0AaBaHHA NPUMITKM
(BMKOPUCTOBYIOTb
CBDKOMPWUroTOBMEHNM) ANA
CTaHfapTHOro Ta BUNPo60oBYBaHOrO
PO34MHIB; AOAAHO MPUTOTYBaHHS
BUXIQHOTO PO34MHY AOMILLIOK;
NpUroTyBaHHA pyxomoi casu A -
penakuiiiHi 3MiHW, KOHLEHTpaLlis
3a/IMWAETLCA HE3MIHHOIO;
NPUroTyBaHHs CTaHAAPTHOTO
PO3UMHY - pefaKLiiiHi 3MiHu,
KOHLEHTpaLis 3a/IMWaEeTbes
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

HE3MiHHOIO; NPUrOTYBaHHSA PO3UNHY
NS BU3HAYEHHS YyT/IMBOCTI -
pefakuiiHi 3MiHM, KOHLLeHTpaLis
PO3UMHY 3a/IMLLAETHCA HE3MIHHOIO;
NPUroTyYBaHHS PO34UHY AN1S
BW3HAYEHHS CeNeKTUBHOCTI -
peakuiiiHi 3MiHU, KOHLLeHTpaLis
PO3UMHY 3a/IMLLAETHCS HE3MIHHOIO;
BiAHOCHWIA yac yTpumyBaHHs (RRT)
Ta KoedpiuieHT nepepaxyHky (fi)
OOMILLIOK 6y/10 3MIHEHO, Y 3B'A3KY 3
NepeHocoM MeToAy Ha HOBY
BMPOGHMYY N/IOLWAKY; pefaKLiiHi
3MiHW y chopmyni po3paxyHKy. Takox
po3gain 6yB [OMNOBHEHWI
Xpomatorpamamu. 3miHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBepKEeHUX MeTogax
BUNPOOYBaHHS) - HE3HAYHI 3MiHU Y
BXe 3aTBepKeHOMY mMeTogi
BU3HAUYEHHS «3a/IMLLKOBUX
pO34nHHKMKIB» /13 (razoBa
Xpomatorpadis), a cave:
fofaBaHHA napameTpis «[MoBITps»
Ta «BogeHb»; goaaBaHHs
napameTpiB Headspace sampler;
[ofjaHo iHdhopMaLio Wwoao
CTabiNIbHOCTI PO34MHY NOPIBHAHHSA
Ta BUNPO60BYBAHOIO PO3YMHY;
pepakLiiHi 3mMiHn y chopmyni
po3paxyHky. 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHW BHECEHO Y TEKCT MapKyBaHHS
nepBUHHOT (M. 4, 6) Ta BTOPUHHOI (M.
8, 16, 17) ynakoBKM NikapcbKoro
3acoby. BBefeHHA 3MiH NpoTSArom 6-
TV MicSILiB NicNsi 3aTBePAKEHHSI

3a

He

UA/14503/01/01

128.

KCTAHAI

enzalutami
de

eH3anyT
amig,

LO2BB
04

Kancynu no 40
Mr; No 28 karcyn
y 6nicTepi; no 1

AcTtennac
dapma
tOpon B.B.

Higepna
HaV

BUpo6HULTBO bulk:

KaTtaneHt ®apma
ContwowHc, IN1C,

CLIA/
Higepna
HAM

BHECEHHS 3MiH [J0 peecTpaLiitHmx

marepianis: 3miHu Il Tuny - 3miHn

oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili

6nictepy B CLA; nepBuHHe
KapTOHHOMY nakyBaHHs: XapaKTepuCcTULi NikapcbKoro 3acooby,
dyTnspi; no 4 AHAepcoHBpekoH TEKCTi MapKyBaHHS Ta iHCTPYKLii ans

peyenmom

nionsie
ae
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KapTOHHUX IHK., CLLUA; Me[MYHOro 3aCTOCYyBaHHSA y 3B'A3KY
dyTnsapu y BTOPUHHE i3 HOBUMW JaHWMK 3 SIKOCTI,
KapTOHHIM navu,i nakyBaHHs, BUMYyCK

cepii: dencapm
Mennen b.B.,
HigepnaHgn

OOKNIHIYHUMMN, KNIHIYHUMK JaHUMK
Ta gaHumu 3 hapmakoHarnsgy
3MiHN BHECEHO A0 IHCTPYKLiT Ans

MeMYHOro 3acTOCyBaHHS
niKapcbkoro 3acoby A0 po3ainis
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fosmn",
"Mo6ivHi peakuii”. BBeeHHSA 3MiH
npoTArom 6 micsAuis nicns
3aTBEpMKEHHS. 3MiHu Il Tvny -
3MiHV Wwoao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIiil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUi Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3Ky
i3 HOBMMUW l@HNUMK 3 AKOCTI,
OOKMIHIYHUMU, KNIHIYHUMW faHUMK
Ta fjaHumu 3 dpapmakoHarnsagy -
3MiHV BHeceHo A0 IHCTpykuii ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"Mo6ivHi peakui™, a TakoXX BHECEHO
YTOUYHEHHS A0 po3ainy "Ynakoska"
(3aTBEpAXEHO: KOPOOL,
3anponoHoBaHo: naul,). BBeaeHHs
3MiH NpoOTAroM 6 Micauis nicns
3aTBEpMKEHHS. 3MiHu Il Tvny -
3MiHV Wwoao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX
(mofaBaHHA HOBOTO TepaneBTUYHOIO
nokasaHHs abo 3miHa 'y
3aTBEPAKEHOMY NOKa3aHHi) 3MiHn
BHeCeHO0 A0 IHCTpyKuii ans
MeLMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"Moka3aHHs" Ta, AK HacNigokK, Ao
po3sgainis "®apmMakonoriyHi
BnactmsocTi", "OcobnnsocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta fo3n", "ToobiuHi
peakuii”. BBeeHHS 3MiH NpoTsArom 6
MicAILiB nicns 3aTBepoKeHHs. B

MeXax 3MiHW HaflaHO OHOB/EHWIA
MYP, Bepcis 18.0 Pestome MNYP
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Bepcia 18.0 gogaeTbes.
129. | KCTAHAI enzalutami | eHsanyt | LO2BB | kancynu no 40 Actennac | Higepna | Bupo6HuyTBO bulk: CLUA/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/14503/01/01
de amig, 04 Mr; No 28 karncyn dapma HAW KaraneHt ®apma | Higepna marepianis: 3miHu | TNy - 3MiHK peyenmom | nidnse
y 6nicTepi; no 1 tOpon B.B. ContolHc, J11C, HAY oo 6e3nekn/edeKTMBHOCTI Ta ae
6nictepy B CLUA; nepBrHHE hapmakoHarnagy (iHwi 3MiHn) 3MiHu
KapTOHHOMY nakyBaHHS: BHECEHO A0 iHCTPYKLT NS
doyTnapi; no 4 AHfepcoHBpekoH MeAMYHOro 3aCTOCyBaHHA
KapTOHHUX IHK., CLUA,; nikapcbKoro 3acoby o posginy
dyTnsapu y BTOPUHHE "B3aemogis 3 iHWMMU NliKkapCbKUMun
KapTOHHI navwi nakyBaHHs, BUMYCK 3acob6amu Ta iHWi BUAn B3aemogiii"
cepii: dendapm BiANOBIAHO 4O OHOBNEHOT
Mennen B.B., iHchbopMmawii 3 6e3nekn 3acToCyBaHHS
HigepnaHnamn niKkapcbKoro 3acoby. BeegeHHs 3MiH
npoTsArom 6 micAuis nicns
3aTBEPAKEHHSA
130. | KCTAHAI enzalutami | eHsanyt | LO2BB | kancynu no 40 Actennac | Higepna | Bupo6HuyTBO bulk: CLUA/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/14503/01/01
de amig, 04 MTr; o 28 Kancyn dapma HAW KataneHt ®apma Higepna marepianis: 3miHu | TNy - 3miHn peyenmom nionsi2
y 6nicTepi; no 1 tOpon B.B. ContouwHc, J11C, HAY Loao 6e3nekn/edyeKTMBHOCTI Ta ae
6nictepy B CLA; nepBuHHe hapmakoHarnsigy. 3miHa y KopoTkili
KapTOHHOMY nakyBaHHs: XapakTepucTuLi nikapcbkoro 3acoby,
dyTnsapi; no 4 AHfepcoHBpekoH TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
KapTOHHUX IHK., CLLUA; Me[MYHOro 3aCToCcyBaHHA Ha
dyTnsapu y BTOPVHHE nigcrasi peryaspHoO OHOB/IOBAHOTO
KapTOHHIA navui nakyBaHHS1, BUMYyCK 3BiTy 3 6e3nekn nikapcbKoro 3acoby,
cepii: dendapm abo pocnimkeHb 3 6e3neku
Mennen B.B., 3acTOoCyBaHHS MikapCcbKoro 3acoby B
HigepnaHvgn nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
A0CnigpKeHb, NpoBeAeHNX
BiANOBIAHO A0 MnaHy negiatpuydHnx
pocnipxeHs (PIP) (3miHy y3rogpkeHo
3 KOMMETEHTHUM YMOBHOBaXXEHNM
opraHom) 3MiHM BHECEHO [0
IHCTPYKLUIT ANA MeanYHOro
3aCTOCYBaHHS NikapCbKOro 3acoby
[0 posginis "OcobnuBocTi
3acTocyBaHHs", "Mo6iuHi peakuii”
BiANOBIAHO [0 OHOBMEHOT
iHchbopMmaLii 3 6e3nekn 3acToCyBaHHS
niKkapcbKoro 3acoby. TepMiH
BBE/EHHS 3MiH MpOTArom 6 micauis
nicns 3aTBepayKeHHs
131. | NA3SUBYAWH | zidovudine | namiByg | JOSAR | Tabnetku, BKpUTI MpAT YkpaiHa | [pAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnX 3a He UA/15690/01/01
and WH Ta 01 060/10HKOI0, MO "TexHonor martepianis: 3miHu | TUny - 3MiHn peuyenmom niosnsie
lamivudine | 3upoBya 60 TabneTtok y " Loao 6e3nekn/edyeKTUBHOCTI Ta ae
WH KOHTeliHepi; no 1 thapmakoHarnsgy. 3MiHu y KopoTkili

KOHTelHepy B

XapaKTepuCTULLi NiKapCbKoro 3acooby,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

naJi 3 KapToHy

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionodibHNxX
nNikapcbKux 3aco6iB Nicnsi BHECEHHS
TiET camoi 3MiHN Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX
AaHuXx). 3MiH1 BHECEHO A0 IHCTPYKL,ii
ANA MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"apmMakoTepanesTuyHa rpyna. Kog,
ATX" (woao Ha3By 6e3 3MiHN Koay
ATX), "dapmakonorivHi
BnacTuBocTi", "MokasaHHs",
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHWi BUAW B3aemogiii", "Oco6nmBoCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog BaritTHoCTi abo rogyBaHHs
rpyaar”, "34aTHicTb BNamMBaTty Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTPAHCNOPTOM @60 iHLIMMK
mexaHismamu", "Cnoci6
3actocyBaHHsa Ta gosu", "Aitn",
"MepeposysaHHsa", "To6IYHI peaku;ii™
3rigHo 3 iHhopMmaLieto Wwoao
MeAMYHOro 3acTOCyBaHHS
pedyepeHTHOro ikapcbKoro 3acoby
(Combivir 150 mg/300 mg film-
coated tablets). 3miHu | TUNY - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby y po3gin
"Mo6iyHi peakwyji" WOA0 BAXINBOCTI
3BiTyBaHHA NpPo No6iYHi peakuil.

132.

NEBILUTAM

levetiracet
am

nesetup
aueTam

NO3A
X14

PO34MH
opanbHuii, 100
mr/m; no 300
My h/1aKoHi;
no 1 donakony y
KOMMNEKTi 3
MipHUM
LUMPULIOM Y
KapTOHHIlA
ynakoBLi

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLTBO,
yrnakoBka, aHani3
Ta BUMYyCK cepiii:

MegiHdap
MaHythaKTypiHr,
C.A., Moptyranis;
Ananis cepiit:
Bnydapma -
IHoycTpia
dapmacbHoTika,
C.A., Moptyranis

MopTyra
nis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TRy - 3MiHK 3
AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUNYCKY cepil Ta KOHTPOJIO AKOCTI
roTOBOro NikapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA,
Lo BiAgnoBiAae 3a BBe3eHHA Ta/abo
BMNYCK cepii) - Bknoyaroun
KOHTPO/1L/BUNPOGYBaHHS cepil.

3a
peyerimom

He
niosnsie
ae

UA/11396/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

3amiHa BUpo6HUKa, SKuii Bifnosigae
3a Bunyck cepii 3 baycapma -
IHpycTpia ®apmacbioTika, C.A., C.
MaprTiHbto gy Biwny, Koim6pa, 3045-
016, MopTyranis Ha MegiHdap
MaHydhakTypiHr, C.A.
IHAyCTpianbHW napk ApMaHao
MapTiHc TaBapec, Pya OyTeipo ga
Apmaga Ne5, KoHgeliwa-a-Hosa,
3150-194, MopTyranisa. JofaBaHHs
MegiHdap ManydakTypiHr, C.A. B
AKOCTI BUPOGHYKa BifNOBIAa/IbHOIO
3a KOHTPO/1b Cepiid NlikapCbKoro
3acoby. bnydapma - IHaycTpia
dapmacbtoTika, C.A. NpoAOBXUTb
BMKOHYBaTU hYHKL,ii KOHTPOSIO cepili
NikapcbKoro 3acoby. 3MiH1 BHECEHO
B IHCTPYKLO 4515 MeAnYHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ainv "BUpo6HUK",
"Micue3HaxomkeHHs! BUpO6HMKa Ta
afpeca Micua NPoBagKeHHs oro
AiSNbHOCTI" 3 BiANOBIAHNMMN 3MiHAMM
B TEKCTi MapKyBaHHS YNakoBOK.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS

133.

NEBO®JIOKC
AUVH

levofloxaci
n

nesodn
OKCauMH
y e
remiriap
ar

JO1M
Al12

TabneTku, BKpUTI
060/10HKOI0, N0
250 wr; no 10
Tabnetok y
6nictepi; no 1
6nictepy B nauui
3 KapTOHY

MpAT
"TexHonor

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neKkn NikapcbKoro 3acoby,
abo gocnimpkeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
JocnifxeHb, NpoBeAeHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnx
pocnimkeHs (PIP) (3MiHy y3rompkeHo
3 KOMNETEHTHUM YMOBHOBaXEHUM
opraHom). 3MiHM BHECEHO A0
IHCTpYKLji 4ns MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby B
po3gin "MobiuHi peaxuii" BigNoOBIAHO
[0 OHOBJIEHOI iHGDopMaLLii 3 6e3nekn

3a
peyenmom

He
nionsie
ae

UA/11208/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

LYol pevyoBuHU. 3MiHun | Tuny -
3MiHM Wwoao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy. 3miHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHnX/ribpugHnx/6ionodibHNxX
NiKapCbKnx 3aco6iB Nicas BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
Ha/laHHS XXOAHUX HOBUX [OAATKOBUX
LaHnx). 3MiHW BHECEHO [0 IHCTPYKLUIT
A5 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactTnsocTi”,
"MokasaHHA" (YTOUYHEHHSA
iHchbopmawii/peparyBaHHs),
"MpoTunokasaHHA", "B3aemogis 3
HLUMMKN NiKapcbKMK 3acobamu Ta
iHWi BnAn B3aemogiin”, "Ocob6amBocCTi
3aCcToCyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaao”, "3aartHicTb BIIMBATU HA
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU
mexaHizmamu", "Crocié
3acTocyBaHHA Ta gosun”, "Aitn"
(yTOYHEHHSA
iHchbopMmawii/peparyBaHHs),
"MepeposysaHHsa", "To6IYHI peakujii™
3rigHo 3 iHhopMaLieto Wwoao
MeMYHOro 3acTOCyBaHHS
pedrepeHTHOro /ikapcbKoro 3acoby
(TAVANIC). 3miHu | Tuny - 3miHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby B po3zin
"Mo6iyHi peakyii" (LWoOAO BKNNBOCTI
3BiTYyBaHHS Npo MobiyHi peakuii), a
TakoX pefaryBaHHsA TEKCTY po3ginis
"apMakonoriyHi BnactusocTi”,
"MokasaHHs", "B3aemogisi 3 iHLWnMK
nikapcbkumu 3acobamu Ta iHWi BUAK
B3aemogijit”, "OcobnmBocCTi

3aCTOCyBaHHsA", "3acTocyBaHHs y




138

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
nepiog BaritTHoCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun”, "ditn".
134. | NEBO®NIOKC | levofloxaci | nesocpn | JOIM TabneTku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a He UA/11208/01/02
ALVH n oKcauuH | Al2 060/10HKOI0, N0 "TexHonor martepianis: 3miHu | TUNYy - 3MiHn peyenmom nionsie
y 500 wr; mo 10 " Loao 6e3nekn/edeKTMBHOCTI Ta ae
remirigp Tabnetok y hapmakoHarnsgy. 3miHa y KopoTkili
aT 6nictepi; no 1 XapaKTepuCTULi NikapcbKoro 3acooby,

6nicTepy B maui
3 KapTOHY

TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi peryaspHoO OHOB/TOBAHOTO
3BiTYy 3 6e3neku nikapcbKoro 3acooy,
abo pocnimkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
OOCNigpKeHb, NPOBEAEHNX
BiAMOBIAHO A0 NaHy negiatpuyHux
pocnipxeHs (PIP) (3MiHy y3rogpkeHo
3 KOMNETEHTHUM YMOBHOBaXEHUM
opraHom). 3MiHM BHECEHO [0
IHCTPYKUT ANna MeguyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby B
po3gin "MobiuHi peaxuii" BigNoBigHO
[0 OHOBJIEHOI iHGhopMaLiT 3 6e3nekn
Lir040i pevyoBuHU. 3MiHun | Tuny -
3MiHu Wwoao 6e3nekn/edekTMBHOCTI
Ta (hapmakoHarnsgy. 3MiHu y
KOPOTKIiil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT An1A
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHuX/ribpnaHnx/6ionodibHNxX
nNiKapcbKnx 3acobiB Nic/1s1 BHECEHHSA
Tiei camol 3MiHV Ha pedhepeHTHW
npenapar (3miHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX [OAATKOBUX
AaHnx). 3MiH1 BHECEHO A0 IHCTPYKL,i
ANA MeAUYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm
"dapMakonoriyHi BnactueocTi”,
"Moka3aHHS" (yTOUHEHHS
iHhopmavii/pegaryBaHHs),
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMKM NikapcbkMKU 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog BariTHOCTi abo rogyBaHHs
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

rpyaar”, "3aaTHicTs BNAMBATK Ha
LUBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHLWUMK
mexaHizmamu", "Cnoci6
3acTocyBaHHsa Ta gosu", "[itn"
(YyTOYHEHHS
iHhopmauii/pegaryBaHHs),
"Mepeno3yBaHHsa", "Mo6GIYHI peakuii™
3rigHO 3 iHhopMaLieto Wwoao
MeAMYHOro 3acToCyBaHHA
pedyepeHTHOrO JliKapCbKOro 3acoby
(TAVANIC). 3miHu | Tuny - 3miHn
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby B po3zin
"Mo6iyHi peakyii” (LWOAO BaOKINBOCTI
3BiTyBaHHA Npo NobiuHi peakwii), a
TakoX pefaryBaHHs TEKCTY po34inis
"®apmakonoriyHi BracTmBocTi”,
"MokasaHHs", "B3aemogis 3 iHW1Mun
nikapcbknMmn 3acobamu Ta iHWi BUam
B3aemogiit", "OcobnBoCTi
3aCcToCyBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaat”, "Cnocib 3actocyBaHHS Ta
nosun”, "ditn".

135.

NIHE3ONIA
€BPO

linezolid

niHesoni
a

JO1XX
08

PO34MH ANa
iHcpy3iNA, 2
mr/mn; no 300
MJ1 PO3UMHY,
yrnakoBaHoro B
6e3narekcHui
6arartoLuapoBuii
nonionediHoBui
iHpy3iliHNI
nakert,
OCHaLLleHWiA
NOBOPOTHUM
po3'eMoM nopT-
cucTemu; naket

€8Bpo
Naiidokep
nrta

Benuvka
BputaHi
a

IHchomeq Pnyiac
C.P.N.

PymyHis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TNy - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTu1Li Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
MeAMNYHOro 3aCTOCyBaHHSA Ha
nifcTasi perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3Mekun NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpadiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
AocnifmKeHb, NpoBeAeHNX

B 3axXM1CHIli Bi4MNOBIAHO A0 NnaHy negiatpuydHmnx
ynakoBLi 3 pocnipxeHb (PIP) (3miHy y3rogpxeHo
donbru; no 10 3 KOMMETEHTHNM YMOBHOBaXEHNM
nakeTiB y opraHom) 3MiHU BHECEHO [0
KapTOHHIW IHCTPYKLii 4ns MeguyHoro
Kopobui 3aCTOCyBaHHs NiKapcbKoro 3acoby

3a
peyerimom

He
niosnsie
ae

UA/19670/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
00 po3sainy "Mo6iuHi peakuyii”
BiANOBIAHO O OHOBNEHOT
iHchbopMmawii 3 6e3nekn 3acTOCyBaHHS
LYol peqyoBuHN. TepMiH BBEAEHHSA
3MiH - NpPOTAromM 6 MicAuiB nicns
3aTBEPAKEHHS
136. | NICOBAKT - nisouum | RO2A NbOASHNKN BocHanek | BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [J0 peecTpaLiitHmx 6e3 UA/17498/01/01
AYO® y A20 npecosaHi; no a.4. I'epuero lepuero marepianis: 3miHu Il Tuny - 3miHun 3 peyenma
rigpoxno 10 NbOASHUKIB Y BMHA BMHA akocTi. A®l. BUpo6bHMLUTBO. 3MiHM B
pua, 6nictepi; no 2 npoueci Bupo6HuLTBa A®I (iHLWi
uetwni 6nictepu B 3MiHKM). 3MiHM B NPOLECI
pVIAVIHIIO KapTOHHIiA BMPOGHMLTBA Ajil040T PeYOBUHU
xnopug, Kopobui nisoummy rigpoxnopuay
BMpo6HULTBa Bouwhuis Enthoven
B.V., Higepnangn. 3amiHa ASMF
385-01-04 Version 1 (14 October
2016) Ha ASMF 08-DEC-2023.
137. | NICOBAKT - nisounm RO2A cnpei BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpaLiiiHmx 6e3 nionse | UA/18997/01/01
AYO® CMPEN y A OPOMYKO3HWIA, 0.no. lepuero lepuero martepianis: 3miHu | TUny - 3MiHK 3 peyernma ae
3 rigpoxno po3uuH; no 30 BUHA BUHA sKocTi. CepTudikaT
APOMATOM pua, My pnakoHi 3 BignosigHocTI/lE-cepTudpikar
M'ATU uetwnni TEMHOro ckia 3 BiANOBIAHOCTI EBpONechbkili
NEPLEBOI pUAMHILO HaCOCOM- chapmakonei/MoHorpadii. 3miHu,
xnopug, posnuitoBayem noB's3aHi 3 HeOOXigHICTIO

Ta annikatopom;
no 1 donakony y
KapTOHHIiA
Kopobui

npvBeLeHHs y BiANOBIAHICTb A0
MoHorpadii oY abo €sponeiicbkoi
hapmakonei, abo iHLOoi
HauioHasbHOT dhapmakonel aepxasmn
€C (3miHa y cneuudikauisix,
noe'si3aHa 3i 3miHamu B 1Y, a6o
€Bponeiicbkiin hapmakonei, abo
iHLIA HaujioHanbHil dhapmakonei
nepxasun €C). 3miHn Crieundikawii
Ta aHaniTUYHOI Npoueaypu ans
[0MOMDKHOT PEYOBWHM TAILEepyH
(85%), y 3B'A3KY 3 NPUBEAEHHAM [0
BMMOI OHOB/EHOT MOHorpadii Ph.
Eur. B Cneumdikav,ii Binbynucs
3MiHM B po3gini "Onuc" Ta 6yno
BWU/TyYEHO NOKa3HWK "Baxkki MeTanmn".
B meTogax KOHTPO/ SKOCTi 6yno
YTOYHEHO TecT “Llykpun". 3miHn Il
My - 3MiHN WoA0
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY
i3 HOBUMW JaHWMK 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMK JaHUMK
Ta AaHumuy 3 hapmakoHarnsagy.
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactusocTi”
(PapmakokiHeTvKa), "Oco6NnBOCTI
3aCcToCyBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rofyBaHHs
rpy4ao”, "3aartHicTb BIIMBATU HA
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU
mexaHismamu”, "Cnocio
3acTocyBaHHA Ta 403n",
"Mepepno3yBaHHs", "Mo6GiYHI peakuii”.
138. | NMITAK cladribine knagpu6 | LO1BB | po3uuH ans Nlinomeg LLiBelina BTOPUHHE LLBelina BHECEHHS 3MiH [0 peecTpaviiniHmx 3a He UA/17856/01/01
iH 04 iH'ekuin, 2 Al pist nakyBaHHs1, pis/ mMartepianis: 3miHu | TNy - peuenmom nionsie
Mmr/M; no 5 mny KOHTPO/b AKOCTI ®paHuis AAMiIHICTpaTUBHI 3MiHW. BunyueHHs ae
chnakoHi; no 5 (3a BUHAATKOM / BMPOGHWYOI AinbHNL (BK/THOYAKUN
hNakoHiB y iaeHTudikaui Yexis/ OinbHUUi ans A®I, npoMixHoro
KapTOHHIW PO3YMHHMKA, Himeuun | npoaykTy abo rotoBoro Nikapcbkoro
Kopobui MeXaHi4HMX Ha 3acoby, AinbHULI AN NpoBeAeHHS
BK/THOYEHD, nakyBaHHs!, BAPOGHMKa,

CTEepPW/IbLHOCTI Ta
6aKeHA0TOKCUHIB:
Ninomepg AT,
LLiseiuapis;
KOHTPO/b SIKOCTI
(ipeHTudpikauis
PO3UYMHHNIKA):
Conbsiac AT,
LLiseiiuapis;
KOHTPO/b AKOCTI
(mMexaHiuHi
BK/TIOUEHHS,
CTEPW/BbHICTb Ta
6aKeHA0TOKCUHU:
Conbsiac
PpaHuin, PpaHuis;

BUPOGHMLTBO "in
bulk" Ta nepsuHHe
nakyBaHHS1, a
TaKOX KOHTPO/b
aKocTi (hisnko-
XiMiYHi

BIAANOBIAA/ILHOrO 3a BMNYCK Cepii,
MicLie NpoBeAEHHS KOHTPO/IO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SIKLLLO
3a3HaYeHO y OCbE) BUNYUYEHHS
BMPOGHMKa 13 BigNoBifasibHOro 3a
BMPOGHMUTBO "“in bulk", nepBuHHe
nakyBaHHS Ta MPOMIKHWIA KOHTPO/b
BUNYLLEHNX cepiii: MaynT ®apma
BonbgparwayseH M6 X
McpadpdpeHpigep WTpacce 5, 82515
BonbcpatiiayseH,
HimeuwunHa/Haupt Pharma
Wolfratshausen GmbH Pfaffenrieder
Strasse 5, 82515 Wolfratshausen,
Germany. 3MiHu | Tuny - 3miHn 3
AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHu y BUPO6HMLTBI. 3amiHa abo
BBE/JEHHS OAATKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHM abo
BCbOr0 BMPOGHMYOrO MpoLecy
roTOBOro /ikapcbKoro 3acoby
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BMNPOOYBaHHS)): (minbHMUSA, Ha AKili NpoBOASATLCA
OHkomep, 6yAb-ski BUPO6HUYI cTagji, 3a
MaHydhakTypiHr BVIHSAITKOM BWMNYCKY Cepil, KOHTPOsTIO
a.c., Yexis;

BMPOGHMLTBO "in
bulk" Ta nepBuHHe
nakyBaHHs1, a
TaKOX KOHTPO/ib
AKocTi (hisuko-
XiMiYHi

BMNPOOYBaHHSA)):
TumoopraH
dapmauue MvbX,
HimeuunHa

AKOCTi Ta BTOPMHHOTO NakyBaHHS
0151 CTePUNbHNX NiKapCbknx 3acobiB
(BK/THOYAKOYM BUPOGIEHI acenTUYHUM
METOZ0M), KpiM Nikapcbkux 3acobiB

6i010rivYHOro/iMyHONOrYHOrO
NOXOXEHHS) BBELEHHS
[0[aTKoBOro Bupo6Huka M3,
BiANOBIA4A/IbHOrO 3a BUPOGHMLTBO
"in bulk", Ta NepBMHHE MakyBaHHS, a

TakKoX KOHTPO/b AKOCTI (¢hi3nKo-

XiMiuHi BUNpo6yBaHHs)): OHkome[,
MaHydhakTypiHr a.c. Kapacek
2229/16, bpHo Piukosiue, 621 00,
Yexia/Oncomed Manufacturing a.s.
Karasek 2229/1b, Brno Rechkovice

621 00, Czechia. 3miHu | Tuny -

3MiHV 3 IKOCTi. FOTOBWIA Nikapcbkunii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbkoro 3acoby
(3amiHa abo gofaBaHHA AinbHULL,
Ha SiKill 3AjiCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHS cepil)
yacTkoBa nepegava pyHkLii
KOHTPOJI0 SIKOCTi FOTOBOrO
nNikapcbKoro 3acoby Bif, 04HOro
BMPOGHMKA iHLLIOMY, a came:
iaeHTudiKaLis po3unHHMKa. 3MiHu |
TMny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkunii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUNYCKY cepil Ta KOHTPOJIO AKOCTI
roTOBOro NikapCbKOro 3acoby
(3amiHa abo goAaBaHHS AinbHULY,
Ha SIKii 3AjiicHI0ETbCS
KOHTPO/b/BUNPOBYBaHHSA cepil)
yacTkoBa nepegava pyHkLii
KOHTPO/I0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby Bifg 0gHOro
BMPOGHMKA iHLIOMY, a came

MeXaHiYHi BKIIIOYEHHS. 3MiHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii

3aci6. 3MiHM Y BUPOGHULTBI. 3MiHM Y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

npoueci BUpOOHULITBA FOTOBOro
nikapcbKoro 3acoby, BKIYaum
MPOMiXXHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro NikapCbKOro 3acoby
(He3HauHa 3MmiHa y npoueci
BMPOOHULTBA) HE3HAYHI 3MiHU B
npoveci BupobHuuTea MN3:
3MmiHu | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb
abo [onyCTUMUX MEX,
BCTaHOB/EHMX Y cnevundikauisx, nig
yac BUPOBHMLTBA FOTOBOrO
nNiKapcbKoro 3acoby (3BY>EHHS
[OMyCTUMMUX MeX) 3MiHa KpuTepiis
NPUAHATHOCTI 38 NOKa3HWMKOM
"KinlbkicHe BM3HaueHHa" ans
KOHTPO/I0 B NpOLeCi BUPOGHMLITBA 3
METOI0 NPUBELEHHS Y BiANOBIAHICTL
[0 crneumdikauii rotoBoro
NiKapcbKoro 3acoby.

[itoua pepakuin: KinbkicHe
BU3HAYEHHS Y NpoLieci BUPo6HULTBA
95% - 105%
MponoHoBaHa pepakuis: KinbkicHe
BU3HAYEHHS Y NpoLieci BUpo6HULTBa
95,0% - 105,0%.
3MiHu | TUnNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOGHULTBI. 3MiHN BUNPO6YBaHb
abo 4onNyCTUMUX MEeX,
BCTaHOB/IEHNX Y crneuudikauisx, nig,
yac BMPOGHMLTBA FOTOBOrO
nikapcbKoro 3acoby (fofaBaHHA
HOBOroO MeToAy BUNPo6yBaHHA Ta
[0NyCTUMUX MEX) KOHTPO/bHY TOUKY
"napameTpun cTepunisaii” 3MiHeHo,
06 BigO6GPa3NTK aslbTEePHATUBHI
napameTpu ctepunisauii ons
KOMMOHEHTIB CUCTEMU YNaKOBKM
(chnakoHiB Ta MPO60OK) Ta iHWKMX
YacTWH, HeOOXiAHUX Y BUPOGHNYOMY
npoueci (konb, getaneit ana
3aMoBHEHHS, iNbTPYBaUTbHUX
martepianis).

[itoya pepakuis: NapaveTpu
cTepwisauii:
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

®nakoHu: 270°C - > 10 xB a6o
350°C - > 2,5 xB (cTepunisauis
rapsiumMm MoBiTpsiIM)
Mpo6ku: 121°C - 1 6ap - 45 xB abo
122°C npoTsrom LyoHalimeHLue 30
XB (aBTOK/1aB)

Kpuvwku, Wwo Bigkngaotbes: 121°C -
1 6ap - 45 xB (aBTOKN1aB, He MeHLe
30 xB)

Pi3Hi yactuHu (konbwu, getani ans
HanoBHEHHS ToLwo): 121°C - 1 6ap -
45 xB ab6o 122°C npoTsArom
LoHaimeHLe 30 xB (aBTOK/1aB)
PinbTpUn (KapTpuaxi, wada): 134°C
- 2 6ap - 60 xB (aBTOK/1aB, HE MEHLLe
45 xB) abo 122°C npoTsarom
LoHaimeHLwe 30 XB (aBTOKaB)
MponoHoBaHa pegakuis: MapameTpu
cTepunisauir:
®nakoHu: 290°C npoTtarom
LoHalimMeHLwe 14,8 xB abo 350°C
NPOTAroMm LyoHalimeHLue 2,5 xB
(cTepunisauis rapsaumm nosiTPAM)
MpO6KM, KPULLIKK, L0 BiAKMAAOTHCS,
pi3Hi getani (konbu, getani gns
HanoOBHEHHS TOLLO) Ta
hinbTpyBanbHi MaTepiasin
(kapTpuaxi, kopnyc): 122°C
NPOTSAroMm LoHalimeHLe 21 xB
(aBTOKN@B).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
IOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb
abo JonycTUMux Mex,
BCTAHOB/IEHNX Y cneundikauisx, nig,
yac BMPOOHMLTBA FOTOBOTO
niKapcbKoro 3acoby (BUyYeHHS
HecyTTeBOro BUNPOOYyBaHHA B
npoueci BUPO6HULITBA) BUK/THOUYEHHS
BUMiptoBaHHsA pH IPC 2 nicns
nopasaHHa NaCl, ockinbkn NaCl
CYTTEBO He Bn/vMBa€E Ha pH, a
KpUTUYHE 3Ha4eHHsa pH nepeg,
nofaBaHHAM AP KOpuryeTbca Ta
nepesipsieTbes Ha IPC 3.
[Oitova pepakuin: IPC 2 3HauyeHHs pH
[0 peryntoBaHHa: pH = 6,2 - 6,5.
[MponoHoBaHa pegakuis: IPC 2




145

Hassa

MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

3HauYeHHs pH [0 KOpUryBaHHs:
BiICYTHE
3MmiHu | TMNy - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/TE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikaTa
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei: gns A®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
hapmakonei) - HoBuii cepTudpikat
Bifl BXe 3aTBEPKEHOr0 BUPOOHUKA.
MogaHHA HoBoro CEP Ne 2022-076 -
Rev 00 ansa gjto4oi pevyoBuHU
KnagpubiH Bif YXKe 3aTBEPL)KEHOrO
BMpO6HMKa Jlinomeg Al 3miHn |
TMny - 3MiHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHu,
noB'si3aHi 3 HEOOXIAHICTIO
npuBEeLEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo E€Bponeicbkoi
hapmakonei, abo iHLOoi
HaujioHanbHOI hapmakonei gepxasu
€C (3miHa y crieuumdikaui
HedhapmakoneiiHoro A®| ans
npuBEeLEHHS Y BiANOBIAHICTb A0
BuMmor [1dY a6o €sponelicbKol
hapmakonei, abo iHLOoi
HaujioHanbHOI hapmakonei gepxasu
€C) - A®l. MeTop BUNpobyBaHHSA
MiKpPOGIONOriYHOI YNCTOTU aKTUBHOI
peyoBVHM ByN0 OHOB/IEHO 3 METOAY
USP (USP <61>) go BignosigHoro
mMeToay €Bponeiicbkoi ®apmakonei
(Ph. Eur., 2.6.12), BignosigHo 6ynio
OHOBJIEHO MeXi crevmdikauiii.
[itoya pepakuis:
Total microbial count
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

<10 CFU/100 mg
USP <61>
MponoHoBaHa pefakuis:
Microbiological purity
TAMC <103 CFU/g
TYMC < 102 CFU/g
Ph. Eur., 2.6.12

139.

NOKOIA
NINOKPEM

Hydrocorti
sone
butyrate

rigpokop
TU30HY
17-
6ytupat

DO7A
BO2

Kpem, 1 mr/r; no
30 ry Tybi
a/IlOMIHIEBIlA; No
1 T1y6i B
KapTOHHIiA
Kopobui

YEMNADA
PM
ApuHaiimit
Tenb
mM6X

Himeuyun
Ha

Temmnep Itania
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TNy - 3miHK
oo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX Npo
cuctemy chapmakoHarnsay, 3amiHa
YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34IICHEHHSA
dhapmakoHarnsgy; KOHTakTHoi 0cobu
3 (hapmakoHarnsagy 3asBHuka ons
3[jiCHEHHs hapmakoHarnisay B
YkpaiHi, SKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34IICHEHHS
thapmakoHarnsgy (Bkio4yatoum
KOHTaKTHi faHi) Ta/abo 3MiHu y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepaxuis: Dr. Juliane
Niessen-Erkel. NponoHoBaHa
pegakuis: Dr. Thomas Emmrich.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6U 3as1BHMKA,
BiANoBiAa/IbHOI 32 hapmakoHarnsga.

3a
peyerimom

UA/4471/02/01

140.

NOPICTA®

losartan

nosaprta
H Kanito

Cco9C
A01

TabneTku, BKpUTI
nNiBKOBOO
060/10HKOI0, MO
12,5 wmr, no 10
Tabnetok y
6nictepi; no 3
abo no 6, abo no
9 6nicTepis B
KapTOHHI
Kopo6ui; no 14
Tabnetok y
6nicTepi, no 1,

KPKA,
An.4., Hoso
MECTO

CnoseHi
f

B1pOGHMK,
BiANOBigaIbHMI 3a
BMPOGHULITBO «in
bulk», nepBnHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNYCK cepii:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
Br1po6HuK,
BiANOBIAa/IbHMI 3a

CnoseHi
a/
Himeyun
Ha

BHECEHHS 3MiH [j0 peecTpaLiinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
MeAM4HOro 3acToCyBaHHA
reHepuyYHNX/ribpraHNX/6ionodibHNX
NiKapcbknx 3acobiB Nic/1si BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHS XOAHNX HOBMX A0AATKOBUX

3a
peyenmom

He
nionsie
ae

UA/5516/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
a6o no 2, abo no nepBuHHE Ta AaHux) 3MiHW BHECEHO A0 IHCTPYKLT
4, abo no 6, abo BTOPUHHE A1 MeANYHOro 3acToCyBaHHS
no 7 6nictepis B nakyBaHHs Ta nikapcbKoro 3acoby y po3ginm
KapTOHHiiA BUNYCK cepi: "®apmMakonoriyHi BnactTnsocTi”,
Kopobui TAL dapma M'm6X, "MokazaHHA", "MpoTunokasaHHs",
HimeuyumnHa; "Oco61BOCTI 3acTOCyBaHHS",
B1pOGHMK, "3acTocyBaHHSA y nepiof BariTHOCTI
BiAnoBigabHUI 3a abo rogyBaHHsa rpyaar”, "Cnocié
KOHTPO/b cepii: 3acTocyBaHHsA Ta ao3un",
KPKA, a.4., Hoso "MepeposysaHHsa", "To6IYHI peakuji™
mMecTo, CroBeHis; 3rigHo 3 iHthopmMaLieto Woao
Bnpo6HuK, MeMYHOro 3acTOCyBaHHS
BiANOBigaIbHMI 3a pedyepeHTHOro /ikapcbKoro 3acoby
KOHTPO/b cepii: (Cozaar 100 mg Film-Coated
TAL d®apma M'M6X, Tablets). BBeeHHS 3MiH NpOTArom
HimeuuunHa; 6-TU MicAUIB NiCNA 3aTBEPAXKEHHS.
Brnpo6HuK,
BiANoBiAa/IbHWIA 32
KOHTPO/b Ccepil:
Nab6eHa f.0.0.,
CnoseHis;
B1pOGHMK,
BiNOBIgaNbHWIA 32
KOHTPO/b
Mikpo6ionoriyHoi
AKocTI cepii (y
BUNaaKy
KOHTpONto cepil
TAL ®apma
v6X):
Nab6op /IC CE &
Ko. KI', HimeyunHa
141. | NOPICTA® losartan nosapta | C09C TabneTku, BKpUTI KPKA, CnoBeHi B1pOGHMK, CnoBeHi BHECEHHS 3MiH [0 peecTpaviiniHmx 3a He UA/5516/01/02
H Kanito A01 NNiBKOBOO n.4., Hoso a BiANOBigaIbHMI 3a al mMartepianis: 3miHu | TUNY - 3MiHK peuenmom nionsie
060/10HKOI0, MO MecTo BMPOBHMLTBO «in Himeyuun o0 6e3nekn/ed)ekTMBHOCTI Ta ae
25 mr, no 10 bulk», nepBuHHe Ha hapmakoHarnsgy. 3mMiHu y KopoTkili
Tabnetok y Ta BTOPUHHE XapakTepucTuLi Nikapcbkoro 3acooby,

6nictepi; no 3
abo no 6, abo no
9 6nicTepis B
KapTOHHIW
Kopo6bui; no 14
Tabnetok y
6nictepi, o 1,
abo no 2, abo no

nakyBaHHs,
KOHTPO/b Ta
BUNYCK cepii:
KPKA, a.4., Hoso
mecTo, CroBeHis;
Br1po6HMK,
BiANOBIAa/IbHUI 3a
nepBuHHe Ta

TEKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
MeMYHOro 3acToCyBaHHSA
reHepuYHNX/riopraHUX/6ionoaibHNX
NiKapcbKknx 3acobiB Nic/1s1 BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3MiHa He noTpebye
Ha/JaHH$! XXOAHUX HOBUX [OAATKOBUX
AaHnx) 3MiHU BHECEHO A0 IHCTPYKLUT

4, abo no 6, abo BTOPVHHE ANS MEeAUYHOIO 3aCTOCYBaHHS
no 7 6nicTtepis B nakyBaHHs Ta nikapcbkoro 3acoby y po3ginu
KapPTOHHIW BUNYCK cepii: "dapMakooriyHi B1acTuBOCTi",
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KopoobLi TAL ®apma M'M6X, "INoka3aHHs", "TpoTunoKasaHHsa",
HimeuumnHa; "Oco6/1MBOCTI 3aCTOCYBaHHSA",
B1po6HMK, "3acTocyBaHHsA y nepios BariTHOCTI
BiANOBigaIbHMI 3a abo rogyBaHHsa rpyaar”, "Cnocié
KOHTPO/b cepii: 3acTocyBaHHA Ta Ao3n",
KPKA, a.4., HoBo "MepepnosyBaHHs", "Mo6iyHI peakui™
mMecTo, CrnoBeHis; 3riHO 3 iH¢hopmaLieto Wwoao
B1po6HWK, MeAMYHOro 3aCTOCyBaHHS
BiANOBIAa/IbHUI 3a pedhepeHTHOrO flikapcbkoro 3acoby
KOHTPO/b Ccepil: (Cozaar 100 mg Film-Coated
TAL ®apma M'M6X, Tablets). BeeieHHS 3MiH NPOTArom
HimeuumnHa; 6-Tv MiCALIB MiC/1A 3aTBEPKEHHS.
B1pOGHMK,
BiANOBIgaNbHWIA 32
KOHTPO/b cepii:
Na6eHa p.0.0.,
CnoBeHis;
B1po6HMK,
BiANOBigaIbHMI 3a
KOHTPO/b
Mikpob6ionoriyHoi
AKOCTI cepil (y
BUMNaAKy
KOHTpO/O cepil
TAL ®apma
v6X):
Na6op NIC CE &
Ko. KI', HimeyunHa
142. | NOPICTA® losartan noszapta | C09C TabneTkn, BKPUTI KPKA, CnoseHi Brnpo6HMK, CnoseHi BHECEHHS 3MiH 4,0 peecTpaLiiHnx 3a He UA/5516/01/03
H Kanito A0l NNiBKOBOIO n.4., Hoeo a BiAnoBiAa/IbHWIA 3a a/ marepianis: 3miHu | TNy - 3MiHK peyenmom niosnsie
060/10HKOI0, N0 MecTo BUPOBHULTBO «in Himeuuu oo 6e3nekn/edeKTMBHOCTI Ta ae
50 mr, no 10 bulk», nepsuHHe Ha/ hapmakoHarnsagy. 3mMiHu y KopoTkili
Tabnetok y Ta BTOPUHHE Kutaii XapakTepucTu1Li Nikapcbkoro 3acoby,

6nictepi; no 3
abo no 6, abo no
9 6nicTepis B
KapTOHHilA
Kopob6ui; no 14
Tabnetok y
6nictepi, no 1,
abo no 2, abo no
4, abo no 6, abo
no 7 6nictepis B
KapTOHHIW
Kopobui

nakyBaHHs,
KOHTPO/b Ta
BWMNYCK cepil:
KPKA, a.4., Hoso
mecTo, C/noBeHis;
B1pOGHMK,
BiANOBigabHUI 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs Ta
BWNYCK cepil:
TAL d®apma M'M6X,
HimeuuunHa;
Brnpo6HMK,
BiAnoBigaIbHWIA 3a

TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHuX/ribpnaHnx/6ionodibHNxX
nNiKapcbKkunx 3acobiB Nic/1si BHECEHHSA
Tiei camol 3MiHV Ha pedhepeHTHW
npenapar (3miHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX [OAATKOBUX
AaHnx) 3MiHN BHECEHO A0 IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ainm
"dapMakonoriyHi BnactueocTi”,
"MNoka3aHHsA", "MpoTunoKasaHHa",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTI
ab0 rogyBaHHsa rpyaar”, "Cnocio
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

KOHTPO/b Ccepil:
KPKA, a.4., Hoso
MecTo, CrnoBeHis;

B1pOGHMK,
BiNOBIgaNbHWIA 32
KOHTPO/b cepii:
Na6eHa p.0.0.,
CnoBeHis;
B1po6HMK,
BiANOBiAaIbHUI 3a

KOHTPO/b cepii:
TAL d®apma M'M6X,

HimeuuunHa;
Brnpo6HuK,
BiANoBiAa/IbHWIA 32
KOHTPO/b
Mikpo6ionoriyHoi
AKOCTI cepii (y
BUMNaaKy
KOHTpONtO cepii
TAL dapma
v6X):
Nab6op IC CE &
Ko. KT,
HimeuuunHa;
BUPOBHMK,
BiANOBiAa/IbHWIA 32

BUPOBHULTBO «in

bulk», nepBnHHe
Ta BTOPMHHE
nakyBaHHS:

HiHréo MeHoBo

TiaHkaHr
PapmacboTuKanc
Ko., /ita, Kutait

3acTocyBaHHA Ta 403n",
"Mepeno3yBaHHsa", "Mo6GIYHI peakyii™
3rigHO 3 iHhopMaLieto Wwoao
MeAMYHOro 3acToCyBaHHA
pedyepeHTHOrO JiKapCbKOro 3acoby
(Cozaar 100 mg Film-Coated
Tablets). BBefieHHA 3MiH NPOTArom
6-TV MicALIB MiCNA 3aTBEPLKEHHS.

143.

NOPICTA®

losartan

nosaprta
H Kanito

Cco9C
A01

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, N0
100 wmr, no 10
Tabnetok y
6nictepi; no 3
abo no 6, abo no
9 6nicTepis B
KapTOHHIW
Kopo6bui; no 14
Tabnetok y
6nictepi, o 1,
abo no 2, abo no

KPKA,
A.4., Hoeo
MECTO

CnoseHi
a

B1pO6GHMK,
BiANOBigaIbHUI 3a
BMPOGHULITBO «in
bulk», nepBuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYCK cepii:
KPKA, a.4., Hoso
mecTo, CroBeHis;
Brpo6HuK,
BiANOBIAa/IbHUI 3a
nepBuHHe Ta

CnoseHi
a/
Himeyun
Ha/
Kutait

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHSA
reHepUYHNX/ribpraHUX/6ionoaibHNX
NiKapcbknx 3acobiB Nic/1s1 BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
Ha/JaHH$! XXOAHUX HOBUX [OAATKOBUX
AaHnx) 3MiHM BHECEHO A0 iIHCTPYKLT

3a
peyenmom

He
nionsie
ae

UA/5516/01/04
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
4, abo no 6, abo BTOPVHHE ANA MeAUYHOro 3aCTOCYBaHHS
no 7 6nictepis B nakyBaHHs Ta nikapcbKoro 3acoby y po3ginu
KapTOHHIi BWMNYCK cepil: "®apmakonoriyHi BracTmBocTi”,
KopoobLi TAL ®apma M'M6X, "INoka3aHHs", "TpoTunoKasaHHsa",
HimeuumnHa; "Oco6/1MBOCTI 3aCTOCYBaHHSA",
B1po6HMK, "3acTocyBaHHsA y nepios BariTHOCTI
BiANOBiga/IbHUI 3a abo rogyBaHHa rpyaar”, "Cnocié
KOHTPO/b cepii: 3acToCcyBaHHA Ta Ao3n",
KPKA, a.4., HoBo "Mepepno3yBaHHs", "Mo6iyHI peakui”
MecTo, CnoBeHis; 3riHO 3 iHghopmaLieto Wwoao
BMPOGHMK, MeAMYHOro 3aCTOCyBaHHS
BiANOBIAa/IbHUI 3a pedhepeHTHOrO /likapcbkoro 3acoby
KOHTPO/b Ccepil: (Cozaar 100 mg Film-Coated
NabeHa g.0.0., Tablets). BeeieHHS 3MiH NPOTArom
CnoBeHis; 6-Tv MiCALIB MiC/1A 3aTBEPKEHHS.
B1pOGHMK,
BiNOBIgaNbHWIA 32
KOHTPO/b cepii:
TAL ®apma M'M6X,
HimeuuunHa;
B1po6HMK,
BiANOBigaIbHMI 3a
KOHTPO/b
Mikpob6ionoriyHoi
AKOCTI cepii (y
BUMNaAKy
KOHTpO/O cepil
TAL ®apma
v6X):
Na6op NIC CE &
Ko. KT,
HimeuuunHa;
BVIPOGHMK,
BiANOBigaIbHMI 3a
BMPOGHULITBO «in
bulk», nepBuHHe
Ta BTOPWHHE
nakyBaHHS:
HiHr6o MeHoBso
TiaHkaHr
PapmacboTrKanc
Ko., ITa, Kutaii
144. | MABTEPA® rituximab puUTYKCU LO1FA | koHUeHTpaT ans TOB YkpaiHa Bupo6bHMLTBO Himeuuu BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/14231/02/01
mab 01 po3unHy Ans «Poww Hepo3dacoBaHoi Ha/ marepianis: 3miHu | Tuny - peyenmom
iHcpysiiA, 100 YkpaiHa» npoaykuii, LlBeiua AAMiIHICTpaTUBHI 3MiHW. 3MiHa
Mmr/10 mn; no 10 nepBuHHE pis/ HalilMeHyBaHHs Ta/abo agpecu Micus
My h/1aKoHi; nakyBaHHs, CWA NPOBaKEHHS AiSNIbHOCTI
no 2 chsiakoHn B BTOPVHHE BUPOGHMKa/iMnopTepa rotoBoro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KapTOHHiiA nakyBaHHs, NiKapcbKoro 3acoby, BKIHOHaoum
Kopo6ui; no 50 BMNPOGYBaHHSA AinbHUUI BUNYCKY cepii abo micue
My h/1aKoHi; KOHTPOJII0 SIKOCTI, NpoBeAEHHS KOHTPOJTH0 SKOCTI.
no 1 cpnakoHy B BUMYCK cepil: (BisnbHICTb, 3a SAKy Bignosigae
KapTOHHiiA Pow fiarHocTuke BMPOGHMK/IMNOPTEP, HE BK/IOYaun
Kopobui v6X, HimeyunHa; BMMYCK cepiii). 3MiHa y agpeci
BUPOGHMKa xeHeHTek IHK., CLUA,
BTopuHHe BiANOBIA4A/IbHOrO 3a BUPOGHMLTBO
nakyBaHHs, Hepo3acoBaHOi MPOAYKL;i,
BUMPOOYBaHHA nepBUHHE MakKyBaHHS, a came 3MiHa
KOHTPOJIHO SKOCTI, MOLUTOBOrO iHAeKcy 3 OR 97124-
BWMNYCK Cepil: 9332 Ha OR 97124.
® . XohpmaHH-/15 Micue3HaxokeHHs1 BUPOBHUYOT
Pouw Jltg, AiNbHULI He 3MiHWNoCk. TepMiH
LLieiiuapis; BBE/EHHS 3MiH MPOTArom 6 micauis
Bnpo6HuuTBO nicnsa 3aTBepKeHHs.
Hepo3gacoBaHol
npoaykKujii,
nepBuHHe
nakyBaHHS:
JKeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPO/O AKOCTI
npv BUNYyCKy 3a
nokasHukamu
BakTepianbHi
€HA0TOKCUHM,
CTepunbHICTb:
Na6op 1IC CE eHa
Ko. KI', HimeuunHa
145. | MA3b OP. - HacToik | MO2A | masbno 20r,50 | [p. Taicc | Himeuun [Op. Taiicc Himeuun BHECEHHS 3MiH [0 peecTpaLinHnx 6e3 UA/2333/01/01
TAINCCA 3 a X10 ra6o 100ry Hartypsap Ha HatypBapeH 'm6X Ha marepianis: 3miHu | TUny - 3MiHK 3 peyenma
JXMBOKOCTO XMBOKOC 6aHui; no 1 eH M'M6X (403BiN Ha BUNYyCK AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
M Ty 6aHui B cepii; KOHTpO/1b AONOMDKHUX PEYOBWH.
(Tinctura KapTOHHIiA BMPOGHMLTBO 3MiHa napamMeTpiB cneuudikauliii
Symphyt Kopobui Hepo3acoBaHoi Ta/abo [onycTUMUX Mex A/s
ie npoaykuii, [0MOMDKHOT PEYOBUHMN (3BY)XXEHHS
radix), nepBrHHE Ta [OMNYCTUMMX MEX). 3BYXKEHHS
ToKothep BTOPWHHE [OMyCTUMUX MEX napameTpa
ony nakyBaHHs) "MinxnopmeTtan" B cnevuudikawii
auerar [OMOMiKXHOI PEYOBVHW MiHOTO
(BiTamiH KoMnekcy xsiopodinis, a came 3
E) "10 ppm" Ha "10.0 ppm" BignosigHO

[0 cneumndikauii BApo6HuKa
[0MOMIDKHOI pe4OBUHMW. 3MiHK | Tuny
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
- 3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb

[OMOMDKHMX PEeYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
A0NYCTUMUX MEX A5 AONOMDKHOT
PEYOBUHM (3BYXKEHHS AOMYCTUMMX
MeX). 3BY)XXEHHS AONYCTUMUX MeX
napameTpa "3a/MLLKOBI
PO34nHHKKK" B crieumdikai
[0MNOMDKHOT peYOBUHU MiHOTO
KOMMekcy xsiopodinise, a came 3
"50 ppm" Ha "50.0 ppm" BignoBigHO
00 cneumadikaLii BUpobHUKa
[OMNOMDKHOT peYOBUHW. 3MiHW | TUny
- 3MiHK 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEeYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo
LONYyCTUMUX MEX N5 LONOMIKHOT
PEeYoBUHM (iHLUI 3MiHN).
3MiHa He3Ha4yHOoro napameTpa
"PO34MHHICTB" Ha "Konip y po3umHi"
B cneyudikaulii 4OnoMiKHOI
PEYOBUHM MiJHOTO KOMMIEKCY
xnopodinis. MapameTp
cneumdikavii "PO34MHHICTE" He €
cneundivyHUM A41s gaHol
[0MNOMDKHOT peYOB/HU Ta He Mae

UMM gaHuii napameTp y
cneumdikaLii BUpobHuKa

[OMOMDKHOT peyoBMHY 6yno

3aMiHEHO Ha 6inbL cneungivHmi

KOHTPO/1b AOMOMIXHMX PEYOBUH.

CYTTEBOIO BHECKY B ifeHTudikauii Ta
OLLiHLj SIKOCTi PeYOBUHMU, Y 3B'A3KY 3

napameTp. 3MiHu | TUNYy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.

3MiHa napameTpiB cnevudikawii
Ta/abo gonycTummnx Mex ans
[0MOMDKHOT PeYOBMHM (iHLLI 3MiHK).
PepakuiiiHi 3MiHW y cneumdikauii
[OMOMDKHOT PEYOBWHW MiHOrO
KOMMNAeKCy x10poqoinie, a came: -
nepeHeceHHs napameTpa
"3arasibHui1 BMICT Migi,
po3paxoBaHuii Sk peodiTvH Migi*" 3
po3giny "Bmict" go po3sainy

"UnctoTa". laHunii napameTp He
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BUKOPWCTOBYETLCA NS KiNbKICHOTO
BMICTY, & NPUBOAUTLCA 4151 TOYHOTO
BiJOOpaKeHHS aHaNi TUYHOI
MeToAuKu Ta BUMor €®. -
Po3sgineHHs 3aranbHOro napameTpa
"BmicT hap6ytoyoro areHTa" Ha aBa
napamMeTpa i3 3a3Ha4eHHAM
[OBXWHN XBU/b. BU3HAUYeHHs AK i
paHille NpoBoAMTLCSA BIAMNOBIAHO A0
Ba/liloBaHNX MeToAnK €EP. 6e3
3MiHM aHaNiTUYHOTO 3MICTY UK
KpUTEpIiB OLHKN. -BK0OYEHHS
3aranbHoro napameTpa "Y®-cnekrp"
00 po3ainy "lAeHTUYHICTL". -
KOpUryBaHHs Ha3B MeTofiB, a came
Ha3BY feskux metogais 6yim
3aMiHeHi nocunaHHAM Ha
BIANOBIAHWIA PO34in MeToAiB aHanizy
3rigHO €®. 3MiHu | TUNY - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
KOHTPO/Ib fONOMDKHUX PEYOBUH.
3MiHa napamMeTpiB cneuudikadiii
Ta/abo [onycTUMUX MeX A5
[LOMOMDKHOT peyoBMHY (iHLLI 3MiHK).
PepakuiiiHi 3miHM y cneuudikauii
[ONOMDKHOT PEYOBMHW CBUHAYOTO
XUpy, a came: -pefakuiiHe
KOpUryBaHHsi Homepa meToay
BiANOBIAHO [0 OHOBNEHOT
MoHorpadii E® 3a NokasHUKOM
"Temnepartypa nnasneHHa" 3 "EBp.
Papm. 2.2.60" Ha "EBp. Papm.
2.2.14". -3miHa Ha3BM NapameTpa
"Boga" Ha "BonoricTb". 3MiHu | TMNYy
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
O0NOMDKHMX pevoBUH. 3MiHa
napameTpiB cneyudikaLii Ta/abo
OONYCTUMMX MEX A/151 AOMOMIKHOT
PEYOBUHM (3BY>XKEHHS AOMYCTUMMX
MeX). 3BY)XXEHHSI fONYyCTUMMNX MEX
napameTtpa "lNepekncHe yncno" B
crneundikavii LONOMiXHOT pe4oBUHN
CBMHAYOro Xupy, a came 3 "1
meqO/kg" Ha "1,0 meqO/kg"
BiANOBIAHO A0 creundikavii
BMPOGHMKA AONOMDKHOT PEYOBUHW.
3MiHun Il TMNY - 3MiHK 3 AKOCTI.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

[OTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b AONOMDKHUX PEYOBYH.
3MiHa napamMeTpiB cneuudikawiii

Ta/abo fonyCcTUMUX MeX ANst
[OMNOMDKHOT peyoBUHY (3MiHa
3HaxoAWTLCA N03a 3aTBEPAKEHNMM
[OMyCTUMUMU Mexammn
cneumdikauiii).
Po3LUMPEHHA JONYCTUMUX MEX
napameTpa "30BHiLUHI BUrNS4" B
cneuudikaLii JONOMKHOT peYoBUHU
MiHOro KOMMeKcy xaopodinis, a
came 3 "lNMacTa" Ha "B'A3Ka pigMHa
abo nacta". 3anponoHoBaHa 3MiHa
6yna BHeceHa BMPOGHUKOM
O0NOMDKHOT peyoBMHM, W06 kpaLle
Bi406pa3NTV NPUPOLHI KONMBaHHSA
KOHCWCTEHLT ONMOMKHOI PEYOBUHM,
AKi MOXYTb BUHMKATW Yepes Pi3Hi
napTii a0 Ce30HHI KONIMBaHHSA
CMpOBUMHW. 3MiHa Bigobpaxae
hakTUYHi hi3nYHi BNacTUBOCTI
[0MNOMDKHOT peYoBVHN 63 BNIMBY
Ha SKiCTb, 6e3neKy Un eheKTUBHICTb
KiHLLeBOro NpoaykTy. 3MiHu Il Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTponb AOMOMKHUX
peyoBuH. 3MiHa NnapameTpis
cneyudikalin Ta/abo gonycTummnx
MeX A1 AONOMDKHOT PEYOBVHN

(3miHa 3HaxoAnTbCs no3a
3aTBEPLKEHNMMN [ONYCTUMUMM

Mexamy cneuudikauii).
Po3LUMPEHHSA JONYCTUMUX MEX
napameTpa "Konip" B cneuudikalii
[OMOMDKHOT PEYOBWHW MiHOTO
KoMnekcy xsiopodinis, a came 3
"TeMHO-3en1eHnii" Ha "Bif, TEMHO-
3€/1eHOr0 10 3e/1eH0-4OpHOro"
BiANOBIAHO A0 creundikavii
BMPOGHMKA AONOMDKHOT PEHOBUHW.
3MiHu |l TUny - 3MiHK 3 AKOCTI.

[OTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b AONOMDKHUX PEYOBYH.
3MiHa napamMeTpiB cneuudikawiii

Ta/abo AonyCcTUMUX MeX ANst
[0MNOMDKHOT peyoBUHY (3MiHa
3Haxo0AWTbCA N03a 3aTBEPAKEHUMM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

[OMyCTUMUMU Mexammn
cneumdikauiii). Po3LwmpeHHs
OOoNyCTUMUX MeX napameTpa “2.
MakcmyM norfvHaHHS" B
cneuudikaLii JONOMKHOT peYoBUHU
MiHOro KOMMeKkcy xaopodinis, a
came 3 "Bif 650 fo 653 HM" Ha "Big,
647 no 654 HM" BiANOBIAHO A0
cneuudikauii BUpo6bHMKa
[LOMOMDKHOT peqoBUHU. 3MiHn Il Tuny
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[O0NOMDKHMX pevoBUH. 3MiHa
napameTpiB cneyudikaLii Ta/abo
OONYCTUMUX MEX A/151 AOMOMIKHOT
PeyoBMHM (3MiHa 3HAX0AUTLCA No3a
3aTBEPLKEHNMMN [ONYCTUMUMM
Mexamy cneuudikauii).
Po3LUMPEHHSA JONYCTUMUX MEX
napameTtpa "lMokasHuK 3a/10M/IeHHA"
B cneyudikauii 4OMOMiKHOI
peyoBVHM apomaTm3aTopa COCHOBOT
XBOi, a came 3 "Big 1,461 no 1,476"
Ha "Big 1,461 go 1,481" BignoBigHO
00 cneumaikaLii BUpobHUKa
[0NOMDKHOT peqoBUHN. 3MiHu I Tuny
- 3MiHK 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEeYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo
LONYyCTUMUX MEX AN LONOMIKHOT
pPevyoBUHM (3MiHa 3HAXOAWUTLCSA No3a
3aTBep/HKEHMI AONYCTUMUMMU
Mexamu cneuudikauiii).
Po3wrpeHHa AonycTUMmX Mex
napameTpa "BigHocHa ryctuHa" B
crneundikavii LONOMiXHOT pevyoBUHN
apomaTtmsaropa COCHOBOI XBOI, a
cawme 3 "Big 0,905 go 0,920" Ha "Big
0,901 po 0,921" BignoBigHO A0
cneundikaLii BUpobHuKa
L0MOMIXHOT peqoBUHN. 3MiHu Il Tuny
- 3MiHK 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEeYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
A0NYCTUMUX MEX A5 AONOMDKHOT
PEYOBMHM (3MiHA 3HAXOAUTLCA N03a
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Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3aTBEPAKEHNMUN [ONYCTUMUMM
mMexamu crneuudikawii).
Po3LUMPEHHA JONYCTUMUX MEX
napametpa "Bonorictb" B
cneuudikaLii JONOMKHOT peYoBUHU
CBMHAYOTO XUpy 3 "< 0,1%" Ha "<
0,3%" BignoBigHoO A0 cneuudikauii
BMPOGHMKA JONOMDKHOI PEHOBUHW.
146. | MAKMEHEM meropene | mepore | JO1DH | mopowok ans Makneopc IHAjsA Bpykc IHAjs BHECEHHS 3MiH [0 peecTpaviiniHmx 3a He UA/18786/01/01
1000 m Hemy 02 pO34unHy Ans dapmach CrepicaiieHc mMartepianis: 3miHu | TNy - peuenmom nionsie
Tpurigpa iH'ekujn no 1000 toTUKasIC Nimiteq AAMiIHICTpaTUBHI 3MiHW. 3MiHa ae
T mr; no 1 Nimiteq HalilMeHyBaHHs Ta/abo agpecu Micud
donakoHy y NPOBaPKEHHS AiSSIbHOCTI
KapTOHHIW BMPOGHMKa/imnopTepa rotosoro
ynakoBLi nikapcbKoro 3acoby, BkIvaum
OinbHUL BUNYCKy cepii abo micue
NpOBEAEHHS KOHTPOJTIO AKOCTI.
(misnbHIiCTb, 3a Ky BignoBigae
BUPOGHMK/IMNOpTEp, BKIOYaUn
BWMYCK cepiin). 3mMiHa Ha3BK Ta
afipecu BUPO6HMKa roToBOro
nikapcbKoro 3acoby, 6e3 3miHu
MicLA BUPOGHMLTBA. 3MiHN BHECEHO
B IHCTPYKLO A58 MeAnYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOro AisnbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHSA ynakoBok. BeefeHHs
3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
147. | MATEPUHKN - mMaTepuH - €KCTPaKT piakuii NAT YkpaiHa | MAT "Tanuudapm” | YkpaiHa BHECEHHS 3MiH [j0 peecTpaviiHmx - UA/12519/01/01
TPABU Ky Tpasu (cybeTaHuin) y "Tanuudpa martepianis: 3miHu | TUny - 3MiHK 3
EKCTPAKT eKcTpakT 60oukax pm” akocTi. A®l. Cuctema
PIOKNIA piakuii nonimepHux ons KOHTeliHep/3akynopoBasibHWiA 3aci6.
(extractu BMPOOHULITBA 3MiHM napameTpiB cneuudikaiii
m HeCcTepuIbHNX Ta/abo foNyCTUMUX MEX,
herbae niKapcbKnx 3a3HayveHux y crneundikauisx, ons
Origani dhopm 6e3nocepeHbOi ynakoBkn AP (iHLui
fluidum)

3MiHW) BHECEHHS 3MiH Y
peecTpauiiiHe gocke /13
MATEPWHKW TPABU/ EKCTPAKT
PIAKWI, ekcTpakT pigkuii
(cybcTaHuis), y Po3gin 3.2.S.6.
Cucrema
KOHTeliHep/3aKynopoBa/ibHWii 3aci6,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

noB’A3aHe 3: - BUTy4YEHHSIM Ha3Bu
BMPOGHMKA BOYOK NONIMEPHMX 3
KpULLKaMK, SR BXe He
BUKOPVCTOBYETLCA N5 (DacyBaHHA
A®| MATEPUHKW TPABU
EKCTPAKT PIAKWI, ekcTpakT
pigkuii (cybcTaHuis), a came
BMPOOHUKA «3aBof TapHMX
U3[EeNnii», POCist; - BUYYEHHAM 3
po3giny «YnakoBka» MKHA
(hikcoBaHOro 3Ha4YeHHs1 Macu
cy6cTaHuii y 604l 3 MeTo0
YHVKHEHHS BiXUT€Hb CMIPUYNHEHNX
BapiaTVBHICTIO BUKOPUCTaHHA 604YOK
nosniMepHVX Pi3HOro HOMIHay; -
akTyanisauieto cneyndikauii Ta
MeTOZiB KOHTPOO 604K
NoNMIMEPHUX 3 KpPULLKaMK, a came:
[0[aHo NokasHUkM "laeHTudikauis®,
"MikpobionoriyHa uncrora" Ta
«MaTepian 604KM Ta KPULLKNY»; B
nokKasHvky "HoMiHasibHa MiCTKICTb"
aKTyanizoBaHO po3Mipu 6040K
noniMepHNX; BHECEHO 3MiHN Y
nokasHWK "30BHiLLHil BUrNag" -
BW/TyYEHO iHGhopmMaLito npo
HasBHICTb Ha 30BHILLHI NOBEPXHi
[Ha 604KM TOBApPHOTO 3HaKy
BUPOGHMKA; BUTYYEHO NMOKa3HMK
"CTiliKicTb [0 Ail BOAHO-MUNBHNX
PO34MHIB". Y NOKa3HUKY
«HomiHanbHa MiCTKICTb»
aKTyasli30BaHO po3mipy 6040K
noniMepHuX 3 Kpuikamu. Matepian
6040K NOMIMEPHWMX 3 KPULLIKaMK
3aUIMWAETLCA HE3MIHHUM -
nonieTuneH H13bkoro Tucky (HDPE).
CynyTHS 3MiHa - 3MiHK 3 AkocTi. AdI.
Cucrema
KOHTeliHep/3akynopoBasibHWiA 3aci6.
3mMiHa B MeToAax BUNpobyBaHHSA
6e3nocepeHbOl ynakoBku A®| (iHwwi
3MiHW B MeToAax BUNpobyBaHHA
(BKtOYatoumn 3amiHy abo
[ONOBHEHHS))

148.

MEAITAH

gabapenti
n

rabaneH
TUH

NO3A
X12

kancynu no 300
mr, no 10 karncyn
y 6nicTepi; no 3

AT
«Papmak»

YKpaiHa

AT «Dapmak»

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tmny - 3miHn
00 6e3nekn/ed)ekTMBHOCTI Ta

3a
peyenmom

He
nionsie
ae

UA/12318/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
abo 6 6nictepis hapmakoHarnsgy. 3mMiHu y KopoTkili
y nauui 3 XapakTepucTULi Nikapcbkoro 3acooby,
KapToHY TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans

MeAMYHOro 3acToCyBaHHA
reHepuyHnX/ribpugHnx/6ionodibHNxX
NiKapCbKnx 3acobiB Nicas BHECEHHS

Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
Ha/laHHS XXOAHUX HOBUX [OAATKOBUX
LaHnx). 3MiHW BHECEHO [0 IHCTPYKLUIT
ANA MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWKMMKN NiKapCbKumu
3acob6amMu Ta iHLWi BUAW B3aemogii",
"Oco611BOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogysaHHs rpyaa”, "TMobivHi
peakuii" 3rigHo 3 iHdhopmalLlieto
LLOA0 MEANYHOrO 3aCTOCYBaHHS
pedyepeHTHOrO JliKapCbKOro 3acoby
(Neurontin 300 mg capsulas duras).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPLKEHHSA. 3MiHN
| TNy - 3miHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHU BHECEHO [0 IHCTPYKUIT Ans

MeAMYHOro 3acToCyBaHHA

nikapcbKoro 3acoby y po3gin
"Mo6iyHi peakwyji" WOA0 BAXIMBOCTI
3BiTyBaHHA NPO NoGiYHI peakuil.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCSLB Nicn1s 3aTBEPKEHHS. 3MiHM
| TMny - 3MiHn Wwoao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/IIOBAHOTO
3BITY 3 6e3nekn NikapcbKoro 3acoby,
abo gocnimpkeHb 3 6e3nekn
3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpaviiinii nepiog, abo sk

pe3ynbTaT OLiHK/ 3BITY 3

JocnifmxeHb, NpoBeAeHNX
BIANOBIAHO A0 NAaHy negiatpuyHnx
pocnigpxeHb (PIP) (3mMiHy y3romkeHo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3 KOMMETEHTHNM YMOBHOBaXEHUM
opraHom). 3MiHM BHECEHO A0
IHCTPYKLi 4ns MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ginu "OcobamBocCTi
3actocyBaHHs", "lNo6iuHI peakuii"
BiAMNOBIAHO 4O OHOBNEHOT
iHchopmawuii 3 6e3neku giroyoi
peyoBVHW. BBEEHHSA 3MiH MPOTArOM
6-T1 MicsALIB NicNs 3aTBEPIKEHHSA
149. | MEJTIOKCUKA | meloxicam | menokcu | MO1A | po3uvH Ans TOB YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnx 3a He UA/14486/01/01
M Kam C06 iH'ekujn, 15 «BEPKAH nakyBaHHs, marepianis: 3miHu | Tuny - peyenmom | nidnse
Mmr/1,5 mn; no 5 A +» npoBeAeHHs AMIHICTpaTVBHI 3MiHU. 3MiHa ae
amnyny BMNpobyBaHb y HalilmeHyBaHHs Ta/abo agpecu
6nicTepi; no 1 pamkax KOHTPOsIo 3asBHUKa (BNacHuka
6nictepy y AKOCTI: peecTpauiiHoro NocBigYEHHS).
KapTOHHIW nayu,i MpuBatHe 3miHa agpecn 3assHuka TOB
akujioHepHe "BEPKAHA +". 3MiHV BHeCeHi B
TOBapuCTBO IHCTPYKLUil0 AN MeANYHOro
"NlekxiMm-Xapkis", 3aCTOCYBaHHS NikapCbKOro 3acoby y
YkpaiHa; po3ain «MicLe3HaxomKeHHs
cepTudikauis Ta 3as1BHVKa». TepMiH BBe,eHHS 3MiH
BMNYCK Cepiit: npoTsArom 6 micAuis nicns
ToBapucTBO 3 3aTBEPAKEHHS.
obmexeHoto
BiANOBIAALHICTIO
"BEPKAHA+",
YKpaiHa
150. | MUPO®YPUN | nifuroxazid | Hidypok | AO7A kancynv no 200 ToBapucT | YkpaiHa ABC ITanis/ BHECEHHS 3MiH 40 peecTpaLiinHux 3a He UA/17351/02/01
e casung, X03 Mr; no 5 kancyn BO 3 PapmayeyTidi Ykpaina martepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom niosnsie
y 6nicTepi; no 2 06MmexXeHo C.n.A., ITanis; AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. ae
abo no 3 10 MAT «MoHdhapm», Onuc Ta cknag,. 3miHa y cknagi
6nictepu y Bignosiga YkpaiHa (AonoMiXHMX peyoBmMHax) roToBOro
KapTOHHIlA NBHICTIO niKkapcbKkoro 3acoby (CMakoBi
Kopob6ui, no 10 "HKC- [06aBky abo 6apBHUKM) -
Kancyny OAPM" [opaBaHHs, BUTyYeHHs1 abo 3amiHa.
6nictepi; no 1 [opasaHHA 6apBHMKa A0 ckiagy
ab6o no 2 0060/10HKM Kancynum rotoBoro
6nictepu y nikapcbKoro 3acoby. 3MiH1 BHECEHO
KapTOHHilA y po3gin "Cknag" (4onoMiXHi
Kopobui PEeYOBUHM) Ta K HACNILOK - y pO34in

"Nikapcbka hopma” (OCHOBHI hi3nKO-
XiMiYHi BNacTUBOCTI) B IHCTPYKLitO
015 MeAUYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby. BBegeHHS 3MiH
NPOTAroM 6-Tn MicALiB nicns
3aTBEepKEHHS. 3MiHK | TNy - 3MiHK
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasibHWi 3aci6.
3MiHa po3Mipy ynakoBKy roToBOro
NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oavHMUb (Hanpukias TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3MiHa
nosa fjianasoHoM 3aTBep)KEHNX
po3MmipiB ynakoBku. BBegeHHs
[o4aTKoBMX po3MipiB ynakoBku NelO
(10x1) Ta Ne20 (10x2): no 10 kancyn
y 6nicTtepi; no 1 a6o no 2 6nictepn y
KapTOHHIA KopobLi.
3MiHU BHECEHO B po3gin "Ynakoska"
B IHCTPYKLO 4515 MeAnYHOro
3acToCyBaHHSA Yy 3B'AA3KY 3i 3MiHOO
pO3Mipy yNakoBkM Ta sIK HacNifokK -
3aTBEPMKEHHA TEKCTY MapKyBaHHS
0N BiANOBIAHOT yNaKoBKU.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCSLB Nicns 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BK/THOYAlOUM fiana3oH po3mipy
cepil) roToBOro NikapcbKoro 3acoby
(3MeHLWweHHs o 10 pasiB) BBeAEHHS
nopartkosoro posmipy M3 - 81 420
Kancyn. 3arsepaxeHo: 300 000
Kancyn.
3anponoHosaHo: 300 000 kancyn,
81 420 kancyn. BeefeHHsA 3MiH
npoTArom 6-Tm MicAUiB nicns
3aTBEPKEHHSA. 3MiHN | TUNY - 3MiHW
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCA
BWMYCKY Cepil Ta KOHTPOSIH0 AKOCTI
rOTOBOrO JliKapCbkoro 3acoby
(3amiHa abo foaBaHHS BUPOGHMKA,
LLIO BignoBifae 3a BBE3eHHA Ta/abo
BMNYCK cepii) - Bkoyaroun
KOHTPONb/BUNPOBYBaHHSA cepil.
BBeeHHs1 0AATKOBOrO BUPOGHUKA,
BiAMNOBIA&/TbHOrO 3a KOHTPO/Ib Ta
Bunyck cepii - MAT "MoHdapm”,
YKpaiHa. 3MiH1 BHECEHO B
IHCTPYKLi0 AN151 MegnyHoro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

3acTocyBaHHA y po34inu "BUpo6HUK"
Ta "MicLe3HaxoMKeHHs BUPOGHMKa
Ta agpeca MicLs NpoBaXeHHs Moro
LifNbHOCTI" y 3B'A3KY BBEA,EHHAM
[0aTKOBOro BUPOBHMKA Ta AK
HacnifokK - 3aTBEPKEHHS TEKCTY
MapKyBaHHSA 415 40AAaTKOBOro
BMPOBHMKA NiKapCbKOro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-tn
MicALiB nicnsa 3aTBepmKeHHs. 3MiHU
| TMny - 3miHK 3 AkocTi. FoToBWIA
nikapcbknii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [iNbHUL BUPOBGHMLTBA
AN YacTUHK abo BCbOro
BMPOGHMYOro nNpoLiecy rotToBoro
nikapcbKoro 3acoby (finbHUUA Ans
NMEepPBUHHOTO MakKyBaHHS) BBEAEHHS
[04aTKOBOro BUPOOHMKa,
BIANOBIAA/ILHOrO 3a NepPBUHHE
nakyBaHHs 113 - MNAT "MoHdapm",
YkpaiHa. BBeeHHs1 3MiH NpoTArom
6-TV MicALIB MiCNA 3aTBEPLKEHHS.
3MmiHu | TNy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3amiHa abo BBeAEHHSA
[0[aTKOBOI [iNbHUL BUPOGHMLTBA
[ANSA YacTuHK abo BCbOro
BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (finbHUUA Ans
BTOPWHHOTO NMakKyBaHHs) BBeAEHHS
[0[aTKOBOro BUPOGHMKA,
BiANOBIAA/IbHOrO 3a BTOPUHHE
nakysaHHsa /13 - NAT "MoHdapm",
YkpaiHa. BeefeHHs 3MiH npoTarom
6-Tv MiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNIbHNL BUPOGHMLITBA
[ANA YaCcTUHU abo BCbOro
BMPOGHNYOro NpoLecy roToBoro
nikapcbKoro 3acoby (ainbHuLA, Ha
AKi NpoBOAATLCA ByAb-sKi
BMPOGHUYI CTagji, 3a BUHATKOM
BWMYCKY Cepiid, KOHTPOJHO AKOCTI,
NepBMHHOTO Ta BTOPUHHOIO
nakyBaHHS, A1 HECTEPUSIbHUX
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

nikapcbknx 3acobiB) BBeEHHS
[0[aTKOBOro BUPOGHMKA,
BiANOBIAA/IbHOIO 3a BUPOGHMLTBO
N3 - NAT "MoHapMm", YkpaiHa.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCSLB Nicn1s 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKoro 3acoby (iHLwi
3MiHKn). CynyTHS 3MiHa - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro
3aco06y (iHwWi 3miHKn). B
crneundikayito oo MK, BHeceHo
YTOYHEHHS [10 Ha3B NOKa3HUKIB.
BHECEHHSA 3MiH [0
Cneuudpikauii/MeTtopgis
BunpobysaHHA /13, 30kpema: - 3a
nokKasHvkom "Onuc” - npueBeeHo y
BiANOBIAHICTb, AOAAHO ONUC
Kancysnu; - 3a NoKasHUKoMm
"laeHTudikayis" — LONOBHEHO
nocunaHHa Ha metoan AdY,
YTOYHEHO BMMOTY [0 NOKA3HWKA,
metog BEPX", 3anponoHoBaHo
OHOBJIEHI METOAW KOHTPOJIHO AKOCTI
'N3; - 3a nokasHWKom "OfHOPIAHICT
[,030BaHNX OAVHWLBL" — IOMNOBHEHO
nocunaHHa Ha metoan AdY,
YTOYHEHO BMMOTY [0 NOKA3HWKa,
3anponoHOBaHO OHOBJ/IEHI MeTOAN
KOHTpONto sIKoCTi [N13; - 3a
nokasHvkom "CepefHsa maca BMIiCTy
Karncysn" - JONMoBHEHO NMOCUIaHHA Ha
MeToaun PY BHECEHO YTOYHEHHA [0
NoKasHUKa; - 3a NoKa3HUKOM
"Po3nagaHHsa" — AOMOBHEHO
nocunaHHa Ha metoan AdY; - 3a
nokasHukom "MikpobionoriyHa
yucToTa" - 4ONOBHEHO NOCUNAHHA
Ha meToan AdY, BHeCeHO
YTOYHEHHS [0 NokKa3Huka. BeegeHHs
3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHN | TUNY - 3MiHW
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/1b TOTOBOrO J1iKapCbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3mMiHK y MeToAax
BMNPO6YBaHb (BK/IOUAKOUM 3aMiHy
ab0 [ONOBHEHHS)). BHECEHHS 3MiH
[0 MeTogis Bunpo6ysaHHs 13 3a
nokasHnkom "KinbkicHe
BMU3HAYeHHs". BBefeHHs 3MiH
npoTArom 6-Tm MicALUiB nicns
3aTBEPKEHHSA. 3MiHN | TUNY - 3MiHW
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro
3aco6y (iHWi 3mMiHK y MeToAax
BMNPO6YBaHb (BK/IOUAOUM 3aMiHy
ab0 [ONOBHEHHS)) BHECEHHS 3MiH
[0 MeTogis Bunpo6ysaHHs 13 3a
nokKasH1kom "CynpoBigHi AOMILLKKN".
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCSLB Nicns 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6.
3MiHa napamMeTpiB cneyuudikadiii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
YNaKoBKM rOTOBOTO /1iKapCbKOro
3aco06y (iHLi 3MiHW). BHECEHHS 3MiH
A0 cneundikauii nepBuHHOT
ynakosku 13 (MBX nniBka).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB MiCNSA 3aTBEPAKEHHS.

3a

UA/11296/01/01

151.

MIAIAHA

drospireno
ne and
ethinylestr
adiol

Apocnip
€HOH,
eTuHine
cTpagio
n

GO3A
Al12

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOIO; MO
21 Tabnetyjy
6nictepi; no 1
ab6o 3 6nictepn
pasom i3
KapTOHHVM
dyTnspom gns
36epiraHHs
6nictepa B nauuj

BAT
"T'efeoH
PixTep"

Yropum
Ha

BAT "l'egeoH
PixTep"

Yropum
Ha

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUny - 3MiHK 3
akocTi. A®Il. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHMX
BUNpo6yBaHb/nepiogy 36epiraHHA
a60 ymoB 36epiraHHa Adl (3a
BifICYTHOCTi Y 3aTBEpAKEHOMY [J0CbE
cepTudikaTa BignNoBigHOCTI
€Bponelicbkin hapmakonei, wo
BK/TIOHAE Mepiog, NOBTOPHOTO
BMNPO6YBaHHS) (Nepios NOBTOPHOIO
BMNpo6yBaHHA/nepios 36epiraHHs) -
36inbLeHHs abo BBeAEHHS nepiogy
NOBTOPHOro BUNpobyBaHHs/nepiogy
36epiraHHa Ha OCHOBI pesy/ibTaTiB

OocCNimpKeHb Y peasibHOMY Yaci -

peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

36inblLUeHHA nepiody NOBTOPHOr0
BMNPOBYBaHHS Ail040T peYOBUHU
eTVHINecTpagiony Ha OCHOBI
pesynbTaTiB AOCNioKEHb Y
peanibHOMy yaci 3 3aTBepapkeHnx 12
micsauiB (1 pik) go 24 micsyis. 3MiHn
| Tuny - 3miHK 3 AkocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®| abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPO6HULTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPMAXKEHNX MeTogax
BMNPOGYyBaHHS) 3MiHa y
3aTBEPMKEHOMY METO[i KOHTPO/IO
A®I eTuHInecTpagion 3a
nokKasHMKoM "P0o3nogin YacT1HOK 3a
po3mipom" (rpaHyIoMeTpUYHNI
cknag). 3miHn | Tmny - 3MiHK 3
AkocTi. A®l. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6
(iHLWi 3MiHW)
3MiHa BTOPVHHOI ynakoBku ans Ad|
eTuHinecTpagion 3 "MeTtanesa
6aHka abo 6apabdaH 3 hibpum pi3HKX
PO3MIpIB 3a/1€XHO Bif KiNIbKOCTI
MaTepiany" Ha "lNakeTu 3
TpunaekcHoi donbru. Kancyna
cunikareno Po3MilLyETbCSH MiX
ApYruM nonieTUIeHOBUM MakeToM i
nakeTom 3 TpuLaposoi onbrn”, a
TaKoX 3MiHEHO OMNWC 3aKPUTTA
BTOPVHHOT YNakKoBKW. HK Hacnigok,
YMOBW 36epiraHHs eTuHinecTpagiony
OHOB/IIOIOTLCSA Ha "36epirati B
opuriHasbHili ynakoBLj o5t 3axXucTty
Bif cBiTNa Ta Bonoru. Lia nikapcbka
aKkTMBHa pevoBuHa He noTpebye
0CO6/IMBUX TeMMepPaTypHUX YMOB
36epiraHHA". MNepBUHHE NaKyBaHHSA
A®| 3aMWaETbCA 6e3 3MiH.

152.

MICTONI®

metronida
zole

METPOHI
fason

cynosuTopii
BariHasIbHi Mo
500 wr in bulk:
Ne 1620 (5x324)
Cyno3unTopiis: no
5 cynosuTopiiB y

TOB
"KYCYM"

YKpaiHa

KYCYM
XENTXKEP MBT
nTa

IHAis

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHVIKa (BnacHuka
PEeECTPALLiHOrO NOCBiAYEHHS).

UA/21000/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
cTpwvni; no 324 3MiHa HaliMeHyBaHHS 3asiBHMKa
cTpunn y (BnacHuka peecTpauiiHoro
KapTOHHIi noceigyeHHs), 6e3 3MiHW PUANYHOT
KopoobLi ocobu. 3aTBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YKpaiHa. BBeeHHs1 3MiH NpoTAromM
6-TV MicsLiB NicNs 3aTBEPKEHHS
153. | MICTON® metronida | meTpoHi | GO1A cynosuTopii TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/16131/01/01
zole nason FO1 BariHasibHi No "KYCYM" XENTXKEP MBT mMartepianis: 3miHu | TNy - peuenmom
500 mr; no 5 nTa AAMiIHICTpaTUBHI 3MiHW. 3MiHa
CynosunTopiiB y HalilmeHyBaHHs Ta/abo agpecu
cTpwni; no 2 3as1BHVIKa (B/1acHMKa
cTpunn y peecTpauiiHoro NoCBiAYEHHS).
KapTOHHIiA 3miHa HaliMeHyBaHHS 3asBHMKa
ynakoBLij (BnacHwvka peecTpadiiiHoro
nocsigyeHHs), 6e3 3MiHN PUANYHOT
ocobu. 3aTBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. BBegeHHs 3MiH MpoTArom
6-T1 MicsLIB NicNs 3aTBEPKEHHS
154. | MI®OPTUK Mycophen | HaTpito LO4AA | TabneTku, BkpuTi | HoBapTic Llseiua 4yacTKoBWit Llseiua BHECEHHS 3MiH 40 peecTpaLiinHux 3a UA/8947/01/01
olic acid MmikocdpeH | 06 060/10HKOI0, dapma Al pist KOHTPO/b AKOCTI: pis/ martepianis: 3miHu | TUNY - 3MiHK peyenmom
onat KMLLKOBOPO34MH Hosaptic ®apma Himeuun wofo 6e3nekn/edekTMBHOCTI Ta
Hi no 180 mr; no LiTeiH AT, Ha/ hapmakoHarnagy. BHeceHHs abo
10 TabneTok y LLiBeiiuapis; CnoseHi 3MmiHa(1) Ao 3000B'A3aHb Ta yMOB
6nictepi; no 12 BUPOBHMLTBO, a BMAadi peecTpauiiiHoro
6nictepiB y YyacTKoBWi NoCBiAYEHHS, BKIOYatoun MNnaH
KopooLi 3 KOHTPO/b AKOCTI, ynpas/iiHHA pusnkamu (iHWwi 3miHu).
KapToHy nepeBuHHe 3asBHUkom HosapTic ®apma Al
nakyBaHHs, LLIBeliLapisi OHOBAEHO MaH
BTOPWHHE ynpaeniHHA pyu3vikamn 45
nakyBaHHs: nikapcbkoro 3acoby MichopTuk,

HoBapTic ®apma
MpopgakwH MvéX,
HimeuuunHa;
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:

Nek
PapmacboTrKanc
A.4., BUpo6Huya
OinbHAUSA
JleHgasa,

TabneTkn, BKPUTI 060/T0HKOIO,
KMLLKOBOPO34MHHI no 180 Mr abo no
360 mr; no 10 TabneTok y 6nicTepi;
no 12 6nictepiB y KOpobLi 3 KAPTOHY

o sepcii 3.0.
3MiHV BHECEHI 0 YaCTUH:
| «3aranbHa iHhopmaLis»,

Il «Cneundpikauis 3 6e3nekm»,

V «3axoau 3 MiHiMi3aLii pu3nkiB»,
VI «Pe3tome nnaHy ynpasniHHS
pr3nKammny»

Ta [0AaTKiB Y 3B’A3KYy 3 Nepernsgom
Ta BUIyYeHHsM npobsem 6esneku
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
CnoBeHis 3a pesynbTatamu OLiHKW perynspHo
OHOB/IIOBAJILHOIO 3BITY 3 6e3neku.
Takox OHOBNEHO WabsoH MYP
BiANOBIAHO 10O pekoMeHaaLii
moaynsa V rev.2 Ta TepMiHONOTIIO -
BignosigHo mopyns XVI rev.3 GVP.
Pestome MYP Bepcia 3.0 fogaetbcs
155. | MI®POPTUK Mycophen | HaTpito LO4AA | Tabnetku, BkpuTi | HoBapTic Lseiua 4yacTKoBWi Lseiua BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/8947/01/02
olic acid mikodpeH | 06 060/10HKOI0, dapma Al pis KOHTPO/b AKOCTI: pist/ marepianis: 3miHu | Tuny — 3MiHn peyenmom
onat KMLLKOBOPO34MH HosapTic ®apma Himeuuu oo 6e3nekn/edekTMBHOCTI Ta
Hi no 360 mr; no LTenH AT, Ha/ thapmakoHarnagy. BHeceHHs abo
10 TabneTok y LLiBeiiuapis; CnoBeHi 3MiHa(u) Jo 3060B’s13aHb Ta YMOB
6nictepi; no 12 BUPOBHULTBO, a BMAadi peecTpauiiiHoro
6nictepiB y YacTKoBWI NocCBiAYEHHS, BKIOYatoun MNnaH
Kopo6ui 3 KOHTPO/b AKOCTI, ynpaBniHHA py3nkamu (iHWi 3MiHW).
KapToHy nepeBuHHe 3anBHUkom HosapTtic ®apma Al
nakyBaHHs, LLIBeliLapisi OHOBNEHO MaH
BTOPWHHE ynpaeniHHA pyu3vikamn 415
nakyBaHHs: nikapcbkoro 3acoby MichopTuk,
HoBapTic ®apma TabneTkn, BKPUTI 060/TOHKOIO,
MpopgakwH MvéX, KMLLKOBOPO34MHHI no 180 mr a6o no
HimeuuunHa; 360 mr; no 10 TabneTok y 6nicTepi;
nepBuHHE no 12 6nictepiB y KOpobLi 3 KAPTOHY
nakyBaHHs, Ao Bepcii 3.0.
BTOPVHHE 3MiHV BHECEHi 10 YaCTUH:
nakyBaHHs, BUMYCK | «3aranbHa iHhopmaLis»,
cepii: Il «Cneundpikauis 3 6e3nekns»,
Nex V «3axoay 3 MiHiMi3aLii pu3nkiB»,
dapmacbloTUKanc VI «Pe3tome nnaHy ynpasniHHS
A.4., BUPOGHMYa pr3nkaMmn»
AinbHNUA Ta [0AaTKiB Y 3B’A3Ky 3 Nepernsgom
Nenpasa, Ta BUIy4YeHHAM npobniem 6e3neku
CnoseHis 3a pesynbTaramu OLiHKW perynspHo
OHOB/IIOBAJILHOIO 3BITY 3 6e3neku.
Takox OHOBNEHO WabsoH MYP
BIANOBIAHO 4O pekomeHAaLii
Moayns V rev.2 Ta TepMIHONOTI0 —
BignosigHo mogyns XVI rev.3 GVP.
Pestome MYP Bepcia 3.0 goaaetbcs
156. | MOPKBU - MOPKBU - EKCTPaKT piakuii NAT YkpaiHa | MAT "Tanuudapm” | YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx - UA/12462/01/01
AVKOI ankoti (cybeTaHuin) y "Tannugpa martepianis: 3MiHu | TUny - 3MiHK 3
nnoaiBs nnopais 6oukax pm” akocTi. A®l. Cuctema
EKCTPAKT eKcTpakT noniMepHux ans KOHTeliHep/3akynopoBasibHWiA 3aci6.
PIAKWIA pigkuii BMPOGHULTBA 3MiHn napameTpiB cneuudikawlii
(fructuu HecTepusibHUX Ta/abo foNyCTUMUX MEX,
m Dauci nikapcbKknx 3a3HauveHux y cneundikavisx, ons
sativi) cdhopm 6e3nocepeHboi ynakoBku A®I (iHwwi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

3MiHW) BHECEHHS 3MiH Y
peecTpauiiiHe gocke /13 Mopksu
[OVIKOT M104iB eKCTPaKT PiaKui,
EKCTpaKT pigkuii (cybeTaHuis), y
Po3gin 3.2.S.6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6,
noB’A3aHe 3: - BUTyYEHHSIM Ha3Bu
BMPOGHMKA BOYOK NONIMEPHMX 3
KpULLKaMK, KU BXe He
BUKOPVCTOBYETLCA AN5 (DacyBaHHA
A®| MopkBM AVKOI NNOAIB eKCTPaKT
pigKuiA, eKcTpakT pigkuii
(cybeTaHuisn), a came BUPOGHMKaA
«3aBof, TapHVX 13aenunii», pocis; -
BUJTYYEHHAM 3 PO34iNy «YnakoBka»
MK$ chikcoBaHOro 3Ha4eHHst Macu
cybcTaHUii y 604 3 MeTo
YHUKHEHHS BIAXMIEHb CMIPUYNHEHNX
BapiaTUBHICTIO BUKOPUCTaHHSA 6040k
noniMepHUX PisHOro HoMiHasy; -
akTyavtisauieto cneumdikadii Ta
MeToZiB KOHTPOst0 604OK
noNiMepPHUX 3 KpULLKaMK, a came:
[04aH0 NokKasHuKK "laeHTudikayis”,
"Mikpob6ionoriyHa yncrtora" Ta
«Martepian 604kn Ta KPULLKN»; B
nokasHuky "HomiHanibHa MICTKIiCTb"
aKTyaJsli3oBaHO po3mipy 6040K
noniMepHUX; BHECEHO 3MiHN Y
nokKasHuK “"30BHILLHIA BUrIag" -
BU/TyYeHO iHdhopmMaLito npo
HasIBHICTb Ha 30BHILLHil/i NOBEPXHI
[Ha 604YKM TOBApPHOTO 3HAaKY
BUPOGHMKa; BUTYYEHO NMOKa3HMK
"CTiliKiCTb O Al BOAHO-MUbHUX
PO34UHIB". Y MOKa3HWKY
«HomiHanbHa MiCTKICTb»
aKTyanizoBaHO po3Mipu 6040K
noniMmepHux 3 Kpuwkamu. Marepian
6040K NOMIMEPHUX 3 KpULLKaMU
3a/IMIAETLCA HE3MIHHUM -
nonieTuneH Hu3bkoro Tucky (HDPE).
CynyTHS 3MiHa - 3MiHK 3 AKocCTi. API.
Cucrema
KOHTeliHep/3aKynopoBasibHWiA 3aci6.
3MiHa B MeToAax BUNpobyBaHHSA
6e3nocepeHbOI ynakosku A®| (iHLi
3MiHM B MeToZax BUNpoGyBaHHs
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
(BK/IKOYAOUM 3aMiHy a60
[IOMOBHEHHS))
157. | MYNbTUBIK - Kanito BO5ZB | po3uuH ans ®peseHiyc | Himeuun dpeseHiyc Himeuun BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/20834/01/01
2 MMOnbIn xnopug, remogianisy / Megukan Ha Megukan Kep Ha mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom
KANIO HaTpito remodinbTpaLii; Kep [Jonunang MrmeX akocTi. CepTtudpikat
xnopuvga, no 5000 mny LoliunaHg BignosigHocTi/l E-cepTudikar
HaTpito cucTemi 6X BiANOBIAHOCTI EBponeiichbkili
rigpokap [BOKamepHoro thapmakonei/moHorpadii. NMogaHHA
60HaT, MiLLKa; o 2 HOBOro abo OHOB/IEHOrO
KauibLito MiLLKW Y cepTudpikaTa BignoBigHoOCTI abo
xnopug, KapTOHHIW BWyYEHHS cepTudikata
avrigpat Kopobui BiANOBIAHOCTI EBpONechbkili
, MarHito thapmakonei: gna A®l; ans
xnopug, BMXigHOro
rexcarig, marepiany/peareHTy/npomikHOro
par, NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
TIIOKO3M BMPOGHULTBI API; ANt AONOMIXHOT
MOHOTif, peyoBuHM (cepTudikat
pat BiANOBIAHOCTI EBpoNeichbkili
(rntoko3 hapmaxonei) - Houii cepTudikart
a) Bifl HOBOro BMpOGHMKa (3amiHa abo
[OMOBHEHHSA) NOAAHHSA HOBOrO
CeprtuchikaTy BignoBifHOCTI
€Bponeiicbkin Papmakonei RO-CEP
2020-228-Rev 00 ansa gitoyoi
peyosunHM Sodium hydrogen
carbonate Big, HOBOro BUPO6HUKa
Solvay Peroxythai Limited, TainaHg,
(0ONOBHEHHS)
158. | MYNbTUBIK - Kauito B05ZB | po3uuH s ®peseHiyc | Himeuun ®peseHiyc Himeyuun BHECEHHS 3MiH [0 peecTpaLiiniHmx 3a UA/20801/01/01
4 MMO/bIN xnopug, remogianisy / Megukan Ha Megukan Kep Ha martepianis: 3miHu | TUny - 3MiHK 3 peuenmom
KANIO HaTpito remoqinbTpaLii; Kep [Jonunang MrmeX akocTi. CepTtudikat
xnopug, no 5000 mny LoiliunaHg BignosigHocTI/lE-cepTudpikar
HaTpito cucTemi 6X BiANOBIAHOCTI EBpoOneichbkili
rigpokap [BOKamepHoro thapmakonei/moHorpadii. NMogaHHA
60HaT, MiLLKa; o 2 HOBOro abo OHOB/IEHOrO
KausibLito MiLLKW Y cepTudgikaTa BignosigHocTi abo
xnopug, KapTOHHI BUyYEHHS cepTudikata
avrigpat Kopoobui BiANOBIAHOCTI EBponeiichbkili
, MarHito thapmakonei: gna A®l; ans
xnopug, BMXigHOro
rekcarig, marepiany/peareHTy/npoMiHOIo
par, NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
TIIOKO3M BMPOGHULTBI A®I; ANt AONOMIXHOT
MOHOTif, peyoBuHM (cepTuddikar
pat BiANOBIAHOCTI EBpoOneichbkili

(raoKo3

dhapmakonei) - Houii ceptudikat
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
a) Bi, HOBOro BUpO6HMKa (3amMiHa abo
[ONOBHEHHS). MNogaHHSA HOBOTO
CepTudpikaTy BignoBigHOCTI
€Bponeiicbkiit Papmakonei RO-CEP
2020-228-Rev 00 ansa girovoi
peyoBuHM Sodium hydrogen
carbonate Bi HOBOro BUPOGHMKA
Solvay Peroxythai Limited, TainaHg,
(AONOBHEHHS).
159. | HAKNO®EH diclofenac | aguknod MO1A pO34uH Ans KPKA, CnoseHi BUPOBHULTBO «in CnoseHi BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/3480/03/01
eHak BO5 iH'ekuin, 75 mr/3 A.4., Hoso A bulk», nepsuHHe A marepianis: 3miHu | Tuny - 3miHK 3 peyenmom nionsi2
HaTpito M, no 3 Mn B MeCTO Ta BTOPUHHE AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. ae
amnyni; no 5 nakyBaHHs1, CT1abifbHICTb. 3MiHa y TepMiHax
amnyny KOHTpONb Ta npugaTHocTi abo ymoBax 36epiraHHs
6nicTepi; no 1 BWNYCK cepil: rOTOBOrO JliKapCbKoro 3acoby
6nictepy B KPKA, a.4., Hoso (3MEeHLLUEHHS TepMiHY NpUAaTHOCTI
KapTOHHIW mMecTo, CroBeHis; roTOBOrO JliKapCbKOro 3acoby) - A5
Kopobui KOHTpPO/b cepii: TOProBOi YNakoBKW. 3MeHLIEHHS
KPKA, a.4., Hoso TepMiHy npugartHocTi 13,y 3B'A3ky
mecTo, CrioBeHist 3 NOMITMKOK KoMNaHii. [jtova
pepakuisi: TepmiH npugartHocTi. 5
pokiB. MNponoHoBaHa pefakuis:
TepMiH NpugatHocTi. 3 pokn. 3MiHK
BHECEHO B iHCTPYKLit0 An1A
MeAMYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby y po3gin
"TepMiH npuaaTHocTi". BBeAeHHS
3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPLKEHHS. 3MiHM | TNy - 3MiHK
LoAao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu).
3MiHN BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOT yNakoBKM iKapCbKOro
3acoby y nyHkTu 3, 8, 17 Ta B TEKCT
MapKyBaHHs NEePBUHHOT YNaKoBKK Y
NyHKTY 6.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS
160. | HEBITEH3 nebivolol Heb6iBoN CO7A TabneTtkn no 5 MPO®AP ManbTa AkTasic J1Ta, ManbTa/ BHECEHHS 3MiH [0 peecTpaLiiniHmx 3a UA/13347/01/01
ony B12 mr; no 10 MA ManbTta abo Bonrapi martepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
rigpoxno Tabnetok y IHTepHeLw BankaHdapma - A akocTi. CepTtudikat
pua 6nicTepi; no 3 HN AynHuua AL, BignosigHocTI/lE-cepTudpikar
6nicTepu B TpeianHr Bonrapis BiANOBIAHOCTI EBpoOneichbkili
KapTOHHI Nimiten thapmakonei/moHorpadii. NMogaHHA
Kopoobui HOBOro abo OHOB/IEHOrO

cepTudgikaTa BignoBigHoCcTi abo
BWIYYEHHS cepTudikara
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBeppKeHoro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO
cepTudpikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei CEP
2021-403-Rev 01 Big,
3aTBEpAKEHOro BMpobHuka Hetero
Drugs Limited gjto4oi pe4yoBrHK
HebiBonon (3arsepmkeHo: RO-CEP
2021-403-Rev 00; 3anpornoHoOBaHoO:
CEP 2021-403-Rev 01)
161. | HEMPOAUKN | Diclofenac | guknod | MO1A | kancynu, no 10 TOB YkpaiHa | [.J1. dapma 'mM6X | AscTpis BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/5909/01/01
OBIT , eHak B55 Kancyny "BAYL marepianis: 3miHu | Tuny - 3miHK peyenmom | nidnse
combinatio | Hatpito; 6nictepi; no 3 XENC oo 6e3nekn/edeKTMBHOCTI Ta ae
ns TiamiHy a6ono 5 YKPAIHA" thapmakoHarnsigy. 3mMiHa y KopoTkiii
rigpoxno 6nicTepis B XapakTepucTu1Li Nikapcbkoro 3acoby,
pua Kopobui 3 TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
(BiTamiH KapToHy MeANYHOro 3aCToCyBaHHA Ha
B1); nigcrasi peryaispHoO OHOB/TOBAHOTO
nipnaokc 3BiTy 3 6e3Mekun NiKapcbkoro 3acooby,
NHY abo gocnimkeHb 3 6e3neku
rigpoxno 3acTOCyBaHHS NikKapCbKoro 3acoby B
pua nicnsipeecTpauiiinii nepiog, abo sk
(BiTamiH pe3ynbTaT OLiHK/ 3BITY 3
B6); OOCNigpKeHb, NPOBeAEHNX
LjiaHOKO Bi4MNOBIAHO A0 NnaHy negiatpuydHmnx
6anamin pocnigpkens (PIP) (3MiHy y3rogpkeHo
(BiTaMiH 3 KOMMETEHTHUM YMOBHOBaXEHNM
B12) opraHom)
3MiHV BHECeHOo A0 IHCTpyKuii ans
MeMYHOro 3acToCyBaHHSA
niKapcbkoro 3acoby A0 po3ainis
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakyii” woao 6esnekn
3acToCyBaHHSA Aito40i pevoBUHM
anknodeHak BignoBigHoO A0
pekomeHgauin PRAC.
162. | HI®YPOKCAS3 | nifuroxazid | Hidpypok | AO7A Kancynu no 200 ToBapucT | YkpaiHa ABC ITania/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/17351/02/01
na e casung X03 Mmr; no 5 kancyn BO 3 PapmadeyTivi Ykpaina marepianis: 3miHu | Tuny - peyenmom nions2
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

y 6nicTepi; no 2 06MeXeHo C.n.A., ITanis; AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU ae

a6o no 3 10 MAT "MoHcpapm", nNiKapcbKoro 3acoby - 3MiHW BHECEHO

6nictepu y BiAgnoBiga YkpaiHa LLI0A0 Ha3BU NiKapPCbKOro 3acoby.

KapTOHHiiA NBHICTIO 3arsepxeHo: MUPODYPUN

Kopo6ui, no 10 "HKC- (MIROFURIL) 3anpornoHoBaHo:

Kancyny PAPM" HI®YPOKCA3WA,

6nictepi no 1 (NIFUROKSAZYD). BBefeHHs 3MiH

abo no 2 NpoTArom 6-Tm MicALiB nicns

6nictepu y 3aTBEPMAKEHHS

KapTOHHiiA

KopoobUi
163. | HOMAIH-H nalbuphin Hanbydi | NO2A pO34MH Ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHmx 3a UA/20278/01/01

e HYy FO02 iH'ekuil, 10 "®APMAC "®APMACEN" mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom
rigpoxno mr/mMn no 1 mn B EN" AKOCTI. [0TOBWI Nikapcbknii 3aci6.
pua amnyni Cucrema

noslieTUNEeHoBI;
no 10 amnyny
nauuj 3 KapToHy;
no2mMns
amnyni
noslieTuNeHoBI
no 5 a6o 10
amnyn y nadui 3
KapToHY

KOHTelHep/3aKkynoptoBasibHUiA 3aci6
(iHLWi 3MiHW) BHECEHHS 3MiH [0 p.
3.2.P.3.3. Onuc B1po6HMYoro
npoLecy Ta KOHTPO/I0 NpoLecy,
Cragis 5 MakysaHHsA (Micns
KomnaekTauii naykn, HaHOCUTbCA
e/1eMeHT KOHTPOJI0 NepLIoro
BIAKPMTTA Ta Ha eTarni naKkyBaHHs
amnys y nayky npoBoAMTLCA
KOHTPO/1b HASABHOCTi efleMeHTy
KOHTPO/II0 NEPLLOTrO BigKPUTTA
KapTOHHOI Naykm) y 3B’A3Ky i3
BHeceHHAM APl HanbydiHy rx o
cnncky Ne 1 Tabauui [l «<HapkoTuyHi
3aco6u Ta poc/IHK, 06iIr SKUX
o6MmexeHo» (noctaHoBa KMY
Ne1422 Big 05.11.2025 p.) Ta
npvBeAEHHAM NaKyBaHHA [0 BUMOT
3akoHy YkpaiHu «[1po HapKOTUYHI
3ac06u, NCUXOTPOMHI PEYOBUHM |
npekypcopv». 3MiHu | Tuny - 3MiHu 3
AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHN Y
npoLeci BAPO6HULITBA FOTOBOrO
nikapcbKoro 3acoby, BKIYaum
MPOMiXHWI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby
(He3Hau4Ha 3MiHa y npoueci
BMPOOHWLTBA) BHECEHHA HE3HAYHUX
3MiH go p. 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOO
npouecy, Ctagis 2 ®inbTpauis
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
pO34MHy. BurotoBneHHs,
HaMoBHEHHSA Ta repMeTK3aLlis amnyn
Ta Ctagis 5 MakyBaHHA. 3MiHN B
napameTpax BUPOGHMYOro npoLiecy
BMPOBa/KEHI 3 METOI onTuMi3aLii
npouecy BupobHuyTBa /13 HonaiH-
H, wo 3gjiicHi0eTbeA Ha AinbHuLi
Nel «BUpOGHULTBO PiaKuX
NiKapCbKNx 3ac06iB B aCenTUYHMX
yMoBax»
164. | O3AJIEKC® rosuvastati | posysac | C10A TabneTkn, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx 3a He UA/16949/01/01
n TaTuH A07 N/1iBKOBOIO "KYCYM" ®APM", YkpaiHa marepianis: 3miHu | Tuny - peyenmom | nidnse
KauibLito 060/10HKOI0, N0 a6bo AMIHICTpaTVBHI 3MiHU. 3MiHa ae
10 mr, Ne28 TOB "KYCYM", HaliMeHyBaHHSA Ta/abo agpecun
(14x2): no 14 YkpaiHa 3asBHUKa (BNacHuka
Tabnetok y peecTpauiiiHoro NocBig4eHHs) -
6nicTepi; no 2 3MiHa HaliMeHyBaHHS 3asBHMKa
6nictepu y (BnacHvika peecTpadiiHoro
KapTOHHilA NnocBigYeHHs), 6e3 3MiHN PUANYHOT

ynakosLi; Ne84
(14x6): no 14
Tabnetok y
6nictepi; no 6
6nicTepiB y
KapTOHHilA
ynakoBLi

ocobu:
3arBepaKeHo:
TOB "TNIEAPAPM NTL", YkpaiHa
3anponoHoBaHo:

TOB "KYCYM", Ykpaina
TepMiH BBEEHHS 3MiH - NPOTATOM
12 micsuiB nicnsa 3aTBEPAYKEHHS.
3MmiHu | TUNY - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micus NPoBadKEHHS
AiSNbHOCTI BUpPO6HUKa/imnopTepa
roToBOro NikapcbKoro 3acooby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii
abo micue NpoBefeHHs KOHTPOST0
AKOCTI. (QiSNbHICTb, 3a AKY
BiAnoBigae BUpoGHuK/iMnopTep,
BK/IHOYAOUM BUMYCK cepiid) - 3MiHa
HaliMeHyBaHHs BUPOOHWKa, 6e3
3MiHV MiCLS BUPOGHMLTBA:
3arBepaKeHo:

TOB "TNIEAPAPM NTA", YkpaiHa
3anponoHoBaHo:

TOB "KYCYM", Ykpaina
3MiHV BHECEHI B iIHCTPYKL,it0 Ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gain
«Bu1po6HMK», BIANOBIAHI 3MiHI
BHECEHO B TEKCT MapKyBaHHS
YNaKOBKW fliKapCbKoro 3acooby.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

TepMiH BBEAEHHS 3MiH - NPOTATOM
12 micsiB nicns 3aTBEPKEHHS.

165.

O3ANEKC®

rosuvastati
n

posyBac
TatuH
KanbLijto

C10A
A07

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, MO
20 mr, Ne28
(14x2): no 14
Tabnetok y
6nicTepi; no 2
6nictepu y
KapTOHHIW
ynakoBLi

TOB
"KYCYM"

YkpaiHa

TOB "KYCYM
®APM", YKpaiHa
abo
TOB "KYCYM",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TNy -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKa (BacHMKa
peecTpavuiiiHOro Noceig4YeHHs) -
3miHa HaliMeHyBaHHS 3asBHMKa
(BnacHwvka peecTpadiiiHoro
noceigyeHHs), 6e3 3MiHN PUANYHOT
ocobu:
3arBepaeHo:

TOB "TNEA®APM NTA", YkpaiHa
3anponoHoBaHo:

TOB "KYCYM", ¥YKpaiHa
TepmiH BBEAEHHS 3MiH - NPOTAroM
12 micsiB nicns 3aTBEPAKEHHS.
3MiHY | TUNY - AOMIHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo
afipecy MicLs NPOBaKeHHS
LisiNbHOCTI BUpobHUKa/imnopTepa
roToBOro MikapcbKoro 3acooby,
BK/IHOYA0UM OiNbHUL BUMYCKY cepii
abo Micue NpoBefeHHs KOHTPO/I0
AKOCTI. (AISNbHICTb, 3a AKY
BiAMoBigae BMpo6HuK/iMnopTep,
BK/IOUAOUM BUMYCK cepiii) - 3MiHa
HalilMeHyBaHHs BUpPOOHWKa, 6e3
3MiHV MiCLSi BUPO6HMLTBA:
3arBepaeHo:

TOB "TNEA®APM NTA", YkpaiHa
3anponoHoBaHo:

TOB "KYCYM", ¥YKpaiHa
3MiHV BHECEHI B iIHCTPYKL,i0 Ans
MeAMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3gin
«Bunpo6HMK», BIiANOBIAHI 3MiHI
BHECEHO B TEKCT MapKyBaHHS
yrnakoBKU NikapcbKoro 3acoby.
TepmiH BBEAEHHS 3MiH - NPOTAroM
12 micsuiB micns 3aTBEPAKEHHS.

3a
peyenmom

He
nionsie
ae

UA/16949/01/02

166.

OS3AJIEKC®

rosuvastati
n

po3syBac
TaTuH
KasbL,ito

C10A
A07

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOI0, MO
40 mr, Ne28
(14x2): no 14

TOB
"KYCYM"

YKpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AIMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHVKa (BnacHuka

3a
peyenmom

He
nionsie
ae

UA/16949/01/03
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep

n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo

3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Tabnetok y peecTpavuiiiHoro NocBigYeHHs) -
6nicTepi; no 2 3MiHa HaliMeHyBaHHS 3asiBHMKa
6nictepu y (BnacHvka peecTpadiiHoro
KapTOHHiiA nocBigYeHHs), 6e3 3MiHN PUANYHOT
ynakoBLi ocobu:
3arBepaKeHo:
TOB "TNEAPAPM NTA", YkpaiHa
3anponoHoBaHo:
TOB "KYCYM", Ykpaina
TepMiH BBEAEHHS 3MiH - NPOTATOM
12 micsiB nicns 3aTBEPKEHHS.

167. | OKTAHAT coagulatio | dhakTop B02B MOPOLLIOK ANsi OkTadap ABCTpist BMPOGHMLTBO 3a Lseuis/ BHECEHHS 3MiH [0 peecTpaviiiHmx 3a UA/15468/01/02
n factor VIl D02 pO34unHy Ans Ma NOBHUM LMK/IOM 3a | ABCTpis/ mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom
Vil Koaryns iH'exuii mo 100 Papmaves BUKNHOYEHHAM ®paHuis skocTi. CepTtudikat

Ll KpoBI MO/mn; TUKa BTOPUHHOI / BignosigHocTi/l E-cepTudpikar
NOANHN KapToHHa MpopaykTio yMNaKkoBKU: Himeuuu BiANOBIAHOCTI EBpoNeichbkili
Kopobka Nel: Hcrec OkTadapma AB, Ha thapmakonei/moHorpadii. NMogaHHA
MicTuTb 1 M.6.X. LLiBeuist; HOBOro abo OHOB/IEHOrO
onakoH 3 BUPOGHMLTBO 3a cepTudpikaTa BignoBigHoOCTI a6o
NOPOLLKOM AN151 MOBHUM LIK/TOM, BUJTYYEHHS cepTudikaTa
po3unHy ons BK/IOYA0UM BiANOBIAHOCTI EBpoONechbkili
iH'EKLLINA. Bi3yasibHy thapmakonei: gna A®l; ans
KapToHHa iHCMeKL;to: BMXigHOro
Kopobka Ne2: OkTadapma marepiany/peareHTy/npomikHOro
MicTuTh 1 dapmaveBTUKa NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
chnakoH 3 MpopykTioHcrec BMPOGHULTBI API; ANt AONOMIXHOT
PO3YMHHVKOM M.6.X., ABCTpis; peyoBuHM (cepTudikat
(Boga ansa BUPOGHMLTBO 3a BiANOBIAHOCTI EBpoNeichbkili
iH'ekuin no 10 NMOBHUM LMK/IOM 38 thapmakonei) - OHOBMEHWIA
mn (1000 BVIK/TIOYEHHAM cepTuduikaT Bif y)Xe 3aTBepXEHOro
MO/dhnakoH)) Ta BTOPWUHHOI BUPOGHMKA. OHOBMIEHHS
KOMMNAEKT Ans yMaKoBKN: cepTudpikaTa BignoBigHOCTI
PO34YMHEHHSA Ta OkTadapma, €Bponeiicbkili hapmakonei 3 [R1-
BHYTPILLUHbOBEHH PdpaHuis; CEP 2005-070- Rev 09] Ha [CEP
oro BBefeHHs (1 BTOPVHHE R1-CEP 2005-070-Rev 10] gns
LUMpULL nakyBaHHS, Ai0Y0T PEYOBUHW renapuHy HaTpito
ofHopasoBwuid, 1 BisyanbHa Bif, BXXe 3aTBEpPAKEHOr0 BUPOOHMKaA
[BOCTOPOHHSA iHCneKuis: NANJING KING-FRIEND
rosika, 1 ronka 3 OkTadapma BIOCHEMICAL
inbTpom, 1 [eccay 'm6X, PHARMACEUTICAL CO., LTD.
rosika anas HimeuumnHa; Nanjing CN.
iH'ekuin, 2 BMPOGHMLTBO
NPOCOYEHI Kpionpeujnitara:
cnupTom OkTachapma
TammnoHu) y MpopykuioHcrecen
naketi abo nwadt Jdonunang
6nictepi. M.6.X., HimeyunHa

Kopo6ka Ne 1 Ta
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Kopobka Ne 2
06'eHYIOTbCA
MK CO6010
nNacTyKoBOO
NAiBKOO
168. | OKTAHAT coagulatio | dhakTop B02B MOPOLLIOK ANsi OkTadap ABCTpist BVMPOGHMLTBO 3a Lseuis/ BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/15468/01/01
n factor VIl D02 pO34unHy ans Ma NOBHUM LMK/IOM 3a | ABCTpis/ mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom
Vil Koaryns iH'ekuin no 50 Papmaves BUKNIOYEHHAM ®paHuis skocTi. CepTtudpikat
Ll KpoBI MO/mn; TUKa BTOPUHHOI / BignosigHocTi/l E-cepTudikar
NOANHN KapToHHa MpopaykTio yraKkoBKu: Himeuuu BiANOBIAHOCTI EBponeiichbkili
Kopobka Nel: Hcrec OkTadapma AB, Ha thapmakonei/moHorpadii. NMogaHHA
MicTuTb 1 M.6.X. LLiBeuist; HOBOro a0 OHOB/IEHOrO
oNakoH 3 BUPOGHMLTBO 3a cepTudikaTa BignoBigHoOCTI abo
MOPOLLKOM AN1si MOBHUM LIK/TOM, BUJTYYEHHS cepTudikaTa
po3unHy Ans BK/IOYA0UM BiANOBIAHOCTI EBponeichbkili
iH'EKLLINA. Bi3yasibHy thapmakonei: gna A®l; ans
KapToHHa iHCMeKL;to: BMXigHOro
Kopobka Ne2: OxTadapma marepiany/peareHTy/npomikHOro
MicTuTh 1 dapmaveBTUKa NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
chnakoH 3 MpopykTioHcrec BMPOGHULTBI API; ANt AONOMIXHOT
PO3YMHHVIKOM M.6.X., ABCTpis; peyoBuHM (cepTudikat
(Boga ansa BUPOGHMLTBO 3a BiANOBIAHOCTI EBpoNneiichbkili
iH'eKLin Mo 5 mn NMOBHUM LMK/IOM 38 thapmakonei) - OHOBMEHWA
(250 BVIK/TIOYEHHAM cepTuduikaT Bif y)Xe 3aTBepXEHOro
MO/dhnakoH) BTOPWUHHOI BUPOGHMKA. OHOBMIEHHS
a6o 10 mn (500 yMakoBKU: cepTudpikaTa BignoBigHOCTI
MO/cnakoH)) Ta OkTadapma, €Bponeiicbkili hapmakonei 3 [R1-
KOMNAEKT Ans PdpaHuis; CEP 2005-070- Rev 09] Ha [CEP
PO3UYMHEHHA Ta BTOPUHHE R1-CEP 2005-070-Rev 10] gns
BHYTPILLHEOBEHH nakyBaHHS, Ai040T PEYOBUHW renapuHy HaTpito
oro BBefeHHs (1 Bi3yasibHa Bif, BXX€e 3aTBEPXEHOro BUPOGHMKaA
Lnpm, iHCnekujs: NANJING KING-FRIEND
ofHopasoBuii, 1 OkTadapma BIOCHEMICAL
[BOCTOPOHHA [Leccay 'm6X, PHARMACEUTICAL CO., LTD.
ronka, 1 ronka 3 HimeuunHa; Nanjing CN.
hinbTpom, 1 BMPOGHMLTBO
rosnka ans Kpionpeujnitara:
iH'exuin, 2 OkTadapma
MpOoCOYeHi MpopykuioHcrecen
CnmpTom nwadt JoiAunang
TamrnoHu) y M.6.X., HimeuunHa
nakeTi abo
6nictepi.

Kopo6ka Ne 1 ta
Kopobka Ne 2
06’eHyIOTbCA
MiX c06010
n1acTVKOBOK
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
N/1iBKOO
169. | OKTAN/NAC - 6inkn BO5A po3unH Ans OkTadap ABcTpis BVPOGHMUK, Lseuis BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/15584/01/01
nr naasmm A iHdpysiid, 45 - 70 mMa BiANOBIAaIbHMI 3a mMarepianis: 3miHu Il Tuny - 3miHn peyenmom | nidnse
KpOBI mr/mn; no 200 dapmaues BUPOGHMLTBO 3a oo 6e3nekn/edeKTMBHOCTI Ta ae
NOANHU MmN B TMKa NOBHVM LMK/IOM: hapmakoHarnsagy. 3mMiHu y KopoTkili
CTEpWUIbHOMY, MpopykTio Oktadhapma Ab XapakTepucTu1Li Nikapcbkoro 3acoby,
nnactudikosaHo Hcrec TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
My KOHTenHepi M.6.X. MeMYHOro 3aCTOCYyBaHHSA y 3B'A3KY
NS KpoBi 3 i3 HOBUMW JaHNMK 3 SIKOCTI,
nonisiHinxnopug OOKNIHIYHUMUA, KNIHIYHUMW JaHVMK
y;nol Ta JaHumu 3 dpapmakoHarnagy.
KOHTEliHepy B 3MiHM BHECEHO B IHCTPYKLil0 AN
nakeTi 3 MeAMYHOro 3aCTOCyBaHHSA
npo3opoi niKkapcbKoro 3acoby o posginy
noniamig/noniet "Mo6iyHi peakuji”, a TakOX BHECEHO
NNEeHoBOT pejakLiiiHi npaBku A0 po3ainy
nnisku; no 1 "Cknag". TepMiH BBEAEHHS 3MiH -
nakeTty B npoTsArom 6 micsAuis nicns
KapTOHHIiA 3aTBEPAKEHHS.
KopobL,.
Okrannac JIr
yNakoBY€ETLCA B
OoKpeMi
KOHTEliHepy 3a
TakvMu rpynamm
Kposi: 'pyna
kposi A (Il),
'pyna kposi B
(i), rpyna kposi
AB (IV), 'pyna
Kposi O (I)
170. | ONIME/b combinatio | 1 BO5B emynbCis ans BakcTep Benbris BxigHwit Benbris BHECEHHS 3MiH 40 peecTpaLinHnx 3a UA/17380/01/01
N7E ns Tpukame | Al0 iHcpysiiA; no 1000 C.A. KOHTPO/b, martepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom
pHUiA My KOHTPO/Ib akocTi. CepTudikaT
naket TpUkamepHomy NPOMKHOro signosigHocTi/l E-cepTudikar
MIiCTUTb: naacTUKoBOMY NpPOAYyKTY, BiANOBIAHOCTI EBponeiichbkili
35 % nakeTi B BUPOBHMLTBO, thapmakonei/MmoHorpadii. NMogaHHs
PO34UH 3aXUCHIN nakyBaHHs, HOBOro ab0o OHOB/IEHOIO
NIHOKO3M 060/10HLj, WO KOHTPO/b AKOCTI cepTtudikaTa BignosigHoCTi abo
3 MiCTUTb Ta BMNyCK cepil: BW/IyUYEHHS cepTudikaTa
KanbLije nornuHay BakcTtep C.A. BiANOBIAHOCTI EBpONenchbkili
Mm; 11,1 KMCHIO; Nno 6 thapmakonei: gna A®l; ans
% nakeTiB y BUXIAHOTO
po34nH KapTOHHI marepiany/peareHTy/npomikHOro
amiHOKM kopob6Lii; no NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
cnoT 3 1500 mny BUPO6HUUTBI A®I; Ana AONOMDKHOT
enekTpo TpUKamepHoMmy peyoBuHM (cepTudikat
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
nitamu; naacTUKoBOMY BiANOBIAHOCTI EBponeiichbkili
20 % nakeTi B chapmaxkonei) - OHOBNEHWIA
ninigHy 3aXMCHIlA cepTuduikaT Bif yXe 3aTBepXEHOro
eMy/bCi 060/10HLj, Wo BMpO6HUKa - NofaHHA OHOB/IEHOTO
10; MiCTUTb cepTudikaTa BignoBigHOCTI
1 nakeT noravMHay €poneiicbkili hapmakonei Ne CEP
MIiCTUTb: KWUCHIO; No 4 2012-336-Rev 02 (3aTBEpAXKEHO:
anaHix; naketu y R1-CEP 2012-336-Rev 01) ans
apriHiH; KapTOHHI Aio4oi pevoBrHN Soya-bean oil
Kucnoty Kopoo6Li; no refined, Big BXe 3aTBEpAXEHOro
acnapari 2000 mny BMpobHuka SOCIETE
HOBY; TpUkamepHoMy INDUSTRIELLE DES OLEAGINEUX
Kucnoty nnacTMKoBOMy SIO, ®paHuis.
rayTamiH nakeTi B 3MiHu | TUnNYy - 3MiHK 3 AKOCTI.
OBY; 3aXMCHINA Ceptudpikat BignosigHocTi/lE-
TNiLUH; 060/10HLj, Wo cepTudikaT BiANOBIAHOCTI
ricTManH MICTUTb €Bponeiicbkili
; noravMHaqy thapmakonei/moHorpadii. NMogaHHA
i3oneiy, KUCHIO; Mo 4 HOBOro abo OHOBJIEHOrO
UH; nakeTun y cepTugikaTa BignoBigHOCTI a6o
nenuuH; KapTOHHI BW/TyYEHHS cepTudikata
Ni3UHY KopoobLi BiANOBIAHOCTI EBponeiichbkili
auerar; thapmakonei: gns A®l; ana
METIOHIH BUXiAHOTO
; matepiany/peareHTy/npoMiHOIo
theHinan NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
aHiH; BMPOGHULTBI A®I; ANt [ONOMIXHOT
NponiH; peyoBuHM (cepTudikat
CepuH; BiANOBIAHOCTI E€BpONENChKilt
TPEOHIH; thapmakonei) - OHOB/IEHWIA
TpunTod cepTuaikaT Bif ye 3aTBeppKeHoro
aH; BMPOGHMKa - MofaHHS OHOBIEHOTO
TUPO3WH cepTudpikaTa BignoBigHOCTI
; BaUliH; €poneiickkili hapmakonei No CEP
HaTpito 2012-333-Rev 01 (3aTBEPAXKEHO:
auetary R1-CEP 2012-333-Rev 00) ans
Tpurigpa nitoyoi pevosuHu Olive oil, refined
T, Kanito Bifl BX€ 3aTBEPAXEHOr0 BUPOOHUKA
xnopug,; SOCIETE INDUSTRIELLE DES
MarHito OLEAGINEUX SIO, ®paHuisi.
xnopuay
rekcarig
par;
HaTpito
rniyepo
hocdpat

rigparos




178

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
aHui;
r/110K03a
MOHOTif,
pat;
KauibLito
xnopug,
avrigpat
; onis
0/IMBKOB
a
padiHoB
aHa Ta
onis
coeBa
padchiHoB
aHa
171. | OHIXENN amorolfine | amopon DO1A nak gns Hirtie Benyno, XopsarTi BMPOGHMLTBO IpnaHgis BHECEHHS 3MiH [0 peecTpaviiniHmx 6e3 UA/17914/01/01
iHy E16 nikyBasibHUiA, 50 nikn Ta a roToBOro / mMartepianis: 3miHu | TUny - 3MiHK 3 peuenma
rigpoxno Mmr/mn; no 2,5 mn | kocmetuka NiKapcbkoro Xopsari aKocTi. CepTudikat
pva, abono5mny , 4.4, 3acoby, KOHTPO/Ib a BignosigHocTi/l E-cepTudikar
donakoHi pasom SAKOCTI: BiANOBIAHOCTI EBpoNneiichbkili
3 CNUPTOBUMU Larens Megikan thapmakonei/moHorpadii. NMogaHHA
cepBeTkamu, AHnimiTeq, HOBOro abo OHOB/IEHOrO
nuaoYkamu s Komnadi, IpnaHgis; cepTudpikaTa BignoBigHoOCT abo
OUMLLIEHHA Ta KOHTPO/b AKOCTI BU/yYEHHS cepTudikata
ansnikatopamu Ta BUMyCK cepii: BiANOBIAHOCTI EBpONeichbkili
[ONA HaHeCeHHs Benyno, nikn Ta thapmakonei: gna A®l; ans
naky B KoCMeTuka, 4.4., BUXiHOTO
KapTOHHI navw,i XopBartis marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei) - OHOBMEHWIA
cepTudikaT Bif y)Xe 3aTBepXEHOro
BMPOGHMKa - MoAaHHA OHOBIEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei CEP
2016-071-Rev 01 (3aTBEpAXEHMWIA:
R1-CEP 2016-071-Rev 00) ansa Adl
amoporndiHy rigpoxnopug, Bif yxe
3aTBepxeHoro Bupo6Hnka OLON
S.P.A,, lTanis.
172. | OHOPIO nebivolol He6iBon | CO7A Tabnetkvu no 5 CaHpo3 CnoseHi nepBuHHa Ta Himeyuun BHECEHHS 3MiH [j0 peecTpaLiiHmx 3a UA/12448/01/01
ony B12 mr; no 10 dapmach a BTOPUHHA Ha/ martepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
rigpoxno Tabnetok y toTikan3 yNakoBKa, PymyHis/ skocTi. CepTtudikat




179

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
pua 6nicTepi; no 2, o.4. KOHTPO/1b, 103BIN Monbwa BignosigHocTI/lE-cepTudpikar
abo no 3, abo no Ha BUMNYCK cepii: / BiANOBIAHOCTI E€BpONENChKilt
6, a6ono 9 Cantotac ®apma | Typeuun | dhapmakonei/moHorpadii. NMogaHHA
6nictepiB y 'M6X, HimeuyunHa,; Ha HOBOro abo OHOB/IEHOTO
KapTOHHIlA KOHTPO/b: cepTugikaTa BignoBigHOCTI a6o
Kopobui C. K. Cangos C. P. BW/TyYEHHS cepTudikata
N., PymyHis; BiANOBIAHOCTI EBponeiichbkili
nepBuHHa Ta thapmakonei: gns A®l; ana
BTOPVHHA BUXiZHOrO
yrnakoBkKa, matepiany/peareHTy/npoMiHOIo
KOHTPO/1b, A03BIN NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
Ha BUMYCK cepii: BMPOGHULTBI A®I; ANt [ONOMIXHOT
Nek C. A, peyoBuHU (cepTudikat
Monbuwa; BiANOBIAHOCTI E€BpONENCHKilt
BMPOGHMLTBO hapmakonei) - HoBuii cepTuddikart
Hepo3dacoBaHoro Bif} BXXe 3aTBEpPAKEHOrO BUPOBHMKaA
NPOAYKTY: - NoflaHHs HOBOrO cepTudlikara
CaHgos pyn BiANOBIAHOCTI EBpONechbkili
Carnuk YpyHnepi thapmakonei Ne RO-CEP 2022-170 -
Inaknapi CaH. Be Rev 00 (3aTBeppxeHo: ASMF) ans
Tik. A.C,, A®| HebiBoONY rigpoxopuay Big,
TypeyunHa BXe 3aTBepA)KeHOro B1pPo6HMKa
Zhejiang Ausun Pharmaceutical
CO., Ltd. 3miHu | Tuny - 3miHn 3
AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs
a60o ymoB 36epiraHHa A®I (3a
BiCYTHOCTI Y 3aTBEPKEHOMY [0CLE
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei, LWwo
BK/1HOYAE Nepios NOBTOPHOrO
BMNpoGyBaHHS) (Nepiog MOBTOPHOTO
BMNpoGyBaHHs/Nepios 36epiraHHs) -
36inbLeHHs abo BBeAEHHA nepiogy
NMOBTOPHOrO BMNpPOoGyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3y/bTaTiB
LOCAiMKEHb Y peasibHOMY Yaci -
BBE/IeHHA nepiogy NOBTOPHOrO
BUNPOBYBaHHSA 2 poku Ana AdI
Heb6iBonony rigpoxnopuay Big
BMpO6HUKa Zhejiang Ausun
Pharmaceutical CO., Ltd.
173. | OPEB® nintedanib | HiHTEgA LO1EX | kancynm m siki BepiHrep Himeuun MepBuHHE Himeuun BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/16115/01/02
Hiby (y 09 no 150 mr; no 10 | IHrenbxau Ha (6nicTepu) Ta Ha/ marepianis: 3miHu | Tuny - peyenmom
BUrNAAI Kancyny M BTOPVHHE PpaHuis AMIHICTpaTVBHI 3MiHW. 3MiHa
esunary 6nicTepi, no 6 IHTepHeww nakyBaHHs, HalilmeHyBaHHs Ta/abo agpecu micud
) 6nicTepiB y HN Tm6X MapKyBaHHS, NPOBaMKEHHS AiS/IbHOCTI
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KapTOHHiiA KOHTPO/b AKOCTI, BUPOGHMKa (BK/TKOYaKouK, 3a
ynakosLi KOHTPO/b AKOCTI HeobXiAHOCTI, MicLie NpoBeAeHHS

3a MOKa3HMKOM
Mikpo6ionoriyHa
yucToTa Ta BUNycK
cepili nikapcbKkoro
3acoby:
BepiHrep
IHrenbxaiim
Papma M'm6X i
Ko.Kl, HimeuunHa;
Brpo6HMUTBO,
ynakoBka Ta
KOHTPOSO SIKOCTI
(3a BUK/TOUEHHAM
Mikpo6ionoriyHoi
4YUCTOTU) Kancyn
bulk
(Hepo3sdpacoBaHol

NpoAyKLii):

KataneHt

HimeuyunHa

E6epbax Mm6X,
HimeyvunHa;
AnbTepHaTUBHUIA
BVMPOGHWK Kancysn
bulk
(Hepo3sdpacoBaHol
npoaykuii) Ta
KOHTPO/b SIKOCTI
NiKapcbkoro
3acoby (3a
BUK/IIOYEHHAM
Mikpo6ionoriyHoi
4yacToT):
KataneHTt ®paHujis
BeHalim, ®paHuis;
AnbTepHaTVBHa
nab6oparopis gns
npoBefeHHs
KOHTPOSO SIKOCTI
(3a BUKTOYEHHAM
Mikpob6ionoriyHoi
4YUCTOTH):

A eHp Em
WTABTECT
Na6op cyp

AHaNITVK yHA

KOHTPO/I0 SIKOCTi), a60 BlacHuka
MacTep-caiina Ha A®l, abo
noctavasibHuka A®Il/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HMLTBI ADI (AKLLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTucpikata
BiANOBIAHOCTI E€BpONENChKilt
thapmakornei y 3aTBepKeHOMyY
nocbe, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayYeHo y OCbE) YTOUHEHHS
agpecu 4119 BUPO6HVKa BUXIQHOT
peyoBuHM 1-MeTunninepasunH Ta
TprmMeTunopTobeHsoar AMI
Organics Ltd., India. 3aTBepxeHo:
440/5, 6, ROAD NO. 82/A Surat-
394 230, India 3anponoHoBaHo: Plot
no. 440/4, 5, 6, 8206/B, ROAD NO.
82/A GIDC, SACHIN — 394 230,
GUJARAT, India (IND). 3miHu | TUny
- AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKOUN
AinbHUUi ana A®l, npomixHoro
NpoAyKTy abo roToBOro MikapcbKoro
3acoby, finbHNLi AN NpoBeeHHS
nakyBaHHS!, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBELEHHS KOHTPONIO cepil)
abo nocravasibHMKa BUXiAHOrO
marepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HaYeHo y [OCbE) BUNYYEHHS
BUPO6GHUYOT AinbHULI AkzoNobel
Functional Chemicals (agpeca:
44485 Stenungsund, Sweden), ans
BUXIOHOT peyoBUHU 1-
MeTunninepasuH. 3minun | Tuny -
3MmiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpOGHMKa
BWXiHOr0/MPOMIXHOro
npoAyKTy/pearexTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(BKKOYauKM, Ae HeobxigHo, Micue
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Cra6initatcnpydy npoBeAeHHA KOHTPOJII0 AKOCTi) API
Hr FM6X, (3a BigcyTHOCTI cepTudikata
HimeuumnHa; BiANOBIAHOCTI EBpONechbkili
AnbTepHaTuBHa hapmakonei y 3aTBepKeHoMY
nab6oparopia gns [0CbE)(IHLLI 3MiHN) BNPOBa)KEHHSA
nposefeHHsA HOBOI aflbTEPHATMBHOI BUPOGHNYOT

KOHTPO/O AKOCTI
MikpobionoriuHoi
4yncToTU:
CI'C IHcTUTYT
®peseHiyc M'MOX,
HimeuyumnHa;
Na6op IC CE eHa
Ko. KI',
HimeuunHa

OinbHUUI ANS BUXIAHOT peqyoBuHN 1-
MeTunninepasuH, skuii
BUKOPWCTOBYETLCA 4151

BMPOOHULTBA Ai0HOT peYOBUHMN
HiHOeTaHiby e3unar, a came
ZHEJIANG ZHONGXIN FLUORIDE
MATERIALS CO., LTD (agpeca:

Hangzhou wan Shangyu Economic

and Technological Development
Zone, Zhejiang province, China).
3MiHn | TURY - 3MiHK 3 aKocTi. AL,

KoHTponb A®l. 3miHa y napameTpax

cneuudikauin Ta/abo gonycTummx

MeX, BU3HauYeHuX y creumdikauisx

Ha A®|, abo BUXigHWI/MPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLUTBA AD| (4ONOBHEHHS
crneundikaL,ii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBifH/M METOLOM
BMNPOOYBaHHS) AOMOBHEHHS
crneundikaLii HOBUM NOKa3HUKOM
AKOCTi «KinbkicHe
BU3HauYeHHA»/Assay A5
NPOMIXHOr0 NPOAYKTY Aitoyol
peyvoBUHN HIHAETAHIOY e3nnat
(HenogpibHeHuid) (“BIBF 1120
eTaHcybhoHaT HenoApibHeHnA") i3
BCTaHOBNEHUMU Mexammn 98,0—
102,0%. BctaHoBNEHI MeXi €
iBEHTUYHUMU MeXaMm AnA
napameTpy «KinbKicHe BU3HaYeHHS»
aKTMBHOI Cy6CTaHUIl HiHaeTaHiby
esunar (nogpibHeHoi). Ans
BM3HAYEHHA [aHOro napameTpy,
BUKOPVCTOBYIOTb @HaUTITUYHY

MeTOAWKY, fKa € CNiMIbHOW AK AN

BM3HAYEHHA MoKasHuKa «OpraHiyHi

Jomiwwkm»/ Organic Impurities Tak i

ONns nokasHuka «KinbkicHe

BU3HAYEHHA»/Assay. 3MiHn | Tuny -

3MiHu 3 sKoCTi. A®Il. KoHTposb AdL.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA

(Hanpwvknag BUTyYEHHs 3acTapinoro

NpoAyKT/peareHT, LWo
BMKOPVCTOBYHOTbCS Y MPOLECI
BUpo6HUUTBa AP| (BUTYUYEHHS
He3HayHOro NoKasHMKa AKoCTI

NOKa3HWKa)) BUTYHEHHS NMOKa3HUKa
«Baxki meTasin» i3 cneundikawi
Ait0Y0T PEYOBVHN HiHAETaHIby
esunar (noapibHeHoT) Ak
He3Ha4YHOro, Ha OCHOBI OL|iHKM
pu3uky 3rigHo 3 ICH Q3D. 3MiHn |
My - 3MiHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECi
BMpoGHULUTBa AP (iHLLI 3MiHK Y
mMeToAax BUNPOo6yBaHHS
(BrtOvatouM 3amiHy abo
[onoBHeHHs) APl abo
BWXiHOr0/MPOMIXHOro NPoAyKTY)
BMNPOBa/PKEHHSA a/IbTEPHATUBHOIO
aHaniTMYHOro MeToAy A0 YMHHOrO
meToay BEPX BU3HaueHHs1 BMICTY
OpraHiYHUX AOMILLOK Yy MPOMDKHOMY
NPOAYKTI Ait0Y0T pevoBUHN
HiHOeTaHiby eaunat
(HenogpibHeHuid) (“BIBF 1120
eTaHcy/IbddoHaT HenoApibHeHNA").
3MiHn | TURY - 3MiHK 3 aKocTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
MaTepiany/npomiKHOro
NpoAayKTy/pearexTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP (iHLWI 3MiHK Y
mMeTogax BUNpobyBaHHSA
(BK/KOYALOUM 3aMiHy a60
[0NoOBHEHHA) AdD| abo
BWXi4HOrO/MPOMIKHOrO NpoAyKTy)
BMNPOBa/PKEHHA HOBOrO
aHanitTuyHoro metogy BEPX gns

BM3HAYEHHS! KiNIbKICHOro BMiCTy
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

Liro4oi pevyoBuHU. YnHHa
aHaniTnyHa metoavka (BEPX) gns
BM3HAYEHHS KiJTbKICHOTO BMICTY
L0401 PEUOBMHN HiHAETaHIby
e3unnaT (nogpibHeHO ) 3aMiHIOETLCS
HOBUM MeToAoM BEPX, sikuii
OXOM/OE TECTYBAHHA HACTYMHUX
napameTpiB - BU3HAYEHHS
OpraHi4YHNX JOMILLOK Ta BMICTY
LYol pevoBuHU. 3MiHun | Tuny -
3MiHn 3 akocTi. A®I. KoHTposnb AdI.
3mMiHa y MeTogax BUNpoGyBaHHS
A®I abo BuxigHoro
MaTepiany/npomiKHOro
npoAayKTy/pearexTy, Lo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPO6HULTBA AP (iHLWI 3MiHK Y
mMeTogax BUNpobyBaHHSA
(BK/IKOYAOUM 3aMiHy a60
[ONOBHEHHA) AdD| abo
BWXi4HOrO/MPOMIKHOrO NpoAyKTy)
BMNPOBa/PKEHHA HOBOrO
aHanitTuyHoro metogy BEPX gns
BU3HAYEHHS OPraHiYHNX JOMILLIOK.
YnHHa aHaniTMuHa MeTouka
(BEPX) gns BU3HAYEHHSA OpraHivyHnX
[OMILLIOK Ajil040T pe4yoBUHM
HiHAEeTaHiby e3unaT (noapi6HeHOT)
3aMiHIOI0TbCSA HOBYM METO0M
BEPX, sikuii OXOMN/Il0€ TeCTyBaHHs
HacTyMnHWUX NapameTpiB -
BM3HAYEHHA OpraHiyHMX AOMILLIOK Ta
BMICTY Ait040i pE4OBUHM

174.

O®DEB®

nintedanib

HiHTeaa
HiBY (y

BUrNAAI
esunary

)

LO1EX
09

Kancysm M siki
no 100 mr; no 10
kancyny
6nictepi, no 6
6nictepiB y
KapTOHHIiA
ynakoBLiji

BepiHrep
IHrenbxan
M
IHTepHeLw
HN Tm6X

Himeuun
Ha

MepBuHHe
(6nictepn) Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPONb SIKOCTI
3a NOKa3HMKOM
MikpobiosnoriyHa
yucToTa Ta BUNycK
cepii nikapcbKoro
3acoby:
BepiHrep
IHrenbxanm
dapma 'meX i

Himeyun
Ha/
®paHuisa

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaYKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/tOHaouH, 3a
Heo6XiAHOCTI, MicLe NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BnacHuka
macTep-caiina Ha A®l, abo
nocravasnbHuka AP1/BUXigHOrO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BUPO6HUUTBI ADI (SKLLO 3a3HaYeHOo
y [OCbE Ha nikapcbkuii 3acib) 3a
BiJICYTHOCTI cepTudpikata

3a
peuyenmom

UA/16115/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

Ko.KT", HimeuuuHa;
Brpo6HMUTBO,
ynakoBka Ta
KOHTPO/O AKOCTI
(3a BMK/THOYEHHAM
Mikpob6ionoriyHoi
4ynCTOTH) Kancyn
bulk
(Hepo3dhacoBaHoi
npoaykuiv):
KataneHt
HimeyunHa
E6epbax Mm6X,
HimeuumnHa,;
AnbTepHaTUBHUIA
BMPOOBHWK Kancyn
bulk
(Hepo3dhacoBaHoi
npoaykuii) Ta
KOHTPO/b AKOCTI
nikapcbkoro
3acoby (3a
BUK/TIIOYEHHAM
Mikpob6ionoriyHoi
4acToTu):
KataneHTt ®paHujis
BeHalim, ®paHuis;
AnbTepHaTuBHa
nab6oparopis gns
npoBefeHHs
KOHTPO/O AKOCTI
(3a BMK/THOYEHHAM
Mikpob6ionoriuHoi
YACTOTW):

A eHp Em
LWTABTECT
Na6op cyp
AHaNITUK yHA,
Crabinitatcnpydy
Hr FM6X,
HimeuumnHa;
AnbTepHaTuBHa
nab6oparopis gns
npoBefeHHs
KOHTPO/O AKOCTI
Mikpob6ionoriyHoi
4yncToTU:

CI'C IHCTUTYT

BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOOHMKA HOBOT
O0NOMDKHOT PEYOBMHM (AIKLLO
3a3HaYeHo y A0CbE) YTOYHEHHS
agpecv AN BUPOGHMKA BUXIAHOI
peyoBuHM 1-MeTunninepasuH tTa
TpumeTnnoptTobeHsoar AMI
Organics Ltd., India. 3aTBepgxeHo:
440/5, 6, ROAD NO. 82/A Surat-
394 230, India 3anponoHosaHo: Plot
no. 440/4, 5, 6, 8206/B, ROAD NO.
82/A GIDC, SACHIN — 394 230,
GUJARAT, India (IND). 3MmiHu | TURYy
- AgMiHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHUWYOI AinbHUL (BKTHOYAKUN
AinbHUUI Ana A®Il, npoMixHoro
npoAyKTy abo roToBoro NiKapCbKoro
3aco0y, AiNbHULi 4118 NPOBeAEHHSA
nakyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BUMYCK CepiiA,
MicLLe NpOBeAEHHSI KOHTPOSIIO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
O0NOMDKHOT PEYOBMHM (SIKLLO
3a3Ha4yeHo y [0CbE) BUMTYUYEHHS
BMPOGHMYOI AinbHULi AkzoNobel
Functional Chemicals (agpeca:
44485 Stenungsund, Sweden), ans
BVIXiHOI pe4yoBuHM 1-
MeTtunninepasuH. 3MiHu | Tuny -
3MiHn 3 sKocTi. A®l. BUpo6bHMLTBO.
3miHa BUpOGHMKa
BVXiZAHOr0/NPOMIXHOro
npoayKTy/peareHTy, WO
BMKOPVCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpPO6GHMKA
(BKtOYatoun, fe HeobxigHo, Micle
NpoBefeHHS KOHTPOJI AKocCTi) AdI
(3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI E€BpONENChKilt
thapmakornei y 3aTBepKeHOMy
[0CbE)(IHLi 3MiHKX) BNPOBaXEHHSA
HOBOI aflbTePHATMBHOI BUPOGHNYOT
OiNbHWU ANS BUXIAHOT pe4yoBuHM 1-
MeTtunninepasuH, skuii
BMKOPUCTOBYETLCA A/1A
BMPO6GHULTBA Ail040I peYOBUHM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
®peseHiyc MM6X,

HimeuuunHa;

Na6op 1IC CE eHa
Ko. KI,

HimeuunHa

HiHOeTaHiby e3unar, a came
ZHEJIANG ZHONGXIN FLUORIDE
MATERIALS CO., LTD (agpeca:
Hangzhou wan Shangyu Economic
and Technological Development
Zone, Zhejiang province, China).
3MiHu | TUnYy - 3MiHKM 3 AKocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikawisx
Ha A®I, abo BUXigHWIA/NPOMIKHUIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA AD| (JOMNOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BUNPOBYBaHHSA) AONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
AKoCTi «KinbkicHe
BU3HAYeHHs»/Assay ansi
NPOMDKHOrO NPOAYKTY Aitoyoi
peYOBUHM HIHAETAHIOY e3unat
(Henoapi6bHeHwit) (“BIBF 1120
eTaHcybhoHaT HenoApibHeHnA") i3
BCTaHOBNEHUMMN Mexammn 98,0—
102,0%. BcTaHOBNEHI MEXi €
IBEHTUYHUMUN MeXaM A/1A
napameTpy «KinbkicHe BU3HAUEHHS»
aKTUBHOI CybCTaHUil HiHgeTaHiby
esunar (nogpibHeHoi). Ana
BU3HAYEHHS AaHoro napameTpy,
BUKOPVCTOBYIOTb @HaliTUYHY
MeTOAWKY, fKa € CNiMIbHOK AK AN5
BU3HAYEHHA NokasHuKa «OpraHiyHi
Jomilkm»/ Organic Impurities Tak i
0151 nokasHuka «KinbkicHe
BU3HAYEHHSA»/Assay. 3MiHu | Tuny -
3MiHn 3 akocTi. A®I. KoHTposnb AdI.
3miHa y napameTpax cneuudikaiii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHNX Y cneuudikaLisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro nokasHuKa SIKOCTi
(ranpuknag BUMyYeHHs 3acTapinoro

NOKa3HMKA)) BUTyYEHHS MOKa3HMKA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

«Baxki meTanin» i3 cneuundikaw,i
Ait0YOT PEYOBUHN HiHAeTaHIby
esunar (nogpibHeHoi) Ak
He3Ha4yHOoro, Ha OCHOBI OL|iHKM
pu3nky 3rigHo 3 ICH Q3D. 3MiHn |
Tuny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BMNpobyBaHHsA A®| abo BUxigHOro
Marepiany/npoMixHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWI 3MiHN Y
mMeTogax BUNpobyBaHHSA
(BKtOYatoumn 3amiHy abo
[0MNoOBHEHHSs) Ad| abo
BVXIZAHOrO/NPOMIXHOr0 NPOAYKTY)
BMNPOBaKEHHS a/IbTEPHATUBHOIO
aHasiTUYHOTO MeToAy A0 YMHHOIO
MeToay BEPX BU3HaY€HHS BMICTY
opraHiyHUX AOMILLOK Y NPOMDKHOMY
NpoAyKTi Ail04O0T PEHOBUHN
HiHOeTaHiby e3nnar
(Henoapi6bHeHwit) (“BIBF 1120
eTaHcy/ibdoHaT HenoapibHeHnR").
3MiHu | TUnYy - 3MiHKM 3 AKocTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®| abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECi
BMpo6GHULUTBa AP (iHLLI 3MiHK Y
MeToAax BUNPOo6yBaHHS
(BrtOvatouM 3amiHy abo
[onoBHeHHs) APl abo
BWXiHOr0/MPOMIXHOro NPoAyKTY)
BMNPOBa/PKEHHA HOBOIO
aHaniTmyHoro metogy BEPX ans
BMU3HAUYEHHS KifIbKICHOrO BMICTY
Aitoyoi pevoBuHU. YnHHa
aHaniTnyHa metoguka (BEPX) ans
BMU3HAUYEHHS KiNIbKICHOrO BMiCTY
Ait0Y0T PEYOBVHN HiHAETaHiby
esunar (noapibHeHoI) 3aMiHIOETbCA
HOBUM MeToZOoM BEPX, sikui
OXOM/OE TECTYBAHHSA HACTYMHUX
napameTpiB - BU3HAYEHHS
OpraHiYHMX JOMILLOK Ta BMICTY
Lir040i pevyoBuHW. 3MiHu | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

3MiHu 3 aKocTi. A®Il. KoHTponb AdL.
3MiHa y MeToAax BUNpobyBaHHSA
A®| abo BuxigHoro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECi
BMpoGHULUTBa AP (iHLI 3MiHK Y
MeToAax BUNPOo6yBaHHSA
(BrrOYatoUM 3amiHy abo
[onoBHeHHs) APl abo
BWXiHOr0/MPOMIXHOro NPOAYyKTY)
BMNPOBa/PKEHHA HOBOIO
aHaniTuyHoro metogy BEPX ans
BMU3HAYEHHS OpraHiyHnX AOMILLIOK.
YnHHa aHaniTnuHa metoguka
(BEPX) ons BU3HAYEHHSA opraHiyHux
[OMILLIOK Ail04OT PevyoBUHM
HiHOeTaHiby e3unat (noapi6HeHoT)
3aMiHIOI0TLCS HOBYM METOA0M
BEPX, sikuii OXOMN/IH0E TECTYBAHHS
HacTyMHWX napameTpis -
BU3HAYEHHS OpraHiyHNX AOMILLOK Ta
BMICTY [it040i pe4OBUHMU

175.

MAKCUnN

paroxetine

napokce
TUH (Y
chopwmi
rigpoxno
puay
remirigp
aty)

NOGA
BO5

TabneTku, BKpUTI
060/10HKOI0, MO
20 wvr; no 14
Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHIiA
Kopobui

nakcoCmi
TKnsiiH
Excnopt
Nimiteq

Benvka
BpuTaHi
a

[Oendapm
Mo3HaHb C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS Ais/IbHOCTI
BMPOGHMKa (BKIOYaouH, 3a
HeobXiAHOCTI, MicLle NpoBeAeHHS
KOHTPOJIO SIKOCTI), 260 BriacHuKa
macTtep-aiina Ha A®l, abo
nocravasibHuka A®I/BMxigHOro
martepiany/peareHTy/npoMiKHOIro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y
BMPOG6HMLTBI A®I (SKLLO 3a3HaYeHO
y [lOCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoONechbkili
hapmakonei y 3aTBepKeHoOMY
nocbe, abo BMPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayYeHo y A0CbE). 3MiHa
HaliMeHyBaHHS BUPOOHNYOT AiNbHUL
BiANOBIA&/IbHOI 32 BUPOOHULITBO |
KOHTPO/b AKOCTi Ha eTanax 1-3
BMpOo6HMLUTBa ADI 3 Piramal
Enterprises Limited, India Ha Piramal

3a
peyenmom

UA/8573/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

Pharma Limited, India, 6e3 3miHn
MicLs BUPOGHMLTBA.
3MiHu | TURYy - 3MiHK 3 aKocTi. AL,
Brpo6HMLUTBO. 3MiHa BUPOGHUKA
BWXiHOr0/MPOMIXHOro
npoAyKTy/pearexTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpOBOHMKa
(BrtOvatoun, fe HeobxigHo, Micue
nNpoBeAeHHA KOHTPOJII0 AKOCTI) API
(3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepaKeHoMY
[[,0CbE)(3anponoHOBaHUA BUPOGHMK
HaNexuTb 40 Tiel camoi BUPOoBHMNYOT
rpynu nignpuemcTs, Lo i
3aTBEpMAXEHNIA). JofaBaHHA
a/IbTEPHATUBHOIO BUPOBHMKA fitoHoT
PEeYOBMHM NAapOKCETUHY
rigpoxnopugy remirigpaty Piramal
Pharma Limited, Digwal Village
(Sy.Nos. 7-70, 70/1 and 70/2), Kohir
Mandal, Sangareddy District - 502
321 Telangana State, India sika
Bignosigatume 3a etanu 4-7
BMPO6HULTBA AD| Ta € YACTNHOO
Tiel x chapmayeBTUYHOI rpynu, Wwo i
3aTBEPXEHU BUPOOHUK. 3MiHN |
TUny - 3MiHK 3 akocTi. AdI.
Brpo6HMLUTBO. 3MiHM B npoLeci
BUpo6HULUTBa APl (HE3HAYHA 3MiHA
y npoueci BupobHuytBa Adl).
HesHauHy 3MiHy y BUPOGHUYOMY
npoueci Aito4oi peyoBUHU
napoKceTuHy rigpoxnopuay
remirigparty, Lo nonsrae y
3MEHLUEHHI MeHLU HiX Ha 10%
KiNbKOCTi TONyony,
BMKOpMcTOoBYBaHoro Piramal Pharma
LimitedHa eTani 4. 3miHu | TNy -
3MiHn 3 sKocTi. A®l. BUpo6bHMLTBO.
3MmiHu B npoueci BUpo6HuuTBa Ad|
(He3HayHa 3MiHa y npoLeci
BUpPOGHMLTBA ADI).
HesHauHa 3MiHa y BUPO6HUYOMY
npoueci A®l ana 3anponoHoBaHOro
BMpo6HUuka Piramal Pharma Limited,
L0 No/iArae y 36i/bLEHHI MEeHLU HiX
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

Ha 5% KiNIbKOCTi BUKOPUCTOBYBaHOI
BOAM Ha eTani 4 BUpO6HMLTBA
[il040T PEYOBVHY NapoKCeTUHY

rigpoxnopugy remirigparty.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHM B npoLeci

BUpo6HULUTBa AP| (HE3HAYHA 3MiHA

y npoueci BupobHuytBa Adl).
He3HauHa 3MiHa y BUPO6HUYOMY
npoueci A®Il ana 3anponoHoBaHoOro

BMpo6HUuka Piramal Pharma Limited,
LLIO NoNArae B yTOUHEHHi onucy

npoLecy BUpO6HULTBA Ha eTani 7, a

came-BW/IyYeHHs AjanasoHy

KiNIbKOCTi BOAM Ta BHECEHHI
MiHiMa/IbHOTO 06CAry Boau, sika

BMKOPWCTOBYETLCA A1 cepil
npoaykTy. 3miHu | Tuny - 3miHun 3

akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoueci Bupo6HuLTBa API (iHLWi

3MiHW). BrunyyeHHs
anbTepHaTUBHOrO METOAY CUHTE3Y

(meTogy Ci) Ha eTanax 4-7 npouecy
BMPOGHMLTBA Ajil040T PeYOBUHU

napoKCeTWHY rigpoxnopuay
remirigpaTy Ans Bupo6Huka APl
Piramal Pharma Limited. 3miHu |
My - 3MiHK 3 AkocTi. AdI.
Brpo6HMLUTBO. 3MiHa po3Mipy cepii
(Bkntovatoun gianasonu) Adl abo
NPOMIXHOrO NPOAYKTY, AKWiA
3aCTOCOBYETLCS Y MPOLECI

BMpo6HULTBa AP (36iNbLUEHHS A0

10 pasiB NOPIBHAHO i3
3aTBEPAKEHNUM PO3MIPOM).
36inbLIeHHs po3mipy cepil

NPOMIXHOro NPOAYKTY Ha eTani 7

BMPOOHULTBA Ai04OI peYOBUHMN
NapoKCeTWHY rigpoxnopuay

remirigpaty (He 6inblue, Hix y 10
pasiB) /15 3anponoHOBaHOro

BMpo6Huka Piramal Pharma Limited.

3MiHu | TUny - 3MiHKM 3 AKocTi. AdI.
Brpo6HMLTBO. 3MiHa po3Mipy cepii
(Bkntovatoun gianasonu) Adl abo
NPOMIXXHOrO NPOAYKTY, AKWIA
3aCTOCOBYETLCS Y MPOLECI
BMpOo6HUUTBa A®| (36iNbLUEHHSA A0
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
10 pasiB NOPIBHAHO i3

3aTBEPAKEHUM PO3MIPOM).
36inbLIeHHs po3mipy cepil
NPOMIXHOro NPoAYyKTY Ha eTani 6
BMPOOHMLTBA Ai04OI peYOBUHMN
NapoKCeTWHY rigpoxnopuay
remirigpaty (He 6inblue, Hix y 10
pasiB) 4119 a/ibTepPHATUBHOIO
BMpo6HMKa A®| Piramal Pharma
Limited. 3MiHu | TUny - 3miHK 3
akocTi. A®l. BupobHuuTeo. 3miHa
po3wmipy cepii (Bk/to4Yatoum
niana3oHn) A®l abo NPOMiXHOro
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y
npoueci BupobHuuTea AdI
(3MeHLLEeHHs1 06CcAry BUPOGHMLTBA
[0 10 pasiB). 3MEHLLEHHA pO3Mipy
cepil NPOMKHOro NMPOAYKTY Ha eTani
4 BUPOGHMLTBA Ail040T pevyoBUHU
napoKCceTWHY rigpoxnopuay
remirigpaty (He 6inbLue, Hx y 10
pasiB) 4119 a/ibTepHaTUBHOIO

3MiHu | TUny - 3MiHK 3 aKocTi. AL,
Brpo6HMLUTBO. 3MiHa po3Mipy cepil
(Bkntovatoun gianasonu) Ad®l abo
NPOMDKHOrO MPOAYKTY, SKWIA
3aCTOCOBYETHLCA Y NPOLEC
BMPO6HMLTBA AD| (3MEHLLEHHS
o6cary BupobHuuTea fo 10 pasis).
3MeHLUEeHHs po3mipy cepii
NPOMDKHOro NPoAyKTYy Ha eTani 5
BMPOGHMLTBA Ajil040T PeYOBUHU
napoKCceTWHy rigpoxnopuay
remirigpaty (He 6inbLue, Hx y 10
pasiB) A1 3aNpPONOHOBaHOro

abo fonycTMMux Mex y npoweci

y cneuudikaulisix (4ogaBaHHA
HOBOro BUNPOBYBaHHSA Ta
Jonyctumux Mex). flogaBaHHs
HOBOTO TeCTY i BignoBigHOro
aHaniTuyHoro metogy (LC/MS

eTani 5 4ns Ajto4voi pevyoBrHU

BMpo6HUka Piramal Pharma Limited.

BMpo6HUKa Piramal Pharma Limited.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
Brpo6HMUTBO. 3MiHM BUNPOGyBaHb

BMPOOHULTBA A®PI, LLIO BCTAHOB/EHI

method) y npoLieci BUpO6HMLTBA Ha
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
napoKceTUHy rigpoxnopuay

remirigpaty Ans 3anpornoHOBaHOro

3MiHu | TUny - 3MiHKM 3 AKocTi. AdI.
Brpo6HMLUTBO. 3MiHM BUNPOGyBaHb
abo gonycTummx Mex y npoueci
BMPO6HULTBA A®DI, LLI0 BCTAHOB/EHI
y cneyudpikauisx (BUydYeHHs
HeCyTTEBOrO BMNPOOYBaHHS).
BunyueHHs Tecty (IC method) i
BiAANOBIAHOIO aHaNNITUYHOTO MeToay
3 MPOMIiXHOT crneumdikaii Ha eTani 5
BUpo6HULUTBa AP, OCKINbKK
NPONOHOBaHW BUPOGHMK Piramal
Pharma Limited Ha ubomy eTani
BMPOGHMYOro npouecy
BmKopucTosye metog LC/MS
method, 3miHn | TUny - 3miHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMMX MEX, BU3HAYEHNX Y
cneyudikauisx Ha A®l, abo
BUXIAHWUA/NPOMIXHWIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA AD| (3BY>KEHHSA
[OMYCTUMMX MEX, BU3HAYEHNX Y
cneumadikauii). 3By>KEeHHS
napameTpiB cneyudikauii 3a
nokasHukom Conductivity aons sogu,
LLI0 BMUKOPUCTOBYETLCS Ha eTanax 4-
7 BMPOOHMLTBA Ai0YOI pEYOBUHMN
NapoKCeTWHY rigpoxnopuay
remirigpaTy 3anponoHoBaHNM
BMpo6HMKom A®I Piramal Pharma
Limited. 3miHwn | Tvny - 3miHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMMX MEX, BU3HAYEHNX Y
cneyudikauisx Ha A®l, abo
BUXIAHUA/NPOMIXHWIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA AD| (3BY>KEHHSA
[OMYCTUMMX MEX, BU3HAYEHNX Y
cneumadikauii). 3By>KEeHHS
napameTpiB cneyudikauii 3a

NOKa3HUKOM “3arasibHa KinbKiCTb

BMpo6Huka Piramal Pharma Limited.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

aepobHux bakTepiii (Total bacteria
aerobic count)” ans Bogu, Wwo
BMKOpPMCTOBYETbCA Piramal Pharma

Ai040T PEYOBVHY NapoKCETUHY
rigpoxnopuay remirigpaty. 3minu |
My - 3MiHK 3 AKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikawisx
Ha A®I, abo BUXigHWIA/NPOMIKHUIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA AD| (3BY>KEHHSA
[OMYCTUMMX MEX, BU3HAYEHNX Y
crneuundikauii). 3BY>XXeHHS BEPXHbOT
MeXi KpUTepiiB NPUAHATHOCTI pH y
cneumdikauii Bogu, Lo
BMKOpUcToBYyeTbCA Piramal Pharma
Limited Ha eTanax 4-7 BUpobHMUTBa
[il040T PEYOBVHY NapoKCeTUHY
rigpoxnopuay remirigpaty. 3Minu |
TUny - 3MiHK 3 akocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo gonycTummx
MeX, BU3HauYeHuX y creumdikauisx
Ha A®|, abo BUXigHWI/MPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y MPOLECI
BMPOGHMLUTBA AD| (4ONOBHEHHS
crneundikaL,ii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBifH/M METOLOM
BMNpobyBaHHs). [logaBaHHs HOBOrO
napameTtpa i BiANOBiAHOI METOANKN
BUMPOOYBaHHS - BU3HAYEHHSI
MeTaHosy - 4151 KOHTPOSIIO BXiAHOMO
mMartepiany 3, 4-
meTuneHgiokcmderony (Sesamol),
AKUIA BUKOPUCTOBYETHLCS
3anpornoHoBaHVM BUPOGHUKOM
Piramal Pharma Limited gns
BMPOGHMLTBA Ajil040T PeYOBUHU
napoKCceTWHy rigpoxnopuay
remirigpaty. 3Minu | Tuny - 3MiHn 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y

cneundikauisx Ha A®l, abo

Limited Ha eTanax 4-7 Bupo6HULTBa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BUXi4HWA/NPOMDKHWIA
NpoAyKT/peareHT, LWo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHUM METOAOM
BUNPOOYBaHHsA). BBeAeHHA HOBOrO
napameTpa 3 BignoBiAHO
aHasliTUYHO METOAVKO ANA
iaeHTuiKauji LWasaxom
iHthbpauepBOHOi cnekTpocoToMeTpIl
ana peareHta N,N-
onmvetunetunamivy (DMEA) ansa
3anponoHOBaHOro BUPO6HUka AdPI
Piramal Pharma Limited. 3MmiHu |
My - 3MiHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikawisx
Ha A®I, abo BUXigHWIA/NPOMIKHNIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTHCS y NpoLeci
BMPOGHMLTBA AD| (JOMNOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHUM METOA0M
BUNpobyBaHHSA). BBegeHHs
cneumdikauii 3 BignoBigHNMM
aHasliTMYHUMK MeToAVKamn Ans
peareHTa K1CNoTU JIMMOHHOT
KpWCTauivHOI, SIKMIA 3aCTOCOBYETLCA
Ha eTani 5 Bupo6Hukom Piramal
Pharma Limited ans Bupo6HuuTBa
[il040T PEYOBVIHY NapoKCEeTUHY
rigpoxnopuay remirigpaty. 3minu |
TUny - 3MiHK 3 akocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HauYeHuX y creumdikauisx
Ha A®|, abo BUXigHWI/MPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y MPOLECI
BMPOGHMLUTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBifH/M METOLOM
BMNpOGYyBaHHS). 3amiHa TecTy i
BiAMOBIAHOT aHaNITUYHOT METOLNKU
[ONA KiNbKICHOTO BU3HAYEHHS
peareHTa N,N-Diisopropylethyl
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Amine, sikuii 3aCTOCOBYOTb

3anponoHOBaHUM BUPOOHNKOM
Piramal Pharma Limited y npoueci
BMPOOHULTBA Ai04OT peYOBUHMN
napoKCceTWHY rigpoxnopuay
remMirigpaTy 3 MeTofy LU/SXOM
TUTPYBaHHS Ha BU3HAYEHHS 3a
[0MoMoroto ra3oBoi xpomaTorpadii.
3MiHu | TUny - 3MiHK 3 aKocTi. AL,
KoHTposnb A®L. 3miHa y napameTpax
cneyudikalin Ta/abo gonycTummnx
MeX, BU3HauYeHux y crneumdikayisax
Ha A®I, abo BUXigHWIA/MPOMIXKHWIA
NpoAyKT/peareHT, Lo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpo6HUUTBa AP| (BUTYYEHHS
He3HayHOro NoKasHMKa sKoCTi
(Hanpviknag BUIy4YeHHs 3acTapinioro
nokKasHuka)). BunyyeHHs
HecyTTEBOro napameTpa i
Bi4MNOBIAHOT METOAMNKN
BUMPOBYBaHHS - BU3HAYEHHS
PO3UYMHHVMKA rekcaHy — i3
3aTBepKeHOI cneuudikawi
BXigHoro marepiany 3,4
meTuneHgiokcmderony (Sesamol),
KN BUKOPUCTOBYETLCA AN
BMPOOHULTBA Ai0HOT peHOBUHMN
napoKCeTWHY rigpoxnopuay
remirigpar anbTepHaTUBHUM
BMpobHUKom A®I Piramal Pharma
Limited. 3miHwn | Tvny - 3miHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Ad®l, abo
BWXiAHWA/NPOMDKHWIA
NpoAyKT/peareHT, Lo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpo6HUUTBa AP| (BUNYYEHHS
He3HaYHOro NoKasHMKa SKOCTI
(Hanpviknag, BUIy4YeHHs 3acTapisnioro
nokasHuka)). BunyyeHHs
HecyTTEBOro napameTpa (3arasibHa
KiNIbKiCTb 6akTepili (4pbKaXIB i
nnicHsABK)) 3i cneumdikayii Bogu, Lo
BMKOpUCTOBYETLCA Piramal Pharma

Limited Ik pO34MHHMK Npun
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

BMPOGHMLTBI Ait040T peYOBUHU
napoKCceTWHY rigpoxnopuay
remirigpaty ans Bupo6Huka Piramal
Pharma Limited. 3miHu | Tvny -
3MiHn 3 akocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHNX Y cneuudikaLisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y MPOLECI
BMPOGHMLUTBA ADI (iHLLI 3MiHK).
3MiHa KpuTepiiB NPUIAHATHOCTI 3a
nokasHwkom pH ansa soam 3 6,0-9,5
00 5,0-8,0, LLO BUKOPUCTOBYETLCA
Piramal Pharma Limited Ha eTanax
4-7 BupobHuutea A®I. 3miHn | TUny
- 3miHu 3 sKocTi. A®l. KoHTponb
A®|. 3miHa y MeTodax
BMNpobysaHHsA APl abo BUxXigHOro
Marepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpO6HULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX METoAaX
BUNPO6YBaHHSA). HesHauHy 3miHy y
3aTBEPMKEHIN aHaUTITUYHIV MeToaunL
BU3HAYEHHSA NMMTOMOr0 ONTUYHOTO
obepTaHHA AN 4iH0Y0T PevoBUHN
NapoKCeTWHY rigpoxnopuay
remirigpaty ans Bupo6Huka Piramal
Pharma Limited. 3minu | Tuny -
3MiHn 3 akocTi. A®Il. KoHTposnb AdL.
3MmiHa y meTogax BunpobyBaHHs
A®l abo BuxigHoro
Marepiany/npoMixHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPO6HULTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METoAaX
BunNpobyBaHHsA). HesHauHa 3miHa y
3aTBEPKEHIN aHaUTITUYHIV MeToanL
BU3HAUYEHHS BMICTY AOMIWKN Gy
[ilouiil peyoBUHI NapPOKCETUHY
rigpoxnopvay remirigpaty ans
BMpo6HUKa Piramal Pharma Limited.

176.

MAHTOMNPA3
on-

pantopraz
ole

naHTonp
asony

A02B
Co2

MOPOLLIOK A5
pO3uuHy Ansi

AT
"Codhapma

Bonrapi
i

Nab6opaTtopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHnx
mMartepianis: 3MiHu | Tuny - 3MiHu 3

3a
peyenmom

He
nidsnsie

UA/20906/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
CO®PAPMA HaTpito iH'ekuinn, 40 Mry " AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. ae
CecKBirig donakoHi; no 1 Cucrtema
pat abo 10 KOHTeliHep/3aKynopoBasibHWi 3aci6.
onakoHiB y 3MiHa po3Mipy ynakoBKy roToBOro
KapTOHHiiA nikapcbKoro 3acoby (3MiHa KinibKoCTi
Kopobui oavHMUb (Hanpukias TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3MiHa
nosa fjianasoHoM 3aTBep)KEHNX
po3mipiB ynakoBku. [logaBaHHs
po3Mipy BTOPUHHOI ynakosku: 10
chnakoHiB y KapTOHHiiA Kopo6Li, 3
BiANOBIAHUMY 3MiHamMK [0 p.
«YNnaKkoBKa».
3arBepaKeHo:
Buva, po3mip Ta KOMNIEKTHICTb
ynakoBKW y hnakoHi; no 1 donakoHy
Y KapTOHHi KOpobLji 3 MapKyBaHHSIM
YKpPaiHCbKOI0 MOBOO
3anponoHoBaHo:
Bua, po3mip Ta KOMMIEKTHICTb
ynakoBku y donakoHi; no 1 a6o 10
(p1aKoHIB Yy KapPTOHHIli kopobLi 3
MapKyBaHHAM YKPaIHCbKOIO MOBOIO
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby B po3zin
"YnakoBka" y 3B'A3Ky 3 BBEEHHAM
[0AaTKOBMX YNakoBOK, K HACNiAOK -
3aTBEPMKEHHS TEKCTY MapKyBaHHS
[00aTKOBMX YNakoBOK NiKapCbKOro
3acoby.
BeefeHHs 3MiH npoTarom 3-x
MicsILiB Mic/1s 3aTBepAKEHHS.
177. | NAPALEETAM | paracetam | napauet | NO2B pO34uH Ans BakcTep Higepna BIE®DE ITania BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a He UA/20701/01/01
ON-BAKCTEP | ol amon EO1 iHcpysi, 10 XongiHr HAW MEQLITAN C.IM.A. marepianis: 3miHu | Tuny - peyenmom nions2
mr/m; no 100 Bi.Bi. AZMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BU ae
My p1akoHi; A®Il a60 LONOMDKHOT pevyoBUHN -
no 25 dnakoHis 3MiHa Ha3BuW AOMNOMDKHOI PEYOBVHN
Y KapTOHHii 3 L-umcreiHy rigpoxnopuay
Kopobui MOHOrigpaT Ha LucTeiHy

rigpoxnopvAay MOHOTIAPAaT y 3B'A3KY
3 NPUBEAEHHSAM Ha3BU Y
BiAMNOBIAHICTb O pEKOMeH ALl
€sponelicbkoi Papmakonei. 3miHun
BHECEHO B iHCTPYKLit0 An1A
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin
"Cknag" (40NoMiXHi pe4oBUHN) 3
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS YNakoBOK /iKapcbkoro
3acoby BeegeHHs 3miH npoTsArom 6-
TV MiCALIB 3 AaTW 3aTBEPKEHHS.
3MiHn | TURY - 3MiHN WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOT yNakoBKM iKapCbKOro
3acoby y NyHKT 17 Ta B TEKCT
MapKyBaHHs NePBUHHOT YNakoBKK Y
NyHKT 6. BBeAEHHS 3MiH MpoTsArom 6-
TV MiCALIB 3 AaTW 3aTBEPIXKEHHS.
178. | NEPLIO - HacToik | MO2A HacToiika no 20 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx 6e3 nionsie UA/7959/01/01
CTPYYKOBO annogis | B M abo 25 mn, dapmaues dapmaneBTMYHA marepianis: 3miHu | TUny - 3MiHK 3 peyenma ae
ro nepuo abono 50 mny TMYHa thabpuka "Biona" AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
HACTOWKA CTPYUKO thnakoHax thabpuka Cucrema
BOrO CKNSHWX, "Biona" KOHTeliHep/3aKynoptoBasibHWiA 3aci6
(Fructus YKYNOpPEeHux (iHWi 3MiHW) BHECEHHS B6iNbLL TOYHOT
Capsici) npo6kamu i iHchopmauii B peecTpaujinHe
KpyLLKamMu; no NOCBIAYEHHS 3TiAHO 3aTBEPMKEHNX
20 mn abo 25 peecTpadiiHux matepianis (MKA

ms1, abo no 50
My chakoHax
CKMSAHNX,
YKYNOpeHUxX
npobkamu-
KpanenbHUUsaMy
i KpULKamMu; no
50 mny
dhnakoHax
nosiMEepHUX,
YKyNOpeHux
KpyLLKamMm; no
20 mn abo 25
mn, abo no 50
My hrnakoHax
CKISAHYIX,
YKyNOpeHux
npo6kamu-
KpanenbHUUsMy
Ta KpyLLKamm,
no 1 cpnakoHy B
nauuj; no 50 mn
y dhnakoHax
CKMSAHNX,
YKYNOpeHUx
npo6koto Ta

N3), a came KOHKpeTu3auis
mMarepiany dnakoHy («d1akoHm
CKNSAHI» Ta «)1akoHN NONIMEPHi»)
Ta TUMy 3aKynoprBasibHOro 3acoby
LLIO MPM3BOAMTL A0 peecTpauii
OfHiel foAaTKoBOI ynakosku (no 50
M1y thakoHax noniMepHuXx,
YKyNOpeHnX KpuLikamu), ane
mMartepian ynakoBOK He 3MIHIOETbCS,
(BCi kKOMMNeKTauii ynakoBku
CKNafatoTbCA i3 3aTBEPAKEHNX TUMIB
nakyBasibHUX matepianis). Bepcis
MKS$ /13 (0003). 3miHM BHECEHO B
po3gin "YnakoBka" B iHCTPYKLjt0 Ans
MeAMyYHOro 3actocyBaHHsA (eCTD
Bepcis 0002) 3 BignosigHNMMN
3MiHaMK y TEKCTi MapKyBaHHS
ynakoBKK nikapcbkoro 3acoby (eCTD
Bepcis 0004). BBegeHHS 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPKEHHSA. 3MiHN | TUMNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu)
OHOB/IEHO TEKCT MapKyBaHHSA
NepPBUHHOT Ta BTOPVHHOI YNakoBK/
nikapcbkoro 3acoby (eCTD Bepcist
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KpuLikoto, no 1 0004), 30kpema BUy4eHO
chnakoHy B nayu iH(hopMaLito, 3a3Ha4eHy pocilicbkoto
3 KapPTOHY MOBO0. BBEIEHHSA 3MiH NPOTArom 6-
TW MiCALIB NicNsa 3aTBEPAXEHHS.
179. | NIBOHII - HacToik | NO5C HacToiika; no TOB YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx bes nionsie UA/1517/01/01
HACTOWIKA aTpasu, | M 100 mny "YKpaiHCbK akujioHepHe Marepianis: 3MiHa 3asBHuKa /13 peyenma ae
KopeHeB thnakoHax abo a TOBapuCTBO (MIBM) (BnacHuka peecTpayiitHoro
mu, 3 6aHkax hapmaues "Bionik" nocBigyeHHs) (3rigHo Hakalzy MO3
KOPEeHsM THYHa Big 23.07.2015 Ne 460): 3MiHn
1 NiBOHIT KoMnaHisn" BHECEHO B iIHCTPYKLi0 ANs
He3Buya Me[MYHOro 3aCTOCYBaHHS
nHol nikapcbKoro 3acoby y po3ginu
(Paeoni "3asaBHUK" Ta "MicLe3Haxo4KeHHs
ae 3a8BHMKA" y 3B'A3KY 3i 3MiHOO
anomala 3anBHUKa (BlacHMKa
e herba, peecTpauiiHoro NocBigYEHHS).
rhizomat 3MiHu | TMNYy - 3MiHK WoA[0
acum 6e3nekn/edeKTUBHOCTI Ta
radicibu hapmakoHarnagy. BeefeHHs abo
S) 3MiHW A0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHS y3ara/lbHEHMX AaHNX NPo
cuctemy thapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHarnagy; KOHTakTHOI 0cobu
3 (papmakoHarnagy 3asBHuka gns
3[ifiCHEHHs1 hapMakoHarisay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iACHEHHS
hapmMakoHarniagy (Bkiovaun
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWUX YNOBHOBaXKEHOT
0co6M 3asBHMKA, BiAnoBigabHOI 3a
hapmakoHarnsg.
3MiHa MicLie3HaxomKeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34jiCHEHHST OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay.
180. | NMINOKAPMIH pilocarpine | ninokap SO01E Kpansi OuHi, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/6836/01/01
niHy BO1 po3unH 10 mr/mn | “"dapmak” martepianis: 3MiHu | TUny - 3MiHK 3 peyenmom
rigpoxno no 5 mn a6o 10 AKoCTi. [O0TOBWIA Nikapcbkunii 3aci6.
pua My h1akoHi; KOHTpO/Ib rOTOBOrO NiKapcbkoro

no 1 dnakoHy B

3acoby. 3miHa y MeTogax
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n/n

JliKapcbKo20

Hassa

3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

naJi 3 KapToHy

BMNPOBYBaHHS roTOBOTrO NiKapCbKOro
3aco6y (iHLWi 3MiHK y MeToAax
BMNPOGYBaHb (BK/IHOUAKUM 3aMiHy
a60 f0NoBHeHHSA)) daHa 3miHa
po3pobrieHa y 3B'A3Ky 3
ONTUMI3aL,iEl0 METOANKNA KOHTPOSO
N3 3a noka3HMKoM «CynpoBigHi
[LOMILLKM». Y 3anponoHOoBaHil
MeTOAWL KOHTPO/IO 38 NMOKa3HUKOM
«CynpoBifHi AOMILLKM»
MPONOHYETLCS: * YTOYHUTU NOPSALOK
BVXOAyY NiKiB OCHOBHUX
iAeHTUdiKoBaHNX AOMILLOK ADI -
niyioKkapniHoBOT Ta i3onifiokapniHoBOT
KMCOT, WO He BMN/VBAaE Ha
pesynbTaT aHanisy, OCKinbku
PO3paxoByeTLCA X cyma. *
3a3HauNTV BIAHOCHWI Yac
YTPUMYBaHHS niky i3oninokapniHoBOT
KNCNOTW. * PO3LLUMPUTK Aiana3oH
3aCTOCYBaHHA xpomaTorpadivyHnx
KOMOHOK Ta Ans 3a6e3neyeHHs
npuaaTHoCTi xpoMartorpadidHoi
CMCTEMM 3a3HAUYNTN WWBUAKICTD
NOTOKY 3a/1€XHO Bif, TXHIX
reoMeTpuMYHuX napameTpis

181.

MNIMA®YLUNH

®

natamycin

HaTamiy,
WH

GO1A
A02

cynosuTopii
BariHasibHi no
100 mr; no 3
cynosutopii y
cTpwvni; no 1 aéo
no 2 cTpunu 'y
KapTOHHI navw,i

YEMAGA
PM
ApuHaimiT
Tenb
M6X

Himeuun
Ha

Temmnep Itania
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO
cuctemy hapmakoHarnsgy, amiHa
YMOBHOBaXXEHOT 0CO6M,
BigNoBiga/IbHOI 3a 34jACHEHHSI
dhapmakoHarnsgy; KOHTakTHoi 0cobu
3 thapmakoHarnsgy 3asBHuka ans
3[jficCHeHHs hapmMakoHarisay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBAXXEHOT 0CO6M,
BigNoBiga/IbHOI 3a 34jACHEHHS!
hapmakoHarnagy (Bkiovaoun
KOHTaKTHI fAaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YyNOBHOBaXEHOT 0CO6Y 3asBHMKa,
BignoBiga/IbHOI 3a dpapMakoHarnsa.

6e3
peyenma

UA/4370/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
[itova pepgakuis: Dr. Juliane
Niessen-Erkel. NMponoHoBaHa
pegakuis: Dr. Thomas Emmrich.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6YM 3asBHMKa,
BiANoBiAa/IbHOI 3a hapMakoHarnsa.
182. | NNABIKC® clopidogrel | knonigor | BO1A TabneTku, BKPUTI TOB YkpaiHa CAHO®I PpaHuis BHeCeHHS 3MiH 10 peecTpaviliHnx 3a UA/9247/01/02
peno C04 N1iBKOBOIO "CaHocpi- BIHTPOT marepianis: 3miHu | Tuny - peyenmom
rigpocyn 060/10HKOI0, N0 ABeHTIC IHOACTPIA AAMIHICTpaTUBHI 3MiHW. 3MiHa
bgoat y 300 mr; Ne 10 YkpaiHa" HalilMeHyBaHHs Ta/abo agpecu Micus
BUrIAA (10x1): no 10 NPOBaKEHHS AiSNIbHOCTI
OCHOBM Tabnetok y BMPOGHMKa (BK/tO4aouH, 3a
6nictepi; no 1 Heo6XiAHOCTI, MicLe NpoBeAeHHs
6nictepy B KOHTPO/IO SIKOCTI), 260 BiiacHMKa
KapTOHHIiA macTep-caiina Ha A®l, abo
Kopobui nocravasnbHuka AP1/BUXigHOrO

martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BUPO6HUUTBI ADI (SKLLO 3a3HaYeHOo
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNneiichbkili
thapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHMKaA HOBOT
O0NOMDKHOT PEYOBMHM (SIKLLO
3a3HaYeHo y JOCbE) 3MiHM HAa3BM Ta
afpecy BUPOGHMKa Aitoyoi
pPEYOoBUHY, BIANOBIA&/ILHOTO 3a
BMPOGHMLITBO, YMaKOBKY,
MapKyBaHHs1, BUNYCcK Ta
BMNPOBYBaHHA Ha CTabiNbHICTb
Li0Y0i pevyoBMHM KoNigorpento
rigpocynbdaty dopmum I, 3 Sanofi
Chimie, 45, chemin de Meteline,
Boite Postale 15, 04201 Sisteron,
France Ha Sanofi Winthrop Industrie,
45, chemin de Meteline, 04200
Sisteron, France 3minu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaYKEHHS AisS/IbHOCTI
BMPOGHMKa (BK/tO4aouH, 3a
Heo6XiAHOCTI, MicLe NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BnacHuka
macTep-caiina Ha A®l, abo
nocravasnbHuka API/BUXigHOrO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BUPO6HUUTBI A®DI (SKLLO 3a3HaYeHOo

CeNeKTUBHICTb. 3MiHW | TURY - 3MiHK

y napameTpax cneuudikauin Ta/abo

Y AOCLE Ha niKapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOOHMKA HOBOT
O0NOMDKHOT PEYOBMHM (SIKLLO
3a3HayYeHo y focbe) 3MiHa Ha3BU
B/lacHWKa maiictep-aiiny akTuBHoOT
hapmaLeBTMYHOI cybCTaHLji
(ASMF) 3 Sanofi Chimie Ha Sanofi
Winthrop Industrie. Agpeca
MiCLle3Hax0p)KeHHs BNacHuka
malictep-ghariny akTMBHOT
hapmaLeBTMYHOI cybcTaHLji
(ASMF) 3anuwaetbcs 6e3 3MiH.
3MiHn | TURY - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
MaTepiany/npomiKHOro
npoAayKTy/pearexTy, Lo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOGHULTBA AP (iHLWI 3MiHK Y
mMeTogax BUNpobyBaHHSA
(BK/IKOYALOUM 3aMiHy a60
[0NoOBHEHHA) AdD| abo
BWXi4HOrO/MPOMIXKHOro NpoAyKTy)
3aMiHa [jlo4oro aHaniTM4HOro
meTody BEPX ans cynposifgHux
[OMILLOK A1 BUNPO6YBaHHS
MPOMDKHOIO NPOAYKTY OCHOBM
knonigorpento (SR25990) HoBuMm,
LLI0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOOHULTBA Ai0HOT peYOBUHMN
Knonigorpesnto GisibLL cy4acHUM
meTogom BEPX gns cynposigHux
[OOMILLIOK, Lo 3a6e3neyye Kpally

3 AkocTi. A®l. KoHTponb A®I. 3miHa

[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Ad®l, abo
BUXi4HWA/NPOMDKHWIA
NpoAayKT/peareHT, LWo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMpo6HULTBA ADI (iHLWi
3MiHM)PO3LLUMPEHHS MeX

cneumndikauii gomiwkn SR94037 y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

peareHTi 4 -xnop6eH30/1cybGOHIN
xnopugy (PCBSC) 3 He binbLue HixX
0,1% po He 6inbLue Hix 1,5%. 3MiHn
| TMny - 3miHK 3 AkocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHUX y cneuudikawisx
Ha A®I, abo BUXigHWIA/NPOMIKHNIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTHCS y NpoLeci
BMPOGHMLTBA AD| (JOMNOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHUM METOA0M
BMNpPo6yBaHHA) 3MiHW napameTpis
cneuudikaLii IPOMKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA Ait0U0T PEYOBUHN:
AofaBaHHsA creumdikoBaHoi
nomiwkn SR94437 no cneumdikauii
NMPOMIDXHOIO NPOAYKTY OCHOBM
knonigorpento (SR25990), wo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOOHMLTBA Ai04OI peYOBUHMN
kionigorpento. JliMiT BCTAHOB/EHO
He 6inbLue Hix 1,5 %. 3miHun | Tuny -
3MiHn 3 akocTi. A®I. KoHTposnb AdL.
3miHa y napameTpax cneuudikaiii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHNX Y cneuudikaLisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y MPOLECI
BMPOGHMLUTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBifH/M METOLOM
BMNPOoOYyBaHHA) 3MiHW NapameTpis
crneuudikaLii NPOMiXXHOro NPoAyKTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLECI
BVMPOGHMLTBA AjiH0H0I PEYOBUHM:
[ofaBaHHsa cneuudikoBaHol
Jomiwkn SR94436 o cneumdikauiii
MPOMIXHOIO NPOAYKTY OCHOBM
knonigorpento (SR25990), wo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA Ajil040T PeYOBUHU
Knonigorpento. JiMiT BCTaHOBNEHO
He 6inbLue HixX 0,4 %. 3minu | Tuny -

3MiHu 3 sKoCTi. A®Il. KoHTposb AdL.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

3MmiHa y meTogax BunpobyBaHHs
A®l abo BuxigHoro
Marepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHK B
MeToAax BUNpobyBaHHSA
(BKtOYatoumn 3amiHy abo
[IONOBHEHHS) [/151 peareHTy, Lo He
CMPVYNHSAE iICTOTHOTO BN/INBY Ha
akicte A®l) 3miHn npouegypu
BUNPOOYBaHHA [/19 peakTuBy, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOBHMLTBA Ait040I pEYOBUHM, a
came: 3aMmiHu fjloyoro metoay
TOHKOLLApPOBOT XpomaTorpadii
(TLX) HOBMM aHaNITUYHUM
MeToA0M ra3oBoi xpomaTorpadii
0151 KOHTpOO AoMiwkn SR94037 y
peakTusi 4-
X/10p6EH30/1CYNbIOHINXTOPUAY
(PCBSC). 3MiHu | Tuny - 3MiHu 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMNX MEX, BUHAYEHNX Y
cneuudikauisix Ha A®l, abo
BVXIi4HWA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y MPOLECI
BMPOGHMLTBA AD| (3BY>KEHHS
[OMYCTUMMX MEX, BUHAYEHNX Y
cneuudikauii) 3mMiHM gonycTummnx
MeXx napameTpy cneuudikauii A®I,
LLI0 BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HULTBa API, a came:
3BY)XXEHHSI MeXi cneuudikoBaHoi
OoMiwkn SSR106485 y npomikHOMY
NpoAyKTi OCHOBW KNOMNiA0rpento
(SR25990), L0 BUKOPUCTOBYETHCA Y
npoweci BUPOGHULITBA Aito40T
peyoBuHM Knonigorpento, Big 0,2 %
00 He 6inbwe 0,1 %. 3MmiHn | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikawiii
Ta/abo fonyCTUMUX MEX,
BM3HAYeHUX y cneyudpikauisx Ha
A®I, a6o BUXiAHWUA/NPOMIXHWIA
npogyKT/pearenT, Wwo




204

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BUKOPVCTOBYIOTHCS y NpoLeci
BMPO6HMLTBA ADI (3BY>KEHHSA
[OMYCTUMMX MEX, BU3HAYEHNX Y
crneuundikavii) 3miHa JonycTUMmX
MeXx napameTpy cneuudikadii A®I,
LLI0 BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HULTBa A®I, a came:
3BY)XEHHSI MeXi cnevuudikoBaHoi
pomiwkn PCR2482 y npoMixHOMY
NPOAYKTIi OCHOBW K/10MNigorpento
(SR25990), L0 BUKOPUCTOBYETLCA Y
npovueci BUpo6HULTBA Aito4oi
peyoBuHU Knonigorpesnto, 3 0,8 % o
0,3%
183. | NONIMIK® - ocnokc | JOIRA | Tabnetku, BKpUTI TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaviinHmx 3a UA/7657/01/01
aumuH; 060/10HKOI0, MO «KYCYM» XENTXKEP MBT mMartepianis: 3miHu | TNy - peuyenmom
opHigas 10 TabneTok y nTa AAMiHICTpaTUBHI 3MiHW. 3MiHa
ony 6nicTepi; no 1 HalilmeHyBaHHs Ta/abo agpecu
6nictepy B 3as1BHVIKa (B/1acHMKa
KapTOHHIW peecTpauiinHoro noceig4eHHs) 3miHa
ynakoBLi HaliMeHyBaHHS 3asiIBHUKa (B/lacHUKa
peecTpauiiHoro NoCBigYEHHS).
3areBepmkeHo: TOB "MMEASAPM
NTA", YKpaiHa; 3anpornoHoBaHo:
TOB "KYCYM", YKkpaiHa. BBefeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEPMAKEHHS.
184. | NONIMIK® - odhnoke - TabneTku, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx - UA/21152/01/01
aLuH; 060/10HKOIO, in «KYCYM» XENTXKEP NBT marepianis: 3miHu | Tuny -
opHigas bulk: Ne8400 nTa AIMIHICTpaTVBHI 3MiHW. 3MiHa
ony (10x840): no 10 HalilMeHyBaHHs Ta/abo agpecu
Tabnetok y 3asBHVIKa (BnacHuka
6nicTepi, no 840 peecTpauiiHoro noceigyeHHs) 3MiHa
6nictepiB y HaliMeHyBaHHs 3asIBHUKa (B/lacCHUKa
KapTOHHI peecTpauiiHoro NOCBiAYEHHS).
kopo6ui; in bulk: 3aTtBepmxkeHo: TOB "TNIEAPAPM
Ne5400 NTA", Ykpaida; 3anpornoHoBaHo:
(10x540): no 10 TOB "KYCYM", YkpaiHa. BBefieHHs
Tabnetok y 3MiH NPOTArom 6-Tu MicALiB nicns
6nictepi, no 540 3aTBEPKEHHS.
6nictepiB y
KapTOHHIiA
Kopobui
185. | MPAMICTAP pramiracet | npamipa | NO6B Tabnetku, Bkputi | ®.I.P.M.A. ITanis KOCMO C.IM.A. ITanis BHECEHHS 3MiH 4,0 peecTpauiiHnx 3a UA/10837/01/01
am uetamy X16 NNiBKOBOO C.n.A. mMartepianis: 3miHu | TNy - peuyenmom
cynbgat 060/10HKOI0, N0 AAMiHICTpaTUBHI 3MiHW. 3MiHa
600 mr; mo 10 HaliMeHyBaHHs Ta/abo agpecu micus
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
TabneTok y NPOBaMKEHHS AifANbHOCTI
6nicTepi; no 2 BMPOGHMKa (BKIOYaouH, 3a
6nictepu B HeobXiAHOCTI, MicLle NpoBeAEHHS
KapTOHHiiA KOHTPO/H0 AIKOCTi), a60 B/iacHuKa
KOpOO6Li macTep-haiina Ha A®l, abo

nocravasibHuka A®1/BMxigHOro
matepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 3aCTOCOBYIOTbLCH Y
BMPO6HMLTBI A®I (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepaKeHoMY
nocbe, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo Yy 10Cbe). 3MiHa Ha3Bu
BMPOGHMKA, BiANOBifa/IbHOTO 3a
nocTavyaHHs fito4oi pe4oBUHN
npamipaueTtamy cynbgpar
(3aTBepaxeHo: «Lodichem S.r.l.»
3anponoHoBaHo: Lusochimica
S.p.A). 3MiHW | TUNY - 3MiHK 3
akocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKA BUXiAHOro/NpoOMiKHOTO
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOBHNYOMY
npoueci Adl, abo 3miHa BUPOOHMKa
(BKOYatoumn, oe HeobxigHo, micue
NpoBefeHHSA KOHTPO/IIO AKoCTi) AdI
(3a BigcyTHOCTI cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepKeHoMy
[0CbE)(3anponoHOBaHUA BUPOGHMK
HaNIeXunTb [0 Tiel camoi BUPOBHNYOT
rpynu nignpuemcTs, Lo i
3aTBepaXeHunid). JogaBaHHa yHKLiT
de-lumping 3aTBepgxeHomy
BMPO6HUKY Lusochimica S.p.A
Ailo40i peyoBrHN NpamipaueTamy
cynbaTt. 3miHu | TUny - 3MiHK 3
akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoueci BupobHuuTea AdI
(He3HayHa 3MiHa y npoLeci
BMpo6HULTBa API). HesHauHa 3miHa
y npoueci BupobHuuTtea Adl, a
came: 3MiHa hopmyntoBaHHSA
BMPOBHMYOro npouecy
(3aTBepmxeHo: milling;
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3anponoHoBaHo: de-lumping).
186. | NPEFTAMMA pregabalin | nperaba | NO3A Kancynv Teepgi TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/20767/01/02
niH X16 no 50 wr; no 14 "KYCYM" XENTXKEP MBT marepianis: 3miHu | Tuny - peyenmom
Kancyny nTa AMIHICTpaTVBHI 3MiHU. 3MiHa
6nicTepi; no 2 HalilmeHyBaHHs Ta/abo agpecu
abono 4 3asBHUKa (BNacHuka
6nictepu y peecTpauiiHoro NoCBigYEHHS).
KapTOHHIW 3MiHa HaliMeHyBaHHS 3asBHMKa
ynakoBLi (BnacHvika peecTpadiiHoro
NocBiAYeHHS), 6€3 3MiHW PUANYHOT
ocobu. TepmiH BBEAEHHS 3MiH -
npotsArom 6 micsAuis nicns
3aTBEPAKEHHS.
187. | NPEFTAMMA pregabalin | nperaba | NO3A Kancynv Teepgi TOB YkpaiHa KYCYM IHAjis BHECEHHS 3MiH 40 peecTpaLinHnx 3a UA/20767/01/03
niH X16 no 75 mr; no 14 "KYCYM" XENTXKEP NBT mMartepianis: 3miHu | Tvny - peyenmom
Kancyny nTa AAMIHICTpaTVBHI 3MiHU. 3MiHa
6nicTepi; no 2 HalilmeHyBaHHs Ta/abo agpecu
abo no 4 3anBHUKa (B1acHMKa
6nictepn y peecTpauiiHoro NoCBigYEHHS).
KapTOHHI 3MiHa HaliMeHyBaHHS 3asBHMKa
ynaxoBLii (BnacHvka peecTpadiiHoro
NnocBigY€eHHS), 6€3 3MiHN PUANYHOT
ocobu. TepmiH BBEAEHHS 3MiH -
npoTsArom 6 micauis nicns
3aTBEPAKEHHS.
188. | NPETAMMA pregabalin | nperaba | NO3A Kancynu Teepai TOB YkpaiHa KYCYM IHgis BHECEHHS 3MiH 4,0 peecTpauiiHnx 3a UA/20767/01/04
niH X16 no 150 mr; no 14 "KYCYM" XENTXKEP MBT mMartepianis: 3miHu | Tny - peuenmom
Kancyny nTa AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nictepi; no 2 HaliMeHyBaHHs Ta/abo agpecun
abo no 4 3asBHUKa (B1acHMKa
6nictepu y peecTpauiiHoro NocBifYeHHs).
KapTOHHIN 3MiHa HaliMeHyBaHHS 3asiBHMKa
ynakoBLiji (BnacHvka peecTpadiiHoro
nocsifgyeHHs), 6e3 3MiHN pPUINYHOT
0co6u. TepmiH BBELEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEPAKEHHS.
189. | NPEFTAMMA pregabalin | npera6a - Kancynv Tepgi TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpavinHmx - UA/19503/01/04
niH no 150 wmr; in "KYCYM" XENTXKEP MBT mMaTtepianis: 3miHu | TNy -
bulk: no 14 nTa AAMIHICTpaTUBHI 3MiHW. 3MiHa
Kancyny HalilmeHyBaHHs Ta/abo agpecu
6nictepi, no 150 3asiBHVIKa (B/1acHMKa
6nicTepis y peecTpauiiHoro NocBigYeHHs).
KapTOHHI 3miHa HaliMeHyBaHHS 3asBHMKa
KopooLi (BnacHwvka peecTpadiiiHoro

noceigyeHHs), 6e3 3mMiHN pPUINYHOT
0cobu. TepmiH BBEIEHHS 3MiH -
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
npoTsrom 6 micsuis nicns
3aTBEPKEHHS.
190. | NPEFTAMMA pregabalin | npera6a - Kancynv Teepgi TOB YkpaiHa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaviiniHmx - UA/19503/01/03
niH no 75 wmr; in "KYCYM" XENTXKEP MBT mMartepianis: 3miHu | TNy -
bulk: no 14 nTa AAMiIHICTpaTUBHI 3MiHW. 3MiHa
Kancyny HalilmeHyBaHHs Ta/abo agpecu
6nictepi, no 150 3as1BHVIKa (B/1acHMKa
6nicTepis y peecTpauiiHoro NOCBiAYEHHS).
KapTOHHIiA 3miHa HaliMeHyBaHHS 3asBHMKa
Kopobui (BnacHwvka peecTpadiiiHoro
noceigyeHHs), 6e3 3MiHN PUANYHOT
ocobu. TepmiH BBEAEHHS 3MiH -
npoTsrom 6 micsuis nicns
3aTBEPKEHHS.
191. | NPEFTAMMA pregabalin | npera6a - Kancynu Teepai TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLiiiHmx - UA/19503/01/02
niH no 50 wmr; in "KYCYM" XENTXKEP MBT mMaTtepianis: 3miHu | TNy -
bulk: no 14 nTa AAMiHICTpaTUBHI 3MiHW. 3MiHa
kancyny HaliMeHyBaHHS Ta/abo agpecu
6nictepi, no 150 3as1BHVIKa (B/1acHMKa
6nicTepiB y peecTpauiiHoro NOCBiAYEHHS).
KapTOHHIiA 3MiHa HaliMeHyBaHHS 3asBHMKa
Kopobui (BnacHvka peecTpadiiHoro
noceigyeHHs), 6e3 3MiHN pPUINYHOT
ocobu. TepMmiH BBEAEHHS 3MiH -
npoTsrom 6 micsuis nicns
3aTBEPKEHHS.
192. | NPEFTAMMA pregabalin | npera6a - Kancynu Teepai TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx - UA/19503/01/01
niH no 25 mr; in "KYCYM" XENTXKEP MNBT marepianis: 3miHu | Tuny -
bulk: no 14 nTa AZMIHICTpaTVBHI 3MiHK. 3MiHa
kancyny HaliMeHyBaHHS Ta/abo agpecu
6nicTepi, no 150 3asBHUKa (BNacHvKa
6nictepiB y PEeECTpaLiiHOro NOCBIAYEHHS).
KapTOHHiiA 3MiHa HaliMeHyBaHHSA 3asBHMKa
Kopobui (BnacHwvka peecTpadiiiHoro
NOCBIgYEHHS), 6€3 3MIHW PUANYHOT
ocobu. TepmiH BBE,EHHS 3MiH -
npoTArom 6 micsAuis nicns
3aTBEPKEHHS.
193. | NIPEFTAMMA pregabalin | nperaba | NO3A Kancynu Teepai TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/20767/01/01
niH X16 no 25 wr; no 14 "KYCYM" XENTXKEP MNBT marepianis: 3miHu | Tuny - peyenmom
Kancyny nTa AAMIHICTpaTUBHI 3MiHW. 3MiHa
6nictepi; no 2 HalilMeHyBaHHs Ta/abo agpecu
abono 4 3asBHUKa (BNacHvKa
6nictepu y peecTpauiiHoro NOCBiAYEHHS).
KapTOHHiiA 3MiHa HaliMeHyBaHHSA 3asBHMKa
ynakoBLi (BNnacHvka peecTpadiiiHoro

NnocBigYeHHs), 6€3 3MiHW KpPUANYHOT
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

ocobu. TepmiH BBEEHHS 3MiH -
npoTArom 6 micsAuis nicns
3aTBEPKEHHS.

194.

NMPEAHITON®

prednicarb
ate

npegHik
apbar

DO7A
C18

Kpem, 0,25 %;
no 10 r, a6o 30
r,abo50ry
Ty6i; no 1 1y6i B
KapTOHHIW nayu,i

TOB
«MIBE
YKPAIHA»

YKpaiHa

Mi6e Mm6X
ApuHarimiTTens

Himeyun
Ha

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | TUny - 3miHK 3
AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roToBOro Nikapcbkoro
3acoby. 3miHa y meTogax
BMMPOBYBaHHS roTOBOTIO NiKapPCbKOro
3acoby (He3HayHa 3MmiHa y
3aTBEPAXKEHNX METOAAX
BMNPOOYBaHHS) — BHECEHHS 3MiH Y
mMeToAax BUNpoGyBaHHSA rOTOBOrO
nikapcbKoro 3acoby 3a n.
«B’A3kicTb», @ came 3amiHa
BiCKO3MMeTpa Yepes NPUMUHEHHS
NiATPYIMKM iCHYO4OTO
BMMNPO6YBa/IbHOrO 061aAHaHHS.
3MiHM BHOCATLCS B PO34iNn [OChE
3.2.P.5.1 and 3.2.P.5.2.

3a
peyenmom

UA/10283/03/01

195.

APEAHITON®

prednicarb
ate

npegHik
apbar

DO7A
C18

mas3b 0,25 %; no
10r,a6030r,
a6o 50 r y Ty6i;
no 1 Ty6i B
KapTOHHI nayw,i

TOB
«MIBE
YKPAIHA»

YKpaiHa

mibe MmeX
ApuHaiimiTTens

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpaLiiniHmx
martepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [O0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPIXKEHNX METOAAX
BMNPOGYBaHHS) BHECEHHS 3MiH Y
mMeToAax BUNPoGYyBaHHSA rOTOBOrO
nikapcbKoro 3acoby 3a n.
«B’A3KiCTb», a came 3aMiHa
BiCKO3MMeTpa Yepes NPUMUHEHHS
NiATPUMKM iCHYOYOro
BMNPOBYBaIbHOro 06/1a4HaHHS.
3MiHV BHOCATLCA B PO34iNN AOChE
3.2.P.5.1and 3.2.P.5.2

3a
peyenmom

UA/10283/02/01

196.

MNPEAHITON®

prednicarb
ate

npegHik
ap6ar

DO7A
C18

XUpHa Masb,
0,25 %; no 10,
abo 30T, abo 50
ryTy6i;nol
Ty6i B KAPTOHHIlA
nauuj

TOB
"MIBE
YKPAIHA"

YKpaiHa

mibe MTm6X
ApuHaiimiTTens

Himeuun
Ha

BHECEHHS 3MiH 4,0 peecTpauiiHnx
martepianis: 3miHu | TUNy - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro
3acoby (HesHayHa 3miHa y
3aTBEPAKEHNX METOAaX
BMMNPOGYBaHHS) BHECEHHS 3MiH Y
MeToAax BUNPo6yBaHHSA rOTOBOrO

3a
peyenmom

UA/10283/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
nikapcbKoro 3acoby 3a n.
«B’A3KiCTb», a came 3aMiHa
BiCKO3MMeTpa Yepes NPUMUHEHHS
NiATPUMKM iCHYOYOro
BMNPOBYBa/IbHOrO 06/1a4HaHHS.
3MiHM BHOCATBCS B PO34iNn fOChE
3.2.P.5.1and 3.2.P.5.2
197. | NPOTE®/ASI - thnasoH | JOS5AX | kpannino 10 mn, | TOB"HBK | YkpaiHa BVMPOGHMLTBO 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/4220/01/01
A® oigny 30 mn, 50 mny "Ekochapm MOBHUM LMK/IOM; marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
nepepax CKNSAHUX " BUNYCK cepii: AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
YHKY Ha chnakoHax, TOB "HBK 3MiHU Yy BUPOGHMLTBI. 3MiHN Y
PYTUH, 3aKynopeHunx "Ekochapm” npoweci BAPO6HULITBA FOTOBOrO
Kap6oHo KpuLLKaMmn ans NiKapCbKoro 3acoby, BKIHOHa0Um
Bi onakoHiB 3 NPOMDXHWIA NPOAYKT, L0
KMcnoTu rOPU30HTa/IbHUM 3aCTOCOBYETHCS NMPU BUPOOHULTBI
y 1 npobkamu- roTOBOro Nikapcbkoro 3acoby (iHLwi
nepepax KpanenbHUUsaMU 3MiHU) - YTOYHEHHSI OAMHWLb BUMIPY
YHKY Ha 3 KOHTpO/IEM KinibkoCTi eTaHony 96 %, Akuii
A61y4HYy nepLuoro BMKOPWCTOBYETLCA B NPOLEC
KuCnoTy, BiAKpMTTA abo BMPOGHMLITBA, i3 3a3HAYEHHAM Y
oTpVUMaH KpyLLKaMun ans niTpax Ta gekanitpax 6e380AHOr0
nx i3 oNakoHiB 3 cnupty (gan.6.c.), 3 BiANOBIAHNMY
Tpasu TOPU30HTa/TbHUM 3MiHamu B po3gin 3.2.P.3.2. Cknag
LLlyykn 1 npobkamm- Ha cepito.
AepHucT KpanenbHUUsaMy 3aTBepXeHo:
oi 3 KOHTpPONIEM 3.2.P.3.2. Cknag, Ha cepito
(Herba nepLuoro Bupo6Huya peuentypa:
Descha BIAKPUTTA Ta O6’em cepii: 300,0 kr roToBOro
mpsia 3axXMCTOM Bif, npoaykTy
caespito aiteid; no 1 EtaHon 96 % - 647,7 kr
sal.)Ta donakoHy B O6’em cepii: 600,0 kr roToBOro
Tpasu KapTOHHIW nayu,i NPOAYKTY
BiliHnka EtaHon 96 % - 1295,4 kr.
Ha3eMHOo 3anponoHoBaHo:
ro 3.2.P.3.2. Cknag, Ha cepito
(Herba Bupo6Huya peuentypa:
Calama O6’em cepii: 300,0 kr roToBOro
grostis npoaykTy
epigeios EtaHon 96 % - 77,01 pan.6.c. (647,7
L.) Kkr, 802,18 n)
06’em cepii: 600,0 kr roToBOrO
NpPoAYyKTY
ETaHon 96 % - 154,02 pan.6.c.
(1295,4 «r, 1604,36 n)
198. | PABE3ON rabeprazol | pa6enpa | A02B Tabnetkn KYN®EP NuTtoBCb BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [j0 peecTpaLiiHmx 3a UA/18871/01/01
e 30N Cco4 KMLLKOBOPO34MH BIOTEX, Ka NiKapcbkoro IHais martepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
HaTpito Hi no 20 mr, o YAB Pecny6n | 3acoby, nepBuHHe SKOCTIi. [0TOBWIA Nikapcbkuii 3acib.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
14 TabneTok y ika Ta BTOPUHHE 3MiHV Y BUpOBHUUTBI. 3MiHa
6nicTepi, no 2 nakyBaHHs, iMnopTepa/3MiHu, L0 CTOCYTbCA
6nictepn y navui KOHTPO/b SKOCTI BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
cepil, roTOBOro Nikapcbkoro 3acoby
BiNOBIgaNbHWIA 32 (3amiHa abo gofaBaHHs AinbHULY,
BWNYCK cepil: Ha SIKil 3jiCHI0ETbCSA
Na6opaTopioc KOHTPO/b/BUNPOGYBaHHSA cepii).
NikoHca, C.A., 3amiHa BUPOOHUYOI AiNbHUL
Icnanis; BMpo6HMka XEMO IHAIA
fopatkosa ®OPMIONEWVLLIH3 NBT. NTA,,
AinbHUUA 3 BiAANOBIAA/IbHOI 3@ KOHTPONb. TakKoX
KOHTPOJIO cepil: BHOCWUTBCS YTOYHEHHSA [0
NABOPATOPIO HanucaHHs Ha3BW BUPOGHMKA. 3MiHN
EXEBAPHE, C.A., | Tuny - 3miHK 3 aAkocTi. FoToBWIA
Icnanis; nikapcbknii 3aci6. 3MiHN y
nofarkosa BMPOGHMLTBI. 3MiHa
AinbHUUA 3 iMnopTepa/3MiHu, L0 CTOCYTbCA
KOHTPO/IO: BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
Xemo IHgia roTOBOro Nikapcbkoro 3acoby
dopmioneiiH (3amiHa abo gofaBaHHsA AinbHULY,
MpaiiBeT JimiTeq, Ha sKili 34jCHI0ETbCSA
IHais; KOHTPO/b/BMNPOGYBaHHS cepii).
fofarkosa 3amiHa BUPOOHUYOI AiNbHUL
AinbHUUS 3 BMpo6HuKka TABOPATOPIO
BTOPWHHOrO EXEBAPHE, C.A., BignosiganbHoi
nakyBaHHS: 3a KOHTpO/1b cepii. Hassa
ATAIC DAPMA, BMPOGHWYOT Ai/TbHUL 3aUTMLLAETHCSA
C.J1., IcnaHis; 6e3 3MiH.
foaarkosa
AinbHUUS 3
BTOPVHHOIO
nakyBaHHS:
MAHAHTIANb
IHTETPA, C.NY.,
Icnanis
199. | PEAI-TY-HO3 - HaTpito AO6A pO34nH KaceH IcnaHis KaceH Pekopgari, IcnaHis BHECEHHS 3MiH [J0 peecTpaLiitHmx 6e3 UA/10995/01/01
KMISMA avrigpo G20 peKTanbHUiA, Pekopgari marepianis: 3miHu | Tmny - 3miHn peyenma
chocdpat 21,419,418 , C.J. LoAao 6e3nekn/edeKTMBHOCTI Ta
, 118 mn no 133 hapmakoHarnagy. BeefeHHs abo
aurigpat MmNy 3MiHW [0 y3araslbHEeHVX AaHnX Npo
; N1acTUKOBIi cucTtemy chapmakoHarnsgy
anHartpi nAswWLi 3 (BBEAEHHS y3araslbHEHMX AaHNX NPo
10 HaKOHEYHWNKOM cuctemy thapmakoHarnsgy, 3amiHa
chocdpat aHaToMiYHOI yMOBHOBaXeHOT 0cobwm,
nopexari chopmu; o 1 BiANOBIAA/IbHOI 3a 34iAICHEHHS
apat nAsWUi y thapmakoHarnagy; KOHTakTHOI 0cobu

Kopobui 3

3 dpapmakoHarnaay 3asBHuka ans
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KapTOHY 3AilicHeHHA hapMakoHarnsagy B
YkpaiHi, K0 BOHa BiAMIHHA Bif,
yMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarniagy (Bkioyaroum
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMIKa,
BiAnoBigabHOI 3a hapMakoHarnsg.
[itoua pegakuin: Paola Pirovano.
MponoHoBaHa pepakuis: Cecilia
Maffei. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6YU 3asBHIKa,
BigNoBiga/IbHOI 3a dhapMakoHarnsg
200. | PUKCATOH rituximab puUTYKCU LO1FA | koHUeHTpaT ans CaHpo3 ABCTpIst KOHTPO/Ib Cepili: Himeuuu BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/21079/01/01
10 Mr/imMn mab 01 pO34uHy AN 6X €BpodhiHc PACT Ha/ marepianis: 3miHu | Tuny - 3miHn peyenmom
iHcpysiid, 10 v6X, HimeuunHa; | CnoBeHi oo 6e3nekn/edeKTMBHOCTI Ta
mr/mn; no 10 mn NOBHUIA LMK al hapmakoHarnagy. 3miHa 4yactoTu
(100 mr) y BMpo6HUUTBa: flek | ABcTpis/ | Ta/abo TepMiHiB NOJaHHS perynspHo
chnakoHi; 2 dapmaneBTUUHA LlBeiua OHOB/IIOBAHUX 3BITiB 3 6e3nekn
donakoHun B KoMnaHis 4.4., pis nikapcbkux 3acobis. 3MiHa YacToTn
KapTOHHIW CnoBeHis; Ta TEPMIHIB MOAAHHS PErynsipHO
Kopobui abo no KOHTPO/b Cepiii: OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neku:
50 mn (500 mr) y HosapTic ®apma [litoua pepakuin: Yactota nofgaHHA
thnakoHi; no 1 Ar, LWBeliuapis; perynsipHo OHOB/IHOBAHOIO 3BITY 3
chnakoHy B BMPOGHMLTBO in 6e3nekm - 1 pik
KapTOHHilA bulk: HoBapTic KiHueBa fata Ans BKIOYEHHS JaHnX
Kopoobui dapmacbioTikan 0o PO3b - 17.11.2018 p. flata
MaHydhakTypuHr nofaHHs - 26.01.2019 p.
NNC, CnoseHis; [MponoHoBaHa pepakuis: Yactota
KOHTPO/b Cepiii: noAaHHA perynspHo OHOB/HOBAHOIO
HoBapric 3BiTYy 3 6e3neku - 3 pokn
dapmacbloTikan KiHueBa fata Ans BKIOYEHHS JaHNX
MaHyhakTypuHr no PO3b - 17.11.2026 p. faTa
NINC, CnoseHis; nofaHHa — 15.02.2027 p.
BUNYCK cepii: PekomeH[0BaHO [0 3aTBEPAKEHHS,
CaHpos 'meX — BIANOBIAHO A0 NEPIOANYHOCTI
BnpobHnya nofaHHA perynsapHO OHOB/IIOBaHUX
OinbHUUA 3BITIB 3 6e3nekn Nikapcbkmx 3aco6iB
AcenTnyHi y EC.
nikapcbki 3acobu
WadteHay
(AcenTnyni N3LUL),
ABCTpist
201. | PUNPOHAT meldoniu Menbao CO1E Kancynu TBepai, TOB YkpaiHa K.O. Pomdapm PymyHis BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/16424/02/02
m Hii B22 no 500 wmr, no 15 "YOPN[ Komnani C.P.J1. martepianis: 3miHu | Tuny - 3mibn peyenmom nidnsie




212

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

kancyn B
6nicTepi; no 4
6nictepu B
KapTOHHiiA
KopoobLi

MEOMLV
H

Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkil
XapakTepucTumLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons

MeAMYHOro 3aCTOCyBaHHS
reHepuyYHuX/ribpnaHnx/6ionodibHNxX
nNikapcbKux 3aco6iB Nicnsi BHECEHHS

TiET camoi 3MiHN Ha pedhepeHTHHI
npenapar (3miHa He noTpebye
Ha/laHHS XXOAHUX HOBUX [OAATKOBUX
AaHux) - 3MiHN BHECEHO [0

IHCTPYKLji 4ns MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby y

po3ainu "B3aemogis 3 iHLWMMK
nikapcbkMn 3acobamu Ta iHWi BUuam
B3aemogii", "MobiuHi peaxuii”

BiANOBIAHO A0 iHdhopMaLi Woao

MeMYHOro 3acTOCyBaHHS
pedyepeHTHOro ikapcbKoro 3acoby

(MINOPOHAT®, kancynu Teepai).
BBefieHHs1 3MiH NpoTArom 6-tn
MicALiB Mic/a 3aTBePAKEHHS.

ae

202.

PUMPOHAT

meldoniu
m

Menbao
Hii

CO1E
B22

Kancynv Teepai,
no 250 mr, no 10
Kancyn B
6nicTepi; no 4
abo 6 6nicTepis
Y KapTOHHiii
Kopobui

TOB

“YOP/[]

MEAMLN
H

YkpaiHa

K.O. Pomcbapm
KomnaHi C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TNy - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTumLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT oNns
Me[MYHOro 3aCTOCYBaHHS
reHepuYHuX/ribpnaHnx/6ionodibHNxX
nNiKapcbKkunx 3acobiB Nic/1si BHECEHHSA
Tiei camol 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
Ha/jaHHS XOAHUX HOBUX [OAATKOBUX
AaHuXx) - 3MiHN BHECEHO [0
IHCTpYKLji 4ns MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ainu "B3aemogis 3 iHWMMu
nikapcbkMmK 3acobamu Ta iHWi BUuam
B3aemogiit", "MobiuHi peakuii”
BiANOBIAHO A0 iHhopMmaL,i Wwoao
MeAMYHOro 3acToCyBaHHSA
pedyepeHTHOr o JiKapcbKoro 3acoby
(MINOPOHAT®, kancynu TBepai).
BBefieHHs1 3MiH NpoTArom 6-Tm
MicALiB Nic/a 3aTBEPAKEHHS.

3a
peyerimom

He
niosnsie
ae

UA/16424/02/01

203.

PUMPOHAT

meldoniu

Menbfo

COl1E

Kancynv Teepgi

TOB

YKpaiHa

YOPIIA

Typeuun

BHECEHHS 3MiH 0 peecTpaLiinHnx

3a

He

UA/18295/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
m HilA B22 no 500 mr, no 15 «YOPN[, MEANLUNH INAY Ha mMartepianis: 3miHu | TUNY - 3MiHK peyenmom nionse
Kancyny MEOMLN CAH. BE TIOX. oo 6e3snekn/edeKTMBHOCTI Ta ae
6nicTepi; no 4 H» A.LL. hapmakoHarnsagy. 3mMiHu y KopoTkil
6nictepu y XapakTepucTuLi Nikapcbkoro 3acooby,
KapTOHHiiA TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
Kopoo6Li MeMYHOro 3acTOCyBaHHS
reHepUUYHUX/ribpuaHNx/GionodibHNX
nNiKapcbknx 3acobiB Nic/1s BHECEHHSA
Tiei camoi 3MiHV Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHS XXOLHNUX HOBUX A0AATKOBUX
AaHux) - 3MiHU BHECEHO [0
IHCTPYKUIT ANA MeguyHoro
3aCcTOCYyBaHHS NMikapCbKOro 3acoby y
po3ginu "lMNpoTrnokasaHHs",
"B3aemogis 3 iHWKMMKN NiKapCbKUmu
3acob6amMu Ta iHLWi BUAW B3aemogiii",
"Mo6iuHi peakwyji" BigNoBigHO A0
iH(bopmauii Wwoao MeguyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (Mildronats 500
mg cietas kapsulas). BBeieHHs 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEPKEHHS.
204. | POAKKYTAH isotretinoin | i3oTpetn | D10B Kancym m'siki no | UEMNA®A | Liseiiua Bupo6bHMLTBO Himeyuun BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/2865/01/01
® HOIH AO1 20 wr; no 10 PM pis Hepo3dacoBaHoi Ha marepianis: 3miHu | Tmny - 3miHn peyenmom
Kancyny LLBeriL npoaykuii, LoAao 6e3nekn/edyeKTMBHOCTI Ta
6nictepi, no 3 6X nepBuHHE Ta hapmakoHarnagy. BeefeHHs abo
6nictepu B BTOPVHHE 3MiHW A0 y3arasibHEHUX JaHuX npo
KapTOHHIiA nakyBaHHs, cucTtemy chapmakoHarnsgy
Kopobui BUNPOGYBaHHSA (BBEAEHHSA y3ara/lbHEHNX AaHWUX Mpo
KOHTPO/IHO SIKOCTI, cuctemy thapmakoHarnsgy, amiHa
BWMNYCK cepil: yMOBHOBaXeHOT 0cobwm,
KeTeneHt BiANOBIAA/IbHOI 3a 34iAICHEHHS
[hxepmati thapmakoHarnagy; KOHTakTHOI 0cobu
E6epb6ax MvbX, 3 chapmakoHarnsgy 3asBHuKa ans
HimeuuunHa; 3[ifiCHEHHs1 hapMakoHarisay B
BMNPOGYBaHHSA YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
KOHTPOHO AKOCTI: yNOBHOBaXeHOi ocobu,
lenita AT, BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
HimeuunHa hapmMakoHarniagy (Bkovarun

KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BignoBigabHOI 3a hapMakoHarnsg.
[itoua pegakuis: Ludmila Koch.
[MponoHoBaHa pegakuis: Rudite
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Schillinger. 3miHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6YU 3asBHMKa,
BigNoBiga/IbHOI 3a dhapMakoHarnsg
205. | POAKKYTAH isotretinoin | i3oTpetn | D10B Kancym m'siki no | UEMNA®A | Liseiiua Bupo6bHMLTBO Himeuuu BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/2865/01/02
® HOIH AO1 10 wr; no 10 PM pis Hepo3dacoBaHoi Ha marepianis: 3miHu | Tuny - 3miHn peyenmom
Kancyny LLBeriL npoaykuii, Loao 6e3nekn/edeKTMBHOCTI Ta
6nictepi, no 3 6X nepBuHHE Ta hapmakoHarnagy. BeegeHHs abo
6nictepu B BTOPVHHE 3MiHW A0 y3arasibHEHUX JaHuX npo
KapTOHHIiA nakyBaHHs, cucTtemy chapmakoHarnsgy
Kopobui BUNPOGYBaHHSA (BBEAEHHSA y3ara/lbHEHUX AaHWUX Mpo
KOHTPO/IHO SIKOCTI, cuctemy thapmakoHarnsgy, 3amiHa
BWNYCK cepil: YMOBHOBaXeHOT 0cobwm,
KeTeneHt BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
[hxepmati thapmakoHarnagy; KOHTakTHOI 0cobu
E6epb6ax MvbX, 3 chapmakoHarnsgy 3asBHuKa ans
HimeuuunHa; 3[jifiCHEeHHs1 hapMakoHarisay B
BMNPOGYBaHHSA YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
KOHTPOHO AKOCTI: yNOBHOBaXeHOi ocobu,
lenita AT, BiANOBIAA/IbHOI 3a 34iACHEHHS
HimeuunHa hapmakoHarniagy (Bkovaum
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BignoBigabHOI 3a hapMakoHarnsg.
[itoua pegakuis: Ludmila Koch.
lMponoHoBaHa pepakuis: Rudite
Schillinger. 3mMiHa KOHTaKTHUX AaHUX
YyNOBHOBaXEHOT 0CO6Y 3asBHMKa,
BigNoBiga/IbHOI 3a dhapMakoHarnsg
206. | PO/NIHO3 cetirizine uetmpns | ROBA Kpanni opasibHi, TOB YkpaiHa yYOopPna Typeuuu BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 nidnsie | UA/17107/01/01
NHY EO7 po3uuH, 10 «YOPN[, MEAOVNLUWH INAY Ha marepianis: 3miHu | Tuny - 3miHn peyenma ae
auriapox mr/mn; 20 mn MEANLMN CAH. BE TIDX. Loao 6e3nekn/edeKTMBHOCTI Ta
nopug pO34unHy y H» A.LL. hapmakoHarnsgy. 3mMiHu y KopoTkili
pNakoHi 3 XapakTepucTuLi nikapcbKoro 3acoby,
npo6koto- TEKCTi MapKyBaHHSA Ta iHCTPYKUiT ons

KpanenbHuLeto 3
KpuLLKOto; o 1
donakoHy B
KapTOHHilA
Kopobui

MeAMYHOro 3acToCyBaHHSA
reHepuyHnX/ribpugHnx/6ionomdibHNX
NiKapcbKNxX 3aco6iB Nicns BHECEHHS

Tiei camoi 3MiHV Ha pethepeHTHWA
npenapar (3miHa He noTpebye
Ha/laHHS XXOAHUX HOBUX [OAATKOBUX
AaHunx) 3MiHW BHECEHO A0 IHCTPYKLT
015 MeAUYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"PapmMakonoriyHi BnactusocTi”,
"Moka3aHHsA", "3acTocyBaHHs y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
nepiog BaritTHoCTi abo rogyBaHHs
rpyaar”, "Mo6ivHi peakuii" 3rigHo 3
iHchopmauieto WoA0 MeaMyHoro
3acTocyBaHHsA pehepeHTHOro
nikapcbkoro 3acoby
(Zyrtec®10mg/ml oral drops).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsALIB MiCNSA 3aTBEPAKEHHS.
207. | POMIHO3 cetirizine uetnpus | RO6A Kpanni opaJibHi, TOB YkpaiHa ABC ITanisa BHECEHHS 3MiH [0 peecTpaviiniHmx 6e3 nionse | UA/12490/02/01
NHY EO7 10 mr/mn, no 20 «YOPN[, dapmadeyTivi mMartepianis: 3miHu | TUNY - 3MiHK peyenma ae
avrigpox My CKISAHOMY MEOMLUN C.n.A. oo 6e3snekn/edeKTMBHOCTI Ta
nopvg, chnakoHi 3 H» hapmakoHarnsgy. 3mMiHu y KopoTkili
KPULLIKOLO- XapakTepucTuLi Nikapcbkoro 3acooby,
KpanenbHuLeto; TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
no 1 do1akoHy B MeAMYHOro 3acToCyBaHHSA
KapTOHHIA reHepUYHNX/ribpraHUX/6ionoaibHNX
Kopobui NiKapcbKknx 3acobiB Nic/1s1 BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
Ha/JaHH$! XXOAHUX HOBUX [OAATKOBUX
AaHnx) 3MiHN BHECEHO A0 IHCTPYKLUT
ANA MeAUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"®apmakonoriyHi BracTmBocTi”,
"MokasaHHs", "Ocob6MBOCTI
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaaro”, "Mo6iyHi peakwyii" 3rigHoO 3
iHchopmavieto LWoa0 MegnmuHoro
3acTocyBaHHA pehepeHTHOro
nNiKapcbkoro 3acoby
(Zyrtec®10mg/ml oral drops).
BBefieHHs1 3MiH NpoTArom 6-Tm
MicALiB Nic/a 3aTBEPAKEHHS.
208. | PO/NIIHO3 cetirizine uetmpns | RO6GA Tabnetku no 10 TOB YkpaiHa ABC ITanis BHECEHHS 3MiH 4,0 peecTpavLiiHnx 6e3 nidnse | UA/12490/01/01
NHY EO7 mr; no 10 «YOPN[, PapmadeyTivi mMartepianis: 3miHu | TUNY - 3MiHK peyenma ae
aurigpox Tabnetok y MEAOMLN C.n.A. oo 6e3nekn/edeKTMBHOCTI Ta
nopug 6nicTepi, no 2 H» hapmakoHarnsagy. 3mMiHu y KopoTkili
6nicTepy B XapakTepucTuLi Nikapcbkoro 3acoby,
KapTOHHilA TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Kopoobui Me[MYHOro 3aCTOCYBaHHS

reHepuYHUX/ribpuaHnx/6ionodibHNxX
nNiKapcbkunx 3acobiB Nic/1si BHECEHHSA
Tiei camol 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He NoTpebye
Ha/JaHHS XXOAHUX HOBUX [OAATKOBUX
AaHux). 3MiHM BHECEHO A0 IHCTPYKLi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
ANA MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BracTmBocTi”,
"MMoka3aHHA", "3acTocyBaHHA y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaaro”, "Mo6ivHi peakuii” 3rigHo 3
iHbopMmaieto Wwoao0 MegnuyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbKoro 3acoby (Zyrtec® 10 mg
Filmtabletten).
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Mic/1s 3aTBepAKEHHS.
209. | POHOUUT citicoline uutukoni | NO6B pO34nH TOB YkpaiHa yopPna Typeyuu BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/18790/01/01
H(Yy X06 opanbHuin, 100 "YOPNA MEOVLWH INAY Ha marepianis: 3miHu | Tuny - 3miHn peyenmom
chopwmi mr/mn no 10 mn MEAMLMN CAH. BE TIOX. oo 6e3nekn/edyeKTMBHOCTI Ta
LUUTUKOI y hnakoHi; no H" A.LL. hapmakoHarnagy (iHwi 3miHu).
HYy 10 chnakoHis y 3MiHV BHECEHI B TEKCT MapKyBaHHS
HaTpito) KapTOHHIiA NepBUHHOT (MYHKT 1) Ta BTOPUHHOI
Kopobui (nyHKT 11) ynakoBOK NikapCbKoro
3acoby.
210. | POMINOHI ropivacain | ponisaka | NO1B po34uH Ans TOB YkpaiHa | TOB "lOpig-®apm” | YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiniHmx 3a UA/19109/01/01
e THY B09 iH'ekujnn, 7,5 "HOpis- martepianis: 3miHu | TUny - 3MiHK 3 peuenmom
rigpoxno mr/M no 10 mn Papm"” akocTi. CepTtudikat
puay y amnynax BignosigHocTI/lE-cepTudpikar
MOHOTif, CKNSAHUX, Mo 5 BiANOBIAHOCTI EBpONechbkili
par amnyny thapmakonei/moHorpadii. NMogaHHA
KOHTYPHIi HOBOro abo OHOB/IEHOTO

YapyHKoBIl
ynakosui, no 1
KOHTYPHIl
YapyHKoBIl
ynakoBLji y nayui
3 KapPTOHY

cepTudgikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gna A®l; ans
BMXigHOro
marepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt AONOMIXHOT
peyoBuHM (cepTuddikar
BiANOBIAHOCTI EBpONeichbkili
thapmakoner) - OHOBMEHWIA
cepTuaikaT Bif yXe 3aTBeppKeHoro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikaTa BignoBigHOCTI
€poneiicbkili hbapmakonei Ne CEP
2007-342 - Rev 04 (3aTBEPAXEHO:
R1-CEP 2007-342 - Rev 03) gns
niroyoi pevoBuHY Ropivacaine
hydrochloride monohydrate Big, Bxe
3aTBEPKEHOIO BUPOGHMKA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
EDMOND PHARMA S.R.L., ITanisa
211. | POMINOHI ropivacain | ponisaka | NO1B po3unH Ans TOB YkpaiHa | TOB "lOpig-®apm" | YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/19109/02/01
e THY B09 iHpy3iiA, 2 Mr/mn "HOpis- marepianis: 3miHu | TRy - 3MiHK 3 peyenmom
rigpoxno no 100 mny dapm" AKocTi. CepTudikat
puay chnakoHax signosigHocTi/l E-cepTudikar
MOHOTig, CKNsAHUMX, o 1 BiANOBIAHOCTI EBpoNechbkili
pat donakoHy y nauui thapmakonei/MmoHorpadii. NMogaHHA
3 KapTOHY HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IyYEeHHS cepTudikaTa
BiANOBIAHOCTI EBpONENchbkili
thapmakonei: gns A®l; ans
BUXIAHOTO
martepiany/peareHTy/npoMiXHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignNoBigHOCTI
€poneiicbkili thapmakonei Ne CEP
2007-342 - Rev 04 (3aTBEpAKeHO:
R1-CEP 2007-342 - Rev 03) ans
Aito4oi peyoBrHN Ropivacaine
hydrochloride monohydrate Big Bxe
3aTBEPAKEHOrO BUPOBHMKA
EDMOND PHARMA S.R.L., ITanis
212. | PONINOHI ropivacain | ponisaka | NO1B po34uH Ans TOB YkpaiHa | TOB "lOpig-®apm” | YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiniHmx 3a UA/19109/01/02
e THY B09 iH'ekujnn, 10 "HOpis- martepianis: 3miHu | TUny - 3MiHK 3 peuenmom
rigpoxno mr/Ma no 10 mn Papm"” akocTi. CepTtudikat
puay y amnynax BignosigHocTI/lE-cepTudpikar
MOHOTiZ, CKNSAHUX, Mo 5 BiANOBIAHOCTI EBpoOneichbkili
par amnyny thapmakonei/moHorpadii. NMogaHHA
KOHTYPHIi HOBOro abo OHOB/IEHOTO

YapyHKoBIl
ynakosui, no 1
KOHTYPHIl
YapyHKoBIl
ynakoBLji y nayui
3 KapPTOHY

cepTudgikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gna A®l; ans
BMXigHOro
marepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt AONOMIXHOT
peyoBuHM (cepTuddikar
BiANOBIAHOCTI EBpoOneichbkili
thapmakonei) - OHOB/IEHWA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMWKA - MOAaHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€poneiicbkili hapmakonei No CEP
2007-342 - Rev 04 (3aTBEpPA)KEHO:
R1-CEP 2007-342 - Rev 03) gns
Jitoyoi pevoBuHY Ropivacaine
hydrochloride monohydrate Big Bxe
3aTBEPAKEHOr0 BUPOGHUKA
EDMOND PHARMA S.R.L., ITanis.
213. | CAJIbBYTAM | salbutamol | canbbyt | RO3A aepo30/1b Ans nakcoCwmi | Benuka nakco Bennkom dpaHuin BHECEHHS 3MiH 4,0 peecTpaLiiHnx 3a He UA/2032/01/01
on amon (y | C02 iHransauin, TKnsiH BputaHi MpopakwH mMarepianis: 3miHu Il Tuny - 3miHn peyenmom | nidnse
dopmi [o30BaHuit, 100 Ekcnopt a oo 6e3nekn/edekTMBHOCTI Ta ae
canbbyT MKr/go3y; 1 Nimiten hapmakoHarnsagy. 3mMiHu y KopoTkili
amorny 6asioH 3 XapakTepucTuLi Nikapcbkoro 3acoby,
cynbhat 003yo4num TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
y) KianaHom Ha MELMYHOr0 3aCTOCYBaHHS Yy 3B'A3KY
200 no3y i3 HOBUMW JaHNMK 3 SIKOCTI,
Kopobui 3 OOKNIHIYHUMUN, KNIHIYHUMW JaHUMK
KapToHy Ta gaHvmu 3 chapmakoHarnsagy -
3MiHM BHECEHO B IHCTPYKLil0 AN
MeAMYHOro 3acToCyBaHHSA
NiKapcbKoro 3acoby A0 po3gainis
"Oco6nMBOCTI 3aCTOCyBaHHA" Ta
"YnakoBka". BBeeHHS 3MiH
NpoOTArom 6-Tm MicALiB nicns
3aTBEPAKEHHS
214. | CAHAOIMYH ciclosporin | uyuknocn | LO4AD | kancynu m'ski no Hosapric Lseiiya Bupo6bHMLTBO Himeuun BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/3165/01/02
HEOPAN® OpViH 01 25 wr; no 5 dapmva Al pis Hepo3dacoBaHoi Ha/ marepianis: 3miHu | Tuny - peyenmom
Kancyny NPOAYKLUiT, CnoseHi AIMIHICTpaTVBHI 3MiHW. 3MiHa
6nictepi; no 10 KOHTPO/b SAKOCTI: al HaliMeHyBaHHs1 Ta/abo agpecu Micus
6nicTepiB y KaTtaneHt Icnanis NPOBaKEHHS AiSNIbHOCTI
KapTOHHIiA HimeyunHa BMPOGHMKa (BK/OYaouH, 3a
Kopobui E6epbax M6X, HeOo6XiAHOCTI, MicLe NpoBeAeHHs
HimeuumnHa; KOHTPOJIO SIKOCTi), 260 BfiacHMKa
MepBuHHE Ta macTep-caiina Ha Adl, abo
BTOPUHHE nocravasnbHuka AP1/BUXigHOrO
nakyBaHHs, BUMYCK marepiany/peareHTy/npomikHOro
cepii: ek NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
$apmacboTUkanc BUPO6HUUTBI ADI (SKLLO 3a3HaYeHo
4.4., BUpobHuua Yy [OCbE Ha NikapCbKunii 3acib) 3a
OinbHUUA BiJCYTHOCTI cepTudpikata
NeHpaBa, BiANOBIAHOCTI EBpoOneichbkili

CnoBeHis; Bunyck
cepii: HoBapTic
PapmacboTuka,

C.A., IcnaHis

thapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHUKA HOBOT
[0NOMDKHOT PEYOBMHM (SIKLLO
3a3HaYeHo Y A0CbE) - 3MiHa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

HaliMeHyBaHHS AiNsSHKV NPOBEeEHHSN
KoHTponto skocTi APl 3 Novartis
International Pharmaceutical Ltd.

Branch Ireland Ha Novartis
Integrated Services Limited —

International Service Laboratory, 6e3

3MiHN MicLA BUPOGHMLTBA. 3MiHN |

TUny - AAMIHICTPaTUBHI 3MiHK. 3MiHa

HalilMeHyBaHHs Ta/abo agpecu Micud

NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa (BKIOYaouH, 3a
HeobXiAHOCTI, MiCLle NpoBEAEHHS
KOHTPO/H0 SIKOCTi), a60 B/iacHUKa
macTep-haiina Ha A®l, abo
noctavasibHuka A®1/BMxigHOro
matepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HMLTBI A®I (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepKeHoMY
nocbe, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y focbe) - 3MiHa
HaliMeHyBaHHS Ta agpecu AiNsHKU
NMPOBeAEHHS KOHTPOSO SKOCTi AdI 3
Novartis Integrated Services Limited
— International Service Laboratory
Ha SGS International Services
Laboratory (ISL) Limited, 6e3 3miH®
Micus BUPO6HULTBA. 3MiHK | Tvny -
3MiHK 3 SKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3miHa Byab-KOT YaCTUHU MaTepiasny
NEepBUHHOI YNaKoBKM, LLO He
KOHTaKTY€e 3 rOTOBMM J1iKapCbKnM
3aco60M (Hanpukniag Konip
KPULLIEYOK 3 KOHTPO/IEM NEpLLIOro
BIAKPWTTSA, KOMIP KOJOBUX KiNeLb Ha
amnynax, KOHTeliHepa A/19 ronoK
(pi3Hi BUAM nnacTmacw) (3miHa, sika
He BMN/IMBAE Ha KOPOTKY
XapakTepucTuKy NikapCbKoro
3aco6y) - 3mMiHa YacTuHu matepiany
NepBUHHOT YNAKOBKU, LLIO He

KOHTaKTy€ 3 TOTOBUM }'IiKapCbKVIM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3acobom (3miHa 3
HITPOLLE/TH0NI03HOBMICHOTO Npaiivepy
Ha npalimep 6e3 HITpoLen103n Ha
30BHILLHili CTOPOHI antoMiHieBOT
donbrun)
215. | CAHAIMYH ciclosporin | yuknocn | LO4AD | kancyniv M'siki no HoBaprTic LlBeiua Brpo6HMLTBO Himeuun BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/3165/01/03
HEOPAN® OpViH 01 50 wmr; no 5 dapmva Al pist Hepo3acoBaHoil Ha/ mMartepianis: 3miHu | TNy - peuenmom
Kancyny npoaykuii, CnoseHi AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nicTepi; no 10 KOHTPO/b AKOCTI: al HalilmeHyBaHHs Ta/abo agpecu Micud
6nictepiB y KataneHt IcnaHis NPOBaPKEHHS Ai/IbHOCTI
KapTOHHIW HimeuunHa BMPOGHMKa (BKIOYaouH, 3a
Kopobui E6epb6ax MvbX, HeobXiAHOCTI, MicLle NpoBeAeHHS
HimeuuunHa; KOHTPOJIO SIKOCTI), 260 BracHuKa
MepBuHHE Ta mMacTep-tharina Ha A®l, abo
BTOPUHHE noctavasibHuka A®I/BuxigHoro
nakyBaHHs, BUMYCK martepiany/peareHTy/npoMiKHOIro
cepii: ek NPOAYKTY, L0 3aCTOCOBYOTLCA Y
dapmacbloTmkanc BMPO6HMLTBI A®I (SKLLO 3a3HaYeHO
4.4., BupobHuya y [lOCbE Ha nikapcbkuii 3acib) 3a
OinbHUUS BiACYTHOCTI cepTucpikata
NleHpaBa, BiANOBIAHOCTI EBpoONechbkili

CnoseHis; Bunyck
cepii: HosaprTic
PapmacbloTuka,

C.A., IcnaHis

hapmakonei y 3aTBepKeHOMY
nocbe, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y Jocbe) - 3MiHa
HallMeHyBaHHS AiNSHKN NPOBEAEHHS
KoHTposto skocTi APl 3 Novartis
International Pharmaceutical Ltd.
Branch Ireland Ha Novartis
Integrated Services Limited —
International Service Laboratory, 6e3
3MiHW Micus BUPO6HUUTBA. 3MiHK |
TUny - AGMIHICTPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaYKEHHS AisS/IbHOCTI
BMPOGHMKa (BK/tO4aouH, 3a
Heo6XiAHOCTI, MicLe NpoBeAeHHs
KOHTPO/IO SKOCTIi), a60 BnacHuka
macTep-caiina Ha A®l, abo
nocravanbHuka API/BUXigHOrO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BUPO6HUUTBI ADI (SKLLO 3a3HaYeHOo
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepKeHoMy
[ocbe, ab6o BUPO6GHMKA HOBOI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

[O0NOMDKHOT PEYOBMHM (SIKLLO
3a3HayYeHo y AOCbE) - 3MiHa
HaliMeHyBaHHS Ta afpecu AiNsSHKN
npoBefeHHS KOHTPO0 AkocTi Ad| 3
Novartis Integrated Services Limited
— International Service Laboratory
Ha SGS International Services
Laboratory (ISL) Limited, 6e3 3miHn
Micus BUpo6HMUTBa. 3MiHK | TRy -
3MiHM 3 SKOCTi. F0TOBUIA NiKapCbKUiA
3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWiA 3aci6.
3MiHa 6y/ib-AKOI YaCTUHU MaTepiany
NepBUHHOT YNaKoBKU, LLIO He
KOHTaKTy€e 3 rOTOBUM JTiKapCbK/M
3acobom (Hanpukiag, konip
KpULLEYOK 3 KOHTPOJIEM MEPLLOro
BiAKPWTTS, KOJp KOZOBUX KifleLb Ha
amnynax, KoHTeliHepa A/19 ronoK
(pi3Hi BUAM nnacTmacK) (3miHa, axa
He BM/IMBa€E Ha KOPOTKY
XapakTepucTuKy NikapCbKoro
3aco6y) - 3MiHa YacTuHK marepiany
NEepPBUHHOI YNaKoBKH, L0 He
KOHTaKTy€e 3 FOTOBMM JTiKapCbKnM
3aco6oM (3MmiHa 3
HITPOLLE/T0NI03HOBMICHOTO Npaiivepy
Ha npalimep 6e3 HITpoLLent1031 Ha
30BHILLHIli CTOPOHI a/toMiHiEBOT
dos1brn)

216.

CAHAIMYH
HEOPAN®

ciclosporin

umknocn
OpWH

LO4AD
01

Kancynu m'ski no
100 mr; no 5
kancyny
6nictepi; no 10
6nictepiB y
KapTOHHIiA
Kopobui

Hosapric
Papma Al

Lseiiua
pist

Bupo6bHMLTBO
Hepo3gacoBaHol
npoaykuii,
KOHTPO/b SIKOCTI:
KataneHt
HimeuunHa
E6epbax M6X,
HimeuumnHa;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii: Jlek
PapmacboTuKanc
4.4, BUpobHunya
OinbHUUS
NeHpasa,
CnoBeHis; Bunyck
cepii: HoBapric

Himeyun
Ha/
CnoseHi
a/
IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaYKEHHS AisS/IbHOCTI
BMPOGHMKa (BK/tO4aouH, 3a
Heo6XiAHOCTI, MicLe NpoBeAeHHs
KOHTPO/IO SKOCTIi), a60 BnacHuka
macTep-caiina Ha A®l, abo
nocravanbHuka API/BUXigHOrO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BUPO6HUUTBI ADI (SKLLO 3a3HaYeHOo
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepKeHoMy
[ocbe, ab6o BUPO6GHMKA HOBOI

3a
peyenmom

UA/3165/01/04
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
dPapmacbioTuka, [O0NOMDKHOT PEYOBMHM (SIKLLO
C.A., IcnaHis 3a3HayeHo y A0CbE) - 3MiHa

HaliMeHyBaHHS AiNSHKV NPOBEEHHS
KOHTposto sikocTi APl 3 Novartis
International Pharmaceutical Ltd.

Branch Ireland Ha Novartis
Integrated Services Limited —

International Service Laboratory, 6e3

3MiHM Micus BUpo6HUUTBA. 3MiHU |

TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHa

HaliMeHyBaHHS Ta/abo afpecy micus

NPOBaPKEHHS AiS/IbHOCTI
BMPOOHWKa (BKtoYatoun, 3a
HeobXiAHOCTI, MicLie NpoBeAeHHS
KOHTPO/I0 SIKOCTi), a60 BlacHuka
MacTep-caiina Ha A®l, abo
noctavasibHuka A®Il/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HMLTBI ADI (AKLLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiCYTHOCTI cepTudpikata
BiANOBIAHOCTI E€BpONENChKilt
thapmakornei y 3aTBepKeHOMy
nocbe, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3Ha4yeHo y J0CbE) - 3MiHa
HaliMeHyBaHHS Ta agpecu AiNsHKU
NpoBefEeHHs KOHTPOIO SKOCTI AdI 3
Novartis Integrated Services Limited
— International Service Laboratory
Ha SGS International Services
Laboratory (ISL) Limited, 6e3 3miH®
MicLs BUPOGHULTBA. 3MiHU | TUny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6.
3miHa 6yab-aKOT YaCTUHU MaTepiany
NEepPBUHHOI YNaKoBKM, L0 He
KOHTaKTy€e 3 rOTOBMM JliKapCbKnM
3aco6om (Hanpuknag Konip
KPMLLIEYOK 3 KOHTPO/IEM NEpLLOro
BiAKPUTTSA, KONIP KOAOBUX Kiflelb Ha
amnynax, KoHTeliHepa f/1s ros1oK
(pi3Hi BUAM nnactmack) (3miHa, ska
He BM/MBa€E Ha KOPOTKY
XapakTepucTuKy NikapCbKoro
3aco6y) - 3mMiHa YacTuHM maTtepiany
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
NEepBUHHOI YNaKoBKH, LLO He
KOHTaKTY€e 3 rOTOBMM JliKapCbKnM
3acob6om (3miHa 3
HITPOLIE/10103HOBMICHOTO Nparimepy
Ha npalimep 6e3 HITpoLEeNt103U Ha
30BHILLHIli CTOPOHI a/1tOMiHIEBOT
hosbrn)
217. | CAHAIMYH ciclosporin | yuknocn | LO4AD | kancynu m'ski no HosaprTic Lseiua Brpo6HMLUTBO Himeuun BHECEHHS 3MiH [0 peecTpaLinHnx - UA/10102/01/01
HEOPAN® OpVH 01 25 wr; in bulk: dapma Al pis Hepo3dacoBaHoi Ha/ marepianis: 3miHu | Tuny -
no 5 kancyny NpoAyKLUiT, CnoseHi AMIHICTpaTVBHI 3MiHW. 3MiHa
6nicTepi; no 10 KOHTPO/b AKOCTI: al HalilmeHyBaHHs Ta/abo agpecu micud
6nicTepiB y KaTtaneHT Icnanis NPOBaPKEHHS AiSNIbHOCTI
KapTOHHIlA HimeyunHa BUPOGHMKa (BK/THOYaKoUK, 3a
Kopo6ui; no 60 E6epbax Mv6X, HeobXiAHOCTI, MiCLie NpoBeAeHHS
KOpo6oK y HimeuyumnHa; KOHTPO/I0 SIKOCTi), a60 BacHuka
KapTOHHOMY lNepBuHHe Ta MacTep-aiina Ha A®l, abo
KOpObi BTOPUHHE noctavasibHuka A®Il/BuxigHoro
nakyBaHHs, BUMYyCK marepiany/peareHTy/npomikHOro
cepii: ek NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
dapmacbloTUKanc BMPO6HMLTBI ADI (SKLLO 3a3HaYeHO
A.4., BUpobHnya y [OCbE Ha nikapcbkuii 3aci6) 3a
OinbHUUA BiACYTHOCTI cepTucpikata
Nenpasa, BiANOBIAHOCTI EBpONENchbkili

CnoBeHis; Bunyck
cepii: HoBapTic
PapmacbioTurka,

C.A., IcnaHis

thapmakonei y 3aTBepKeHOMyY
nocbe, abo BUpoOHMKA HOBOIT
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3Ha4yeHo y A0CbE) - 3MiHa
HaliMeHyBaHHS AiNsHKV NPOBEEHHSN
KoHTponito skocTi APl 3 Novartis
International Pharmaceutical Ltd.
Branch Ireland Ha Novartis
Integrated Services Limited —
International Service Laboratory, 6e3
3MiHN MicLA BUPOGHMLTBA. 3MiHN |
TUny - AGMIHICTPaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS Ais/IbHOCTI
BMPOGHMKa (BKIOYaouH, 3a
HeobXiAHOCTI, MicLle NpoBeAeHHS
KOHTPOJIO SIKOCTI), 260 BracHuKa
macTep-aiina Ha A®l, abo
nocravasibHuka A®I/BMxigHOro
martepiany/peareHTy/npoMiKHOIro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y
BMPO6HMLTBI A®I (SKLLO 3a3HaYeHO
y [lOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiNoBiAHOCTI €Bponelicbkil
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

hapmakonei y 3aTBepaKeHoMY
nocbe, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y ocbe) - 3MiHa
HaliMeHyBaHHS Ta agpecu AiNsHKU
NPOBeAEHHS KOHTPOSO SKOCTI AdI 3
Novartis Integrated Services Limited
— International Service Laboratory
Ha SGS International Services
Laboratory (ISL) Limited, 6e3 3miH®
Micus BUpO6HULTBA. 3MiHK | Tvny -
3MiHK 3 SKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWIA 3aci6.
3miHa Byab-KOT YaCTUHU MaTepiasny
NEepBUHHOI YNaKoBKH, LLO He
KOHTaKTY€E 3 FOTOBUM SliKapCbKUM
3aco60oM (Hanpukniag Konip
KPULLIEYOK 3 KOHTPO/IEM NEpLLIOro
BIAKPWTTSA, KOMIP KOJOBUX KiNeLb Ha
amnynax, KOHTeliHepa A/19 ronoK
(pi3Hi BUAM nnacTmacw) (3miHa, sika
He BMN/IMBAE Ha KOPOTKY
XapakTepucTuKy NikapCbKoro
3aco6y) - 3mMiHa YacTuHu matepiany
NepBUHHOT YNAKoBKK, LLIO He
KOHTaKTy€e 3 rOTOBUM JTiKapCbK/M
3acobom (3miHa 3
HITPOLLE/Tt0NI03HOBMICHOTO Npaiivepy
Ha npalimep 6e3 HITpoLen103n Ha
30BHILLHili CTOPOHI antoMiHieBOT
donbrun)

218.

CAHAIMYH
HEOPAN®

ciclosporin

umknocn
OpyH

LO4AD
01

Kancysm M'siki no
50 mr in bulk: no
5 kancyny
6nicTepi; no 10
6nictepiB y
KapTOHHIW
Kopo6ui; no 60
KOpPOO6OK y
KapTOHHOMY
KOpObi

HoBaprTic
dapma Al

LLiBelina
pist

Brpo6HMLTBO
Hepo3acoBaHoil
npoayKuii,
KOHTPO/b SIKOCTI:
KataneHt
HimeuunHa
E6epb6ax MvbX,
HimeuumnHa,;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii: Jlek
dapmacboTuKaic
4.4., BupobHuya
AiNbHUUA
JleHnaBa,

Himeuun
Ha/
CnoBeHi
a/
IcnaHis

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS Ais/IbHOCTI
BMPOGHMKa (BKIOYaouH, 3a
HeobXiAHOCTI, MicLle NpoBeAeHHS
KOHTPOJIO SIKOCTI), 260 BracHuKa
macTep-aiina Ha A®l, abo
nocravasibHuka A®I/BMxigHOro
martepiany/peareHTy/npoMiKHOIro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y
BMPO6HMLTBI A®I (SKLLO 3a3HaYeHO
y [lOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiNoBiAHOCTI €Bponelicbkil

UA/10102/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
hapmakonei y 3aTBepaKeHoMY

CnoseHis; Bunyck
cepii: HosaprTic
PapmacbloTHKa,

C.A., IcnaHis

nocbe, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y ocbe) - 3MiHa
HaliMeHyBaHHS AiNsiHKV NPOBELEHHS
KoHTposto skocTi APl 3 Novartis
International Pharmaceutical Ltd.
Branch Ireland Ha Novartis
Integrated Services Limited —
International Service Laboratory, 6e3
3MiHW MicuUs BUPO6HULTBA. 3MiHU |
TMny - AGMIHICTPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/OHa0UH, 3a
Heo6XxiAHOCTI, MicLle NpoBEAEHHS
KOHTPO/IO AKOCTIi), a60 BnacHuka
macTep-daiina Ha Adl, abo
nocravanbHuka API/BUXigHOrO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Y
BUPOGHUUTBI A®DI (SKLLO 3a3HaYeHOo
Y AOCLE Ha fniKapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOOHMKA HOBOT
O0NOMDKHOT PEYOBMHM (SIKLLO
3a3HayYeHo y JOCbE) - 3MiHa
HaliMeHyBaHHS Ta afpecu AiNsSHKN
npoBefeHHS KOHTPO0 AkocTi Ad| 3
Novartis Integrated Services Limited
— International Service Laboratory
Ha SGS International Services
Laboratory (ISL) Limited, 6e3 3miHn
Micus BUpo6HMUTBa. 3MiHK | TRy -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKUiA
3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi 3aci6.
3MiHa 6y/ib-AKOI YaCTUHW MaTepiany
NepBUHHOT YNAKOBKK, LLIO He
KOHTaKTy€e 3 rOTOBUM JTiKapCbK/M
3acobom (Hanpukiag, konip
KPULLIEYOK 3 KOHTPOJIEM NEPLLOro
BiAKPWTTS, KOJp KOZOBUX KifleLb Ha
amnynax, KoHTeliHepa A/ ronok
(pi3Hi BUAM nnactmacK) (3miHa, axka

He Bl/IMBa€ Ha KOPOTKY
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
XapakTepucTuKy NikapCbKoro
3ac06y) - 3MiHa YacTuHK marepiany
NEepPBUHHOI YNaKoBKM, L0 He
KOHTaKTy€e 3 rOTOBMM JTiKapCbK/M
3aco6oM (3MiHa 3
HITPOL,E/T0NI03HOBMICHOTO Npaiivepy
Ha npalimep 6e3 HITpoLent1031 Ha
30BHILLHIli CTOPOHI a/toMiHiEBOT
dos1brn)
219. | CAHAOIMYH ciclosporin | uuknocn | LO4AD | kancynu m'siki no HosapTic Lseiia Bupo6bHMLTBO Himeuuu BHECEHHS 3MiH [J0 peecTpaLiinHmx - UA/10102/01/03
HEOPAN® OpViH 01 100 wmr in bulk: Papma Al pis Hepo3dacoBaHoi Ha/ marepianis: 3miHu | Tuny -
no 5 kancyny npoaykuii, CnoBeHi AAMIHICTpaTUBHI 3MiHW. 3MiHa
6nictepi; no 10 KOHTPO/b AKOCTI: al HalilMeHyBaHHs Ta/abo agpecu Micus
6nicTepiB y KataneHt Icnanis NPOBaKEHHS AiSNIbHOCTI
KapTOHHIiA HimeuunHa BMPOGHMKa (BK/tOHaouH, 3a
Kopobui; no 50 E6epbax M6X, Heo6XiAHOCTI, MicLe NpoBeAeHHs
KOPO6OK y HimeuumnHa; KOHTPO/IO SIKOCTi), a60 BlacHuka
KapTOHHOMY MepBuHHE Ta macTep-caiina Ha A®l, abo
Kopoo6i BTOPVHHE nocravanbHuka AP1/BUXigHOrO
nakyBaHHs, BUMYCK marepiany/peareHTy/npomikHOro
cepii: Jlek NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
PapmacbloTUKanc BUPO6HUUTBI ADI (SKLLO 3a3HaYeHOo
4.4., BUpobHuya Yy [OCbE Ha NikapCbkunii 3acib) 3a
AiNbHUUS BiICYTHOCTI cepTudpikata
NeHpaBa, BiANOBIAHOCTI EBponeiichbkili

CnoBeHis; Bunyck
cepii: HoBaprTic
dPapmacbioTuka,

C.A., IcnaHis

thapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHMKaA HOBOT
O0NOMDKHOT PEYOBMHM (SIKLLO
3a3HayYeHo y JOCbE) - 3MiHa
HaliMeHyBaHHS AiNSHKV NPOBEEHHS
KOHTposto sikocTi APl 3 Novartis
International Pharmaceutical Ltd.
Branch Ireland Ha Novartis
Integrated Services Limited —
International Service Laboratory, 6e3
3MiHW Micus BUPo6HUUTBA. 3MiHU |
TMny - AGMIHICTpPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu micud
NPOBaPKEHHS AiSNIbHOCTI
BUPOGHMKa (BK/THOYaKoUK, 3a
HeobXiAHOCTI, MiCLie NpoBeAeHHS
KOHTPO/I0 SKOCTi), a60 BlacHuka
MacTep-aiina Ha A®l, abo
noctavasibHuka A®Il/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HMLTBI A®I (SKLLO 3a3HAYEHO
Yy OOChE Ha JlikapcbKuii 3acib) 3a
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

BiCYTHOCTI cepTucpikata
BiANOBIAHOCTI E€BpONENChKilt
thapmakornei y 3aTBepKeHOMyY
nocbe, abo BUPOOHMKA HOBOIT
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3Ha4yeHo y A0CbE) - 3MiHa
HaliMeHyBaHHS Ta agpecu AiNsHKU
NpPoOBefEeHHS KOHTPOIO SKOCTI AdI 3
Novartis Integrated Services Limited
— International Service Laboratory
Ha SGS International Services
Laboratory (ISL) Limited, 6e3 3miHu
MicLs BUPOGHULTBA. 3MiHU | TUny -
3MiHu 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6.
3miHa 6yab-aKOT YaCTUHU MaTepiany
NEepPBUHHOI YNaKoBKM, L0 He
KOHTaKTy€e 3 FOTOBMM JTiKapCbK/M
3aco6om (Hanpuknag Konip
KPMLLIEYOK 3 KOHTPO/IEM NEpLLOro
BiAKPUTTSA, KONIP KOAOBUX Kiflelb Ha
amnynax, KoHTeliHepa f/1s /10K
(pi3Hi BUAM nnactmack) (3miHa, ska
He BM/IMBa€E Ha KOPOTKY
XapaKTepucTuKy NikapCbKoro
3aco6y) - 3MiHa YacTuHK marepiany
NEepBUHHOI YNaKoBKH, LLO He
KOHTaKTY€ 3 FOTOBUM SliKapCbKUM
3acob6om (3miHa 3
HITPOLIE/10103HOBMICHOTO Nparimepy
Ha npalimep 6e3 HITPOoLEeNtI03U Ha
30BHILLHIl/i CTOPOHI a/1tOMiHIEBOIT
hosbrn)

220.

CAHAIMYH
HEOPAN®

ciclosporin

umknocn
OpVH

LO4AD

Kancysm M'siki no
10 wr; no 10
kancyny
6nictepi; no 6
6nicTepiB y
KapTOHHIlA
Kopobui

HosaprTic
®apma Al

Lselina
pis

Brpo6HMLTBO
Hepo3dacoBaHoi
NpoAyKLUiT,
KOHTPO/b AKOCTI:
KataneHt
HimeuunHa
E6epbax Mm6X,
HimeuyumnHa;
lNepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: ek
PapmacboTrKanc
0.4., BUpo6HMya

Himeyun
Ha/
CnoseHi
s/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu micud
NPOBaPKEHHS AiSNIbHOCTI
BUPOGHMKa (BK/THOYaKoUK, 3a
HeobXiAHOCTI, MiCLie NpoBeAeHHS
KOHTPO/I0 SKOCTi), a60 BlacHuka
MacTep-aiina Ha A®l, abo
noctavasibHuka A®Il/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HMLTBI A®I (SKLLO 3a3HAYEHO
Yy OOChE Ha JlikapcbKuii 3acib) 3a

3a
peyerimom

UA/3165/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
OinbHUUA BiCYTHOCTI cepTucpikata
NeHpasa, BiANOBIAHOCTI E€BpONENChKilt

CnoBeHis; Bunyck
cepii: HoBapTic
PapmacboTuka,

C.A., Icnanis

thapmakornei y 3aTBepKeHOMyY
nocbe, abo BUPOOHMKA HOBOIT
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3Ha4yeHo y A0CbE) - 3MiHa
HaliMeHyBaHHS AiNsSHKV NPOBEEHHS
KoHTponto skocTi APl 3 Novartis
International Pharmaceutical Ltd.
Branch Ireland Ha Novartis
Integrated Services Limited —
International Service Laboratory, 6e3
3MiHN MicLA BUPOGHMLTBA. 3MiHN |
Uy - AAMIHICTPaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS Ai/IbHOCTI
BMPOGHMKa (BKIOYaouH, 3a
HeobXiAHOCTI, MicLle NpoBeAeHHS
KOHTPO/H0 AIKOCTIi), a60 B/iacHUKa
macTep-haiina Ha A®l, abo
nocravasibHuka A®I/BMxigHOro
matepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, L0 3aCTOCOBYIOTbLCH Y
BMPO6HMLTBI A®I (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepaKeHoMY
nocbe, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y ocbe) - 3MiHa
HaliMeHyBaHHS Ta agpecu AiNsHKU
NPOBeAEHHS KOHTPOSO SKOCTI AdI 3
Novartis Integrated Services Limited
— International Service Laboratory
Ha SGS International Services
Laboratory (ISL) Limited, 6e3 3MmiH®
Micus BUpO6HULTBA. 3MiHK | Tvny -
3MiHK 3 SKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3miHa Byab-KOT YaCTUHU MaTepiasty
NEepBUHHOI YNaKoBKH, LLO He
KOHTaKTY€e 3 FOTOBMM JliKapCbKnM
3aco60M (Hanpukniag Konip
KPULLIEYOK 3 KOHTPO/IEM NEpLLIOro
BIAKPWTTSA, KOMIP KOJOBUX KiNeLb Ha

amnynax, KoHTeiiHepa A1 ronok
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
(pi3Hi BUAM nnacTmacw) (3miHa, sika
He BM/IMBa€E Ha KOPOTKY
XapakTepucTuKy NiKapCbKoro
3aco6y) - 3mMiHa YacTuHu matepiany
NepBUHHOT YNAKoBKU, LLIO He
KOHTaKTy€e 3 rOTOBUM JTiKapCbK/M
3acobom (3miHa 3
HITPOLLEe/110103HOBMICHOTO Nparimepy
Ha npalimep 6e3 HITpoLen103n Ha
30BHILLHIli CTOPOHI antoMiHieBOT
donbrun)
221. | CAHAOIMYH ciclosporin | yuknocn | LO4AD | po3unH HoBaprTic LlBeiua BMPOGHMLTBO, ®paHuisa BHECEHHS 3MiH [0 peecTpaviiiHmx 3a He UA/3165/03/01
HEOPAN® OpViH 01 opasibHuia, 100 dapmva Al pist KOHTPO/b AKOCTI, / mMartepianis: 3miHu | TUNY - 3MiHK peuenmom nionsie
mr/mn; no 50 mn nepBuHHE Icnanis/ o0 6e3nekn/ed)ekTMBHOCTI Ta ae
y hnakoHi; no 1 nakyBaHHs, Himeuun thapmakoHarnagy. 3miHa(n) y
dhnakoHy pasom BTOPWHHE Ha KOpOTKili XxapakTepucTui
3 403yBa/TbHUM nakyBaHHs: NiKapCbKoro 3acoby, TEKCTi

KOMMN/IEKTOM Y
Kopobui 3
KapToHy
nakyBaslbHOr0

[endhapm XtoHiHr
C.A.C., ®paHuis;
BWNYCK cepil:
HoBaprTic
dPapmacboTuka,
C.A., IcnaHis;
BWMNYCK cepil:
HosapTic ®apma
'mM6X, HimeuunHa

MapKyBaHHs1 abo iHCTpyKLii Ans
MeAMYHOrO 3aCTOCYBaHHs A5
niKapcbKoro 3acoby, NiueH30BaHOro
y €C 3a npoLeayporo B3aEMHOro
BU3HAHHS (Nikapcbkuii 3aci6 He
BXOAUTb A0 cdepu Aii npouenypu
B3AaEMHOTO BM3HAHHS, aie 3MiHa
BHOCUTLCS K pe3ynbTaT npoueaypu
i Bifl BacHVKa TOProsoi NiLeHsii He
BUMaraeTbCsa HafiaHHs XXOAHUX
HOBUX A0AaTKOBUX AaHWX) 3MiHU
BHECEHO B iHCTPYKLiO 4115
MeAMYHOro 3acTOCyBaHHA [0
po3zinis "B3aemogis 3 iHLWMMK
nikapcbknMmn 3acobamu Ta iHWi B1uam
B3aemogiit", "OcobnnBoCTi
3acTocyBaHHA" BigNoBigHO A0
OHOB/IEHOI iHdhopmaLii 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acooy.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCSLiB NicNsA 3aTBEPLKEHHS. 3MiHN
Il TNy - 3miHK Woao
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTu1Li Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
MELMYHOr0 3aCTOCYBaHHS Yy 3B'A3KY
i3 HOBMMW J@HUMM 3 KOCTI,
OOKNIHIYHUMUN, KNIHIYHUMW JaHUMK
Ta AaHvmu 3 chapmakoHarnsagy -
3MiHV BHECEHO B IHCTPYKLIi0 A/is
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
MeAMYHOro 3acToCyBaHHA [0
po3ginis "B3aemogis 3 iHWMMK
nikapcbknMn 3acobamu Ta iHWi BUuam
B3aemMogiit”", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs
rpyAAato”(BHECEHO [0AaTKOBI
3acTepexeHHs), "3aaTHicTb
BMAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBToTpaHcnopToM abo
iHWMMK MexaHismamn', "Cnoci6
3acToCyBaHHA Ta fo3n", AojaHo
iHchopMmaL,ito Woa0 NoBiJOMIEHD
npo nigo3proBaHi NoGivHiI peakuii 1o
po3sginy "MobiuHi peakwyi.
BBefieHHs1 3MiH NpoTArom 6-tm
MicALiB Nicna 3aTBepAKEHHs
222. | CEQABIT® - Cepgasit | NO5C pO34nH NAT YkpaiHa | MAT "Tanuudapm” | YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx 6e3 UA/8992/01/01
® M opasibHWii no "Tannudga marepianis: 3miHu | TUny - 3MiHK 3 peyenma
eKcTpakT 100 mny pm" AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
pigkni cknsiHomy abo 3MiHM Yy BUPOBHMLTBI. 3MiHa po3mipy
(Extract nonimepHomy cepii (BkNOYaKOUM gianasoH po3mipy
um donakoHi; no 1 cepil) roToBOro NnikapcbKoro 3acoby
sedaviti chnakoHy y (iHwi 3miHW). BBeAeHHs oaaTkoBoro
fluidum) nauuyj; no 100 po3mipy cepii 2005 (2TUC. yNnakoBOK,
3 CyMiLLi M1y CKNSHIN ons nosu 100mn),
NPC: 6aHui; no 1 3aTBepaxeHo: 1647,5 n; 2000,0 n;
Basepia 6aHuji B navuj; 3anponoHoBaHo: 200,0 n; 1647,5 n;
HK no 200 mny 2000,0 n.
KopeHeB CK/ITHOMY 3MiHu | TUNY - AgMiHICTpaTUBHI
vwa 3 chnakoHi; no 1 3MiHW. BunyyeHHs BUPOGHUYOI
KOpeHsAM donakoHy y nauui OiNbHULI (BKNOYAOUY AiNbHULI ANS
n A®I|, npomixXHOro NpoaykTy abo
(Valeria roTOBOrO NiKapcbKoro 3acoby,
nae OiNbHWLI ANS NpoBeAeHHS
Rhizoma nakyBaHHs1, BAPOOHWKa,
cum BiANOBIAA/ILHOIO 3a BMUMYCK Cepiid,
Radicibu MicLLe NPOBeAEHHSI KOHTPOSIIO cepii)
s), ab0 nocTtavasibHMKa BUXiAHOTO
rnopy marepiany, peareHty abo
nnogu [OMOMIXHOI PEHOBWHM (SIKLLLO
(Crataeg 3a3Hay4YeHo y [OCbE).
i BunyueHHsi BUpo6Huka AdI
fructus), (HikoTuHamig), G. Amphray
3Bipo6o Laboratories, IHgis. 3mibu Il Tuny -
10 TpaBa 3MmiHu 3 sKocTi. A®l. Bupo6HMLTBO.
(Hyperici 3MiHa BMpOoOHUKa
herba), BWXi4HOr0/MPOMIXHOro
M'ATU NpoAyKTy/pearexty, Lo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep

n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo

3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
nepLeso BUKOPVCTOBYIOTLCS Y BUPOBHNYOMY
T nueta npoueci A®l, abo 3miHa BUpO6HMKA
(Mentha (BrtOvatoun, fe HeobxigHo, Micue
e npoBeAeHHA KOHTPOJII0 AKOCTiI) API
piperitae (3a BigcyTHOCTI cepTudikata
folium), BiANOBIAHOCTI EBpONechbkili
XMento dhapmaxonei y 3aTBepaKeHoOMy
LUMLLIKM L0CbE)(BBEAEHHSI HOBOrO BUPOOHUKA
(Lupuli A®I| 3 HagaHHAM MacTep-chaiina Ha
flos); A®I). BBejeHHs1 HOBOrO BUPOGHUKA
nipuaokc 3 HaflaHHAM MacTep-chaiina,
UHY (HiKOTUHaMIZ),
rigpoxno 3aTBepaxeHo: G. Amphray
pva, Laboratories,IHgis
(BiTamiH 3anponoHoBaHo: AMSAL CHEM
B6); PRIVATE LIMITED, IHgjsa
HIKOTUHA
Mig
(BiTamiH
PP)

223. | CEQABIT® - Cepasit - pO34nH MAT YkpaiHa | MAT "Tanuudapm” | YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHmx - UA/9515/01/01
® opasibHui1 in "Tannuda marepianis: 3miHu | TUny - 3miHK 3
eKCTpaKT bulk: no 100 mn pm" AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
piakuii y CKIsiHOMY a60 3MiHM Y BUPOOHULTBI. 3MiHa po3mipy
(Extract nosiMepHomy cepii (Bk1HOYatouM gianasoH po3mipy
um chnakoHi; no 48 cepil) roTOBOro MikapcbKoro 3acoby
sedaviti hNakoHiB y (iHWi 3miHW). BBEAEHHA [,O0AATKOBOro
fluidum) KOpObi po3mipy cepii 2001 (2T1C. yNnakoBoOK,
3 CyMiLwi KapTOHHOMY; in ans gosy 100m),

NPC: bulk: no 100 mn 3aTBepmxeHo: 1647,5 n; 2000,0 n;
Basiepia y CKNSHIN 6aHLj; 3anpornoHosaHo: 200,0 51; 1647,5 n;
HY no 48 6aHoK y 2000,0 n.

KopeHeB KOpoo6i 3MiHu | TUNY - AOMIHICTPaTUBHI
mwa 3 KapTOHHOMY 3MiHW. BunyyeHHs BUPOOHUYOI
KOPEeHsM AinbHUUI (BKAOYaKUM AinbHULI Ans
" A®I, npomiXHOro nNpoaykTy abo
(Valeria roToBOro MikapcbKoro 3acooby,
nae AiNbHULI A58 NpoBeAeHHS
Rhizoma nakyBaHHs1, BAPOOGHWMKa,

cum BIANOBIAA/ILHOrO 3a BMUNYCK Cepii,
Radicibu MicLie NpoBeEHHS KOHTPO/IO cepii)
s), a60 nocrtavyasibHMKa BUXiAHOTO
rnogy marepiany, peareHty abo
nnogu [OMOMDKHOI PEHOBWHM (SIKLLIO
(Crataeg 3a3HayeHo y [10CbE).

i BunyueHHsi Bupo6Huka API
fructus), (HikoTnHamig), G. Amphray
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
3Bipo6o Laboratories, IHaisa. 3minu Il Trny -
10 Tpasa 3MiHn 3 sKocTi. A®l. BUpo6bHMLTBO.
(Hyperici 3miHa BUpOGHMKa
herba), BVXiZAHOr0/NPOMIXHOro
M'ATU npoayKTy/peareHTy, Wwo
nepLeso BMKOPVCTOBYIOTbCS y BUPOOHNYOMY
T aneTa npoueci A®l, abo 3miHa BUpPO6GHMKa
(Mentha (Bknoyatoumn, oe HeobxigHo, micue
e NpoBefeHHS KOHTPOJI AKoCTi) AdI
piperitae (3a BigcyTHOCTI cepTudpikata
folium), BiANOBIAHOCTI E€BpONENChKilt
XMento dhapmaxonei y 3atBepaKeHoMy
LLWLLIKA [0Cbe)(BBEAEHHS HOBOrO BUPOOHUKA
(Lupuli A®I| 3 HagaHHAM MacTep-thaiina Ha
flos); A®I). BBefeHHs HOBOrO BUPOOHUKa
nipuaokc 3 HafaHHAM MacTtep-chaiina,
NHY (HiKoTUHaMIg),
rigpoxno 3arBepaxeHo: G. Amphray
pua Laboratories,IHgis
(BiTaMiH 3anponoHosaHo: AMSAL CHEM
B6); PRIVATE LIMITED, IHgisa
HiKOTWHa
Mig
(BiTamiH
PP)
224. | CEPTO®EH dexketopr | gekcket | MO2A | renb, 12,5 mr/r; TOB YkpaiHa YOPNA Typeuun BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/17608/02/01
ofen onpocpe | A27 no 60 ry Ty6i; «YOPN[, MEANUNH 1NAY Ha mMartepianis: 3miHu | TUny - 3MiHK 3 peuyenmom
H(Yy no 1 Ty6i B MEOMLUN CAH. BE TIOX. AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
chopwmi KapTOHHIiA H» A.LL. 3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy
TpomeTa Kopobui cepii (BkNOYatouy fianasoH po3mipy
Mony) cepii) roToBOro nikapcbKoro 3acoby
(iHWi 3miHW) 3miHa po3mipy cepii N3
3 165 kr go 2000 «kr (33.333 1y61)
225. | CUAHO®DAP molsidomi | moncug - Tabnetky no 2 AT Bonrapi AT "Cocpapma” Bonrapi BHECEHHS 3MiH 4,0 peecTpavLiiHnx - He UA/13202/01/01
M ne OMiH Mmr: in bulk Ne "Codhapma A a martepianis 3miHu | Tvny - niosnsie
3360: no 10 " AAMIHICTpaTVBHI 3MiHW. BuiyyeHHs ae
Tabnetok y BMPOGHWYOI AinbHNL (BKIHOYAKUN
6nicTepi; no 336 ginbHuui ans A®Il, npoMixHoro
6nictepiB y NpoAyKTy abo rotToBOro Nikapcbkoro
noninponineHoB.i 3acoby, AinbHNLi AN NpoBeAeHHS
1 Kopoo6Li nakyBaHHs, BUpOGHIKa,

BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/IO cepii)
abo nocrtavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLIO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

3a3HayeHo y [0CbE). BunyyeHHs
BVMPOGHWYOI finbHnLi AT
"BITAMIH", YKpaiHa
BiANOBiAa/IbHOT 38 BTOPUHHE
nakyBaHHS Ta BUNycK cepii,
a/IbTEPHATUBHOIO fiNbHULIEI0 3a
NOBHUM LMK/TIOM BUPOGHMLTBA
3anuwaetbes AT "Codpapma’,
Bonrapisi. TepmiH BBEAEHHS 3MiH -
npoTsrom 6 micsuis nicns
3aTBEPKEHHS.

226.

CUAHO®AP
M

molsidomi
ne

mMosncug,
OMIH

Co1D
X12

Tabnetkv no 2
Mmr: no 10
Tabnetok y
6nicTepi; no 3
6nictepu B nauui

AT
"Codhapma

Bonrapi
2

AT "Codpapma"

Bonrapi
l

BHECEHHS 3MiH [0 peecTpaviiiHmx
mMartepianis: 3miHu | TNy -
AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHWYOI AinbHUL (BKTHOHYAKUN
OinbHUUi ans A®Il, npoMixHoro
NpoAyKTy abo roToBOro Nikapcbkoro
3acoby, AinbHULI AN NpoBeAeHHS
nakyBaHHs!, BAPOGHMKa,
BIANOBIAA/ILHOrO 3a BMUNYCK cepii,
MicLie NpoBeAEHHS KOHTPO/IO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y [0CbE). BunyyeHHs
BVMPOGHWYOI AinbHnLi AT
"BITAMIHW", YKpaiHa
BiANOBIAA/IbHOT 38 BTOPUHHE
nakyBaHHS Ta BUNyck cepii,
a/lbTEPHATUBHOIO fiNbHULIEI0 3a
NOBHUM LMK/TIOM BUPOGHMLTBA
3anmwaetbes AT "Codpapma’,
Bonrapisi. 3miHW BHeceHi B
IHCTPYKLiO ANA Megu4HOoro
3aCTOCYBaHHS NikapCbKOro 3acoby y
po3ainu «BupobHuk» Ta
«Micue3Haxo4KeHHs BUPOGHMKa Ta
afpeca MicLs NpoBafKEHHS NOro
LiSiNbHOCTI», SIK HACNigoK —
BUJTyYEHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby ans
Brpo6HMKa AT «BITAMIHW». TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB
nicns 3aTBeppkKeHHs.

3a
peyenmom

He
nionsie
ae

UA/2305/01/01

227.

CUMBIKOPT
®
TYPBYXANE

formoterol
and
budesonid

6yaecoH
in
MIKPOHI3

RO3A
K07

MOPOLUOK ANsi
iHransuiin,
[030BaHui1, no

AcTpa3eH
eka Ab

LBeuis

BUrOTOBJIEHHS,
HanoBHEHHS,
KOHTPO/b SKOCTI,

LBeuis

BHECEHHS 3MiH [j0 peecTpaLiiHmx
mMartepianis: 3miHu | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta

3a
peyenmom

UA/5433/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
P® e OBaHUiA, 80 mkr/4,5 MapKyBaHHA, hapmakoHarnsgy. BeegeHHs abo
cthopmoTt Mkr/go3a no 60 BTOPUHHE 3MiHV A0 y3arasibHEHUX faHuX npo
epony f03 abo no 120 nakyBaHHS Ta cuctemy dhapmakoHarnagy
dhymapa fosy BUMyCK Cepii: (BBEAEHHS y3araslbHEHMX AaHNX NPo
Y na1acTMKoBoOMy AcTpa3eHeka Ab cuctemy hapmakoHarnsgy, 3amiHa
avrigpat iHransaTopi; no 1 YMOBHOBaXeHOT 0cobwm,
iHranaTopy B BiANOBIAA/IbHOI 3a 34iAiCHEHHS
KapTOHHIiiA thapmakoHarnagy; KOHTakTHOI ocobu
Kopobui 3 thapmakoHarnsgy 3asBHuKa anas
3[jifiCHEHHS1 hapMakoHarsay B
YkpaiHi, K0 BOHa BiAMIHHA Bif,
YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarniagy (Bkiovaum
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLeHHi MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXKEHOT
0Cco6M 3asBHMKA 3 hapMakoHarnagy.
228. | CUMBIKOPT formoterol | 6ygecon | RO3A MOPOLLIOK AN AcTtpa3eH Lseujis BUIOTOB/IEHHS, Lseuis BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/5433/01/02
® and i Ko7 iHransauin, eka Ab HarnoBHEHHS, marepianis: 3miHu | TNy - 3MiHK peyenmom
TYPBYXANE budesonid | MmikpoHi3 [030BaHuii, no KOHTPO/b AKOCTI, oo 6e3nekn/edeKTMBHOCTI Ta
P® e OBaHWiA, 160 wmkr/4,5 MapKyBaHHS, hapmakoHarnsgy. BeegeHHs abo
dhopmoT Mkr/go3a no 60 BTOPWHHE 3MiHW [0 y3araslbHEHVX AaHnX Npo
epony [o03 abo no 120 nakyBaHHs Ta cuctemy hapMakoHarnagy
thymapa [osy BWNYCK cepil: (BBEAEHHSA Y3araslbHEHUX AaHVX Npo
Ty nnacTyKoBoMy AcTpa3eHeka Ab cuctemy chapmakoHarnagy, amiHa
avrigpat iHranaTopi; no 1 YNOBHOBaXEHOT 0cobu,
iHransTopy B BiANOBIA&/IbHOI 3a 34IICHEHHS
KapTOHHIiA thapmakoHarnsay; KOHTakTHOI 0cobu
Kopobui 3 (hapmakoHarnsay 3asBHuKa s
3[jiCHEHHs hapmakoHarnisay B
YkpaiHi, SKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bkiouvatoum
KOHTaKTHi faHi) Ta/abo 3MiHu y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHNX YMOBHOBaXEHOT
0cobu 3asiBHUKA 3 (hapmakoHarnsgy.
229. | CUMBIKOPT formoterol 6yaecoH | RO3A NnopoLUoK AN AcTpa3eH LBeuis BUIOTOB/IEHHSA, LBeuis BHECEHHS 3MiH [j0 peecTpaviiHmx 3a UA/5433/01/03
® and ia K07 iHransuiin, eka Ab HanoBHEHHS, mMartepianis: 3miHu | TUNY - 3MiHK peuenmom
TYPBYXANE budesonid | MmikpoHi3 [030BaHuiA, No KOHTPO/b SIKOCTI, o0 6e3nekn/ed)eKTMBHOCTI Ta
P® e OBaHUiA, 320 mkr/9,0 MapKyBaHHS, hapmakoHarnsgy. BeegeHHs abo
dhopmoT Mkr/go3a no 60 BTOPVHHE 3MiHW [0 y3araslbHEHNX AaHnX Npo

epony

[o3y

nakyBaHHA Ta

cucTemy chapmakoHarasgy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
dhymapa nNacTyKoBoMy BUMYCK Cepii: (BBEAEHHS y3araslbHEHMX AaHNX NPO
Ty iHransaTopi; no 1 AcTtpa3eHeka Ab cuctemy thapmakoHarnsgy, amiHa
avrigpat iHransTopy B yMOBHOBaXeHOT 0cobwm,
KapTOHHiiA BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
Kopobui hapMakoHarnsay; KOHTakTHOI 0cobu
3 (hapmakoHarnagy 3asBHuka gns
3[ifiCHEHHS1 hapMakoHarisay B
YkpaiHi, K0 BOHa BiAMIHHA Bif,
YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarniagy (Bkiovaoum
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLeHHi MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXKEHOT
0Cco6M 3asBHMKA 3 hapMakoHarnsgy.
230. | CMUMOAA duloxetine | gynokce | NO6A Kancynm 3AT Jntoscb BANKAH®APMA- Bonrapi BHECEHHS 3MiH 4,0 peecTpaLiiHnx 3a UA/15445/01/02
TUHY X21 ractpopesvcTeH | «®apmnira Ka AynHMUA AL a marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
rigpoxno THi TBepai, no 60 » Pecny6n AKOCTI. FoTOBUIA NikapCbkuii 3aci6.
pua M, MO 7 Kancyn iKa Cucrema
y 6nicTepi; no 1 KOHTeliHep/3akKyrnopoBasibHWiA 3aci6.
6nictepy abo no 3MiHa Y NepBuHHIlA ynakoBLj
4 6nictepn y roTOBOro NikapCbKOro 3acoby
KapTOHHI navw,i (AKiCHWIA Ta KiSTbKICHWIA cknag) -
Teepai nikapcbki popmy BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnoproBasbHWi
3aci6, a came: 3amiHa BUPOGHUKOM
roTOBOro NikapCbKOro 3acoby
noto4Hoi ponbrn OPA/AL/PVC, sika
BWKOPWCTOBYETHCA A1 NEPBUHHOMO
nakyBaHHs, Ha HOBY hONbry -
PVC/PVDC/PVC 3 BHECEHHAM
BiANOBIAHMX 3MiH A0 cnevumdikauii
Ha nakyBasibHWUIA marepian.
BBeieHHs1 3MiH NpoTArom 6-Tn
MicALiB Nicna 3aTBepAKEHHS
231. | CUMOAA duloxetine | gynokce | NO6A Kancynm 3AT NntoBcb BANKAH®APMA- Bonrapi BHECEHHS 3MiH 4,0 peecTpavLiiHnx 3a UA/15445/01/01
TUHY X21 ractpopesucteH | «dapmnira Ka AYNHWUA AL a martepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom
rigpoxno THi TBepai, no 30 » Pecny6n AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
pua M, MO 7 Kancyn iKa Cucrema

y 6nicTepi; no 1
6nictepy abo no
4 6nictepn y

KapTOHHI navwi

KOHTeliHep/3akyrnopoBa/ibHWiA 3aci6.
3MiHa y NepByUHHIlA ynakoBLj
roTOBOr0 NiKapCbKOro 3acoby

(AKicHWIA Ta KiSTbKICHWIA cknag) -
Teepai nikapcbki popmy BHECEHHS
3MiH fo p. 3.2.P.7. Cuctema
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KOHTeliHep/ 3aKynoproBasibHWi
3acib, a came: 3amiHa BUPOOGHUKOM
rOTOBOrO JliKapCbkoro 3acoby
noTouHoi chonbru OPA/AL/PVC, sika
BWKOPWCTOBYETLCSA /1 NEPBUHHOTO
nakyBaHHs, Ha HoBY honbry -
PVC/PVDC/PVC 3 BHECEHHAM
BIANOBIAHMX 3MiH A0 crneumdikai
Ha nakyBaslbHUIA MaTepian.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS
232. | CTIBAP® regorafeni | peropa LO1EX | Tabnetku, Bkputi | Baitep Al | Himeuun Brpo6HMLTBO 3a Himeuun BHECEHHS 3MiH [0 peecTpaviiiHmx 3a UA/13395/01/01
b heHiby 05 NNiBKOBOO Ha NMOBHUM LK/IOM Ha/ mMartepianis: 3miHu | TUNY - 3MiHK peuenmom
MOHOTiZ, 060/10HKOI0, N0 (BUPOGHMLTBO in- | DiHAAHA o0 6e3nekn/ed)ekTMBHOCTI Ta
pat 40 w~r, no 28 bulk, nepBuHHa is hapmakoHarnagy (iHwi 3MiHn) 3MiHu
TabneTok y ynakoBka, BHECEHO Y TEKCT MapKyBaHHs
chnakoHi; no 3 BTOPVHHA nepBuHHOI (N. 6) Ta BTOPWHHOI (M. 3,
chnakoHn y ynakoBKa, 17) ynakoBKw flikapCcbKoro 3acooy.
KapTOHHIiA KOHTPO/b SIKOCTI, BBeeHHs1 3MiH npoTsArom 6-tn
ynakoBLi BUMYCK cepii): MicsILiB NicNs 3aTBEPAYKEHHS
Baiiep AT,
HimeuumnHa,;
AnbTepHaTUBHUIA
BMPOGHUK
(nepBuHHa
ynakoBka,
BTOPVHHA
ynakoBka): OpioH
KopnopeiiH,
OpioH ®apwma,
PiHNsAHAIA
233. | TABEKC® Cytisiniclin | yntnauH | NO7B TabneTku, BKpUTI AT Bonrapi AT "Codhapma" Bonrapi BHECEHHS 3MiH 40 peecTpaLinHnx 6e3 nionsi2 UA/2537/01/01
e AO4 060/10HKOI0, N0 "Codhapma A a mMartepianis: 3miHu | TNy - peyenma ae

1,5 mr; no 20
TabneTtok y
6nicTepi; no 5
6nictepiB y
KapTOHHIW nayu,i

AAMIHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
ginbHuui ans A®Il, npoMixHoro
NpoAyKTy abo roToBOro NikapcbKoro
3acoby, AinbHNLi AN18 NpoBeAeHHS
nakyBaHHs!, BUPOOGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/IO cepii)
abo nocrtavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y JOCbE). BunyyeHHs
aNbTepHaTMBHOT BUPOBHNYOT
AinbHuUi N3 AT «BITAMIHU»,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
YKpaiHa, BiAnoBifanbHoI 3a
BTOPWHHY YNakoBKy Ta BUMYCK Cepii.
3MiHVN BHECEHI B iIHCTPYKLiO0 Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby y po3ginu
«Bupo6HMK» Ta
«Micue3HaxoxeHHs BUPOOHMKa Ta
afipeca Micus NPoBagKeHHs oro
LiSiNbHOCTI», SIK HACNigoK —
BUJ/TyYEHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby Ans
Bupo6HMKa AT «BITAMIHW». TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB
nicns 3aTBeppkKeHHs.
234. | TABEKC® Cytisiniclin | unTn3vH - TabneTku, BKpUTI AT Bonrapi AT "Codpapma" Bonrapi BHECEHHS 3MiH [0 peecTpaviinHmx - UA/13201/01/01
e 060/10HKOI0, N0 "Codhapma a a mMartepianis: 3miHu | TNy -
1,5 wr; in bulk Ne " AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
5400: no 20 BMPOGHWYOI AinbHNL (BK/THOYAKUN
Tabnetok y OinbHUUi ans A®I, npomixHoro
6nicTepi; no 270 npoaykTy abo roToBOro NikapCbKoro
6nicTepiB y 3acoby, AinbHULI AN NpoBeAEHHS
noninponisieHoBi nakyBaHHs1, BUPOOHUMKa,
1 Kopoo6Li BIANOBIAA/ILHOrO 3a BMUNYCK Cepii,
MicLie NpoBeEHHS KOHTPO/IO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y [0CbE). BunyyeHHs
anbTepHaTUBHOI BUPOOHUYOI
AinbHuli TN3 AT «BITAMIHU»,
YkpaiHa, BiAnoBifanbHoI 3a
BTOPWHHY YMakoBKy Ta BUMYCK Cepii.
TepMmiH BBeA,EHHS 3MiH - NPOTArom 6
MicALiB Nic/a 3aTBEPAKEHHS.
235. | TEIMICAPTA | telmisarta Tenmica | C09C Tabnetku no 80 TOB YkpaiHa MepBuHHA Ta Yropwm BHECEHHS 3MiH 4,0 peecTpavLiiHnx 3a UA/14020/01/01
H-TEBA n pTaH A07 Mr; o 7 «TeBa BTOPVHHA Ha/ mMartepianis: 3miHu | TUNY - 3MiHK peyenmom
Tabnetok y YkpaiHa» ynakoBka, [403BiN ManbTa oo 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 4 Ha BMNYyCK cepiii: hapmakoHarnagy. BHeceHHs abo
6nicTepy B AT 3MmiHa(1) 4o 3000B'A3aHb Ta yMOB
Kopobui dapmaleBTUYHNMIA BMAadi peecTpauiiiHoro
3aBof, TeBa, nocBiAYeHHs, BKoYaroun Mnax
YropLmHa; ynpas/iiHHA pusnkamu (iHWwi 3miHu).

Brpo6HMLTBO 3a
MOBHWM LMK/IOM:
AkTasic T4,
ManbTa

3asasHuNK TOB «TeBa YkpaiHa»,
YkpaiHa, HagaHo OHOBEHUIA NnaH
ynpas/iiHHA pu3mkamu Bepcia 1.1
3MiHN BHECEHO [10 YaCTUH:
| «3aranbHa iHopmaLis»,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Il «Creundikais 3 6e3nekm»,
Il «MnaH 3 hapmakoHarnsgy»,
IV»lnaHn wopao
nicnspeecTpauiiHnx focnimkeHb
ehekTUBHOCTI»,
V «3axoayu 3 MiHiMi3auii pu3ukis»,
VI «Pe3tome nnaHy ynpasniHHA
pusnkamun»,
VIl «Jopatkn»
Yy 3B'A3Ky 3 OHOB/IEHHAM
cneuudikauii 3 6e3neku aio4yoi
peyvYoBUHM TenImicapTaHy, BiAMNOBIAHO
[0 aKTyasibHOI pethepeHTHOT
iHhopmaLii Npo Baxk/IMBI pU3nKu Ta
3ax04u LOAO YNpaBiHHA HAMW.
Pestome nnaHy ynpasniHHA
pv3nkamu Bepcia 1.1 gogaerbcs
236. | TEMOA/MIH® | Metamizol | meTawmi3 - TabneTku, BKpUTI AT Bonrapi Brpo6HMLTBO Bonrapi BHECEHHS 3MiH [0 peecTpaviiniHmx - UA/13243/01/01
e sodium, ony 060/10HKOI0, IN "Codhapma a Hepo3acoBaHoi a mMatepianis: 3miHu Il Tuny - 3MiHu 3
combinatio | Hatpito bulk Ne 1590: no " npoaykujii, AKOCTI. [O0TOBWIA Nikapcbknii 3aci6.
ns with MOHOTif, 10 TabneTok y nepBuHHA 3MiHU Y BUPOGHMLTBI. 3MiHK
psycholept | part, 6nictepi; no 159 ynakoBka: AT BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
ics Temnigo 6nicTepis y "Cochapma”, BCTaHOB/IEHNX Y cneundikauisx, nig,
H noninponiseHoBi Bonrapis; yac BMpO6HULTBA FOTOBOrO
(Tpnaue 7 Kopobuyj; Bupo6bHMLTBO nikapcbKoro 3acoby (BUyYeHHs
TOHaMiH- in bulk Ne 1620: Hepo3dacoBaHoi BMNpPOOYyBaHHA y NPOLIeCi
4- no 10 TabneTtok npoaykuii, BMPOGHULITBA, SIKE MOXe MaTu
TONyeHc y 6nicTepi; no nepBuHHA iCTOTHWI1 BN/IMB Ha 3arasibHy SKiCTb
yNbhoH 162 6nictepn 'y ynakoBka, 403BiN rOTOBOrO JIiKapCbKOro 3acoby)
arty) noninponiseHoB.i Ha BUMYCK cepii: BW/TyYEHHS MOKA3HWKIB i3 MPOMiXHOT

1 kopobuj; in
bulk Ne 1650: no
10 TabneTok y
6nictepi; no 165
6nictepiB y
noninponiseHoBi
1 Kopoo6Li

AT "Codchapma”,
Bonrapis

cneuudikavii B npoueci
BMPOBHMLTBA NiKapCbKoro 3acoby:
«KiflbkicHe BU3HaYeHHs Ajirunx
PEUYOBUH B CyXOMY rpaHynsTi,
ekBiBasIeHTHOMY 1 Tab6n., Mr» Ha
eTarni Cyxoro rpaHynsry -
metamizole sodium monohydrate,
(C13H16N3Na04S.H20) -
triacetonamine 4-toluensulfonate
(tempidon) (C16H25N04S)
«KinbKicHe BU3HAYEHHS Ajiroumx
peyoBuH B 1 Tabn., Mr» Ha eTani
TabneTtyBaHHs - metamizole sodium
monohydrate,
(C13H16N3Na04S.H20) -
triacetonamine 4-toluensulfonate
(tempidon) (C16H25N0OA4S) Takox
BigoyNncs 3MiH1 y 0OpMy/ItoBaHHi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BMMOT LLOA0 NoKasHWkiB «Maca
ofHiei TabneTkm» Ta «OfHOPIAHICTb
mMacu» 419 NpuBeAeHHs y
BignoBigHicTb A0 BumMor Ph. Eur.
2.95.
237. | TEMOA/MIH® | Metamizol | meTtamiz | NO2B TabneTku, BKpUTI AT Bonrapi Brpo6HMLTBO Bonrapi BHECEHHS 3MiH [0 peecTpaviiniHmx 6e3 UA/3553/01/01
e sodium, ony B72 060/10HKOI0, MO "Codhapma a Hepo3acoBaHoil al mMaTtepianis: 3miHu Il Tuny - 3MiHu 3 peuenma
combinatio | Hatpito 10 TabneTok y " npoaykuii, YkpaiHa AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
ns with MOHOTif, 6nicTepi; no 1 nepBrHHA Ta 3MiHU Y BUPOGHMLTBI. 3MiHK
psycholept | part, abo 2 6nictepun BTOPUHHA BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
ics Temnigo B KapTOHHIiA ynakoska: AT BCTAHOB/IEHNX Y cneundikauisx, nig,
H nauuj "Cocpapma”, yac BMpO6HULTBA FOTOBOrO
(Tpnaue Bonrapis; nikapcbKoro 3acoby (BUyYeHHs
TOHaMiH- Brpo6HMLUTBO BMNpoByBaHHA y NPOLIeCi
4- Hepo3dacoBaHoi BMPOGHULITBA, SIKE MOXe MaTu
TONyeHC NpPOAYKLT, iCTOTHWI1 BNAMB Ha 3arasbHy AKiCTb
yNbhoH nepBMHHA rOTOBOrO JIiKapCbKOro 3acoby)
arty) ynakoBka, [03BiN BW/TyYEHHS MOKA3HWUKIB i3 MPOMiXHOT
Ha BUnyck cepii cneuudikavii B npoueci
a60 BMPOGHMLTBO BMPOGHMLTBA NiKapCbKOro 3acoby:
3a NMOBHUM «KiflbkicHe BU3HaYeHHs Ajirunx
umknom: AT PEYOBVH B CyXOMY rpaHynsTi,
"Cothapma”, ekBiBasiIeHTHOMY 1 Tab6n., Mr» Ha
Bonrapis; eTani Cyxoro rpaHynsTy -
BTopuHHa metamizole sodium monohydrate,
ynakoBka, [03BiN (C13H16N3Na04S.H20) -
Ha BUMYCK cepii: triacetonamine 4-toluensulfonate
AT "BITAMIHW", (tempidon) (C16H25N0O4S)
YkpaiHa «KinbKicHe BU3HAYEHHS Ajtounx
peyoBuH B 1 Tabn., Mr» Ha eTani
TabneTtyBaHHs - metamizole sodium
monohydrate,
(C13H16N3Na04S.H20) -
triacetonamine 4-toluensulfonate
(tempidon) (C16H25N0O4S) Takox
BiAOymMca 3MiHM y hopMy/THoBaHHi
BMMOT LLOA0 NoKasHWkiB «Maca
ofHiei TabneTkm» Ta «OfHOPIAHICTb
mMacu» An1 NpuBeAeHHs y
BignosigHicTb Ao Bumor Ph. Eur.
2.95.
238. | TEOTAPL theophyllin | Teodini - Tabnetkn AT Bonrapi AT "Cothapma” Bonrapi BHECEHHS 3MiH [j0 peecTpaviiHmx - He UA/12938/01/01
e H MPOJIOHTOBaHOT "Codhapma a a mMaTtepianis: 3miHu | TNy - nionsie
4ii no 300 wmr, in " AAMiHICTpaTUBHI 3MiHW. BunyueHHs ae

bulk Ne 2460: no
10 TabneTok y
6nictepi, no 246

BMPOGHWYOI AinbHUL (BKIHOYAKUN
OinbHUUi ans A®Il, npomixHoro
NpoAyKTY abo roToBOro Nikapcbkoro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
6nictepiB y 3aco6y, AiNbHULI AN NPOBEAEHHS
noninponineHoB.i nakyBaHHs, BUPOBHYKa,
1 kopobuj; in BiANOBIAA/ILHOIO 3a BUMYCK CepiiA,
bulk Ne 2580: no MicLLe NpOBeAEHHSI KOHTPOSIIO cepii)
10 TabneTok y abo noctavasibHMKa BUXiAHOrO
6nicTepi; no 258 marepiany, peareHty abo
6nictepiB y O0NOMDKHOT PEYOBMHM (SIKLLO
noninponineHo.i 3a3HayeHo y A0Cbe). BunyyeHnHs
1 Kopoo6ui anbTepHaTUBHOI BUPOOHUYOI
ginbHudi N3 AT «BITAMIHN»,
YkpaiHa, BignosigansHoi 3a
BTOPVIHHY YNaKkoBKy Ta BUMYCK Cepil.
TepMiH BBEEHHS 3MiH - MPOTAroM 6
MicALIB MiCNSA 3aTBEPAKEHHS.
239. | TEOTAPL theophyllin | Teodini R0O3D Tabnetkn AT Bonrapi AT "Codpapma" Bonrapi BHECEHHS 3MiH [0 peecTpaviinHmx 3a He UA/6494/01/01
e H AO4 NPOJIOHIOBaHOT "Codhapma a a mMartepianis: 3miHu | TNy - peuenmom nionsie
4ii no 300 wmr, no " AAMiIHICTpaTUBHI 3MiHW. BunyueHHs ae
10 TabneTok y BMPOGHWYOI AinbHNL (BK/THOYAKUN
6nictepi; no 5 OinbHUUi ans A®I, npomixHoro
6nicTepis y npoaykTy abo roToBOro NikapCbKoro
KapTOHHI navw,i 3acoby, AinbHULI AN NpoBeAEHHS
nakyBaHHs!, BAPOGHMKa,
BIANOBIAA/ILHOrO 3a BMUNYCK Cepii,
MicLie NpoBeEHHS KOHTPO/IO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y [0CbE). BunyyeHHs
anbTepHaTUBHOI BUPOOHUYOI
AinbHuli TN3 AT «BITAMIHU»,
YkpaiHa, BiAnoBifanbHoI 3a
BTOPWHHY YMakoBKy Ta BUMYCK Cepii.
3MiHU BHECEHI B iIHCTPYKLi0 Ans
MeAMYHOro 3acToCyBaHHA
nikapcbkoro 3acoby y po3ginu
«Bupo6HMK» Ta
«Micue3Haxo4KeHHs BUPOGHMKa Ta
afpeca MicLs NpoBafKEHHS NOro
LiSiNbHOCTI», SIK HACNigoK —
BUJTyYEHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby ans
Brpo6HMKa AT «BITAMIHW». TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB
nicns 3aTBepAkeHHs
240. | TEPBIHOPM terbinafine | Tep6iHa D01B Tabnetku no 250 TOB YkpaiHa K.O. CNABIA PyMmyHis BHECEHHS 3MiH [j0 peecTpaLiiHmx 3a UA/13367/02/01
iH (y A02 Mmr, o 7 «YOPN[, SAPM C.P.J. mMartepianis: 3miHu | TUNY - 3MiHK peyenmom
doopmi TabneTok y MEANLN 040 6e3nekn/ed)ekTMBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

rigpoxno
puay)

6nictepi; no 2
6nictepu B
KapTOHHIi
KopoobLi

H»

thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAaui peecTpawiinHoro
nocBig4yeHHs, Bkovatoun Mnax
ynpasniHHA pu3nkamu (iHWi 3MiHW).
3asasHukom TOB "YOP/4
MEOVNUWMH", YkpaiHa, HagaHo
OHOB/EHUIA MnaH ynpasniHHA
pu3snkamm Bepcis 2.0
3MiHM BHECEHO [i0 YaCTUH:
| «3aranbHa iHhopmaLis»,
Il «Cneundikauis 3 6e3nekun»,

V «3axoau 3 MiHiMi3aLii pu3nkiB»,
VI «Pe3tome nnaHy ynpasniHHA
pr3nkammn»

VII «dopatku»

Y 3B’A3KY 3 OHOBJ/IEHHAM
cneuudikauii 3 6e3neku Ail4oi
peyoBuHM TepbiHadiHy BiANOBIAHO
[0 akTyanbHoi pechepeHTHOT
iHchopMmawii, a Takox y 3B'A3Ky i3
3MiHOW thopmaTy BiAMNOBIAHO A0
sumor Evaluation Guidance on the
format of the risk management plan
(RMP) in the EU — in integrated
format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines).
Pestome MNnaHy ynpasniHHA
pu3nkamu Bepcisa 2.0 gogaeTbes

241.

TETAHYC
FTAMMA

tetanus
immunogl|
obulin

MyHOI10
6yniH
npoTunp
aBLeBui
NOANHN

JO6BB
02

po3unH Ans
iH'ekuin, 250
MO/1 mn; no 1
mn (250 MO) y
ronepeAHLO
HarnoBHeHOMYy
LUAPULL 3 TONKOO
[N BBEIEHHS,
no 1 wnpuuy B
KapTOHHIW
Kopobui

KEAPIOH
C.INA.

ITanisa

KEAPIOH C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
AinbHUUi ana A®Il, npoMixXHOro
NpoAyKTy abo roToBoro NikapcbKoro
3acoby, AinbHNLi 418 NpoBEeAEHHS
nakyBaHHS!, BUPOBGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NpOBEAEHHS KOHTPOSIO cepil)
abo nocrtavasibHMKa BUXIiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y [OCbE)
BunyuyeHHs BUPOGHMYOT AiNTbHUL
KEAPIOH C.M.A. (nok.
BEOJIOTHAHA), ITanisi, AK AinbHUL,

3a
peyerimom

UA/19360/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BiANOBIAA/IbLHOT 38 KOHTPOSb AKOCTI
roTOBOro NikapCbKoro 3acoby 3a
nokasHukom «liporeHn». 3minm |

TMNY - AOMIHICTPATUBHI 3MiHW.
BunyyeHHss BUPOGHWYOT finbHNL
(BrTovatoun ginbHuui ans Adl,
NPOMIXKHOIO NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHuLI Ans
NpOoBefEeHHs NakyBaHHS, BUPOOHMKA,
BiANOBIQA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBELEHHS KOHTPOIO cepil)
abo nocrtavasibHMKa BUXIiAHOrO
marepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y 0CbE). BunyyeHHs
BMPOGHMYOI AinbHuui YAP/IBL3
PIBEP NABOPATOPI3 ®PAHLIIA —
UPN®, dpaHuis, Sk AinbHWL,
BiANOBIAA/IbLHOT 38 KOHTPOSb AKOCTI
roTOBOro NikapCbKoro 3acoby 3a
nokasHukom «lliporeHn», y 3B’s3Ky i3
3aMiHOI0 NokasHuka «iporeHn».
3MiHu | TUNY - AgMIHICTpaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOI
OiNbHULI (BKNHOYAKOUY AiNbHUL ANS
A®I, npomiXXHOro NPoAyKTy abo
roTOBOrO NiKapcbKoro 3acoby,
OiNbHULI ANS NpoBeAeHHS
nakyBaHHs, BUPOBHYKa,

BiANOBIAA/ILHOIO 3a BUMYCK CepiiA,

MicLLe NpOBeAEHHSI KOHTPOSIIO cepii)
abo noctavasibHMKa BUXiAHOMO
marepiany, peareHty abo
O0NOMDKHOT PEYOBMHM (AIKLLO
3a3HayeHo y A0Cbe). BunyyeHnHs

BMPOGHMYOT AinbHuLi EYPO®IHC

BIONIAB CP/1, ITanis, sk AinbHULj,

BiANOBIAA/IbHOI 3@ KOHTPOb AKOCTI
rOTOBOrO JlikapCbkoro 3acoby 3a
NoKasHNKOM «[liporeHn», y 3B’A3Ky i3
3aMiHO0 nokasHuka «lliporeHun».
3MiHu | TUny - 3MiHK 3 aKocTi. AL,
Brvpo6HMuTBO. 3MiHV BUNpOGYBaHb
abo gonycTummnx Mex y npoueci
BMpO6HULTBa A®PI, LLI0 BCTAHOB/EHI
y cneuudpikauisx (4ofaBaHHsA
HOBOrO BMNPOOYyBaHHA Ta
gonyctumux Mex). flogasaHHs
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BMNPO6YBaHHSA «Mikpo6GHe 4ncno» 3
BIANOBIAHUM KpUTEPIEM
npuiAiHATHOCTI «<5 CFU/mI» gns
3paska 2A NPOMKHOIO KOHTPO/I0
npouecy BMPOGHMLTBA. 3MiHK | TNy
- 3miHu 3 sKocTi. A®l. BUpo6HMLTBO.
3MmiHu BUNpobyBaHb abo
[ONyCTUMMX MeX y npoLeci
BMpO6HULTBA A®PI, LLI0 BCTAHOB/EHI
y cneuudpikauisx (4ofaBaHHsA
HOBOrO BMNPOOYyBaHHA Ta
gonyctumux mMex). flogasaHHs
BMNPO6YBaHHA «Mikpo6GHe uncno» 3
BIANOBIAHUM KpUTEPIEM
npuiAiHATHOCTI «<5 CFU/mi» gns
3paska 2D NpoMiXHOro KOHTPOsI0
npouecy BMPOGHMLTBA. 3MiHK | TNy
- 3MiHu 3 gKocTi. A®l. BUpo6GHMLTBO.
3MmiHu BUNpobyBaHb abo
[ONyCTUMMX MEX y npoLeci
BMpO6HULTBa A®PI, LLI0 BCTAHOB/EHI
y cneuudpikauisx (4ofaBaHHsA
HOBOrO BMNPOOYyBaHHA Ta
gonyctumux mMex). flogasaHHs
BMNPO6YBaHHSA «Mikpo6GHe 4ncno» 3
BIANOBIAHUM KpUTEPIEM
npuiAiHATHOCTI «<5 CFU/mi» gns
3paska 2E npoMiKHOro KOHTPO/I0
npouecy BMPO6GHMLTBA. 3MiHK | TNy
- 3miHu 3 aKocTi. A®l. BUpo6HMLTBO.
3MmiHu BUNpobyBaHb abo
[ONyCTUMMX MEX y npoLieci
BMpO6HULTBa A®PI, 110 BCTAHOB/EHI
y cneuudpikauisx (4ofaBaHHsA
HOBOrO BMNPOOYyBaHHA Ta
gonyctumux mMex). flogasaHHs
BMNpoOyBaHHA «bakTepianbHi
€HO0TOKCUHW» 3 BifNOBIAHNM
KpuTepiem NpuiiHATHOCTI «<0,125
EU/ml 5mg prot./ml» ans 3paska 2B
NPOMIXXHOrO KOHTPO/It0 NpoLecy
BMPO6HULTBA. 3MiHM | TNy - 3MiHK 3
AKOCTi. A®l. BUpO6HULTBO. 3MiHU
BMNPO6YyBaHb abo AOMYCTUMUX MEX
y npoueci Bupo6HuuTtea Adl, wo
BCTaHOB/EHI Y crieuugikaLisx
(mopasaHHA HOBOTO BUNPOOYBaHHSA
Ta gonyctuMux mex). flonasaHHs
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BMNpoOyBaHHA «bakTepianbHi
€HO0TOKCUHW» 3 BifNOBIAHNM
KpuTepiem NpuiiHATHOCTI «<0,125
EU/ml 5mg prot./ml» ans 3paska 2E
NPOMIXXHOrO KOHTPO/It0 npoLecy
BMPO6HULTBA. 3MiHM | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOro NiKapcbKoro 3acoby
(iHWi 3miHW). 3aMiHa nokasHuka
«[iporeHn» y cneundikauii Ha
roToBuii nikapcbkuii 3aci6 TETAHYC
TAMMA noka3HunkoMm «bakTepiasbHi
€HOO0TOKCUMHW» 3 BiANOBIAHNM
KpUTepieM NPUIRHATHOCTI «<5
EU/ml».
242. | TETAHYC tetanus MyHorsio | JO6BB | po3suuH ans KEAPIOH ITanis KEAPIOH C.M.A. ITania BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/19360/01/02
rTAMMA immunogl| 6yniH 02 iH'ekuin, 500 C.M.A. mMaTtepianis: 3miHu | TNy - peyenmom
obulin npoTunp MO/2 mn; no 2 AAMiHICTpaTUBHI 3MiHW. BunyueHHs
aBLEeBUIA mn (500 MO) y BUPOGHMYOT AiNbHULL (BKIHOYAOUN
NOaNHN nonepeaHs0 LinbHUUi ans A®Il, npoMixHoro
HarnoBHEHOMY npoAyKTy abo roToBoro NikapcbKoro

LUNPWL 3 FONKOK
[ONs BBEAEHHS,
no 1 wnpuuy B
KapTOHHilA
Kopobui

3acoby, AiNbHULi 4118 NPOBeAEeHHS
naxkyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BMUMYCK Cepiid,
MicLLe NPOBeAEHHSI KOHTPOSIIO cepii)
ab0 nocTtavasibHMKa BUXiAHOTO
marepiany, peareHty abo
O0NOMDKHOT PEYOBMHM (SIKLLO
3a3HaYeHo y JOCbE)
BunyyeHHs BUPOGHWYOT fibHNL
KEAPIOH C.M.A. (nok.
BONNOHAHA), Itanis, sk ginbHu,
BiANOBIAA/IbHOI 3@ KOHTPO/b AKOCTI
roTOBOro NikapcbKoro 3acoby 3a
nokasHukom «iporeHn». 3minm |
TMNy - AOMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOGHMYOT AiNTbHUL
(Brrovatoun ginbHuui ans Adl,
NPOMIXXHOIO NPOAYyKTY abo roToBoro
nikapcbKoro 3acoby, AinbHULI ANs
NpOBefEeHHs NakKyBaHHS, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMUMYCK Cepiid,
MicLLe NPOBeAEHHSI KOHTPOSIIO cepii)
ab0 nocTtavasibHMKa BUXiAHOTO
marepiany, peareHty abo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

[O0NOMDKHOT PEYOBMHM (SIKLLO
3a3HayeHo y A0Cbe). BunyyeHnHs
BMPOGHMYOI AinbHuui YAP/Ib3
PIBEP TJABOPATOPI3 ®PAHLIA —
UPN®, dpaHuis, SK AinbHUL,
BiANOBIAA/IbHOI 3@ KOHTPO/Ib AKOCTI
roToBOro Nikapcbkoro 3acoby 3a
nokasHUKoM «lliporeHu», y 38’a3Ky i3
3aMmiHO0 nokasHuka «lliporeHu».
3MiHY | TUNY - AOMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAOYaKYM AiNbHULI AnA
A®I, npomi>XHOro NpPoAyKTy abo
roToBOro MikapcbKoro 3acooby,
AiNbHULI A58 NpoBEAeHHS
nakyBaHHSs!, BAPOGHMKa,
BiZiNOBIALHOTO 3@ BMMYCK Cepild,
MicLie NpOBEeAEHHSI KOHTPOSIO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y [0CbE). BunyyeHHs
BMPOGHMYOT AinbHNLi EYPO®IHC
BIOJIAB CP/J1, ITanisi, siK ginbHuuj,
BiANOBIAA/IbHOT 38 KOHTPO/b AKOCTI
roTOBOro NikapCbKoro 3acoby 3a
nokasHukom «lliporeHn», y 3B’s3Ky i3
3aMiHOI0 NokasHuka «iporeHn».
3MiHn | TURY - 3MiHK 3 aKocTi. API.
Brpo6HMUTBO. 3MiHM BUNPOGyBaHb
abo fonycTMux Mex y npoweci
BMPOGHULTBA A®PI, LLIO BCTAHOB/EHI
y cneuudikaulisix (4ogaBaHHA
HOBOro BUNPOBYBaHHSA Ta
Jonyctumux Mex). flogaBaHHs
BMNpoGyBaHHA «MikpobHe uncno» 3
BIAMNOBIAHWUM KpUTEpIEM
NpUAHATHOCTI «<5 CFU/mIi» gnsi
3paska 2A NPOMIKHOTO KOHTPOJIIO
npowecy BUpo6HULTBA. 3MiHU | TUNY
- 3MiHK 3 sKocTi. A®l. BUpo6HMLTBO.
3miHu BUNpobyBaHb abo
[0nNyCTUMUX MEX y npoueci
BMPOOHULTBA API, LLIO BCTAHOB/EHI
y cneuudikaulisix (4ogaBaHHA
HOBOro BUNPOBYBaHHSA Ta
Jonyctumux Mex). flogaBaHHs
BMNPOGYBaHHsI «Mikpo6GHe Yncno» 3
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BIAMNOBIAHWUM KpUTEpIEM
NpUiAHATHOCTI «<5 CFU/mIi» gnsi
3paska 2D NpPOMIXHOr0 KOHTPO/0
npowecy BUpo6HULTBaA. 3MiHU | TUNY
- 3MiHK 3 sKocTi. A®l. BUpo6HULTBO.
3miHu BUNpobyBaHb abo
[0nNyCTUMUX MEX y npoueci
BMPOOHULTBA API, LLIO BCTAHOB/EHI
y cneuudikauisix (1ogaBaHHA
HOBOro BUNPOBYBaHHSA Ta
fonyctumux Mex). flogaBaHHs
BMNpoGyBaHHA «MikpobHe uncno» 3
BIAMNOBIAHWUM KpUTEPIEM
NpUiAHATHOCTI «<5 CFU/mIi» gnsi
3paska 2E NnpoMiKHOro KOHTPO/IIO
npowecy BUpo6HULTBA. 3MiHU | TUNY
- 3MiHK 3 AKocTi. A®l. BUpo6HMLTBO.
3miHu BUNpobyBaHb abo
[0nNyCTUMUX MEX y npoueci
BMPOGHULTBA A®PI, LLIO BCTAHOB/EHI
y cneuudikalisix (1ogaBaHHA
HOBOro BUNPOBYBaHHSA Ta
Jonyctumux Mex). flogaBaHHs
BMNpo6yBaHHA «bakTepianbHi
€HOO0TOKCUMHW» 3 BiANOBIAHNM
KpUTEpiEM NPUIAHATHOCTI «<0,125
EU/mI 5mg prot./ml» gns 3paska 2B
NPOMIDXKHOTO KOHTPO/I0 npoLiecy
BMPOGHULTBA. 3MiHK | TNy - 3MiHK 3
akocTi. A®l. Bupo6bHMLTBO. 3MiHK
BMNPOGYBaHb abo A0MYCTUMUX MEX
y npoueci BupobHuuTea Adl, o
BCTaHOB/EHI y cneyudikaisx
(oofaBaHHS HOBOTO BUMPOOYBaHHSA
Ta fonyctuMux mex). lofaBaHHs
BMNpo6yBaHHA «bakTepianbHi
€HOO0TOKCUMHW» 3 BiANOBIAHNM
KpUTEpiEM NPUIAHATHOCTI «<0,125
EU/mI 5mg prot./ml» gns 3paska 2E
NPOMIDKHOTO KOHTPO/0 MpoLiecy
BMPOGHULTBA. 3MiHK | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbkWii 3acib.
KOHTpO/b roToBOro MikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummnx
MeX roTOBOro /likapCbKoro 3acoby
(iHWi 3miHK). 3aMiHa nokasHuka
«[iporeHn» y cneundikauii Ha
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
roToswuii nikapcbkuii 3aci6 TETAHYC
TAMMA nokasHunkoM «bakTepiasbHi
€HAO0TOKCMHM» 3 BiANOBIAHNM
KpUTEPIEM NPUAHATHOCTI «<5
EU/ml».
243. | TUTANAHT ticagrelor TuKarpe BO1A TabneTku, BKpUTI KPKA, CnoBeHi BVMPOGHMLTBO "in CnoBeHi BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/20338/01/01
nop C24 NNiBKOBOIO n.4., Hoso a bulk", nepsuHHe a mMartepianis: 3miHu | TUny - 3MiHK 3 peuenmom
060/10HKOI0, N0 MecTO Ta BTOPUHHE AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
90 mr; no 14 nakyBaHHs, 3MiHM y BUPOGHMLTBI. 3MiHa po3Mipy
Tabnetok y KOHTPO/b cepii Ta cepii (BkNOYatouy fianasoH po3mipy
6nictepi, no 4 BUNYCK cepii: cepii) roToBOro nikapcbKoro 3acoby
6nictepy B KPKA, a.4., HoBo (36inblueHHs Ao 10 pasiB NOpiBHAHO
KapTOHHIlA mMecTo, CrnoBeHis; i3 3aTBEpPKEHUM PO3MIPOM)
Kopoobui KOHTpO~b cepii 36iNbLUEHHS PO3MIpY cepii roTOBOro
(hi3nyHi Ta XimiyHi nikapcbkoro 3acoby no 90 mry 2,4
meToam pasun NopiBHAHO 3 NOYATKOBO
KOHTPO/I0): 3aTBEPMKEHUM po3mipoM cepii (1
HN30X 005 000 TabneTok) Ta, K HacnigoK,
(HauioHanbHi BUJTyYeHHs1 po3Mipy cepii no 1 005
nabopartopis 3a 000 TabneTok.
3[paB'e, OKOSIE iH 3aTBepaKeHo:
XpaHo), CnoBeHis; 3.2.P.3.2. Ckniag, Ha cepito
KOHTPONb cepil 100 500 TabneTok
(hi3nyHi Ta XimiyHi 1 005 000 TabneTok
meToam 3anponoHoBaHo:
KOHTPONI0): 3.2.P.3.2. Cknag, Ha cepito
Kewmiiicbki 100 500 TabneTtok
iHCTUTYT, LleHTp 2 400 000 Tabnetok
3a Bavstigauiicke
TEXHOMOXIE iH
aHanituko (LUBTA),
CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToamn
KOHTPO/I0):
NabeHa p.0.0.,
CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToamn
KOHTPO/I0):
Kemina6 g.0.0.,
CnoBeHis
244. | TPU3UNIH meldoniu 3-(2,2,2- | CO1E po34uH Ans TOB HB® | YkpaiHa | BignosiganbHwii 3a | YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiHmx 3a He UA/9897/01/01
m TpumeTtn | B22 iH'ekujin, 100 "MIKPOXI BUPOGHMLTBO Ta martepianis: 3miHu | TUNy - 3MiHK 3 peuenmom nionsie
narigpasu Mmr/mMa no 5 mn B M KOHTpO/b/ AKOCTI. [0TOBWIA TikapcbkuWii 3acib. ae
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
HiiA) amnyni; no 5 BUNPOBYBaHHS, He 3MiHU y BUPOGHMLTBI. 3amiHa abo
nponioH amnyn y kaceTi; BK/IOYA0YMN BBEJEHHS [OAATKOBOI Ai/IbHUL
ary no 2 kacetny BUMYCK Cepii: BMPOOHMLTBA 4151 YACTVHM abo
avrigpat nautii 3 KapToHy MpuBaTHe BCbOr0 BMPOBHMYOro npoecy
akujioHepHe rOTOBOrO /1iKapCbKOro 3acoby
TOBapUCTBO (@inbHULA, Ha SKI NPOBOAATLCSA
"JlekxiM-Xapkis", 6yab-AKi BUpoOHUYI cTagji, 3a
YKkpaiHa,; BVHATKOM BUMNYCKY Cepil, KOHTPOsIO

BiANOBiAa/IbHWIA 32
BMPOGHMLTBO Ta
KOHTpO/b/
BMNPOGYBaHHSA
cepii, He
BK/THOHAI0UM
BMNYCK cepil:
TOB HB®
"MIKPOXIM",
YKpaiHa,;
BiANOBigaIbHMI 3a
BUNYCK Cepii, He
BK/THOHAI0UM
KOHTPONb/BUNPOBY
BaHHSA cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa;
BiANOBiAa/IbHWIA 32
BUPOGHULTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b/BUNPOGY
BaHHSA cepii, He
BK/THOHAI0UM
BUMYCK cepii
AT "Tannudapm",
YkpaiHa

AKOCTi Ta BTOPUHHOTO NakyBaHHSA
ONs CTepUNbHUX NiKapcbknx 3acobis
(BK/IIOYAIOUMN BUPOGNEHI acenTUYHUM
MEeTOA0M), KpiM Nikapcbknx 3acobiB

6ionoriyHoro/iMmyHos0r4HOro
noxopkeHHs). CynyTHs 3MiHa -
3MiHM 3 SKOCTi. [0TOBWIA NiKapCbKUiA
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa
ab0 BBefeHHA A0AATKOBOT AiNIbHUL
BVMPOGHMLTBA A1 YacTUHN abo
BCbOr0 BMPOBHMYOro npoLecy
roTOBOro NikapCbKoro 3acoby
(@inbHUUSA ANS BTOPUHHOMO
nakyBaHHS1) BBEL,EHHS [,0AaTKOBOI

AinbHuui BUpobHuyTBa M3 - AT

«lannudapm», YkpaiHa, sika
3[jiCHI0E BUPOBOHULTBO, NEPBUHHE
Ta BTOPVHHE NakyBaHHA. 3MiHK
BHECEHO B iHCTPYKLi0 A1A
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby y po3ginu
"Bmpo6HuK" Ta "MicLe3HaxomKeHHs
BMPOOHYMKa Ta agpeca Micus

NpoBaXXeHHS Oro AisNbHOCTI" y

3B'A3KY 3 BBE[,eHHAM A0AaTKOBOI
BMPOBHMNYOI AiNbHUL Ta K HAcNigoK
- 3aTBEPMKEHHS TEKCTY MapKyBaHHS

yNaKoBOK /likapCbKOro 3acoby ans
i€l BUPOOHUYOT AiNbHALL.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCSLB Nicns 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCA

BWMYCKY Cepii Ta KOHTPOSIH0 SKOCTI

rOTOBOrO J1iKapCbkoro 3acoby

(3amiHa abo fgofaBaHHA AinbHULL,

Ha SKill 3AjiCHI0ETbCA
KOHTPO/1b/BUNPOGYBaHHS cepii)
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BBEJEHHSA A0AAaTKOBOI Ai/IbHUL
BMpo6HuuTBa M3 - AT
«lannudapm», YkpaiHa, sika
3[iICHIOE KOHTPO/L/BUNPOBYBaHHS
cepii, He BK/IlOYaUM BUMYCK Cepii.
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby y po3ginu
"Bmpo6HuK" Ta "MicLe3HaxomKeHHs
BMPOOHYMKa Ta agpeca Micus
NpoBaXXeHHS oro AisNbHOCTI" y
3B'A3KY 3 BBE[,eHHAM A0AaTKOBOI
BMPOGHNYOI AiNbHUL Ta K HacNigoK
- 3aTBEPKEHHS TEKCTY MapKyBaHHS
yNaKoBOK /likapCbKOro 3acoby ans
L€l BUPO6GHUYOT AinbHULI. BBEaeHHS
3MiH NpoTArom 6-Tu Micauis nicns
3aTBEepPKEHHSA. 3MiHM | TNy - 3MiHK
3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoweci BUPO6HULITBA FOTOBOrO
NiKapcbKoro 3acoby, BKIHOHaoum
NPOMIXHWI NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby
(He3HauvHa 3MiHa y npoLeci
BMPOGHMLTBA)

BHECEHHS He3HAYHVX 3MiH Y MpoLieci
BMPOGHMLTBA 13 HA BUPOBHWUiIii
AinbHuui AT «Canmudpapm»,
YKkpaiHa, 3o0kpema: - Ha Onepauii
TM2.1. MpuUrotyBaHHs Po3ymnHy -
Temnepartypa BoAau AN iH'eKLiit; - Ha
Onepauii TlM2.2. Ctepunisytoya
hinbTpaLis po3ynHy - TUCK
CTUCHEHOrO a30Ty; - Ha Ctagii Tr5.
MepeBipka amnys Ha MexaHiuHi
BK/IIOUYEHHS | repMETUYHICTD -
MOCNifOBHICTb NepeBipkM aMny .
3MiHY | TUNY - AOMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAOYaKYM AiNbHUL AnA
A®I, npomi>XXHOro NpPoayKTy abo
roToBOro MikapcbKoro 3acooby,
AiNbHULI A58 NpOBEAEHHS
nakyBaHHSs!, BAPOGHMKa,
BiZiNOBIALHOTO 3@ BUMYCK Cepild,
MicLie NpOBeAEHHSI KOHTPOJIHO Cepii)
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayYeHo y [0CbE)
BUTYyYEHHS BUPOOHNYOT AiNbHUL
TOB HB® "MIKPOXIM", YkpaiHa
(appeca: Ykpaina, 93000, J/lyraHcbka
061., M. Py6ixHe, Byn. fleHiHa, 6ya,.
33), BignoBigasbHOI 3a BUNycK cepil
NS roTOBOrO fliKapcbKoro 3acoby. Y
3B'A3KY 3 BUIYYEHHAM OfHI€El 3
BVMPOGHNYMX AiNIbHULL BUTYHYEHO
IHCTPYKLi0 ANA MeguYHOoro
3aCTOCYBaHHSA Ta TEKCT MapKyBaHHS
yNaKkoBKM NiKapCbKOro 3acoby ans
i€l BUPOOHUYOT AiNbHALL.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCSLIB NicnsA 3aTBEPIKEHHS. 3MiHM
| TMny - 3MiHn Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
OHOB/EHO TEKCT MapKyBaHHSA
NepBUHHOT Ta BTOPUHHOI YNaKoBKK
nikapcbKoro 3acoby, a came
BW/IyYeHO iHhopMaLito, 3a3HadyeHy
POCiiCbKOH0 MOBOIO, 111 BUPOGHMYOT
AinbHMUi TOB HB® "MIKPOXIM"
(YkpaiHa, 93000, JlyraHcbka 06/1., M.
Py6ixHe, Byn. JleHiHa, 6ya. 33).
BBefieHHs1 3MiH NpoTArom 6-tn
MicALiB Mic/a 3aTBePAKEHHS.

245,

TPUMETA3U
[IVIH-
ACTPA®APM

trimetazidi
ne

TpymeTa
3U4UHY
aurigpox
nopvg,

CO1E
B15

TabneTkn, BKPUTI
060/10HKOI0, MO
20 wr; no 30
Tabnetok y
6nicTepi; no 1
abo 2 6nictepun
B KOPOO6Lii 3
KapToHY

TOB
«ACTPA®
APM»

YkpaiHa

TOB
«ACTPADAPM»

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecun
3anBHUKa (BlacHMKa
peecTpayiiiHOro nocBig4eHHs) 3MiHa
agpecu 3asaBHMKa (BNacHuka
peecTpauiiHoro NoCBigYEHHS).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCSLiB NicNA 3aTBEPLKEHHS. 3MiHN
| Tuny - AQMiHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecy Micus NPoBadKEHHS
AiSNbHOCTI BUpO6HUKa/iMnopTepa
roToBOro NikapcbKoro 3acooby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii
ab0 Micue NpoBeAEeHHS1 KOHTPO/IO

3a
peyerimom

He
niosnsie
ae

UA/7855/01/01
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n/n

JliKapcbKo20

Hassa

3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYeHHs

AKOCTI. (QiSNbHICTb, 3a AKY
BiAnoBigae BUpo6HuK/iMnopTep,
BK/IO4AI0UM BUMYCK Cepiid). 3MiHa
appecy BUpo6HuKa MN13. 3MiHu
BHECEHO B iHCTPYKLiO 4115
MeMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin
"Micue3HaxompKeHHs BUPO6HMKa Ta
agpeca MicLs NPOBaKEHHS NOro
LisnbHOCTI" 3 BigNOBIiAHNMY 3MiHAMU
B TEKCTi MapKyBaHHS ynakoBOK.
BBefieHHs1 3MiH NpoTArom 6-tm
MiCALiB Micna 3aTBepOXEHHS.
3MiHn | TURY - 3MiHN WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHN BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOT yNakoBKM TiKapCbKOro
3acoby y NyHKT 17 Ta B TEKCT
MapKyBaHHs NePBUHHOT YNakoBKK Y
MYHKT 6. TakoX BUTy4YeHO
Ay6ntotouy iHhopmaL,ito pociicbkoro
MOBOI0. BBEieHHS 3MiH NpPOTArom 6-
TV MiCALB Nic/1a 3aTBEPAKEHHS.

246.

TPIO®OPTE

®

Acetylsalic
ylic acid,
combinatio
ns excl.
psycholept
ics

KmcnoTta
aueTunc
aniymno
Ba,
napauet
amorn,
KogheiH

NO2B
A51

Kancynu, rno 6
Kancyny
6nicTepi; no 1
abo 2 6nictepun
B nauuj 3
KapTOHY

MPAT
"OITOPA
PM"

YKpaiHa

BiANOBigabHMI 3a
BMPOGHWLTBO,
nepBuHHE,
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BMNyCK cepil:
MPAT
"®ITOPAPM",
YKpaiHa;
BiANOBIAa/IbHUI 3a
BWNYCK Cepii, He
BK/THOHAI0UM
KOHTPO/b/BMNPOGY
BaHHS cepii: MPAT
"PITOPAPM",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
Cucrema
KOHTeliHep/3akynopoBasibHWii 3aci6.
3MiHa napamMeTpiB cneuudikauiii
Ta/abo fonycTUMUX MEeX NepBUHHOT
yMakoBKM FOTOBOTO NiKapCbKoro
3aco6y (iHwi 3miHn). OHOBNEHO
po3gin 3.2.P.7 Cucrtema KoHTeliHep/
3aKynoproBasibHWiA 3acib Ta
akTyasizoBaHo cneyudikauii Ha
nepBUHHE NaKyBaHHS MAiBKY
nonisiHinxnopuary Ta onbry
anoMiHieBy. 3MiH sikicHoro Ta
KiNbKiCHOrO cknafy He Bif6ynoch.
3MiHN BHOCATBCA 3 METOH0 YHidikawii
[OKyMeHTaUji 415 KOHTPOSI0
NepBUHHOIO NakyBaHHA. 3MiHu |
TMny - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6
(IHLWi 3MiHK)
3MiHa po3giny "Ynakoka" B MKA

6e3
peuyenma

UA/2317/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

N3. fitova pepakuis: MKA N3 -
YMNAKOBKA. INo 6 kancyn
nomiLatTb y 61icTep 3 NiBKK
NONIBIHIXNOPUAHOT i honbru
a/IlOMIHIEBOI 3 OHOCTOPOHHIM
NOKPUTTAM TEPMOJIAKOM i APYKOM 3
npyroi ctopoHu (T4).

1 a6o 2 6nictepu, pasom 3
IHCTPYKLUjE0 A48 MeanyHOro
3acTocyBaHHA npenapary,
MOMILLAIOTb Y NauKy 3 KapToHy AN
CnoxuB4oi Tapu. ponoHoBaHa
pegaxuis: MKA 113 - YINAKOBKA -
Mo 6 kancyn nomiwaloTb y 6aicTep 3
NAIBKM NOMIBIHINXI0PUAHOT | hOsTbIN
/1IOMIHIEBOI.

1 a6o 2 6nictepu, pasom 3
IHCTPYKLUE0 A8 MeanyYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby,
NOMILLAITh Y NauKy 3 KApTOHY.

247.

YBICTE3VH
DOPTE

Articaine,
combinatio
ns

apTuKaiH
y
rigpoxno
pva,
eniHedp
NHY
rigpoxno
pna

NO1B
B58

PO34MH ANA
iH'ekuji; no 1,7
My KapTpuaxi;
no 50
KapTpuoxis y
mMeTanesili 6aHLui

Mieppen
C.n.A.

ITanis

Mieppen C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaviiniHmx
mMartepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHu y BUpPOGHMLTBI. 3amiHa abo
BBEJEHHSA [0AATKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YacTUHN abo
BCbOr0 BMPOOHMYOrO npoLecy
roTOBOro Nikapcbkoro 3acoby
(AinbHMUSA, Ha AKili NPOBOAATLCSA
6yab-AKi BUPO6HUYI cTagji, 3a
BWHATKOM BUMYCKY Cepii, KOHTPO/O
AKOCTi Ta BTOPMHHOTO MakKyBaHHS
[ONsA CTepUbHUX NiKapCbKNX 3acobiB
(BKNtOUALOUM BUPOOGIEHi acenTUYHUM
MEeTOZLO0M), KpiM NikapCbkmx 3aco6iB
6io10riYHOro/iMyHoM0riYHOro
NOXO/PKEHHS). 3amiHa [inbHULj
ConseHTym [pxepmani M'm6X,
HimeuyumnHa, Ha sKili TpoBOAATLCA
6yab-sKi BUpOOHUUI cTagji, 3a
BVIHSAATKOM BWMNYCKY Cepii, KOHTPOsIIO
AKOCTi Ta BTOPUHHOTO NakyBaHHS
ONs CTepUNbHUX Nikapcbknx 3acobis
Ha Mieppen C.n.A., ITania. 3minHn |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHSA
00aTKOBOI Ai/IbHULLi BUPOBHULITBA

3a
peyenmom

He
nionsie
ae

UA/10196/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

[ANSA YacTuHK abo BCbOro
BMPOGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (finbHUUA Ans
BTOPVHHOIO MakyBaHHS). 3aMiHu
AiNbHUL ANS BTOPUHHOMO
nakysaHHsA ConBeHTyM [hxkepmaHi
'M6X, HimeuyunHa Ha Mieppen
C.n.A.,, Ctpaga Cratane Annia 7 6ic
46/48-81043 Kanya (CE), Itanis
Pierrel S.p.A. Strada Statale Appia 7
bis 46/48-81043 Capua (CE), Italy.
3MmiHu | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUNYCKY cepil Ta KOHTPOJIO SAKOCTI
roTOBOro NikapCbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA,
LLl0 BigNoOBifa€e 3a BBE3EeHHA Ta/abo
BUNYCK cepil) - Bknoyaroun
KOHTPO/Ib/BMNPOBYBaHHSA cepii .
3amiHy BUpo6HMKa CONBEHTYM
[xepmaHi FTM6X, HimewunHa, Lo
BiANOBIAae 3a BMNyck cepii Ta
KOHTpONb AKocTi Ha Mieppen C.n.A.,
Ctpaga Cratane Annia 7 6ic 46/48-
81043 Kanya (CE), ITanis Pierrel
S.p.A. Strada Statale Appia 7 bis
46/48-81043 Capua (CE), Italy.
3MiHM BHECEHO B IHCTPYKLUil0 ANs
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby y po3ginu
«Bupo6HMK» Ta
«Micue3HaxoxeHHs BUPOGHMKa Ta
afipeca Micus NPoBagKeHHs oro
LisANbHOCTi» 3 BiANOBIAHUMY
3MiHaMW y TeKCTi MapKyBaHHS
YyNaKoBKM NiKapcbKoro 3aco6y. 3MiHu
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acoby. 3miHa
y MeTogax BunpobyBaHHsA roTOBOro
nikapcbKoro 3acoby (iHLi 3MiHW y
MeToAax BUNpobyBaHb (BK/IOUAKUM
3aMiHy ab0 AOMOBHEHHS)). 3amiHu
meTogis (3 MeTogy BEPX Ha meTop,
3BOPOTHO-(ha3oBoi BEPX i3
01yOpeCcUEHTHNM AeTEKTYBaHHSAM)
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

0151 NOKa3HWKIB |AeHTUYHICTD,
KinbkicHe BU3HaueHHs, YuctoTta
eniHedpuHy Yy 3B’A3Ky 3
TpaHcgepom BUPOOHULTBA Ha
AinbHuuto Nieppen C.n.A., ITania ta
OHOBJIEHHSIM BiZNOBIAHUX TECTIB B
MK$A. YuctoTa eniHedhpuH
CynbhOHOBA KMCNOTa 3aTBEPL)KEHO:
Ha Bunyck < 3,0 % (< 0, 41 mkr/mn);
Ha TepMiH npugaTHocTi < 22,0 % (<
2, 97 mkr/mn); YuctoTa eniHedpuH
cynboHoBa KucnoTa *:
3anpornoHoBaHo: Ha Bunyck* < 0,41
MKr/mn (A< 3,0 %) ; Ha TepMmiH
npuaaTHocTi *(< 2,97 mkr/mn (A<22,0
%); 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[OTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOroO Nikapcbkoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOTO NiKapPCbKOro
3aco06y (iHLWi 3MiHK y MeToAax
BMNPOGYBaHb (BK/IOYAYM 3aMiHy
abo oONOBHEHHS))
3aMiHn meTopiB |AeHTUYHICTDb (3
metogy BEPX, 14
cnekTpodoTomMeTpii Ha MmeTog BEPX
3 YO - getektyBaHHAM), KinbkicHe
BM3HAYeHHs (3 meTogy BEPX Ha
metog BEPX 3 Y —
[eTeKTyBaHHAM; BUTYYEHHS
anbTepHaTMBHOIO METOAY - MeTO,
TUTPYBaHHS), YnctoTa apTukaiHy
rigpoxnopug (3 metogy BEPX Ha
meTof BEPX 3 YO —
[eTeKTyBaHHAM) y 3B'A3KY 3
TpaHcgepom BUPOOHULTBA Ha
ainbHuuto Nieppen C.n.A., ITania Ta
OHOBJIEHHSIM BiZNOBIAHUX TECTIB B
MKSA (ans YmuctoTn apTukaiHoBol
KNCNOTU KpUTEPIT NPUAHATHOCTI
3a3HauyeHi Ti/IbKM B BiCOTKax),
YucroTa apTukaiHosa Kucniora:
3aTBEPMKEHO: Ha BUNyck < 0,3 % (<
100 mkr/M); Ha TepMiH MPUAATHOCTI
< 0,45 % (< 150 mkr/mn); Ynctota
apTukaiHoBa Kucsora*:
3anponoHoBaHo: Ha Bunyck* A < 0,3

% ; Ha TepMiH NnpuaaTtHocTi * A< 0,45
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

%;. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbKWii 3aci6.
KOHTpOsb roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro
3aco6y (iHWi 3mMiHK y MeToAax
BMNPO6YBaHb (BK/IOUAOUM 3aMiHy
abo AonoBHEHHS)). 3amiHa meToay
KiMIbKICHOTO BU3HAYEHHS HaTpito
CynbiTy Yy 3B’A3KY 3 TpaHchepom
BMPOGHMLTBA Ha AinbHuLo Mieppen
C.n.A., Itania Ta OHOBNEHHAM
BignosigHoro Tecty B MKA. [itoua
pepakuis: Assay of Sulfite Method
Automatic titration with u-
Platintitrode ( meToA 3BOPOTHOrO
TUTPYBaHHS), METOZ, TUTPYBaHHS
po34nHOM oy MponoHoBaHa
pegakuisi: Sodium sulphite Assay
Method: Automatic iodometric
titration. 3miHun | TUNYy - 3MiHK 3
AKOCTI. [O0TOBWIA Nikapcbkunii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
BCTaHOB/IEHNX Y cneundikauisx, nig,
yac BMPOOHMLTBA FOTOBOrO
niKkapcbKoro 3acoby (iHwi 3MiHun). Y
3B'A3KY 3i 3MiHOIO ANA
BMNpPoOyBaHHA y NpoLieci
BMPOGHMLTBA, a came nifg yac
cTepwnisauii KapTpuaxis, ge
BU3HAYEHHSA Yyacy KOB3aHHA cTtonepa
nig, chikcoBaHUM HaBaHTaKEHHAM
500 r 3aMiHEHO OL|iHKOIO CW/n
KOB3aHHSs1 CTaTUYHOI Ta AMHAMIYHOT B
HbOTOHaX. 3MiHY | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHN
y po3gaini "MapkyBaHHs" MeToziB
KOHTPOH0 SiKOCTi J13: 3aTBEpAKEHO:
TeKCT MapKyBaHHSA [O4a€TbCS.
3anponoHoBaHo: BignosigHo fo
3aTBEPKEHOTO TEKCTY MapKyBaHHS.
3MmiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3aco06y (iHwWi 3MiHN). OHOBNEHHSA
po3ainiB «30BHiLLHIA BUTNSA»,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

«lgeHTNYHICTb eniHedpuHy
(KonbopoBa peakuis)», «pH»,
«HeBnanmi yactkm», «TecT Ha
CTEPWU/ILHICTb», «BakTepiasbHi

€HIOTOKCUHMN" (3MiHN
dhopmyoBaHHA NOCUNAHHSA Ta
BW/IyYEHHS onucy BUNPO6YBaHb).

248.

YPODOCLIMH
®

fosfomycin

dhocchom
iLuHy
TpomeTa
mon

JO1XX

rpaHynv ans
opasibHOro
po34uHy, no 3,0
r,no8res
nakeTi-calue; no
1 nakeTty-caile B
nauuj i3 KapToHy

NAT
«Kunismep,
npenapat

»

YkpaiHa

MAT
«Kuismegnpenapa
™

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TNy - 3miHK
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
noceigYeHHs, BKoYaroun Mnax
ynpaeniHHA pu3viKkamu
(3acTocyBaHHA TEKCTY, AKWIA
NMOrOKEHNI 3 KOMMNETEHTHUM
opraHom). 3asaBHUKOM HaJaHo
OHOB/IEHUIA NNaH ynpaBiHHSA
pu3vkamm Bepcisa 2.0. 3MiHn
BHECEHO 0 YacTuH: | «3aranbHa
iHhopmaLis»

Il «Cneumndikauis 3 6e3nekun» - V
«3axoay 3 MiHiMi3auii puaukie» - VI
«Pe3tome nnaHy ynpasniHHA
pusnkamu» - VIl «logarku»
(mopatkm 1-8) y 3B’A3Ky 3
BUAANIEHHAM BaXK/IMBUX
iAEeHTU(IKOBAHNX PUSUKIB, BEXKIMBNX
NOTEHUIHNX PU3KKIB, & TaKOX
BUAANEHHS BiACYTHLOI iHdopmaLii
BiAnoBigHoO Ao BignosigHo fo HaRP
Assessment Report for fosfomycin, a
TakoX y 3B'A3Ky i3 3MiHOO hopmaTty
BiANoBiAgHO Ao Bumor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU
— in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines).
Pestome nnaHy ynpasniHHA
pv3vKamun 10Aa€eTbCs.

3a
peyerimom

UA/15454/01/01

249,

YPCOBAN®

Ursodeoxy
cholic acid

ypcogeo
KCuxorsie
Ba

KucnoTa

AO5A
A02,
AO5B

Kancynu no 250
Mmr, no 10 kancyn
y 6nicTepi, no 5
a6o 10

TOB
"BAJIAPTI
H
PAPMA"

YkpaiHa

TOB "BANTAPTIH
PAPMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiinHnx

martepianis: 3MiHu | TUNy - 3MiHK 3

AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHM Yy BUPO6GHMUTBI. 3MiHa po3mipy

3a
peyerimom

UA/20824/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
6nictepiB y cepii (BkNOYatouy fianasoH po3mipy
naJui 3 KapToHy cepii) roToBOro nikapcbLKoro 3acoby
(36inbleHHs Ao 10 pasiB NOpiBHAHO
i3 3aTBEpPKEHUM PO3MIPOM)
BBefeHHA 104aTKOBOIO
36iMbLLEHOr0 PO3MIpy Cepii roTOBOro
nikapcbKoro 3acoby. 3aTBepaxeHo:
3.2.P.3.2. Cknag Ha cepito
TeopeTnyHuii 06’'eM cepii ckiagae
5,0 kr a6o 15,15 Tuc kancyn, abo
303 yn Ne5, a6o 151 yn NelO.
3anponoHoBaHo: TeopeTnyHuii
06’eM cepii cknagae 5,0 kr abo
15,15 Tuc kancyn, a6o 303 yn Ne5,
a6o 151 yn Nel0;
TeopeTnyHuii 06’'eM cepii ckiagae
25,0 kr abo 75,757 Tuc. kancyn, abo
1515 yn. Ne 5, a6o 757 yn. Ne 10.
250. | ®APIAAMIH Benzydam | 6eH3unga | AO1A cnpeii gns CninbHe YkpaiHa CninbHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHmx 6e3 nionsie | UA/20395/01/01
ine MiHYy D02 poToBOT YKparHCbK YKparHCbKO- marepianis: 3miHu | Tuny - peyenma ae
rigpoxno MOPOXHWHW 3i o- icnaHcbke AAMiIHICTpaTUBHI 3MiHW. 3MiHa
pua CMakoM M'ATu icnaHcbke nignpPUeEMCTBO HaliMeHyBaHHs Ta/abo agpecu Micus
1,5 mr/mn; no 30 | nignpuemc "Cnepko Ykpaina" NPOBaKEHHS AiSNIbHOCTI
MmNy TBO (MoBHwUiA umkn BVPOGHMKa/imnopTepa rotoBoro
nonieTnaeHoBoM "Cnepko BMPOGHMLITBA, NiKapcbKoro 3acoby, BKIHOHa0Um
Y KOHTeHepi 3 Ykpaina" BWNYCK Cepil; AinbHUUI BUNYCKY cepii abo micue

KpULLKOKO B
KOMNeKTi 3
NPUCTPOEM ANS
pO3NUOBaHHSA Y
naJi 3 KapToHy
a6o no 30 mn,
abo 35mny
nonieTuIeHoBOM
Y KOHTeHepi 3
KpULLIKOIO Ta
KOBMa4koM B
KOMMNEKTi 3
NPUCTPOEM ANS
pO3MUIOBaHHSA Y
naJui 3 KapToHy

KoHTponb skocTi)

NpoBeAeHHS KOHTPOJO AKOCTI.
(BisnbHICTB, 3a SKy Bignosifae
BMPOGHUK/iIMNIOPTEp, BKIOYAOYN
BWMYCK Cepiii) -3miHa agpecu micus
npoBapKeHHs BUPo6HMKa 13
CninbHe yKpaiHCbKO-icnaHCcbke
nignprvemMcTBo "Cnepko YkpaiHa"y
po3aini 3.2.P.3.1. BUPO6HUK(M), Y
3B'A3KY 3 BiJOKPEMIEHHAM
BMPOGHMYOro KOpMycy Bif pewTu
6yaisesnb 3 AOAAaHHAM A404AaTKOBOT
nitepu, To6T0 6€3 TEPUTOPIANILHOIO
nepemilleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, By. 600-
pivus, 25) Ha (21027, YkpaiHa, M.
BiHHMLA, Byn. 600-pivus, 25-0).
Bupo6HMya AinbHuLA Ta BC
BMPOGHMYI onepaLiii 3amLwaTbes
He3MiHH1MW. 3MiHN BHECEHO B
IHCTPYKLiO ANA Megu4HOoro
3aCcTOCYBaHHS NikapCbKOro 3acoby y
po3ain «Micue3HaxomKeHHs
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
BMPOOHYMKa Ta agpeca Micus
NPOBaXEHHS MOr0 AiSNIbHOCTI»;
Bi4NOBiAHI 3MiHWN BHECEHI B TEKCT
MapKyBaHHS YNakoBKW NiKapcbkoro
3aco6y. TepMiH BBEAEHHS 3MiH
npotsArom 6 micsAuis nicns
3aTBEPAKEHHS.
251. | ®APIAAMIH Benzydam | 6eH3uga | AO1A cnpeii gns CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnx 6e3 nionse | UA/20396/01/01
ine MiHYy D02 poToBOi YKpaiHCbK YKpaiHCbKO- marepianis: 3miHu | Tuny - peyenma ae
rigpoxno NMOPOXHWUHW 3i o- icnaHcbke AMIHICTpaTVBHI 3MiHW. 3MiHa
pua CMaKoM JIMMOHa icnaHcbke nignpMeEMCTBO HalilmeHyBaHHs Ta/abo agpecu micud
1,5 mr/mn; no 30 | nignpuemc "Cnepko YkpaiHa" NPOBaPKEHHS AiSNIbHOCTI
MmNy TBO (MoBHUIA UMKN BUPOGHMKa/iMnopTepa rotoBoro
nosieTuIeHoBOM "Cnepko BMPOOHMLTBA, nikapcbKoro 3acoby, BKIYaum
Y KOHTelHepi 3 YkpaiHa" BWNYCK Cepil; AinbHUUI BUNYCKy cepii abo micue
KpYILLKOIO B KoHTponb skocTi) NpoBeAEeHHS KOHTPO/O AKOCTI.
KOMMNEKTi 3 (aisnbHiCTb, 3a AKy Bignosigae
NPUCTPOEM ANS BMPOGHUK/iIMNIOpPTEp, BKIOYaYM
PO3NW/IOBaHHA y BUMYCK Cepiii) - 3MiHa agpecu micus
nauuj 3 KapToHy npoBagxeHHs BupobHuka M3
a6o no 30 mn, CninbHe yKpaiHCbKO-icnaHcbke
abo 35mny nignpruemcTso "Cnepko YkpaiHa"y
nonieTnieHoBom po3gaini 3.2.P.3.1. Bupo6Huk(n), y
Y KOHTelHepi 3 3B'A3KY 3 BiJOKPEM/IEHHAM
KpULLIKOIO Ta BMPOGHNYOro KOpMycy Big, peLuTn
KOBMaykoM B 6yaisenb 3 AofaHHAM A0AaTKOBOT
KOMMEKTi 3 nitepu, To6TO 6€3 TEpUTOpIasIbHOTO
NPUCTPOEM A/1A nepemillleHHs, a came 3 (21027,
po3nutoBaHHA y YkpaiHa, M. BiHHuus, Byn. 600-
nauuj 3 KapToHy pivus, 25) Ha (21027, YkpaiHa, M.
BiHHMUA, ByN. 600-pivus, 25-1).
Bupo6Huya ginbHuuA Ta BCi
BMPOGHWYI onepaviii 3aMLwaTbes
He3MiHHMMK. 3MiHN BHECEHO B
IHCTPYKLi0 415 MegnyHOro
3acTOCyBaHHS NikapcbKoro 3acoby y
po3ain «Micue3Haxo4KeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaXEHHS Or0 AisIbHOCTI»;
Bi4NOBiAHI 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBKU NiKapcbkoro
3aco6y. TepmiH BBEAEHHS 3MiH
npoTsrom 6 micsuis nicns
3aTBEPLKEHHS.
252. | ®ACTEHAN ketoprofen | ketonpo | MO1A NnopoLUoK AN YAB NuTtoBCb Cnewn ITania BHECEHHS 3MiH [j0 peecTpaLiiHmx 3a UA/19536/01/01
oeHy EO3 Opa/IbHOTO "MPA" Ka MPOJAKTC martepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
Ni3nHOB po34unHy no 80 Pecny6n JNIAVH C.N.A. sKocTi. CepTudikat
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
a cifb mr, no 30 ika BignosigHocTI/lE-cepTudpikar
[BOPO3AiNbHUX BiANOBIAHOCTI E€BpONENChKilt
cawey thapmakonei/moHorpadii. NMogaHHA
KapTOHHiiA HOBOro abo OHOB/IEHOTO
Kopobui cepTugikaTa BignoBigHOCTI a6o

BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei: gns A®l; ana

BUXiAHOTO
matepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHU (cepTudikat
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBeppKeHoro
BMPOGHMWKA - MOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponelicbkit hapmakonei R1-CEP
2017-215-Rev 01 (3aTBEPAXKEHO:
RO- CEP -2017-215-Rev 00) gns
BMXIZHOro MaTepiany KeTonpodgeHy,

LLIO BUKOPUCTOBYHOTLCS Y

BMPOGHMLTBI APl Bif yxe

3aTBepKeHoro Bupo6Hvka Midas
Pharma GmbH /Egis
Pharmaceuticals PLC. 3minu | Tuny -
3MiHu 3 aKocTi. CepTudiikaT
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHA

HOBOro abo OHOBJIEHOrO

cepTtudikaTa BignosigHocTi abo

BW/yYEeHHS cepTudikaTa
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei: gns A®l; ans

BUXiAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif Y)Xe 3aTBepaKeHoro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei CEP
2017-194-Rev 03 (3atBepmkeHo: RO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

- CEP 2017-194-Rev 01) gns
BMXIZAHOrO MaTepiany KeTonpodeHy,
LLIO BUKOPUCTOBYHOTLCA Y
BMPOGHULTBI Al Big yxe
3aTBEPAKEHOro BUpobHuka Dong
Bang Future Tech & Life Co., Ltd.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiii
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignoBigHocTi abo
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BUXigHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiichbkili
chapmaxkonei) - OHOBNEHWIA
cepTuduikaT Bif ye 3aTBepXEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkini hapmakonei CEP
2003-136-Rev 08 (3atBepaxeHo: R1
- CEP 2017-194-Rev 07) gns
BMXiQHOrO Marepiany ketonpodeHy,
LLIO BUKOPUCTOBYHOTLCA Y
BMPOGHULTBI APl Bif yxe
3aTBEpAXEHOro BMpobHuka Zhejiang
Jiuzhou Pharmaceutical Co., Ltd.

253.

®EPBEKC
ans

JIOPOC/INX
BE3 LYKPY

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauet
amorn,
kucnora
ackopbiH
oBa
(BiTamiH
Q),
cheHipam
iHy
manear

NO2B
ES51

MOPOLLIOK A5
opasibHOro
pO34unHy; no 8
cawle 3
MOPOLLKOM Y
KapTOHHIlA
Kopobui

YMNCA
CAC

®paHuisa

YMNCA CAC

®paHuis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TUny - 3MiHK 3
AKocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoONechbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONENchbkili
thapmakonei: gns A®l; ans
BUXIAHOTO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y

6e3
peyenma

UA/5441/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢opma,
ynakosKa)

3asBHUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uka

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Homep
peecmpayitiHo
20
nocsioYeHHs

BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif y)Xe 3aTBepaKeHoro
BMPOOHYKa. [MofaHHA OHOBIEHOTO
cepTudikaTa BignNoBigHOCTI
€Bponeiicbkiii hapmakonei CEP
2000-124-Rev 12 (3aTBEpOXEHWIA:
R1-CEP 2000-124-Rev 11) ana Adl
napaueTamony Big yxe
3arBepxeHoro BupobHnka ANQIU
LU AN PHARMACEUTICAL CO.,
LTD., China.

254,

®EPBEKC
ons
LOPOC/INX
3
MANNHOBU
M CMAKOM

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauer
amon,
kucnota
ackopb6iH
0Ba,
theHipam
iHy
maneart

NO02B
E51

NOPOLLIOK ANSA
opasibHOro
po3uunHy; 8 calle
Y KapTOHHii
Kopobui

YMNCA
CAC

®paHuisa

YMNCA CAC

®paHuisa

BHECEHHS 3MiH [0 peecTpaviinHmx
mMartepianis: 3miHu | TUny - 3MiHK 3
aKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO
cepTudikaTa BignoBigHoOCTI abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gna A®l; ans
BMXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpoNneiichbkili
thapmakoner) - OHOBMEHWIA
cepTuduikaT Bif y)Xe 3aTBepXEHOro
BMPOGHMKa - MoAaHHA OHOBIEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei CEP
2000-124-Rev 12 (3aTBEPAXEHMWIA:
R1-CEP 2000-124-Rev 11) gnsa Adl
napaueTamony Bif, yxe
3aTBepAxeHoro BupobHuka ANQIU
LU’ AN PHARMACEUTICAL CO.,
LTD., China

6e3
peyenma

UA/3128/01/01

255.

DIATIKN
TPABA

hiankm
TpaBa

(Herba
Violae)

RO5C

TpaBano 50ry
naykax 3
BHYTPILLHIM
nakeTom; no 1,5
ry qinbtp-

MpAT
dapmaves
TUYHA
thabpuka
"Biona"

YKpaiHa

MpAT
PapmaueBTUYHA
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx

marepianis: 3miHu | Tuny - 3miHn

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHun)
OHOB/EHO TEKCT MapKyBaHHSA

6e3
peuyenma

UA/2269/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
naketi, no 20 NepBUHHOI Ta BTOPUHHOT YNaKkoBKu
pinbTp-nakeTis nikapcbkoro 3acoby (eCTD Bepcis
y nauui 0000). BBegeHHs 3MiH NpoTsArom 6-
TW MicALIB NicAs 3aTBEPIKEHHS
256. | ®NIEPTIC edaravone | egapaBo | NO7X PO34unH NN AT YKpaiHa AT "®dapmak" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx 3a UA/19847/02/01
H X14 iHcpysiid, 0,3 "®apmak” marepianis: 3miHu Il Tuny - 3miHun 3 peyenmom
mr/mn; no 100 AKOCTi. A®I. (iHLLi 3MiHW1) OHOBJIEHHSA
MA B donakoHax Bepcii DMF - Big Bepcii
CKMSAHMX; no 1 Solara/Edaravone/US/
donakoHy y nauui OP/002/November 2021 no Bepcii
Solara/Edaravone/OPDMF
(RW)/002/November 2025 ana A®I
EpnapaBoH BMpo6HMKa Solara Active
Pharma Sciences Limited, IHgis.
257. | ®NNYKCEH® fluoxetine donyokce | NO6A Kancynu no 20 NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHmx 3a UA/1084/01/01
TUHY B03 mr, no 10 kancyn | "KuiBmegn "Knismegnpenapa mMartepianis: 3miHu | TUNY - 3MiHK peyenmom
rigpoxno y 6nicTepi; no 1 penapat" T o0 6e3nekn/edyeKTMBHOCTI Ta
pva, abo 3 6nictepu thapmakoHarnagy. BHeceHHs abo
B nauLii 3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAadi peectpauiinHoro
nocBigyeHHs, Bkovatoun Mnax
ynpasniHHA pu3vikamu
(3acTocyBaHHs TEKCTY, AKWi
MOrOKEHNI 3 KOMNETEHTHUM
opraHom) 3asiBHMKOM HafaHo
OHOB/IEHUI MnaH ynpaBniHHA
pusmkamm Bepcisa 2.0. 3MiHu
BHECEHO [0 YacTuH: | «3aranbHa
iHdhopmauis», 1l «Crneundikais 3
6e3nekm», Il «MnaH 3
thapmakoHarnsgy», V «3axoau 3
MiHiMi3aLji pusukiB», VI «Pe3tome
naaHy ynpassiHHA pusmkamm», VIl
«[lopatkn» y 3B’s13Ky 3 OHOB/IEHHSAM
nepeniky npobnem 3 6e3nekn Ha
nigcTasi OHOB/IEHOT iHdhopmauii 3
6e3neku, Tay 3B°A3Ky 3 OHOB/IEHHAM
dopmaty NYyPa BignosigHoO
pekomeHpauii Guidance on the
format of the risk management plan
in the EU - in integrated format (Rev.
2.0.1)
258. | ®OPEKOKC Rifampicin | pudamni | JO4A Tabnetku, BKpUTi | Makneopac IHAjisA Makneopc IHAis BHECEHHS 3MiH 10 peecTpaLiiHnX 3a He UA/7796/01/01
TPEK , LWH, MO06 060/10HKOIO; MO dapmach dapmacbloThKanc martepianis: 3miHu | TUny - 3MiHn peuyenmom niosnsie
pyrazinami | nipasviH 6 TabneTok y toTrKanc Nimitepn Loao 6e3nekn/edyeKTUBHOCTI Ta ae
de, amig, cTpuni, no 10 Nimiten thapmakoHarnsgy. 3MiHa y KopoTkiii
ethambuto | etambyT cTpunis y XapaKTepuCTULLi NiKapCbKoro 3acooby,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
| and ony KapTOHHiiA TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
isoniazid rigpoxno Kopobui; no 28 Me[MYHOro 3aCToCcyBaHHA Ha
pva, TabneTok y nifcTasi perynsipHo OHOB/IHOBAHOTO
i30Hia3un 6nictepi, no 24 3BiTy 3 6e3Mekun NiKapcbKoro 3acooby,
a 6nictepn y ab0o gocnimkeHb 3 6e3neku
KapTOHHI 3aCTOCyBaHHS NikapCbKoro 3acoby B
KopoobLi nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
[ocniKeHb, NPoBeAeHNX
Bi4NOBIAHO A0 NnaHy negiatpudHmnx
pocnigmkens (PIP) (3MiHy y3rogxeHo
3 KOMMETEHTHNM YMOBHOB&XKEHNM
opraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyji" BigNoBigHO A0
OHOB/1EHOI iHGhopMaLii 3 6e3nekn
Ait04OT peYOBUHW. IHCTPYKUIS ANns
MeAMYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby (eCTD Bepcis
0005) pekomeHgoBaHa A0
3aTBEpPAXEHHA BBeaeHHS 3MiH
NpOTArom 6-Tv MicsILiB 3 faTu
3aTBEPKEHHS.
259. | ®PIBEN® Fenoterol inpatpo RO3A pO34MH Ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/18875/01/01
KOMBI and nito LO1 iHransuji; no 4 "papmak” mMatepianis: 3miHu Il Tuny - 3MiHu 3 peuenmom
HEBYINA ipratropiu 6powmig, M B Hebyni; no akocTi. A®I. (iHLWi 3MiHW) OHOBMIEHHSA
m bromide | dheHoTe 10 a6o 20 Hebyn DMF Ha gjtouy peyvoBuHy
pony y nauuj $eHoTEepoNy rigpobpomia Big
rigpo6p 3aTBEPKEHOr0 BUPOOHMKA
omig, Lusochimica SpA, Itanis
(3aTBepaxeHo: DMF Version 01
October 2022, 3anponoHOBaHo:
DMF Version 02/ July 2024)
260. | XAONMIMA adalimum apanimy | LO4AB | po3uvH ons CAMCYHTI | Pecny6n | Bupo6HuuTBO 13 | Benbria/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/20533/01/01
ab mab 04 iH'ekujn, 40 BIOEMIC iKa y nonepeaHLo Cnonyuy marepianis: 3miHu | Tuny - 3miHn peyenmom nionsi2
mr/0,8 mn; no KO., NTA. Kopes HarnoBHEHOMY eHi Loao 6e3nekn/edyeKTMBHOCTI Ta ae
0,8 mny 0fiHOpa3oBoOMYy Wratu hapmakoHarnsgy. 3mMiHu y KopoTkili
nonepegHsL0 wnpuui 3i ckna AMepUK | XxapakTepucTuui flikapcbKoro 3acoby,
HarnoBHEHOMY TUny | 3 ronkoto 3 " TEKCTi MapKyBaHHS Ta iHCTPYKUiT fns
0 HOpPa30BOMY HepXasitouoi (CwA)/ MeAMYHOro 3aCTOCYBaHHS
Lwnpuui 3i ckna cTaUi, KoBNa4ykom IpnaHgis | reHepuyHUX/TiIGPUMAHMX/6IONOAIGHMX
T™ny | 3 rofkoo rOSIKM 3 )XOPCTKOO / NiKapCbKyx 3aco6iB MiCNsi BHECEHHSA
3 HepXxasitoyoi 060/I0HKOI Ta Higepna Tiei camoi 3MiHV Ha pedhepeHTHWA
cTani, TYMOBUM HAY npenapar (3miHa He noTpebye
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
KOBMaYKoM yLlifibHIOBaYEM; Ha/laHHS XXOAHUX HOBUX AOAATKOBUX
rofiku 3 KOHTPO/b AKOCTI AaHnx) 3MiHU BHECEHO [0 IHCTpyKLi
XXOPCTKOI0 npv BUMyCKy cepii ANA MeANYHOr0 3aCTOCYBaHHS
060/10HKOI0 Ta 3a rnokasHuKammn niKkapcbkoro 3acoby A0 po3ainis
rymoBum «CTepubHICTb» "B3aemogis 3 iHWMMK NiKapCbKumu
yLiNbHIOBAYEM; Ta 3acob6amu Ta iHWi BuAn B3aemMogiin”,
no 2 «EHA0TOKCUHN»: "Oco611MBOCTI 3aCTOCYBaHHSA",
nonepeaHs0 KaTtaneHt "Mo6ivHI peakuii” BigNOBIgHO A0
HarnoBHEHNX Benbpxiym, iHchbopmawii pedhepeHTHOro
0HOPa30BMUX Benbrist; KOHTpONb nikapcbkoro 3acoby (HUMIRA 40
Lnpuum 3 AKOCTI Npun mg/0.8 mL prefilled syringe)
3axMcHUMM BWMYCKY Cepii 3a
Kopnycamu, BCiMa
yrnopamu gns noKasHukamm,
nanbuda Ta OKpiM MOKa3HuKa
LUITOKaMM «CTepUNbHICTbY;
NOpLUHSA B KOHTPO/b AKOCTI
CTaHAapTHoO- npv BUBYEHHI
€KCMOpTHIl cTabinbHOCTI 3a
ynakosLii B BCiMa
KapTOHHIi MOKa3HNKaMu:
Kopo6Li abo no €BpodoiHC
2 nonepeaHbLO NaHkacTep

HarnoBHEHi
0 HOPa30Bi
pyyKM, Lo
MICTATb
nonepegHL0
HarnoBHeHi
0HOpAa30oBi
LInpuLK, B
CTaHAapTHO-
€KCMOPpTHIN
ynakosL|i B
KapTOHHIiiA
Kopobui

Na6opaTtopis, IHK,
CnonyuyeHi Wratn
Awmepukn (CLUA);
KOHTPO/b SIKOCTI
npw BUNycky cepii
3a BCiMa
noKasH1Kamu,
OKpPIM NOKa3HWUKIB
«CTepW/bHICTb»
Ta
«EHOOTOKCUHWY;
KOHTPO/b AKOCTI
NPy BUBYEHHI
cTabinbHOCTI 3a
BCiMa
noKasH1Kamu,
OKpPiM NOKa3HWUKIB
«CTepu/bHICTb»
Ta
«EHA0TOKCUHW»:
nna
[esenonmeHT
AlieneHp Niviten,
IpnaHgjs;
KOHTPO/Ib SIKOCTi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
Npu BUBYEHHI
cTabinbLHOCTI 3a
nokasHukamm
«CTepu/bHICTb»
Ta
«EHOO0TOKCUHN»:
Yapnb3 Pisep
NabopaTtopi3
Alienenp Niviteg,
IpnaHgis;
BTOPVHHE
nakyBaHHS:
dapmayeyTidi
dopmeHTi C.N.A.,
ITanis; Bunyck
cepii: CamcyHr
Bioenic HN B.B.,
Higepnanamn
261. | XMENO - LUINLLIOK - EKCTPaKT piakuii MAT YkpaiHa | MAT "Tanuudapm” | YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHmx - UA/12525/01/01
LUNLLIOK XMento (cybeTaHuis) B "Tannuda marepianis: 3miHu | Tuny - 3miHK 3
EKCTPAKT eKCTpaKT 60ouykax pm" akocTi. A®l. Cuctema
PIOKNIA piakuii noniMepHux ans KOHTeliHep/3akKynopoBasibHWiA 3aci6.
(Flos BMPOGHULTBA 3MiHn napameTpiB cneuudikawlii
Lupuli) HeCcTepWIbHUX Ta/abo fonyCTUMUX MEX,
niKkapcbknx 3a3HauveHux y cneundikadisx, ons
chopm 6e3nocepeHbOi ynakoBku A®| (iHwwi

3MiHM). CynyTHS 3MiHa - 3MiHU 3
akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6.
3miHa B MeToAax BUNpobyBaHHs
6e3nocepeHbOi ynakoBkn AP (iHLui
3MiHV B MeTOAax BUNpobyBaHHA
(BKtOvatoum 3amiHy abo
[OMNOBHEHHS)) - BHECEHHS 3MiH Y
peecTpavuiiiHe gocbe XMEJTHO
LUNLIOK EKCTPAKT PIAKUIA,
EKCTPaKT pifgkuii (cybeTaHuis), y
Po3gin 3.2.S.6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6,
noB’A3aHe 3: - BUyYeHHSIM Ha3BK
BMPOGHMKa 6OYOK NONIMEPHUX, AKWIA
BX€ He BUKOPUCTOBYETLCS A/1A
hacyBaHHAa APl XMEHO WWNLLOK
EKCTPAKT PIAKWI, ekcTpakT
pigkuii (cybcTaHuis), a came
BMPOGHMKA «3aB0of TapHUX
n3genuine, Pocist; - BUNy4YeHHsM 3
po3ainy «YnakoBka» MK
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
(hiKCOBAHOr0 3Ha4YEeHHA Macu
cybcTaHUii y 604 3 MmeTol
YHUKHEHHS BIAXM/IEHb CMIPUYNHEHNX
BapiaTUBHICTIO BUKOPUCTaHHSA 6040K
noniMepHUX Pi3HOro HoMiHasy. -
akTyavtizauieto cneumdikauii Ta
MeToZiB KOHTPOst0 604OK
noNiMepPHUX 3 KpULLKaMu, a came: -
[04aH0 NokasHuKK "laeHTudikayis”,
"Mikpob6ionoriyHa yncrtora" Ta
«Martepian 604K/ Ta KPULLKU»; -
nokasHuky "HomiHanibHa MICTKIiCTb"
aKTyaJsli3oBaHO po3mipy 6040K
noniMepHX; - BHECEHO 3MiHN Y
nokKasHuK “"30BHILLHIA BUrIag" -
BWU/yYeHO iHdhopmMaLito npo
HasIBHICTb Ha 30BHILLHil/i NOBEPXHI
[Ha 604YKM TOBApPHOTO 3HaKY
BMPO6HUKa, flofaHo iHhopmaLito
NPO KPWLLKW; - BUTYHYEHO NMOKa3HUK
"CTiliKicTb [0 Ail BOAHO-MUNBHNX
PO34MHIB"; ¥ NOKa3HUKY
«HomiHanbHa MiCTKICTb»
aKTyasli30BaHO po3mipy 6040K
noniMepHuX 3 Kpuikamu. Matepian
6040K NOMIMEPHWMX 3 KPULLIKaMK
3aUIMWAETLCA HE3MIHHUM -
nonietTuneH H13bkoro Tucky (HDPE).

262. | XONEAlyC - Chelidon - pO34nH TOB YkpaiHa MpAT "Bionik" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx 6e3 UA/9107/01/01
ium opanbHuii no 25 | "YkpaiHcbk marepianis: 3miHu | TRy - 3MiHK 3 peyenma
majus My prakoHi 3 a AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.

(Chelido npo6Koto- hapmaues KOHTpPO/Ib FOTOBOrO NiKapcbkoro
nium) KpanesnbHuLElo; THYHa 3ac006y (iHLWi 3MiHN) OHOBJIEHHS BXeE
D3, no 1 cpnakoHy B KoMnaHisn" 3aTBEPLKEHNX METOAIB KOHTPOIO
Silybum naJui 3 KapToHy sAKocTi 13, a came BUKIAAEHHS
marianu TEKCTY AAep>XaBHOI MOBOIO 3rigHO
m CY4aCHMX BUMOT. TakoX BHECEHHS
(Carduu KOPEKTOPCbKUX MPaBOK MO TEKCTY
s MKSA N3.

marianu

s) D3,

Berberis

vulgaris

(Berberi

s) D3,

Podophy

llum

peltatum
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
(Podoph
yllum)
D6
263. | XOPIOMOH Chorionic XopioHiy | GO3G NOpoLLOK Ta IBCA Lseiiua BTOPVHHE LlBeiiua BHECEHHS 3MiH [J0 peecTpaLiitHmx 3a UA/19396/01/01
gonadotro | Hwuii AO1 PO3YMHHKK AN IHCTUTYT pis nakyBaHHs, pis/ marepianis: 3miHu | Tuny - 3miHn peyenmom
phin roHagot po3unHy ons Bioximik KOHTPO/b AKOCTI ITania Loao 6e3nekn/edeKTMBHOCTI Ta
poniH iH'eku;jin, 5000 CA Ta BMNyCK cepil: hapmakoHarnagy (iHwi 3MiHu).
noanHn MO/mn; no 1 IBCA IHCTUTYT 3MiHN BHECEHO B TEKCT MapKyBaHHS
(Xrn CK/ISIHOMY Bioximik CA, BTOPUHHOI YMaKoBKMW NiKapCbKOro
onakoHy 3 LLIBeiiuapis; 3aco0by, a TakoX [04aHO TEKCT
MOPOLLKOM Yy BMPOGHMLTBO, MapKyBaHHs1 NePBUHHOI YNaKkoBKK
KOMMEKTi 3 nepBrHHE Ta nikapcbkoro 3acoby A1 dpnakoHa Ta
PO34YNHHNKOM BTOPWHHE AnA amnynu. BBegeHHs 3MiH
(HaTpito xnopug, nakysaHHs: IBCA NpoOTArom 6-Tm MicALIB nicns
0,9%)nolmnB IHCTUTYT Bioximik 3aTBEPMAKEHHS.
amnyniy CA, Weeiiyapis;
KapTOHHIW BMPOBHULITBO
Kopobui po3unHHuKa: IBCA
dapmaLeyTuLi
ITania cpn, ITanis;
BMPOGHMLTBO
PO3YMHHYKA:
3amboH C.M.A.,
ITanis
264. | LE®ENIM cefepime uecpenim | JOIDE | nopowok ons [xeHoha Benuvka HCIC Xebeit Kutaii BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a UA/16854/01/01
y 01 PO3YuHy Ans pm Jitg, BputaHi XyamiH marepianis: 3miHu | TUny - 3miHK 3 peyenmom
rigpoxno iHexuiii, no 500 a dapmacbioTikan AKoCTi. [O0TOBWIA Nikapcbkuii 3aci6.
pua Mmr, no 1 a6o no Komnasi imiteq KOHTpO/Ib rOTOBOrO NiKapcbkoro
5a6o no 10 3acoby. 3miHa y meTogax
oNakoHiB 3 BMNPOOYBaHHSA rOTOBOrO MiKapCbKoro
NOPOLLKOM Y 3acoby (He3HayHa 3miHa y
KapTOHHI 3aTBepKeHNX MeTogax
Kopoobui BMNPOOYBaHHSA) po3aiNeHHs
MeToauK «KinbkicHe BU3HAYEHHs» Ta
«Op[HOPIAHICTb [030BaHUX
OfMHMLIb» 3 3aMIHO0 OCTaHHbLOIO 3
NpsIMOro MeToAy Ha po3paxyHKOBO-
BaroBuii metod. B metoanky
«KinbkKicHe BU3HaYEHHs» BHECEHO
He3HauHi 3MiHM Yy BiANOBIAHOCTI A0
MoHorpadii «Llecbenim gns iH'ekyin»
dapm. CLLA
265. | UE®ENIM cefepime uedenim | JOIDE | nopowlok ans [hxeHoba Benuka HCMC Xe6eli KuTaii BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/16854/01/02
y 01 PO34urHy ANns pm 1Tq, BpwuTaHi XyamiH martepianis: 3miHu | TUny - 3MiHK 3 peuyenmom
rigpoxno iH exuili, no a dapmacbioTikan AKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
pua 1000 mr, no 1 KomnaHi flimiteq KOHTpOsb roToBOro fikapcbKoro

a6o no 5 abo no

3acoby. 3miHa y MeTogax
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
10 chnakoHis 3 BMNPO6YBaHHSA rOTOBOrO NiKapCbKoro
NOPOLLKOM Y 3acoby (He3HayHa 3miHa y
KapTOHHIi 3aTBEPMXEHNX MeTogax
KopoobLi BUNPOOYBaHHSA) pO3aiNeHHs
MeToauK «KinbKicHe BU3HaYeHHs» Ta
«OHOPIgHICTb 4030BaHNX
OMHMLIb» 3 3aMiHO0 OCTaHHbLOrO 3
NpsSIMOro MeToAy Ha po3paxyHKOBO-
Barosuii metog. B metoanky
«KinbkicHe BU3HaYEHHS» BHECEHO
He3HauHi 3MiHW Yy BiANOBIAHOCTI [0
MoHorpadii «Lledpenim gns iH'exuivi»
Papm. CLUA
266. | LE®ENIM cefepime uedenim - MOPOLLIOK AN [xeHoba Benuka HCIC Xebeit Kutai BHECEHHS 3MiH [0 peecTpaLinHnx - UA/16853/01/01
y po3unHy Ans pm N14 BputaHi XyamiH marepianis: 3miHu | TUny - 3MiHK 3
rigpoxno iH exuili, no 500 a dapmachbioTikan AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
pua mr; in bulk: no KomnaHi flimiteq KOHTpOsb roToBOro fikapcbKoro
10 chnakoHiB 3 3acoby. 3miHa y meToaax
NOPOLLKOM B BMNPOBYBaHHS roTOBOrO NiKapCcbKoro
KapTOHHIW 3acoby (Hes3HayHa 3miHa y
Kopobui 3aTBEPMKEHUX MeTogax
BUNPOBYBaHHS) PO34iNeHHS
MeToauK «KinbkicHe BU3HauYeHHs» Ta
«OHOpIgHICTb 4030BaHNX
OMHMLIb» 3 3aMiHO0 OCTaHHbLOrO 3
NpsiMOro MeToAy Ha po3paxyHKOBO-
Barosuii metog. B metoanky
«KinbkicHe BU3HaYEHHS» BHECEHO
He3HauHi 3MiHu y BiANOBIAHOCTI [0
MoHorpadii «Lledpenim ans iH'exuivi»
Papm. CLLUA
267. | UE®ENIM cefepime uedenim - MOPOLLIOK A5 [xeHoba Benuka HCIC Xebeit Kutai BHECEHHS 3MiH 40 peecTpaLinHnx - UA/16853/01/02
y pO34uHy AN pm 1Tg, BpuTaHi XyamiH martepianis: 3MiHu | TUNy - 3MiHK 3
rigpoxno iH exuili, no i dapmachboTikan AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
pua 1000 wr; in bulk: KomnaHi flimiteq KOHTpOsb roToBOro fikapcbKoro

no 10 donakoHiB
3 MOPOLLKOM B
KapTOHHI
Kopoobui

3acoby. 3miHa y meToaax
BMNPOBYBaHHS roTOBOrO NiKapCcbKOro
3acoby (Hes3HayHa 3miHa y
3aTBEPMKEHNX MEeToAaxX
BUNPOBYBaHHS) PO34iNEHHS
MeToauK «KinbkicHe BU3HaUYeHHs» Ta
«OpfHOPIAHICTL O30BaAHUX
OAMHULIb» 3 3aMiHOK OCTaHHLOTO 3
npsIMOro MeToAy Ha po3paxyHKOBO-
Barosuii metog. B metoanky
«KinbkicHe BU3HAYEHHS» BHECEHO
He3HauHi 3MiHW y BiANOBIAHOCTI [0
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)
MoHorpadii «Lledpenim ans iH'exwivi»
Papm. CLLA
268. | LUMEBEH® ganciclovir | raHunkn | JO5AB | niodpinizaT ans YENNA®A | Himeuyun Brpo6HMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpaviiniHmx 3a UA/10598/01/01
oBip (y 06 pO34unHy ans PM Ha Hepo3acoBaHoi LlBeiiua mMartepianis: 3miHu | TUNY - 3MiHK peuenmom
BUrIAA iHchysii no 500 ApuHaimiT npoaykujii, pis/ oo 6e3snekn/edeKTMBHOCTI Ta
raHuyKn mr; 1 donakoH 3 Tenb nepBuHHe Himeyum thapmakoHarnsgy. BeefeHHs abo
oBipy niogpinizatom y 6X nakyBaHHs1, Ha 3MiHW [0 y3aras/ibHeHVX JaHuX Npo
HaTpieBO KapTOHHIW BMNPOGYBaHHS cuctemy thapmakoHarnsgy
1 coni) Kopobui KOHTPOJII0 SIKOCTI: (BBEAEHHSA y3araslbHEHUX AaHKX Npo
BCNM cuctemy hapmakoHarnsgy, amiHa
dapmacbloTikans yMOBHOBaXeHOT 0cobwm,
C.n.A., ITanis; BigNoBiga/IbHOI 3a 34iACHEHHSI
Bangedapm, hapMakoHarnsay; KOHTakTHoOI 0cobu
PpaHuis; 3 thapmakoHarnsgy 3asBHuka ans
BTopuHHe 3[jficCHeHHsT hapmMakoHarisay B
nakyBaHHs1, YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
BMNPOGYBaHHSA yMOBHOBaXeHOT 0cobwm,
KOHTPOJII0 SIKOCTI: BigNoBiga/IbHOI 3a 34jACHEHHSI
& . XodhpmaHH-/15 hapmakoHarnagy (Bkiovaoun
Pow Jltg, KOHTaKTHI fAaHi) Ta/abo 3MiHn y
LLiBeiiuapis; po3MilLeHHi MacTep-ghaiina cuctemm
BTopuHHe thapmakoHarnagy). 3miHa
naxkyBaHHs: YNOBHOBaXXEHOT 0CO6U 3as1BHYMKA,
MpecTigx BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
MpomoyLueH [Oitova pepgakuis: Dr. Juliane
depkaydpcbopae Niessen-Erkel. NMponoHoBaHa
pyHr Ta pegakuis: Dr. Thomas Emmrich.
Bep6ecepsice 3MiHa KOHTaKTHUX AaHux
'm6X, HimeuunHa; YNOBHOBaXXEHOT 0COOU 3asIBHMKA,
Bunyck cepil: BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
YENASAPM
ApuHarimiTTens
rm6X, HimewunHa;
MpecTigx
MpomoyLieH
depkaydcbopae
pYyHr Ta
Bepb6ecepsice
m6X, HimeyunHa
269. | KOHIAOKC doxycyclin | gokcuum | JO1AA | Tabnetku, Wwo YENNA®A | Himeuum BUPOGHMLTBO 3a Himeuun BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/4694/01/01
CONIOTAB® e KNiH Y 02 avcnepryrorbes, PM Ha NMOBHVM LK/IOM: Ha marepianis: 3miHu | TUny - 3miHK 3 peyenmom nionsi2
chopwmi no 100 mr; no 10 | ApuHaimit nepBuHHE AKoCTi. [O0TOBWIA Nikapcbkuii 3aci6. ae
aokeuum Tabnetok y Tenb nakyBaHHs, 3MiHV Yy BUPOOHMLTBI. 3MiHN
KNiHy 6nicTepi; no 1 6X BTOPVHHE BMNPOGYyBaHb abo AOMYCTUMUX MEX,
MOHOTif, 6nictepy y nakyBaHHs, BCTaHOB/EHMX Y cneuudikauisx, nig
paty KapTOHHIiA BUPOGHMLITBO yac BMPOBHMLTBA FOTOBOrO
Kopobui Hepo3dg)acoBaHol NiKapCcbKoro 3acoby (BUIy4YeHHs
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

npoaykuii, BUNycK
cepii, KOHTpO/b
AKocTi (chisuko-
XiMiYHW TecT):
[pareHochapm
Anotekep lMNywnb
M6X, HimeuuunHa,;
BMNPOGYBaHHSA
KOHTPOJTI0 AKOCTi-
Mikpo6ionoriuHuii
TecT:
Na6op NIC CE &
Ko KT, HimeuunHa

HecyTTeBOro BUNPOOyBaHHA B
npoueci BUPOGHULITBA) BHECEHHS
3MiH y BUpOGHMUMiA npouec M3,

30KpeMa: BUAasIeHHs 4acToTu

Bif6opy Npob Ans nokasHuMka

"Kpuxkictb". 3MiHN | TURY - 3MiHN 3
AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevudikauiax, nig
yac BUPOBHMLTBA FOTOBOMO
nikapcbKoro 3acoby (BUy4YeHHs

HecyTTeBOro BUNPOOyBaHHA B
npoueci BUPOGHULITBA) BHECEHHS
3MiH y BUpOGHMUMiA npouec M3,

30KpeMa: BuAasIeHHs 4acToTm

Bi6opy Npob ANs NoKasHuMKa

"Po3nagaHHsa". 3miHu | Tuny - 3miHn
3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHn y BUpPO6HMLTBI. 3amiHa abo

BBEJEHHSI 4OAATKOBOI Ai/TbHUL

BUPOGHMLTBA A1 YacTuHU abo

BCbOr0 BUPOGHMYOrO npoLiecy

rOTOBOrO JliKapCbkoro 3acoby
(8iNbHULA 4N NepBUHHOIO
nakyBaHHs1) BBEAEHHA A0AATKOBOI
OinbHULI, WO Bignosigae 3a
nepBuHHe nakyBaHHA 13 -
[OpareHocapm Anotekep Mywnb
Mv6X, HimeyunHa. 3MiHVM BHECEHO B
IHCTPYKLiO ANA MeguyHOoro
3aCTOCyBaHHA y po34in "BUPOGHNK
Ta "MicLe3HaxomKeHHs BUPOGHMKa
Ta Iioro agpeca Micus NpoBafXeHHs
LisNIbHOCTI" Ta SIK HACNiAoK - Y TEKCT
MapKyBaHHS YNakoBOK /liKapCbkoro
3acoby.
3MiHu | TUnNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [iNbHAL BUPOBGHULTBA
AN YacTuHK abo BCbOro
BMPOGHMYOro nNpoLiecy rotToBoro
nikapcbKoro 3acoby (ainbHMLA, Ha
AKili NpoBOAATLCA ByAb-AKi
BMPOGHUYI cTagji, 3a BUHATKOM
BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NEepBMHHOTO Ta BTOPUHHOIO
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

nakyBaHHs1, 415 HECTePUSIbHUX
nikapcbknx 3acobiB) - BBEAEHHSA
BMPOGHMKa, L0 BiANOBIAaE 3a
BMPOBHULTBO Hepo3hacoBaHOro
npoaykTy - ApareHochapm Anotekep
Mywne M6X, HimeuunHa. 3MiHn
BHECEHO B iHCTPYKLi0 ANs
MeJMNYHOro 3aCTOCYBaHHA y PO34inu
"Bmpo6HuK" Ta "MicLe3HaxomKeHHs
BMPOGHUKa Ta ioro agpeca micus
NPOBaPKEHHS AiS/IbHOCTI" Ta 5K
HacnifloK - y TeKCT MapKyBaHHS
YyNaKkoBOK NiKapcbKoro 3acoby. 3MiHu
| TMny - 3miHK 3 AkocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [iNbHULI BUPOBGHULTBA
AN YacTUHK abo BCbOro
BMPOGHNYOro NpoLiecy rotToBoro
nikapcbKoro 3acoby (finbHUUA Ans
BTOPWHHOTO NakKyBaHHs) BBEAEHHS
OinbHUL, WO Bignosigae 3a
BTOPVHHE nakyBaHHsA /13 -
[OpareHocapm Anotekep Mywnb
M6X, HimeyunHa. 3MiHU BHECEHO B
IHCTPYKLi0 ANS MenyHOro
3aCcTOCyBaHHS y po3Ai/in "BUpOGHMK
Ta "MicLe3HaxoMKeHHs1 BUPOGHMKa
Ta Iioro agpeca micus NpoBafXeHHS
LOiSNIbHOCTI" Ta K HACNIAOK - Yy TEKCT
MapKyBaHHS YNakoBOK /iKapCbkoro
3aco6y. 3miHu | Tuny - 3miHn 3
AKOCTI. [0TOBWIA NikapcbkWii 3acib.
3MiHV Y BUpOBHUUTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOro Nikapcbkoro 3acoby
(3amiHa abo gofaBaHHS AinbHULY,
Ha sKili 34jCHI0ETbCSA
KOHTPONb/BUNPOBYBAHHS cepir)
fopasaHHA dinbHuui Jlabop J1IC CE
& Co KT, HimeuunHa gns
npoBefeHHs BUNPo6yBaHHA Ha
MiKpOO6IO/IoriYHy YMCTOTY. 3MiHY |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BUNYCKY cepil Ta KOHTPOJIO AKOCTI
roTOBOro NikapCbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA,
LLl0 BigNoOBifa€e 3a BBE3EeHHA Ta/abo
BUNYCK cepil) - Bknoyaroun
KOHTPO/b/BMNPOGYBaHHSA cepii
BBEJEHHS Ai/bHUL, WO BiANoBigae
3a Bunyck cepii M3, Bknovaroun
KOHTPO/Ib AKOCTi (CPi3nKO-XiMIYHWIA
TecT) - pareHohapM AnoTekep
Mywne M6X, HimeuunHa. 3miHn
BHECEHO B iHCTPYKLi0 A1A
MeAMYHOro 3aCTOCYBaHHS y po3ginu
"BmpobHuK" Ta "MicLe3HaxomKeHHs
BMPO6HMKa Ta 1ioro agpeca micus
NpoBaPKeHHA AiSNIbHOCTI" Ta K
HacnifioK - y TEKCT MapKyBaHHS
yMakoBOK MiKapCbKoro 3acoby.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
IOTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb
abo JonycTUMux Mex,
BCTAHOB/IEHNX Y cneundikauisx, nig,
yac BMPOOHMLTBA FOTOBOTO
nikapcbKoro 3acoby (BU1yYeHHS
HecyTTeBOro BUNPOOYyBaHHA B
npoLeci BAPO6HULITBA) BHECEHHS
3MiH y BUpOGHMUMiA npouec MN3,
30KpeMa: BUTyYEHHS napameTpy
"Po3mipun. BumiptoBaHHs".
3MiHu | TUNY - 3MiHK 3 AKOCTI.
IOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb
abo JonycTUMux Mex,
BCTAHOB/IEHNX Y cneundikauisx, nig,
yac BMPOOHMLTBA FOTOBOTO
niKapcbKoro 3acoby (BUyYeHHS
HecyTTeBOro BUNPOOYyBaHHA B
npoueci BAPO6HULITBA) BHECEHHS
3MiH y BUpOGHMUMiA npouec MN3,
30KpeMa: BUTyYEHHS napameTpy
"[Ipi6HiCTb Ancnepcii”. 3a3HaveHunii
NMOKa3HWK KOHTPOIOETHLCS MPK
BMMYCKY Ta Ha TEPMIH NPUAATHOCTI
FN3. 3miHu | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb
abo [oNyCTUMUX MEX,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

BCTaHOB/EHMX Y cnevudikauisx, nig
yac BUPOBHMLTBA FOTOBOMO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BUNPOOYBaHHA B
npoueci BUPOOHULITBA) BHECEHHS
3MiH y BUpOGHMUMiA npouec MN3,
30KpeMa: BUAasIeHHs 4acToTu
Bif6opy Npob Ans nokasHvka "Maca
Tabnetkun". 3miHu | TMNy - 3MiHKW 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevundikauisx, nig
yac BUPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BUNPOOyBaHHA B
npoueci BUPOGHULITBA) BHECEHHS
3MiH y BUpOGHMUMiA npouec M3,
30KpeMa: BUAasIeHHs 4acToTm
Bif6opy Npob ANs nokasHuMkKa
"Po3mip Tabnetkn". 3mMiHu | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKUiA
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevudikauisx, nig
yac BUPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BUNPOOyBaHHA B
npoueci BUPOOHULITBA) BHECEHHS
3MiH y BUpOGHMUMiA npouec M3,
30KpeMa: BUAasIeHHs 4acToTu
Bi6opy Npob ANs NoKasHuMKa
"TBepgaicTb". 3MiHu | TNy - 3MiHK 3
AKoCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevmdikauisx, nig
yac BUPOBHMLTBA FOTOBOMO
nikapcbKoro 3acoby (iHLwi 3MiHN)
BHECEHHS 3MiH Y BUPOGHUNYNIA
npovec M3, 30kpemMa: po3LMpeHHsA
KpUTEpIiB NPUAHATHOCTI 3a
nokasHukom "Maca Tabnetkun" 3 "247
- 253 Mr" go "244 - 256 mr".
(KpuTepii NpuiAHATHOCTI 3a3HaueHi
AK ANna cneyudikauii rotBoro
NPOAYKTY).
3MiHM | TMNY - 3MiHK 3 SIKOCTI.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGH Bionycky mMyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu (nikapcbka Ka uka HS** 2o
mosaHa HU ¢hopma, nocsi0O4YeHHs1
Hassa* ynakosKa)

[OTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roTOBOrO NiKapcbKoro
3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo gonycTummx
MEX rOTOBOro NiKapCbKoro 3acoby
(BVNYyYEHHSI HE3HAYHOTO MOKa3HMKa
(Hanpviknag 3acTapinoro NokasHuka,
TaKoro sk 3anax Ta cmak, abo
iaeHTndikauis 6apBHUKIB Un
CMaKoBUX 106aBOK)) BHECEHHS 3MiH
Ao Cneuundpikauii N3, 30kpema:
BVAAIEHHS NapameTpy "Po3mip:
TOBLUMHA Ta AiameTp". 3miHu | Tvny -
AAMiIHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKTHOHYAKUN
ginbHuUi ans A®l, npoMixHoro
NpoAyKTy abo roToBOro Nikapcbkoro
3acoby, AinbHULI 4118 NPOBEAEHHS
nakyBaHHs!, BAPOGHMKa,
BiZiNOBIALHOTO 3a BMMYCK Cepild,
MicLie NpOBEeAEHHSI KOHTPOSIO cepii)
abo nocrtavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HaYeHO y [OCbE) BUNYUYEHHS
BMPOGHWYOI AiNbHNL, LLO
BiAnoBiga€e 3a NOBHWIA LMK
BUpo6HMUTBA - AcTennac ®apma
tOpon B.B., Higepnanan. 3miHn
BHECEHO B iHCTPYKLi0 A71A
MeAMYHOro 3aCTOCYBaHHS Yy 3B'A3Ky
3 BU/TYYEHHSAM OfIHOTO 3 BUPOGHWKIB
Ta K HaC/MigoK - BiANOBIAHI 3MiHW Y
TEKCTi MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby.

* BionosidHo Ao iHghopmayii ogpiyitiHozo catimy LieHmpy BOO3 o criisnpayi 8 Memodosioaii cmamucmuyHux dociioxens (https://www.whocc.no/atc_ddd_index/)

**y pasi BHECEHHS 3MiH 00 IHCMPYKUi Npo MeoduyHe 3acmocyBaHHSs

HauvanbHuK

dapmarneBTUYHOIr0 yNpaB/IiHHSA

Onekcangp I'PINEHKO
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AopaTok 4
A0 Haka3ly MiHicTepcTBa OXOpPOHU
3popoB’a  YkpaiHm «[po  pepxaBHY

peecTpauito (nepepeecTpaldito)
NiKapCbKnx 3aco06iB (megnuHNX
iMyHOGionoriuHux npenaparis) Ta

BHECEHHA 3MiH A0  peecTpauiiiHnx
marepianis»
Big_19 uepBHaA 2026 poky Ne 841

IIEPEJIIK
JIIKAPCBKHMX 3ACORIB, AKM BIJIMOBJIEHO B JIJEP)KABHIV PEECTPAIIIL, IEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH /10 PEECTPAILIMHNX MATEPIAJIIB

Ne Hassa dopma surnycky 3asBHUK Kpaina Bupo6Huk KpaiHna lliocmasa lMpoyedypa
n/n JliKapcbKO20
3acoby
1. OKCUTOUVH NopoLLOK TOB "BIOJIIK Ykpaina AT "I'piHgekc" Nartsis 3acifgaHHa HTP Ne 22 BiamoBuMTM Yy  3aTBepAXeHHi -  nepepeecTpavis.
(cy6eTaHuis) y PAPMA" Big 04.06.2026 CepTuchikaT aHanisy Bif 3aTBEpPAKEHOrO0 BUPOOHMKA He
noslieTuIeHoBMX BiAnoBigae 3arBepmxeHin cneumdikayii A®l OKCUTOLWH
KOHTeliHepax 3a NoKasHVKamu: ifeHTUdikalis Ta cynpoBigHi OMILLKK
HavanbHuk

dapMaineBTUYHOT0 yIIPaB/IiHHA Onekcanap I'PIHEHKO
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