MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

02 nmurasa 2022 poky Ne 1142

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BignosigHo go crarti 9 3akoHy Ykpainu «IIpo jslikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsigky [mep)kaBHOI peecTpaillii (mepepeecTpailii) TiKapcbKux 3acobiB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bifg 26 TpaBHsa 2005 poky
Ne 376, ab3ary aABajIiTh CbOMOTO IMANMYHKTY 12 nyHKTy 4 IlonokeHHS 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 eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
[ep>kaBHUM TiANPUEMCTBOM  «Jlep)KaBHUM eKCepTHUW LieHTp 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
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 [epKaBHOI
peectpatiii (repepeectpaiiii) abo BHeCeHHsI 3MiH /10 peecTpal[iiHUX MaTepiasiB

HAKA3Y1O:

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

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
riepesikoM (oAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu

MKapChbKHUX 3aCcO0iB 3TiIHO 3 TIeperikoM (401aToK 4).

5. KoHTpOJIb 3a BUKOHAHHSIM LIbOT0 HaKa3y MOK/IaCTH Ha MepIIoro 3acTyIHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «[po aepxaBHY
peecTpadito (nepepeecTpalito)
NiKapcbKnxX 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHA 3MiH A0 peecTpavliiiHux
marepianis»

Bif 02 nunHsa 2022 poky Ne 1142

NMEPENIK
3APEECTPOBAHNX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP>XABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA BionyckKy yBaHHs1 | peecmpayiliHo2o
ynakoska) nocsioYyeHHs
1. 30/IEAPOHOBA KOHLleHTpaT Ans MicTpan AHrnis BUPOGHMLTBO, Mapokko/ peecTpavuis Ha 5 pokiB 3 3a He UA/19380/01/01
KUCNOTA - BICTA PO34unHyY ANs iHdy3ilA, Kenitan nakyBaHHs: IcnaHis MepiognyHICTb NOAAHHA perynsipHo peuenmom niosnsiea
AC 4wmr/5mMano5mny MeHeXMeHT Cotema, OHOB/OBAHOTO 3BITY 3 6e3neku, BignoBigHO A0 €
donakoHi; no 1 NimiTen Mapokko; Mopsiaky 34ificHeHHA hapmakoHarnsagy,
h1aKkoHy B KapTOHHIlA BUMYCK cepil: 3aTBEepKEHOro Hakasom MiHicTepcTBa
KopooLi CiHTOH OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
Xicnanisi, C.J1., 2006 poky Ne 898, 3apeecTpoBaHoOro B
IcnaHis MiHicTepcTsi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTpOKaMK, 3a3HaYeHMN Y
nepiogNYHOCTI NOAAHHS PErysIsipHUX 3BITIB 3
6e3neku.
2. NEBO®J/IOKCALN KpucTaniyHmia TOB YkpaiHa LLUAHIOI Kutalii peecTpauist Ha 5 pokis - He UA/19515/01/01
HY FTEMIFIAPAT MOPOLLIOK (Cy6CTaHLis) "AcTtpachapm" LU3NHCUHb nionsiza
y nakeTax noAagiiHnx S®APMACBIOT €
nonieTuneHoBux oNs WKAN KO.,
thapmaueBTUYHOro nTA.
3aCTOCYyBaHHSA
3. NETPO30/ - TabneTkn, BKPUTI MicTpan AHrnis CiHTOH IcnaHis peecTpauist Ha 5 pokis 3a He UA/19382/01/01
BICTA AC MN/1iBKOBOIO Kenitan Xicnanis, C.J1. MepioguyHiCTb NOAAHHSA PerynsipHo peyenmom nionsiea
060/10HKO0, M0 2,5 Mr; MeHeXMeHT OHOBJ/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO A0 €
no 10 TabneTtok y Nimiteq Mopsaky 34ificHeHHA hapmakoHarnsgy,
6nicTepi, no 3 3aTBepAKEHOro Haka3om MiHicTepcTBa
6nicTepy B KApPTOHHIiA OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyHs
Kopobu,i 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'SA YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.




no 100 mny
onakoHax CKASTHNX

Mopsaky 34jiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKamu, 3a3Ha4eHNMmN y
nepiogNYHOCTI NOAAHHS perynsapHUX 3BiTiB 3
6e3neku.

Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
ynakoska) nocsioYeHHs
4. MENNOKTAM PO3YMH ANS iH'EKiA, Mictpan AHrnis XENM C.A. Ipeuis peecTpauisi Ha 5 pokis 3a He UA/19319/01/01
15 mr/1,5 mn, no 1,5 Kenitan MepiognyHiCTb NOAAHHA perynsipHo peuenmom nionsiea
mn (15 wmr) B amnynax, MeHeaXMeHT OHOB/IOBAHOIO 3BiTYy 3 6e3neku, BigNOBIAHO A0 €
no 5 amnyn B kaceTi B Nimiteq Mopsaaky 34iicHeHHs chapmakoHarnsgy,
nauui 3aTBepAKeHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuUuil YKpaiHm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKaMK, 3a3HaYeHMN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
5. MOCAKOHA3O0/ - CyCneHsis opasibHa, MicTpan AHrnis [eBa XongiHr TypeuumHa peecTpauist Ha 5 pokis 3a He UA/19386/01/01
BICTA 40 mr/mn no 105 mny Kenitan A.LL. MepioguyHiCTb NOAAHHSA PerynsipHoO peyenmom nionsiea
NAAWL eMHiCTIO 125 MeHeXMeHT OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0 €
mA; no 1 naswui 3 NimiTeq Mopsaky 34ificHeHHa hapmakoHarnsgy,
MiPHOIO JTOXEYKOI0 Y 3aTBEPAKEHOro HakasoM MiHicTepcTea
KapTOHHIlA KopooLi OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
6. DAPMACENTUN pPO34nH oNns TOB YkpaiHa TOB YkpaiHa peecTpauis Ha 5 pokis 3a He UA/19516/01/01
30BHILUHLOIO "MEONEB" "MEONEB" MepiognyHICTb NOAAHHA perynspHo peyenmom nionsiea
3acTocyBaHHA 70 %, OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40 €

B.o. I'enepanbHoro gupexkropa /lupekropary




(hapmareBTHYHOr 0 3a0e3eueHHs IBan 3A/IBOPHUX



NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMNAPATIB), AKI BHOCATbLCHA
A0 AEP)XXABHOIO PEECTPY JIIKAPCbKMX 3ACOBIB YKPAIHU

Aopatok 2
[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHY
peecTpauito (nepepeecTpadito)
JNiKapcbKMX 3ac06iB (MeguUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
MaTepianie»
Bif 02 nunHa 2022 poky Ne 1142

KapTOHHI KopooLii

3acoby (Cardicor 2.5 mg, 5 mg, 10 mg film-
coated tablets)

Ne Hassa Popma sunycky 3assHuK Kpaina Bupo6HuUKk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pexknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocBi04eHHs
1. BIB/TIOK pO34nH ANnsa iH'ekuii, | TOB "HOpis- YkpaiHa TOB "lOpia-®apm” Ykpaina MepepeecTpalist Ha HeOBMEXEHN TEPMIH 3a He UA/16313/01/01
10,0 mr/mn no 10 mn dapm"” OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans peyenmom | nionsizae
y chnakoHi; no 5 MeAMYHOro 3aCTOCYBaHHA Ta KOpOTKili
1aKoHiB y XapakTepucTuLi NikapCcbkoro 3acoby y po3ginax
KOHTYPHil "dapmakosiorivyHi BnactueocTi”, "MokasaHHsA"
YapyHKOBIli (yTouHeHHs), "MNpoTunokasaHHs", "B3aemogis 3
ynakosL; no 1 HLIMMKM NikapcbKMKU 3acobamMu Ta iHLWi BUAm
KOHTYPHil B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHS",
YapyHKOBIli ynakoBLi "3acTocyBaHHs y nepios BariTHOCTi abo
B MauLj 3 KapTOHY rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta
nosun”, "Oitn" (pegaryBaHHs), "Mo6iyHi peakui™
Bi4NoBiAHO A0 iHdhopMaLii pedpepeHTHOro
nikapcbkoro 3acoby (Brevibloc Premixed 10
mg/ml Solution for Injection)
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignosiaHO [0
MopsigKy 34iiCHEeHHs hapmakoHarnisgy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
370p0B’A YKpaiuu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTULil
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YKpainu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHnMn y
nepiogMYHOCTi NoAaHHSA perynsipHux 3siTiB 3
6e3nekn
2. BiconPonon TabneTku, BKpUTI Aypob6iHa0 IHais AypobiHao Papma IHais MepepeecTpauisi Ha HEOOMEXEHWIA TEPMIH 3a He UA/16250/01/01
AYPOBIHAO NNiBKOBOIO ®apma /114, Nimiteq - FOHIT 1l OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans peyernmom nionsieae
o060s0oHKoto, no 2,5 IHAis; AypobiHao MeJMYHOro 3aCTOCYBaHHSA MikapCbKoro 3acoby B
mr, no 14 Tabnetok dapma /114, po3sgainax "Oco6aMBOCTi 3acTOCyBaHHS",
y 6nicTepi; no 2 dopmyneiH FOHIT "Mepepo3ysaHHa", "Mob6iyHI peakuii” BIANOBIAHO
6nictepu B XV, IHgis [0 iHdhopmaLii pechepeHTHOro NikapcbKoro




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6€3Mneku, BigNoBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKaMu, 3a3HaveHnMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku

BlconPonon
AYPOBIHAO

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0 Mo 5 wr,
no 14 tabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHI KopooLi

AypobiHao
®apma /114

IHais

AypobiHgo ®apma
Nimiteq, - FOHIT 1l
IHAia; AypobiHao
®dapma /114,
dopmyneiH KOHIT
XV, Ingis

IHais

MepepeecTpauisi Ha HEOGMEXEHWIA TEPMIH
OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby B
po3gainax "Ocob6amMBOoCTi 3acToCcyBaHHS",
"MepeposyBaHHA", "Mo6IYHI peakuii” BignoBigHO
00 iHdhopmaLii pedhepeHTHOro nikapcbkoro
3acoby (Cardicor 2.5 mg, 5 mg, 10 mg film-
coated tablets)

MepioanyHICTb NOAAHHSA PErynsipHoO
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO 40
Mopsaky 34ilicHeHHs hapmakoHarnagy,
3aTBEPA)KEHOr0 Haka3oM MiHicTepcTBa OXOPOHU
340pOoB’A Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHY 3[0POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku

3a
peyenmom

He
nionsieae

UA/16250/01/02

BIconPoOnon
AYPOBIHAO

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, No 10
Mmr no 14 Tabnetok y
6nicTepi; no 2
6nictepun B
KapTOHHI Kopo6Lii

AypobiHgo
®apma /114

IHais

Aypob6iHao Papma
Nimitepq, - FOHIT 11,
IHais; Aypo6iHao
dapma /114,
dopmyneiwH KOHIT
XV, IHais

IHais

MepepeecTpavis Ha HEOOMEXEHWNIN TEPMIH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby B
po3ginax "Ocob6MBOCTi 3acTOCyBaHHS",
"Mepepo3yBaHHa", "lMo6i4HI peakuii” BiANOBIAHO
00 iHdopmaLii pedhepeHTHOro nikapcbkoro
3acoby (Cardicor 2.5 mg, 5 mg, 10 mg film-
coated tablets)

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
Mopsaky 34iicCHeHHs hapMakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHM
340pOoB’A YkpaiHuu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTUL,i
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 310POB's

3a
peyerimom

He
nionsieae

UA/16250/01/03




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepiogMuHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku
5. rEEPAIH TabneTku, BKpUTI Mini Benuka Menpo IHais MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH 3a He UA/6630/01/01
KULLKOBOPO3UYNHHOKO Xernckepe BpuTaHis PapmacboTHKaNc OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans peyernmom nionsieae
060s10HKOI0, No 10 Nimiten Mpiart JlimiTepq, MeJMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
Mr, o 7 TabneTok y po3ginax: "®apmakoTepaneBTnyHa rpyna”
6nicTepi; no 2 (yTouHeHHs), "MepenosysaHHs", "Mo6iyHi
6nictepn y peakujii" woao 6e3nekn 3acTocyBaHHSA
KapTOHHI KopooLli NiKapcbKoro 3acoby.
MepioanyHICTb NOAAHHSA PErynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaHO A0
Mopsaky 34iicHeHHs hapMakoHarnagy,
3aTBEPA)KEHOro Haka3oM MiHicTepcTBa OXOPOHU
340pOoB’A Ykpainu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHY 3[40POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
6. rEEPAOIH TabneTku, BKpUTI Mini Benvka Menpo IHais MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH 3a He UA/6630/01/02
KMLLKOBOPO3YMHHOKO Xenckepe BpuTaHis dPapmacbloTukanc OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom | niosnsizae
060/10HKO10, No 20 Nimiten Mpisart JlimiTes MeAMYHOro 3aCTOCYBaHHSA NMikapCcbKoro 3acoby y
Mr; Mo 7 TabneToK y posginax: "®apmakoTepaneBTnyHa rpyna”
6nicTepi; no 2 (yTouHeHHs1), "MepenosyBaHHs", “I06GiYHi
6nictepn y peaxuii” woao 6e3nekn 3acTocyBaHHs
KapTOHHI KOpo6Lii nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
3710poB’sA YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4eHnMn y
nepioguYHOCTI NOAAHHSA pPerynspHUX 3BITIB 3
6e3neku.
7. KITPYAA® KOHUEeHTpaT ans Mepk Wapni | LBeiuapi BMPOGHUK Ipnangis/ MepepeecTpauis TepmiHOM Ha 5 pokis 3a He UA/16209/01/01
po34nHy Ans Ooywm IOEA A Hepo3shacoBaHol Higepnangu OHOB/EeHO iHdopMaLito B IHCTPYKUIT Ans peyenmom | niosisg2ae
iHdpysin, 25 mr/mn; meX NpPOAYKLUii, KOHTPO/Ib / MeAMYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby y
no 4 mn AKOCTi Ta Benuka po3ainax "lMoka3aHHA" (BUA&IEHO NOKa3aHHS:
KOHLeHTparty y TeCTyBaHHSA Bputanis/ [LpiGHOKNITUHHWIA pak NereHb
dnakoHi; mo 1 cTabinbHOCTI, HimeyunHa Mpenapar Kitpyaa® nokasaHuin ANs fikyBaHHs




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
hnakoHy 3 nepBuHHE naujieHTiB 3 MeTacTaTUYHUM APiGHOKTITUHHUM
npenaparom B nakyBaHHs: pakom nerexb (small cell lung cancer, SCLC) 3

KapTOHHiiA KopooLyi

MC/, IHTepHeluHn
M6X/MC/A IpnaHgis
(Kapnoy), IpnaHgis;
KOHTPO/b AKOCTi Ta

TecTyBaHHs
CTabifIbHOCTI:

MC/, IHTepHeLuHn
M6X/MC/A IpnaHgis

(BpiHHi), Ipnangis;
KOHTPO/b AKOCTi Ta

TecTyBaHHs
cTabinbHoCTi
roToBOro
nikapcbkoro 3acooy,
BUK/IOYaA0UN
TecTyBaHHS
akTmBHOCTI ELISA
(aKTMBHICTb Ta
ineHTudikauis): H.B.
OpraHoH,
HigepnaHaw;
KOHTPO/b AKOCTi Ta
TecTyBaHHs
cTabinbHoCTi
roToBOro
nikapcbKoro 3acoby:

MCJ Biotek B.B.,

HigepnaHngu;
KOHTPO/1b SIKOCTi Ta
TecTyBaHHs
cTabifibHOCTI
roToBOro
nikapcbkoro 3acoby,
BUK/THOHAI0YN
TecTyBaHHs
aKkTuBHoOCTI ELISA
(akTuBHICTb Ta
iaeHTndikauis):
MCJ Biotek B.B.,
HigepnaHngu;
TecTyBaHHs
CTabifIbHOCTI:
aKTMBHICTb ELISA:
KoBaHc JlabopaTopi3
Nimitep (KoBaHc),
Benuka bpuTaHis;

nporpecyBaHHsAM 3axBOPOBaHHSA nig yac abo
nicns ximiotepanii Ha OCHOBI MNATUHM |
npuHaiiMHi LWe oAHiel nonepeaHbOT NiHil
Tepanii.), "®apmakosioriyHi BacTuBocCTi”,
"Oco6nMBOCTI 3aCTOCyBaHHS", "3acToCyBaHHS y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs Ta 4031" (YTOYHEHa
iHhopmauis wogao 6esnekn), "MepesolyBaHHs",
"Mo6iuHi peakwyii" BignoBigHO A0 iHopMaLil
CTOCOBHO 6e3neku, ska 3a3HayeHa B marepianax
peecTpavuiiHoro AochbeE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO [0
Mopsaky 34iicHeHHs dhapMakoHariagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHW
370poB’A YKpaiuu Bif 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3nekn
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[,03yBasIbHO B

Mopsaky 34iicHeHHs hapMakoHariaay,

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
TecTyBaHHs
CTabifIbHOCTI:
TecTyBaHHS
LiMlICHOCTI 3aKpUTTS
KOHTEeWHepy:
HysicaH Mv6X,
HimeuuunHa;
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS1, 403Bif
Ha BUNycK cepii:
LWepiHr-Mnay Nla6o
H.B., Benbria abo
Mepk Wapn i Joym
B.B., HigepnaHgn
8. KOPBA/A3NA Kpanni opasibHi no TOB "AKnN YkpaiHa TOB "AKnM Ykpaina MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 6e3 He UA/16296/01/01
25 Mn y donakoHi; no | "®apmauesT "PapmaueBTnyHa OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans peyenma nionsieae
1 chnakoHy B nauuj nyHa thabpuka" MeJMYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby y
habpuka” po3ginax: "MNpoTunokasaHHs", "B3aemogis 3
HLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUam
B3aemogii", "MobiyHi peaxuii" BignosigHo f0
OHOB/EHOT iHhopMmaL,i 3 6e3neku Aitodol
peyoBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOoBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 310POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
9. HIPYPOKCA3WM | cycneHsia opasbHa, My6niyHe YkpaiHa My6niyHe Ykpaina MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/16309/01/01
Jil 220 mr/5 mn no 100 akuioHepHe akuioHepHe OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans peuyenmom | nidssizae
My doNakoHi TOBapUCTBO TOBapUCTBO Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby y
nonimepHomy, no 1 "HaykoBo- "HaykoBo- po3sgainax "OcobamBoCTi 3acToCyBaHHS",
hnakoHy pasom 3 BVMPOGHWYMIA BMPOGHUYNIA LLEHTP "3acTocyBaHHSA y nepiof BariTHoOCTi abo
NOXKOH LeHTp "BopLuariBCbkuii rofysaHHs rpyaar”, "MepenosysaHHA"
[,03yBa/IbHOIO B "BopLuariscb XiMiKo- Bi4NoBiAHO A0 iHdhopMaLii pedepeHTHOro
nauui; no 100 mny KWIA Ximiko- hapmaLeBTUYHNI nikapcbkoro 3acoby (Hidypokcasng Pixtep,
6aHLi nonimepHin, hapmaueBT 3asofg" cycneHsisi opasibHa 220 mr/5 mi).
no 1 6aHLj pasom 3 NYHUIA MepiognyHICTb NOAAHHS PerynsipHo
JIOXKOHO 3asog" OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nauui; no 100 mny 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
hNakoHi CKISAHOMY, 3[10poB’A YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
no 1 cpnakoHy 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLi
pasoM 3 JT0OXKKO Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
[,03yBaU/IbHOIO B pepakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'A
nauui Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKaMu, 3a3HaveHnMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
10. MOAOPOXHUK | cvpon no 100 mn MpAT YkpaiHa MpAT YkpaiHa MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 6e3 nionsizae UA/16152/01/01
A cupPon abo no 200 mny dapmaueBT dapmaueBTUYHa OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans peuyenma
d1aKoHi CKNsTHOMY nyHa habpvka "Biona" MeAMNYHOro 3aCTOCYBaHHS y po3ginax:
abo nonimepHomy; thabpuka "MpoTunokasaHHsa", "OcobnmBoCTi
no 1 dpnakoHy 3 "Biona" 3acTocyBaHHA", "34aTHICTb BNMBATU Ha
MipHUM LUBMAKICTb peakLii Npy KepyBaHHi
CTakaH4yMKoMm abo aBTOTPaHCMNOPTOM abo iHWMMK MexaHismamu',
6e3 cTakaHuuka B "Mo6iyHi peakuii” Woa0 6e3nekn 3acTocyBaHHSA
nauuj niKapcbKoro 3acooby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10p0B’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'SA
Ykpainu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
11. TIAPA YO TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/16280/01/01
NNiBKOBOIO "bapmauesT "®apmMaLeBTnyHa OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans peuyenmom | nidssizae
060/10HKOH0, Mo 160 nyHa gpipma ipma "JapHuus” MEeAMYHOrO 3aCTOCYBaHHS NiKapCbKOro 3acoby y
Mmr/25 mr; no 7 "OapHuus” po3ginax "lMokasaHHs" (pefaryBaHHs),

TabneTok y
KOHTYPHIl
YapyHKOBIli
ynakoBLii; no 2 abo
N0 4 KOHTYpHI
YapyHKOBi yNakoBKu
B nauyi no 14
TabneTok y
KOHTYpHIl
YapyHKOBIli
ynakosuj, no 1 a6o
Nno 2 KOHTYpPHi
YyapyHKOBi yNakoBKu
B navui

"Oco6nnBoCTi 3acTocyBaHHA", "Cnocio
3acToCyBaHHS Ta 403U" BignoBigHO A0
OHOBJ/IEHOT iHdhopMaLii 3 6e3neku ailyol
peyoBUHM Ta iHhopMaLii pedepeHTHOro
nikapcbkoro 3acoby (Ko-gioBaH®, Tabnetku,
BKPUTI NNiBKOBOK 060/10HKO0, N0 80 mr/12,5 wmr;
no 160 mr/12,5 mr; no 160 mr/25 wmr).
MepioanyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO A0
Mopsaky 34ilicHeHHs hapmakoHarnaay,
3aTBEpPA)KEHOro Haka3oM MiHicTepcTBa OXOPOHU
3[0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
pepakuii Haka3y MiHicTepcTBa OXOPOHY 3[40POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHU Y
nepiogMYHOCTI MOAaHHS PErynsipHuX 3BiTiB 3
6esneku.
12. TIAPA YO TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH 3a He UA/16280/01/02
NNiBKOBOO "®apmaueBT "®apmaueBTUYHa OHOB/EHO iHGhopMaLito B iHCTPYKUIT Ans peyenmom | mniossi2ae
060/10HKOH0, M0 160 nyHa hipma ipma "dapHuus" MeAMYHOro 3aCTOCYBaHHSA NikapCcbKoro 3acoby y
mr/12,5 wmr; no 7 "AapHnus” po3ginax "lMNokasaHHa" (pegaryBaHHs),
TabneTok y "Ocob6nmBoCTi 3acTocyBaHHA", "Cnoci6
KOHTYpHilA 3acToCyBaHHSA Ta 403u" BignoBigHO A0
YapyHKOBIl OHOB/IEHOT iHd)opMaLiii 3 6e3neku gitoyoi
ynakoBLj; Mo 2 abo peyoBuHM Ta iHhopMaLii pechepeHTHOro
Nno 4 KOHTYpPHi nikapcbKoro 3acoby (Ko-gioBaH®, Tabnetku,
YapyHKOBI YNaKoBKu BKPUTI NNiBKOBOK 060/10HKO0, No 80 mr/12,5 wmr;
B navui no 14 no 160 mr/12,5 mr; no 160 mr/25 wmr).
TabneTok y MepioAnYHICTb NOAAHHS PErynsapHO
KOHTYPHil OHOB/IOBAHOrO 3BIiTY 3 6e3nekn, BigNOBIAHO A0
YapyHKOBIli Mopsaky 34iicHeHHs dhapMakoHarnagy,
ynakosLi, no 1 a6o 3aTBEepKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
N0 2 KOHTYpHI 340pOoB’A Ykpainuu Bif 27 rpygHa 2006 poky Ne
YapyHKOBI yNakoBKu 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
B nauuj Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
13. TIAPA YO TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa MepepeecTpalist Ha HeoOBMeXeHNA TeEPMIH 3a He UA/16280/01/03
NNiBKOBOIO "papmaueBT "PapmaueBTnyHa OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans peyenmom nionsieae
060/10HKOH0, No 80 nyHa doipma hipma "dapHnus” MeJMYHOro 3aCTOCYBaHHSA NMikapCbKoro 3acoby y
mr/12,5 mr; no 7 "OapHuus" po3ginax "lMokasaHHs" (pefaryBaHHs),

TabneTok y
KOHTYpHIl
YapyHKOBIli
ynakoBLj; no 2 abo
Nno 4 KOHTYpPHi
YyapyHKOBi yNakoBKu
B nayui no 14
TabneTok y
KOHTYpHil
YapyHKOBIl
ynakoBuj, no 1 a6o
N0 2 KOHTYpPHi
YapyHKOBI YNaKOBKU
B nauuj

"Oco6amBoCTI 3acTocyBaHHA", "Cnocib
3acTocyBaHHsA Ta 031" BiAnoBigHO A0
OHOB/EHOT iH(hopMmaLii 3 6e3neku Aitoyol
peyoBuHM Ta iHhopmaLii pecepeHTHOro
nikapcbkoro 3acoby (Ko-gioBaH®, TabneTku,
BKPWTI NNiBKOBOK 060/10HKO0, Mo 80 mr/12,5 wr;
no 160 mr/12,5 mr; no 160 mr/25 wmr).
MepioAnyHICTL NoAAHHA PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepKEeHOro Haka3om MiHicTepcTBa OXOPOHM
3710poB’sA YKpaiHu Bifg 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

CTaHOBWTB: 3riJHO 3i CTPOKaMu, 3a3HaveHnmn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3

6e3neku.
14. ®TYKOAAP PO34uH NS iHdysil, AAP O6’egHaHi €sponaiid IHAis MepepeecTpavis Ha 5 pokiB 3a He UA/15995/01/01
B/IB 200 mr/100 mn; no PAPMA ®3- Apabebki Xentkeap MMBT. /114, OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans peuyenmom | nidsisizae
100 mny nnc Emipatn MEeAMYHOrO 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
KOHTeliHepi; no 1 po3sginax "dapmakonoriyHi BnactTneocTi",
KOHTEeWHepy B N/iBLi "MokasaHHA" (pegaryBaHHs), "TpoTunokasaHHA",
B KOpOO6Li "B3aemogis 3 iHWMMK flikapcbkumu 3acobamm Ta

iHWi BMAM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaa”, "3aarTHicTb
BMAIMBATY Ha LIBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamu',
"Cnocib 3acTocyBaHHA Ta gosun", "Aitn"
(peparyBaHHs), "lNo6iyHi peakuii” BignoBigHO A0
iHhopmaLii pethepeHTHOro nikapcbKoro 3acoby
(AndbniokaH®, po3uvH Ans iHdysii, 2 mr/mn).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10p0B’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'SA
Ykpainu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku

B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapmaneBTHYHOTO 3a0e3meyeHHs IBan 3AZIBOPHUX




NMEPENIK

AopaTtok 3

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHY
peecTpauito (nepepeecTpadito)
JNiKapcbKMX 3ac06iB (MeguUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux

MaTepianie»

Big 02 nunHAa 2022 poky Ne 1142

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTOMNYHUX MPENAPATIB), LLOAO AKX BY/I BHECEHI 3MIHU 10
PEECTPALUIMHUX MATEPIAJIB, AKI BHOCATBLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

wnpuui; no 1 abo 3
LUNPULY B KAPTOHHIlA
Kopoo6Li

dapma-depTiryHr F'M6X Ta
Ko. KI', HimeuuunHa;
KOHTPO/1b SKOCTi NiKapCbKOro
3acoby: Bettep dapma-
PepTiryHr M'M6X Ta Ko. KI,
HimeuunHa; KOHTPO/Ib SKOCTI
nikapcbKoro 3acoby: Bettep
dapma-depTiryHr rm6X Ta
Ko. KI', HimeuuuHa,;
KOHTPO/Ib SKOCTi NiKapCbKOro
3acoby (nvLe cuna 3cyBy Ta
cu1a KoB3aHHs nicns
BTOPWHHOTO NMaKyBaHHS):
BeTttep ®apma-depTiryHr
'm6X Ta Ko. KIM, HimeuunHa;
KOHTPO/Ib SKOCTi NiKapCbKOro
3acoby (BMNpo6yBaHHs
KNITUHHOI aKTUBHOCTI
nikapcbKoro 3acoby): AT
dapmaveBTUYHUI 3aBOA,
TeBa, YropLwuHa; KOHTPO/b
AKOCTIi /likapcbKoro 3acoby
(uinicHicTb cuctemmn
KOHTelHep/3aKkynoptoBasbHu
11 3aCi6 nicns BTOPUHHOIO
nakyBaHHs): BaiiTxay3
AHaniTikan Jlabopatopis,
NNC, CLWA; BTOpuHHE
nakyBaHHs: Mepkne MM6X,
HiMmeyunHa; BTOPMHHE

AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IO SAKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTEpP, HE BK/IKOYAKYM BUMYCK Cepiii)
- 3miHa Ha3BuM BUp06HUKa /13, 6e3 3MiHK micus
BMpo6GHULUTBA. TEepMiH BBEEHHSA 3MiH NPOTSArom 6
MicsILiB nicns 3aTBEPAYKEHHS

Ne Hassa Popma sunycky 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjitiHo2o
3acoby YnakoskKa) nocBi0O4Y€eHHs1
1. AfXoBI™ PO3YUH NS iH'EKLNA, TOB "TeBa YkpaiHa BMPOOHULITBO NiKapCbKOro HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/18633/01/01
225 wmr/1,5 mn; no YkpaiHa" 3acoby, NnepBuMHHE YroplumHa/ 3MiHM | TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa peyenmom
1,5 M1 po3unHy y nakyBaHHs!, BTOPUHHE CLIA/ HalilMeHyBaHHs Ta/abo agpecu Micud
nonepegHLo nakyBaHHs1, KOHTPOSb SKOCTI | HigepnaHan NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
HanoBHEHOMY nikapceKoro 3acoby: Bettep rOTOBOrO JIiKapCbKOro 3acoby, BKIUaUn
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MKr/go3y, no 120
[,03 B a/1IOMiHIEBOMY
KOHTeliHepi 3
[03YH0UNM
KanaHom i
PO3MUIOKYOI0
HacagKoto 3
3aXMCHUM
KOBMa4ykom; rno 1
KOHTeliHepy B
KapTOHHI KopooLli

3MiHa y npoueci Bupo6HuuTBa Adl) - 3MiHM Y
BMPOBHMYOMY MPOLLEC] AiH0YO0T PeYOBUHU
NyTUKa30HY NPoMioHaTy Big BUPOOHMKa Aaarti
Industries Limited, IHAisA, a came BBEAEHHS Y
BMPOGHMUMIA NpoLec kapboHaTy Kanito Ta
MeTaHO/1y Y SKOCTi peareHTy Ta po3UnHHMKa
(BiANOBIAHO); 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneumndikawili
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo BUXiZHWIA/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea AP| (4ONOBHEHHS
cneumdikavii HOBYM NOKa3HUKOM SKOCTI Ta
Bi4NOBIAHVM METOLOM BUNPOBYBaHHS) -
[0MNOBHEHHA NokasHuka «Residual solvents»,

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
nakysaHHs: TpaHcapm
Norictik TM6X, HiMeuuunHa;
[03BiN Ha BUMYCK cepii:
Mepkne M'm6X, HimeuunHa;
[,03BiN Ha BUNYCK cepil:
Tesa PapmacbioTrKan3
HOepon B.B., HigepnaHnau
2. AIPTEK aepo30/b AN neHmapk IHAain FneHmapk ®apmacbloTvKan3 IHAjs BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/13756/01/01
iHransauin dapmacbioT nro. 3MiHM | TRy - 3MiHK 3 akocTi. A®l. BupobHMUTBO. peyenmom
[no30BaHuii, 25/250 vkans Jita,. 3MiHu B npoueci BUpobHuuTBa APl (He3HaYHa
MKr/go3sy, no 120 3MmiHa y npoueci BupobHuytBa A®I) - 3MiHN Y
0,03 B 2/1IOMiHIEBOMY BMPOGHNYOMY NPOLIECI AjH0H0T PEUYOBUHM
KOHTEliHepi 3 dNyTUKa30HY NPonioHaTy Bifg BUPOGHMKa Aaarti
[03Y04nM Industries Limited, IHgia, a came BBEAEHHA Y
KanaHom i BMPOGHMUMIA NpoLec kapboHaTy kanito Ta
PO3NMIOKYOI0 MeTaHo/y Y SIKOCTi peareHTy Ta po3ynHHMKa
HacagfKolo 3 (BigNOBIAHO); 3MiHW | TUNY - 3MiHW 3 AKoCTi. ADI.
3aXVCHUM KoHTponb A®I. 3miHa y napameTpax crneumndikawiii
KoBnaykom; no 1 Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
KOHTeliHepy B cneuudikauifx Ha A®l, abo BUXigHWIA/NPOMIKHWIA
KapTOHHI Kopo6Lli NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCS Y
npoueci BupobHuuTBa A®| (4ONOBHEHHSA
cneupudikaLii HOBYM NOKa3HWKOM SKOCTi Ta
BiAMNOBIAHMM METOL0M BUNPOBYBaHHS) -
[0NOBHEHHS NokasHuka «Residual solvents»,
cneuudikaLii Ha Ailody peyoBuHy dlyTUKa30HY
nponioHarty Bif BMpo6HMKa Aaarti Industries
Limited, IHAis, BU3HAYEHHAM MeTaHoy 3
[0NyCTUMOIO Mexeto He 6inbLlue 3000 ppm
3. AIPTEK aepo3osib ons neHmapk IHais FneHmapk ®apmacbloTvkan3 IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/13755/01/01
iHransuin dapmacbioT nra. 3MiHK | TNy - 3MiHK 3 AkocTi. API. BupobHMUTBO. peuyenmom
[030BaHuii, 25/125 vkans Jita. 3MiHM B npoueci BupobHuytea Ad| (HesHavyHa
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
cneuudikaLii Ha Ailo4y pe4yoBuHY /TyTUKa30HY
nponioHarty Big BupobHuka Aaarti Industries
Limited, IHAia, BU3HAYEHHAM MeTaHoNy 3
[0NYyCTUMOI Mexet He binbwe 3000 ppm
4, AIPTEK aepo3sosnb ons neHmapk IHais FneHmapk ®apmacbloTvkan3 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13754/01/01
iHranauin PapmacsioT Nra. 3MiHY | Tuny - 3MmiHK 3 akocTi. A®L. BupobHuuTBo. peyenmom
[o030BaHnii, 25/50 vkans fita,. 3MmiHu B npoueci Bupo6bHuuTBa A®| (He3HavyHa
MKr/gosy, no 120 3MiHa y npoveci BUpo6HuLTBa ADI) - 3MiHK Y
0,03 B 2/1IOMiHIEBOMY BMPOGHNYOMY NPOLIECI AjH0U0I PEUOBUHM
KOHTeliHepi 3 do1yTUKa3oHy nponioHaTy Bif BUpOGHVKa Aaarti
L03Y04UM Industries Limited, IHAis, a came BBEAEHHS Y
KnanaHom i BMPOBGHNYMIA NpoLec KapboHaTy kanito Ta
PO3NWIOKYHO0 MeTaHO/y Y IKOCTi peareHTy Ta po3yMHHMKa
HacafKow 3 (BiZANOBIAHO); 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
3aXUCHUM KoHTponb A®I. 3miHa y napameTpax crneumdikav,ivi
KoBnaykom; no 1 Ta/abo JoNyCTUMUX MEX, BUSHAUYEHUX Y
KOHTEliHepy B cneuudikalisx Ha A®l, abo BUXiZHWUA/NPOMIXKHWIA
KapTOHHI KOpo6Lii NpoAyKT/peareHT, Lo BUKOPUCTOBYOTbCS Y
npoueci BupobHuuTea A®| (4ONOBHEHHS
cneumdikalii HOBYM NOKa3HUKOM SIKOCTI Ta
BiANOBIAHMM METOA40M BUNPOOYBaHHS) -
[ONOBHEHHS NokasHuka «Residual solvents»,
crneundikavii Ha aitoyy pevyoBUHY 1yTUKa30HY
nponioHarty Bif BMpo6HMKa Aaarti Industries
Limited, IHAjsA, BU3HAYEHHAM MeTaHony 3
[0NyCTUMOK0 Mexeto He binble 3000 ppm
5. ANAPIHK® NOPOLLIOK ANt AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/14813/01/01
OpasIbHOIo PO34UHY "papmak” TexHiyHa nomwuska (3rigHo Hakasy MOS3 Big peyenma
3i CMakoM IMMOHY 23.07.2015Ne 460) - BUNpaBneHHs TEXHIYHOI
no 4,8 r B calle; no noMuskn y po3gini «Cknag» 3miH o MKA 13 Ne 6,
10 cawe B navuj 3 a came: BK/IIOYEHO a/lbTepHATUBHOIO BUPOGHUKA
KapTOHY Litoyoi pevyoBuHY PeHinedpurHy rigpoxnopuay
Shenzhen Oriental Pharmaceutical Co., Ltd.,
China, wo 6ys 3aTBepAKeHNIi 3MiHaMK A0 MKA
N3 Ne 5 (Hakaz MO3 Ne 1819 Big 27.08.2021
. poky)
6. AWOPIHK® NOpPOLUOK ANA AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/14814/01/01
OpasIbHOro PO3UYNHY "Ppapmak” TexHiyHa nomuska (3rigHo Hakasy MO3 Bif peyenma
3i CMaKoM YOpHOI 23.07.2015Ne 460) - BUNpaBNeHHS TEXHIYHOI
cMopoAauHKn no 5,2 1 noMuskn y po3aini «Cknag» 3miH o MKA /13 Ne 6,
B calle; no 10 cawle a came: BK/I0YEHO a/lbTEPHATVBHOMO BUPOOHUKA
B Mauli 3 KAPTOHY Lito40i pevyoBuHN DeHinedpyriHy rigpoxiopuay
Shenzhen Oriental Pharmaceutical Co., Ltd.,
China, wo 6yB 3aTBepmxeHnii 3miHamm o MKSA
13 Ne 5 (Hakaz MO3 Ne 1819 Big 27.08.2021
pokKy)
7. AKTPANIA® PO34MH ANA H'EKLl, A/T Hoso [JaHis Bupo6HuK [Oanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/0325/01/02
HM 100 MO/mn; no 10 Hopgaick Hepo3dacoBaHOro PpaHujs 3MiHM | TMNY - 3MiHK 3 SKOCTi. FOTOBWIA NliKAPCbKUIA peuyenmom
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NPOAYKTY, HANOBHEHHSA B
MeHpin®, nepBuHHA
yMakoBKa, KOHTPO/Ib AKOCTI
Ta BigNoBiAa/IbHWIA 32
BUMYCK Cepiii KIHLEBOTO
npoaykTy); Hoso Hopgaick
(KuTait) ®apmacbtoTikan3
Ko., NiTa., Kutalicbka
HapogHa Pecny6nika
(BUPOGHWMK
Hepo3dacoBaHoro
NPOAYKTY, HANOBHEHHS B
NepBUHHY ynakoBky); Hoso
Hopgaick MNpoaykao
dapmaceyTika fo bpasinb
Ntpa., bBpasunia (BUpo6HUK
Hepo3dracoBaHOT NPoAyKL;,
NepBUHHA Ta BTOPYHHA
ynakoBka); HoBo Hopgick
MpoptokcboH CAC, PpaHuis
(BUPOGHWMK
Hepo3dacoBaHoro
NPOAYKTY, NePBUHHE
nakyBaHHS Ta KOHTPO/lb

ab0 CMHTETUYHOTO NOXOMKEHHS) - ANnA
[0NOMDKHUX peYOBUH ab0 peakTuBiB, K
BVIKOPVCTOBYIOTbCS Y BUPOOHULITBI aKTUBHOT
peyoBUHM 6ioOriYHOro/iMyHOMOTIYHOTO
NOXOKEHHS, a60 NikapCbKOro 3acoby
6i0/10r4YHOro/iMyHO/ONYHOTO MOXOKEHHS. 3aMiHa
peakTuBiB Amika3a Ta JlakT03a, L0 CTaHOBNATb
pu3unk nepegadi 36yaHukis N'E, Ha maTepian
POC/IMHHOIO NOXOMXXEHHS AN 3aCTOCYBaHHA Y
BMPOGHMLTBI eH3umy AxpomMobakTep Jlikyc
MpoTteasa (AJIMM), WO BUKOPUCTOBYETLCA Y NPOLLECI
BMPOOHULITBA aKTUBHOI PEYOBUHM.

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
My donakoHi; no 1 NpPOAYKTY, HANMOBHEHHSA B 3aci6. KOHTposib AONOMDKHUX PEYOBYH. 3amiHa
chnakoHy y ch/1akoHW, NepBrHHA [hxepena ofepXaHHA OMOMiXHOI pevyoBVHM abo
KapTOHHiiA KopooLyi ynakoBKa, KOHTPO/Ib AKOCTI peakTuBy, LLIO CTAHOBUTb PU3MK Nepeadi
Ta BignoBiganbHWin 3a 36yaHukiB ME (MaTepiany, WO CTaHOBUTb PU3UK
BUMYCK Cepiii KiHLEBOTO nepepadi 36yaHukiB E, Ha MaTepian pocaIMHHOIO
npoaykty: A/T Hoso ab0 CUHTETUYHOTO MOXOAKEHHS) - Ans
Hopgick, AaHis; BupobHuk [OMNOMDKHMX PEYOBMH abo peakTuBiB, AKi
NPOAYKLUiT 3a NOBHUM BUKOPUCTOBYHOTLCH Y BUPOOHULTBI aKTUBHOT
uvknom: Hoeo Hopgick peyoBnHM 6i0OrYHOrO/iMyHONOTIYHOTO
MpogtokcboH CAC, ®paHuis; NMOXOKEHHS!, ab0 /iKapCcbkoro 3acoby
Brvpo6HMK Ana mapKyBaHHsA 6ionoriyHoro/iMyHOOMNYHOr0 NOXOMKEHHS. 3aMiHa
Ta ynakoBku dhN1aKoHiB, peakTuBiB AMikasa Ta J1akTo3a, Lo CTaHOBNATb
BTOPUHHOTO NakyBaHHs: A/T pv3vk nepegadvi 36yaHukis [E, Ha maTepian
Hoso Hopgick, [faHis POC/IMHHOTO MOXOAXEHHS /151 3aCTOCYBaHHA Y
BMPOGHULTBI eH3uMmy AxpomobakTep Jlikyc
MpoTeasa (AJIM), WO BMKOPUCTOBYETLCS Y NPOLIECI
BYPOGHMLUTBA aKTUBHOI PEYOBUHW.
8. AKTPANIA® PO3YUNH NS iH'EKLNA, A/T Hoso [aHis A/T Hoso Hopgaick, [aHis [Oanis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/12611/01/01
HM MNEH®PIN® 100 MO/mn, no 3 mn Hopgick (BMPOGHVK AN MapKyBaHHS KuTaiicbka 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii peyenmom
y KapTpuaxi; no 5 Ta ynakoBku MeHpin®, HapogHa 3aci6. KoHTposib AONOMDKHUX PeYOBUH. 3amiHa
KapTpuaXis y BTOPUHHOrO nakysaHHs); A/T | Pecnybnika/ [xepena ofiepXxaHHs OMNOMiKHOI pe4yoBuHN abo
KapTOHHI Kopo6Lli HoBo Hopgaick, daHis Bpasunis/ peakTuBy, L0 CTAHOBUTb PU3MK Nepeaadi
(BMPOGHUMK PpaHuis 36yaHukiB 'E (MaTepiasy, WO CTaHOBUTbL PU3UK
Hepo3dghacoBaHOro nepegadi 36ygHukis N'E, Ha maTepian pOC/IMHHOIO
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Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

6as1Ky. KoHTposb sKoCTi
6aiky roToBOro NpoaykTy Ta
KIHLEBOIO NPOAYKTY)

ANEPrognn®

Kpanni o4Hi 0,05 %,
no 6 ao 10 mny
do1aKkoHi-
KpanenbHuLj; no 1
hNakoHy-
KpanenbHuLi B
KapTOHHI ynakoBLi

MEOA
dPapma
v6X eHg
Ko. KI

HimeuuunH
a

MEJA ®apma 'm6X eHg Ko.
KI, HimeuurHa (BUPOBHUK,
BiANOBIA&/IbHWI 3a BUMYCK
cepii); TYBUTIOKC ®APMA

C.n.A., ITanis (BUPO6HUK,
BiAnoBigaNbHWI 3a
BVPOGHMLTBO
Hepo3dracoBaHOT NPoAyKL;,
nepBrHHE Ta BTOPVHHE
nakyBaHHSs!, KOHTPO/Tb
AKOCTI)

HimeuunHa/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
Bi4MNOBIAHOCTI ab0 BUyYeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ons
ADI; ons BUXigHOro
marepiany/peareHTy/npoMikHOro NPOAYyKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin thapmakonei) - OHOBNEHWI
cepTuduikaT Bif y)Xe 3aTBepXEeHOro BUPOOHNMKa.
MopaHHA OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
€sponevicbkin hapmakonei Ne R1-CEP 2009-333 -
Rev 03 (3aTBeppxeHo: R1-CEP 2009-333 - Rev
02) ana Adl azenactuHy rigpoxiopuay Bif Bxe
3aTBEPAKEHOr0 BUpOo6HMKa Evonic Nutrition &
Care GmbH, Germany, Ta, ik Hacnigok, 3MiH/ B
iHbopmaLii Wwoao nakyBaHHA. 3MiHK | Tuny - 3MiHK
3 akocTi. CepTudpikaT BignosigHocTI/l E-
cepTudikaT BignoBigHOCTI EBpoNenchbkili
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULITBI
A®I; onsa AONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponelickbkin thapmakonei) -
OHoBEeHWIA cepTUdikaT Bif yXe 3aTBEepAXEHOro
BMpo6HUKa. MNMofaHHs OHOBIEHOro cepTudikata
BiAnosigHOCTI €Bponelickkil thapmakonei Ne R1-
CEP 2009-333 - Rev 04 gna A®l azenactuHy
rigpoxnopuay Bif BXe 3aTBEP)KEHOTO BUPOOHMKA
Evonic Nutrition & Care GmbH, Germany, sikui
3MiHMB Ha3By Ha Evonic Operations GmbH,
Germany. Kpim Toro, fgomiwka 4-rigpasiHin-1-
MeTunasenaH BkIoUYeHa B creuudikaliio giryoi
PEYOoBMHM.

3a
peyenmom

UA/4072/01/01

10.

ANbBEHAASO
n

TabneTky XyBaslbHi
no 400 mr, no 3
Tabnetkn y 6nictepi;
no 1 6nictepy B
nauj 3 KapToHy

TOB
"TepHochbap
M

YKpaiHa

TOB "TepHothapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKunii
3aci6. KOHTpO/ib rOTOBOTO NiKapCbKoro 3acoby.
3miHa napameTpiB cneyudikauin Ta/abo
[0MNyCTUMKX MEX FOTOBOTO NiKapCbKoro 3acoby

3a
peyenmom

UA/16563/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
(iHwWi 3miHW) 3miHK go T. MikpobionoriyHa unctoTa,
a came BHECEHO NPUMITKY LOA0 NOCUNaHHA Ha
[itoue BugaHHsa JepxasHoi Papmakonei Ykpainu
(4®) Ta nepiognyHICTb KOHTPOIO ("HE PYTUHHWIA
TECT: AOMNYyCKAeTbCA NPOBOANTY KOHTPO/b KOXHOT
aecaToi cepii 13, ane He MeHLLe OfHieT cepil
MOBWMHHO 6YTUN NEpPeBIPEHO B KOXHOMY
KanieH4apHOMY oL, B SKOMY 34iiCHI0ETbCS
BMNYCK NPOAYKL,i)
11. AMAHTAAVHY | nopoLuok Moexc Icnanis "Moexc KanTabpa, C.J1." Icnarnis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: - UA/6353/01/01
CYNb®AT (cybeTaHuin) y KaHTabpa, 3MiHuM | TUNY - 3MiHK 3 AkocTi. APL. KoHTponb APl
naketax C.J. (iHWi 3miHK). 3miHa NoB'A3aHa i3 BBE4EHHAM HOBOI
nonieTuIeHoBKX Bepcii AM® Ne O-ADS-2107-s0021 3amicTb Ne O-
ons ADS-2011-s0013 Brpo6bHMKOM Moexc KaHTabpa,
dhapmaLeBTUYHOrO C.J1., IcnaHis. Po3gin 3.2.S.2.1 6yB AONOBHEHUI
3acTOCyBaHHS iHchopmaieto WoA0 Micus BUNPOGyBaHHS Ha
Mikpo6ionoriyHy uictoTy Laboratorio
Interprofesional Lechero De Cantabria (LILC)
Parque Empresarial Cantabria (Morero) Parcela
P.1-8, 39611-Guarnizo (Cantabria), SPAIN.
12. AMAPUN® Tabnetkn no 4 mr Ne TOB YkpaiHa CAHO®I C.P.N. ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/7389/01/03
30 (15x2): no 15 "CaHoi- 3MiHu | TUNY - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peyenmom
Tabnetok y 6nictepi; ABeHTIC Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
no 2 6nictepv B YkpaiHa" y3araJlbHeHUX AaHux npo cucrtemy
KapTOHHI KopooLli hapmakoHarnsgy (BBefeHHs y3araslbHEHUX JaHuX
npo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3AiicCHeHHA hapMakoHariaay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobu, BignoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (Bkiryarum
KOHTaKTHI AaHi) Ta/abo 3MiHWN Y PO3MiLLEeHHI
macTep-gaiina cuctemy papMmakoHarnsgy) 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemm
thapMakoHarnagy. 3miHa Micus 34inCHeHHs
OCHOBHOI AiSiNIbHOCTI 3 dpapMakoHarnsgy.
13. AMAPUN® Tabnetky no 3 mr Ne TOB YkpaiHa CAHO®I C.P.N. ITania BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/7389/01/02
30 (15x2): no 15 "CaHoi- 3MiHM | TMNy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI peuyenmom
TabneTok y 6nictepi; ABeHTIC Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 2 6nictepu B YkpaiHa" y3araslbHeHUX AaHuX Npo cuctemy

KapTOHHI KOpOOL;j

thapmakoHarnagy (BBeAeHHs y3araslbHeHVX faHux
npo cuctemy apmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
3[ilicHEHHS1 chapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHA
Bif, YOBHOB&XXEHOI 0c06M, BignoBigaibHOI 3a
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3[jicHeHHs hapmakoHariaay (BKIYarum
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
macTep-haiina cuctemu dpapmakoHarnsgy) 3miHa
MiCLie3HaxX0MKEHHS MacTep-dhaiina cuctemm
thapmakoHarnagy. 3MiHa MicLs 34iiCHEHHS!
OCHOBHOI f1isifIbHOCTi 3 dhapmakoHarnsgy.

14.

AMAPUN® M
2Mri/soomr

TabneTku, BKpUTI
o060n0HKoto; Ne 30
(10x3): no 10
TabneTok y 6nictepi:
no 3 6nictepu B
KapTOHHI Kopo6Lii

TOB
"CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

XeHOoK IHK.

Pecny6nika
Kopes

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
Bi4MNOBIAHOCTI ab0 BUyYEeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ons
ADI; onsa BUXigHOro
marepiany/peareHTy/npoMikHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponevicbkiin thapmakonei) - Hosuii ceptuddikat
Bifl HOBOrO BMPOGHMKa (3aMiHa abo [ONOBHEHHS) -
MopaHHA HOBOrO cepTudikaTa BignoBigHOCTI
€sponevicbkin hapmakonei Ne R1-CEP 2009-233 -
Rev 01 ans gitoyoi peyoBmHy Metformin
Hydrochloride Big HoBoro Bupo6Hmnka SOHAN
HEALTHCARE PVT. LTD., IHgis

3a
peyenmom

UA/9859/01/02

15.

AMAPUN® M
2Mri/soomr

TabneTku, BKpUTI
o060n0HKoto; Ne 30
(10x3): no 10

TabneTtok y 6nictepi:

no 3 6nictepu B
KapTOHHI KOpo6Lii

TOB
"CaHoi-
ABeHTIiC
YkpaiHa"

YKpaiHa

XeHOoK IHK.

Pecny6nika
Kopes

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnaay (BBefeHHs y3arasibHeHVX JaHux
npo cuctemy dpapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHoT 3a
3AiicCHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bif, yNOBHOBaXKeHOT 0cO6MU, BiANOBiAa1bHOI 3a
3[jicHeHHs hapmakoHarsay (BKIyatoum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-gpaiina cuctemu chapmakoHarnsgy) -
3MiHa MicLue3HaxomkeHHs MacTep-charina
cucTemu hapmMakoHarnagy. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
dpapmakoHarnsay

3a
peyenmom

UA/9859/01/02

16.

AMITPEH

kancynu no 50 wr,
no 1 kancyniy
6nicTepi; no 1 a6o
no 3, abo no 6
6nicTepis B KOPOOL
3 KapTOHY; Nno 6

TOB
"AcTpadhapm

YKpaiHa

TOB "Actpadapm”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3Mipy cepil
(BK/IHOYAlOUM fiana3oH po3mipy cepii) rotoBoro
nikapcbKoro 3acoby (36inbLeHHs ao 10 pasis
MOPIBHSHO i3 3aTBEPAKEHNM PO3MIPOM)

3a
peyenmom

UA/6890/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Kancyn y énicrepi; BBBE/JEHHS 404aTKOBOro po3mipy cepil roToBoro
no 1 6nictepy B nikapcbKoro 3acoby
KOpOO6Lii 3 KapTOHY;
no 10 kancyny
6nicTepi; no 1
6nicTepy B KopobL,i 3
KapTOHY
17. AMITPEH kancynu no 100 mr, TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3a UA/6891/01/01
no 1 kancyniy "AcTpadchapm 3MiHM | TMNY - 3MiHK 3 AKOCTI. [OTOBWUIA NiKapCbKni peyenmom
6nicTepi; no 1 abo " 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
no 3, aéo no 6 (BK/THOYAlOUM fiana3oH po3mipy cepii) roToBoro
6nicTepis B KOPOOL nikapcbKoro 3acoby (36inbweHHs go 10 pasis
3 KapTOHy; Mo 6 MOPIBHSAHO i3 3aTBEPAXEHUM PO3MipOM)
Kancyn y énictepi; BBBE/leHHS 40aTKOBOro po3Mipy cepii roToBoro
no 1 6nictepy B nikapcbKoro 3acoby
KOpOO6Lii 3 KapTOHY;
no 10 kancyny
6nictepi; no 1
6nicTepy B kopobu;j 3
KapTOHY
18. AMITPUOTANI Tabnetku no 25 mr; TOB YkpaiHa ToBapuCTBO 3 0OMEXEHOD YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/5160/01/01
HY no 25 tabneTtok y "XapkiBcbke BiANOBifa/IbHICTIO 3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
rigPOXNoPUA, | 6nictepi; no 1 hapmavueBT "XapkiBcbke Ta (papmakoHarnsgy. 3MiHa y KopoTkiii
6nicTepy y kopobui; N4He hapmaueBTNyHe XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
no 10 TabneTok y nignpuemMcTs nignNpUeMCcTBO "340Pp0B’s MapKyBaHHA Ta IHCTPYKLi 418 MeguYHOro
6nictepi; no 5 0 "3p0poB'Aa Hapoay" 3acTOCyBaHHSA Ha niacTasi perynsipHo
6nicTepis y kopobu,i Hapoay" OHOB/IIOBAHOrO 3BITY 3 6e3nekn NikapcbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBeAeHWX BignoBigHO 40 NnaHy negiatpuydHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHVM YNOBHOB&XXEHNM OPraHOM) - 3MiHN
BHECEHO B [HCTPYKLUil0 AN MeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMKU ikapcbkuMu 3acobamu Ta
iHWi BnAn B3aemogii", "Mepeno3yBaHHS"
BiANOBIAHO A0 OHOB/EHOT iH(hopmaLlii 3 6e3neku
3aCTOCYBaHHS fil040I PeYOBUNHU NiKapCbKoro
3acoby. BBegeHHsA 3MiH MPOTAroM 6-Tu MicsILiB
nicns 3aTBepAKeHHs
19. AMITPUOTANI PO34MH ANs iH'EKLN, ToBapncTBO YkpaiHa BCi cTagii BUpobHMUTBA, YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/5160/02/01
HY 10 mr/mn; no 2 mn B 3 KOHTPO/b AIKOCTi, BUMYCK 3MiHM | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyernmom
FiAPOXNOPUA | amnyni; no 5 amnyn obmexeHoto cepii: ToBapucTBO 3 Ta hapmakoHarnsgy. 3miHa y KopoTkili
-3H y 6nicTepi; no 2 Bignosigans 06MEXEHO XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
6nicTepun y kopobuy; HiCTIO BiANoBiga/IbHICTIO MapKyBaHHA Ta IHCTPYKLi ANA MeguyHOro
no 2 mna B amnyni; "XapkiBcbke "XapkiBcbke 3acTOCyBaHHSA Ha niacTasi perynsipHo
no 10 amnyn y dhapmaueBT papmaueBTMyHE OHOB/1OBAHOIO 3BIiTY 3 6e3NeKkn Nikapcbkoro
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KOpo6Li; no 2 Mn B n4yHe nignprveMcTBo "340poB's 3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
amnyni; no 10 nignpuemMcTs Hapogay", YkpaiHa; Bci cTagil nikapcbKoro 3aco6y B Mic/iApeecTpaviiiHuii nepios,
amnyn y 6nictepi, no | o "3gopos'sa BMPOGHMLITBA, KOHTPOSIb abo K pe3ynbTaT OLiHKK 3BITY 3 fOCNIMKEHD,
1 6nicTtepy y Hapoay" AkocTi: ToBapuCTBO 3 npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
KopoobLi 06MeXeHo pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
BiANOBIAA/TbHICTIO KOMMETEHTHUM YNOBHOB&XEHNM OPraHoM) - 3MiHu
"dapmaLeBT1YHa KOMNaHis BHECEHO B |HCTPYKUiO AN MeANYHOro
"300poB'a”, YkpaiHa 3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMK fikapcbkuMn 3acobamu Ta
iHWi BnAW B3aemogiin", "Mepeno3yBaHHS"
BiANOBIAHO 40 OHOBNEHOI iHChopMaL,i 3 6e3neku
3aCTOCYBaHHS fil0401 PeYOBUHU NiKapCbKOro
3acoby. BBegeHHsA 3MiH MPOTAroM 6-Tu MicsILiB
nicns 3aTBepAKeHHs
20. AMI®PEHA IC TabneTku, BKpUTI TosapucTBo YkpaiHa ToBapuCcTBO 3 A0AATKOBOK YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHux maTepiais: 6e3 UA/16620/01/01
NAiBKOBOO 3 BiAMOBIAA/TBHICTIO 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii peyenma
060/10HKOH0, Mo 250 [04aTKOBOK "IHTEPXIM" 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
mr, no 10 TabneTok BignoBigans npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
y 6nicTepi, no 2 HiCcTIO NiKapcbKoro 3acoby (36iMbLeHHs TepMiHy
6nictepu y nauui "IHTEPXIM" NpUAATHOCTI FOTOBOIO JIiKapCbKOro 3acoby) - Ans
TOProBoi ynakoBku (NiATBEPAXKYETLCA fJaHUMMN
peasibHOro yacy) - 36i/bLUeHHS TEPMIHY
npugatHocTi MN3 3 2-x pokiB A0 3-X pokiB
06yMOB/IEHO AaHVMMU, OTPUMaHUMW Nif, Yac
BMBYEHHS CTabi/IbHOCTi BUPO6HUUMX cepid N3y
peasibHOMY Yaci. 3MiHM BHECEHI B po34in "TepMiH
npuaaTHOCTI" B IHCTPYKLiIO 4719 MEANYHOIO
3aCTOCYBaHHSA JiKapCbkoro 3acoby
21. AMI®EHA IC TabneTku, BKpUTI ToBapucTBO YkpaiHa ToBapuCTBO 3 AOAATKOBOIO YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/16620/01/02
NAiBKOBOO 3 BiANOBIAA/TbHICTIO 3MiHW | TMNY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKunii peyenma
060/10HKOH0, Mo 500 [04aTKOBOK "IHTEPXIM" 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
mr no 10 TabneToky | Bignosigasb npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
6nicTepi, no 2 HiCTIO NiKapCbKOro 3acoby (36iMbLIeHHs TepMiHy
6nictepu y nauui "IHTEPXIM" npuAaTHOCTI FOTOBOrO fikapcbKoro 3acoby) - Ans
TOProBOi yNakoBky (NiATBEPMAXYETLCA AaHUMU
peasibHOro yacy) - 36i/bLUEeHHS TEPMIHY
npugartHocTi MN3 3 2-x pokiB A0 3-X pokiB
06YMOB/IEHO A@HMMW, OTPUMAHVUMW Mif Yac
BMBYEHHS CTabiNIbHOCTI BUPOGHNUMX cepiit TN3 'y
peasibHOMY Yaci. 3MiHM BHECEHI B po34in “TepMiH
npuaatHoOCTI" B IHCTPYKLitO ANA MeANYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby
22. AMILUTPOH® TabneTku, BKpUTI ToBapucTBO Ykpaina ToBapuCTBO 3 A0A4AaTKOBOIO YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/15430/01/01
EKCTPATAB NNiBKOBOIO 3 BigNoBifasIbHICTIO 3MiHU | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenma
060/10HKOH Mo 10 [,04aTKOBOKO "IHTEPXIM" 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
TabneTtok y 6nictepi; | Bignosiganib npugaTHocTi abo ymoBax 36epiraHHsl roTOBOro
no 1 6nictepy B HiCcTIO NiKapcbKoro 3acoby (36inbLIEeHHSA TepMiHYy
nauuj "IHTEPXIM" NpWAATHOCTI TOTOBOIO JIiKApCbKOro 3acoby) - Ans
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
TOProBoi yNakoBKky (NiATBEPMKYETLCA AaHUMU
peasibHOro yacy) - 36i/bLIEeHHS TEPMIHY
npugatHocTi [N13 3 2-x pokiB A0 3-X pOKiB
00YMOB/IEHO A@HUMW, OTPUMAHVMW Nif vac
BMBYEHHS CTabisIbHOCTi BUPOGHUUMX cepiidi N3y
peasibHOMY Yaci. 3MiHV BHECEHI B po34in "TepMmiH
npuaaTHoOCTI" B IHCTPYKLiI0 4718 MEANYHOIO
3aCTOCyBaHHS NiKapcbkoro 3acoby
23. AMMNICYNbBIH NOPOLLIOK ANt MAT YkpaiHa MAT "KuiBmegnpenapar" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/3858/01/01
® PO3uunHy NS iH'ekuin | "KuiBmegnp 3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
no 1,5 r nopoLuky y enapar” Ta (papmakoHarnsgy. 3MiH1 y KOpOoTKiii
dnakoHi; no 1,51 XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
NOpOLLKY Y dh/1aKoHi; MapKyBaHHS Ta IHCTPYKUIii AN MeAUYHOro
no 10 chnakoHiB 3 3aCTOCYBaHHSA reHepuYHUX/ribpnaHnx/6ionoaieHNX
NOPOLLUKOM Y nNiKapcbknx 3acobiB Nic/is BHECEHHS TiET camol
KOHTYPHIl 3MiHM Ha pechepeHTHUI npenapaT (iHwWi 3MiHK) -
YapyHKOBIli 3MiHM BHECEHI [0 iIHCTPYKLT N8 MeguyHoro
ynakosuj; no 1 3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginu:
KOHTYPHIl "®apmakonoriyHi BnactmsocTi”, "MokazaHHA"
YapyHKOBIli yrnakoBLi (peparyBaHHs), "3acTocyBaHHA y nepios,
B nauuj BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta fo3u", "Mo6iyHi peakyji” 3rigHo 3
iHhopmaLieto WoA0 MeanyYHOro 3acTocyBaHHS
pedyepeHTHOro sikapcbkoro 3acoby (YHA3NH®,
MOPOLLIOK A1 PO34MHY Ans iH'exuiid, no 1,5 r).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
24. ACNIPVH TabneTku, BKpUTI Baiiep LLiBeiiuapi BMPOGHMLTBO "in bulk", HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/7802/01/01
KAPAIO® KULLKOBOPO34YMHHOKO KoHcbomep ] KOHTPO/Ib AIKOCTi: Baiiep AT, ITanis 3MiHY | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenma
o60s0HKot0, no 100 Kep Al HimeuunHa; BMpOGHNLTBO 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa

mr, no 14 TabneTtok
y 6nicTepi; no 2, no
4 abo no 7 6nictepis
B KapPTOHHI nayui

"in bulk", KOHTPO/b AKOCTI,
nepBUHHE, BTOPUHHE
nakyBaHHs Ta BUNycK cepii:
Baiiep Bittepdensa Mm6X,
HimeyunHa; BUPOGHNLITBO
"in-bulk", KOHTPOAb AKOCTI:
Baiiep Xenckep
Manydaktypinr C.P.J1.,
ITanis; KOHTPO/Ib SIKOCTI:
KyppeHTa 'm6X i Ko. BTK,
HimeuunHa

iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gogaBaHHs AiNbHWLI, Ha AKIl
3[iCHIOETLCS KOHTPO/L/BUMPOGYBaHHS cepii) -
BBeneHHs1 LO4AaTKOBOI a/lbTePHATUBHOT AifTbHULL
Baiiep Xenckep Manydaktypinr C.P.J1., ITanis, Ha
AKili 30iiCHIOETLCA KOHTPOb/BUNPOGYBaHHSA cepii
(KOHTPO/Ib SIKOCTI) FOTOBOIO JiKAPCLKOTO 3acoby;
3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbKunii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHA OiNbHWLI, Ha Kl
3[iACHIOETBCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
BBefeHHs1 04aTKOBOT aflbTEPHATVBHOI AiNTbHUL
KyppeHTa 'm6X i Ko. BTK, HimeuunHa, Ha sikiii
3[iICHIOETLCSI KOHTPO/IL/BUNPOBYBAHHS cepil
(KOHTPO/Ib SKOCTI) FOTOBOTO NiKApPCLKOro 3acoby;
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHW |l TMny - 3MiHW 3 AKOCTIi. FOTOBWIA NiKapCbKMiA
3aci6. 3MiHM y BUpO6HMLTBI. 3aMiHa abo
BBEEHHA A0AATKOBOI AiNbHULI BUPOGHMLTBA ANS
4acTUHK abo BCbOro BUPOOHNYOrO npouecy
rOTOBOrO JliKkapcbkoro 3acoby (AiNbHULSA, Ha SKii
NpoBOAATLCA Oy Ab-AKi BUPOOGHWYI cTagil, 3a
BUHATKOM BUMYCKY Cepiil, NPOBEAEHHS KOHTPOO
AKOCTi Ta BTOPUHHOIO NakKyBaHHSA, A5 NiKapCbKnx
3ac06iB 6i0/10r4YHOr0/iIMyHO/ONYHOTO NMOXOAKEHHS
ab0 nikapcbknx HOpM KOMMIEKCHOrO (CKMaHOoro)
BMPOGHMYOro npouecy) - BeBeaeHHst ooaatkoBoi
anbTepHATUBHOI AiNbHULI BUPOGHULTBA Baiiep
Xenckep ManydaxTtypinr C.P.J1., Itania gns
4acTuHY BUpPOBHUYOro npouecy “in-bulk” rotosoro
nikapcbKoro 3acoby

25.

ALVK®

Kpem 5 %;no 2ry
Ty6i; no 1 1y6i B
KapTOHHI KOpo6Lii

CaHpo3
dapmacbHoTi
Kans g.4.

CnoBeHis

Cantotac ®apma 'm6X

HimeuyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (3MEHLLUEHHSI TEPMiHY
nNpWAaTHOCTI FOTOBOTO JliKapCbKOro 3acoby) - Ans
TOProBOi YNakoBKW. 3MEHLUEHHS TEPMiHY
NPUAATHOCTI FOTOBOTO JIIKAPCLKOro 3aco0y.
3arBepakeHo: TepmiH NpuMAAaTHOCTI: 4 oK.
3anponoHoBaHo: TepMiH NPMAATHOCTI: 3 POKK.
3MiHV BHECEHI B IHCTPYKLi0 4151 MEANYHOIO
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ain
"TepMiH npuaaTHocTi". BBeAEeHHS 3MiH NPOTArom
6-TN MicALIB NiCNsA 3aTBEPAKEHHSA — He
peKoMeHA0BaHO [0 3aTBEPLKEHHS, OCKI/IbKM
BN/IMBAE Ha AKICTb J13.

6e3
peyenma

UA/9433/02/01

26.

BA/Ib3AMIYHUN
N NIHIMEHT
(3A
BULUHEBCbKU
M)

NiHimeHT N0 401y
6aHkax; no 40 ry
Ty6ax; no 40ry
Ty6i; no 1 1y6i y
nauvj 3 KapToHy

AT
"Ny6Hndchap
o

YKpaiHa

AT "Jly6Hunchapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKunii
3aci6. KOHTPO/ib rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHW) - BHECEHHS 3MiH Y Cneumdikayito/
MeToauky Bunpo6yBaHHs /13 3a NOKa3HUKOM
"MikpobionoriyHa ynctoTa”, 30Kpema: BUTyUYEeHHS
MOBHOIO OMUCY NMPOBEAEHHS METOAMNKM

6e3
peuyenma

UA/6659/01/01

27.

BICOMNPONON-
TEBA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 5 ™r,
no 10 TabneTtok y
6nicTepi; no 3
6nicTepu B KOPOOL

TOB «TeBa
YKpaiHa»

YkpaiHa

AT dapmauleBTUYHNIA 3aBOS,
TeBa

YropuwmHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOBOHUMKa/imnopTepa
roTOBOrO NiKapCcbKoro 3acoby, BkIoYaoun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJT0 SIKOCTI. ([iS/IbHICTb, 3a SIKy BiAMNOBIAaE
BMPOGHUK/iMNOpPTEp, BK/IOYAKUM BUMYCK Cepili)
3MiHa Ha3BM OAHOrO i3 3aTBEPKEHNX BUPOOHUKIB
13, 6€3 3MiHN Micuss BUpO6HMUTBA. 3MiHM

3a
peyenmom

UA/6407/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BHECEHI B iHCTPYKLIit0 A1 MEANYHOrO
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
"BMpOo6HMK" 3 BIANOBIAHUMY 3MiHAMYW B TEKCTI
MapKyBaHHS yNakoBOK. BBeleHHA 3MiH MpOTArom
6-TU MicsAUIB NicNsA 3aTBEPKEHHS.
28. BICOMPO/ION- | Tabnetku, BKpUTI TOB «TeBa YkpaiHa AT dapmavleBTUYHUIA 3aBOS, YropwuHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/6407/01/02
TEBA NNiBKOBOO YkpaiHa» TeBa 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKO10, No 10 HalilMeHyBaHHs Ta/abo agpecy Micus
mr, no 10 TabneTok NpoBaKEHHS AiS/IbHOCTI BUpOBOHUKa/imnopTepa
y 6nicTepi; mo 3 roTOBOrO J1iKapCbKOro 3acofy, BK/IYatoum
6nictepu B KOPOOLL AOinbHULI BUNYyCKy cepii abo Micue npoBefeHHs
KOHTPO/IIO SKOCTI. (AIANbHICTb, 3a AKy Bignosifae
BMPOGHUWK/iMNOpTEp, BK/IKOYAKYM BUMYCK Cepili)
3MiHa Ha3BY OAHOrO i3 3aTBEPKEHUX BUPOOHUKIB
N3, 6e3 3miHW micus BUpoOHULTBA. 3MiHK
BHECEHIi B iHCTPYKLIit0 AN MEANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
"Bmpo6HMK" 3 BIANOBIAHUMY 3MiHAMYW B TEKCTI
MapKyBaHHS yNakoBOK. BBeleHHA 3MiH MpOTArom
6-TU MicsAUIB NicNsA 3aTBEPKEHHS.
29. BPOHXO- Kancynm no 3,5 mr; OM dapma LLiseiiuapi OM dapma CA LLiBeiuapis BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/18520/01/01
BAKCOM AITn no 10 kancyny CA A 3MmiHu | TUny - 3MiHK 3 sKocTi. A®I. BUpo6HMUTBO. peyenmom

6nictepi; no 1 a6o
no 3 6nictepu B
KapTOHHI KopooLli

3MiHa po3mipy cepii (Bktovatoun gianaszoHu) Ad|
ab0 NPOMiXXHOro NPoAyKTY, SKUA 3aCTOCOBYETHLCA Y
npoueci BupobHuuTBa APl (po3mip cepii akTuBHOT
peyoBUHM 6i0NOrIYHOro/iMyHOOMNYHOro
NOXOKEHHS 36i/1bLUNBCA/3MEHLUNBCA 6€3 3MiHN
napameTpis npouecy (Hanpuknag gy6noBaHHA
NiHiT)) 3aNponoHOBAHO 3MiHY LWOAO Ajto4oTl
PEYOBUHM CTaHAAPTM30BaHOrO sliodhinizaty OM-
85, a came po3mipy cepii, Skuii 3aCTOCOBYETLCH Y
BMPOGHMUTBI NiochinizaTy (3anponoHoBaHwmi
po3mip cepii, NpU6AN3HO 27 Kr, 3aMiHUTb
3apeecTpoBaHuii Ha faHuii MOMeHT po3Mmip cepii
14 «r).
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapPCbKNi
3aci6. KOHTpO/Ib JONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX A/15 AOMOMDKHOT peYOBUHY (BUTYYEHHS 3i
crneundikavii He3Ha4YHOro nokasHuka (Hanpukiag,
3acTapifioro NokasHuKa)) BUSTyYEeHHS 3i
cneundikauii Ha fLOMOMKHY PEYOBUHY
3acTapifioro NokasHuKa: BUYYEeHHS PYyTUHHNX
BMNPOOYBaHb BXXKMX METa/TIB Y NOPOXHIiA
XenaTuHoBin kancyni. 3MiHu | Tuny - 3MiHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneumdikauisx Ha Adl, abo
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUTYYEHHS HE3HAYHOrO NOKa3HUKa SKOCTI
(Hanpvkiag BUIyYeHHS 3acTapifioro NokasHuka))
BW/IyYEHHS1 HE3HAYHOro NapameTpa cneuudikawii
Ha A®| Ta NPOMiIXHWIA NPOAYKT: BUTYYEHHS
PYTVHHOTO TECTY BU3HAYEHHS BaXKKUX METaUTIB Y
KOHLeHTpaTi OM-85 (NpoMiXHWIA NPoAYyKT Ans
BMpOo6HMLUTBa ADI) Ta niodinizati OM-85 (aitoua
peyvoBuHa), 3rigHo Ao ICH Q3D. 3MiHu | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHA APl abo BUXigHOro
marepiany/npomiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa Ad|
(He3HauHi 3MiHM y 3aTBEPIKEHUX MeTogax
BMNPOGYBaHHS) HE3HAYHa 3MiHa Y 3aTBEpKEeHNX
MeTofax BUNPo6yBaHHA (3MiHa aHaNiTUYHOTO
MeToAy, L0 BUKOPUCTOBYETLCSA A5 KiNIbKiCHOT
OLLiHKV Bi/IbHUX aMiHOKMCOT), a came y
CMNEeKTPOYOTOMETPUYHOMY METOZi Aiana3oH
KanibpyBaHHsA NPONOHYETLCA 3MiHUTK 3 0,30-0,75
MM Ha 0,30-0,90 MM, ik HacnigoK 3miHa
KOHL,eHTpaLii PO34MHY 3paska NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y NPOLECI
BMpo6HMLUTBa ADI. 3MiHK | TMNY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKii
thapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYYEHHS cepTudikaTta BifAnoBigHOCTI
€Bponevicbkinn hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa gonomixHoi pevosuHu (ME-ceptudikat
BiANoBigHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMIKXHOT PEYOBUHN) -
OHOBNEHWi cepTudikaT Bif BXe 3aTBEPAKEHOI0
BMPOGHUKa - OHoBNeHHA CEP R1-CEP 2000-344
Rev 03 Ha Gelatin Bif BXxe 3aTBepXeHOro
BMpo6Huka Nitta Gelatin India LTD (nonepeaHs
pegakuis R1-CEP 2000-344 Rev 02). 3miHu | Tuny
- 3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BiAnoBigHOCTI EBponechkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IyYeHHs cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: anst A®l; ans
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ansa gonoMixHoi pevosuHu (ME-ceptudikat

BiANOBIAHOCTI €Bponeiickkili hapmakonei gns
Adl/BuxigHoOro Matepiany/peareHTy/npomixkKHOro
npoaykTy abo AONOMDKHOT pEYOBUHN) -
OHOBReHWi cepTudikaT Bif, BXe 3aTBEPAKEHOr0
BMpo6HUKa - oHoBNeHHss CEP R1-CEP 2000-045
Rev 04 Ha Gelatin Bif BXe 3aTBEPAKEHOIO
BMpo6Huka Tessenderlo Group N.V., 3i 3miHOO

Ha3BuW BNPOOHMKA — paHille MaB Ha3By PB

Gelatins (nonepegHs pegakuisa R1-CEP 2000-045
Rev 03). 3miHu | TNy - 3MiHK 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKii
hapmakonei/moHorpadii. NMogaHHA HoBOro abo

OHOBJ/IEHOTO cepTudikaTa BignoBigHoOCTi abo

BUYYEHHS cepTudikaTta BifAnoBigHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; ans

BUXIAHOrO MaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa gonomixHoi pevosuHu (ME-ceptudikat

BiANoBigHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMiXHOT pevoBUHM) - HoBwiA
cepTudikaT 4ns BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NpoaykTy abo

[OMOMDKHOI pEYOBMHM Bif, HOBOTO abo BXe

3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS HOBOrO
CEP R1-CEP 2000-050-Rev 02 Big Bxe
3aTBepmxeHoro BupobHuka Gelita Group. 3miHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro a0 OHOBIEHOrO cepTudikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ons
A®I; ons BUXigHOroO
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo

BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans

[0onoMikHOT pedoBuHM (FE-cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoAaykTy abo [ONOMDKHOT PEHOBUHM) -
OHOBNEHWIA cepTUdiKaT Bif BXe 3aTBEPAXEHOTO
BMPOGHUKa - OHOBNeHHA CEP R1-CEP 2005-217
Rev 02 Ha Gelatin Bif BXe 3aTBEPKEHOIO
BMpo6Huka Nitta Gelatin Inc. (nonepeaHs pefakuis
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

CEP R1-CEP 2005-217 Rev 00). 3wminu Il Tuny -
3MiHu 3 gKocTi. A®l. BUpo6HULTBO. 3MiHU B
npoueci BupobHuuTea APl (3MiHa CTOCYETLCA
aKTMBHOI PEYOBVHM 6i0MOMYHOrO/iIMyHO/TOrYHOTO
NOXOKEHHSA ab0 BUKOPUCTaHHA XiMiYHUX APl y
BMPOGHULTBI NiKapCbKOro 3acoby
6i010ri4YHOro/iMyHOIOMNYHOTO MOXOMKEHHS, SKa
MOXe MaTh 3HaYHUiA BNUB Ha SKICTb, 6e3neky Ta
ehekTUBHICTb Nikapcbkoro 3acoby, i He
CTOCY€ETbCA NPOTOKO/1Y) 3MiHA YMOB
KyNbTUBYBaHHSA A1 OAHOrO i3 6akTepiaibHUX
wramie (Moraxella (Branhamella) catarrhalis
NCTC 3625), wo MicTaTbca y ckiagi gito4oi
PeYOoBMHM NiKapCbKOro 3acoby —
cTaHgapTnsoBaHoro niocinizaty OM-85. 3miHn |1
MRy - 3MiHK 3 skocTi. A®I. BupobHuuTteo. 3miHa
BMPOOHUKA BUXiZAHOrO/MPOMIXXHOIO
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKNtovatoum, ge HeobXigHO, MicLe NPOBeAEHHS
KOHTpOst0 sikocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONECchbkili
hapmakonei y 3aTBepKeHOMY A0CbE)(3MiHa B
A®| 6ionorivHOro NOXoAeHHs abo BUXigHOMY
marepiani/peareHTi/MPOMiXXHOMY MPOAYKTI, LLIO
BUKOPVCTOBYIOTbCS A4/19 BUPOBHMLTBA
6i0n10riYHOro/iMyHO0rYHOTO NiKapChLKOro 3acoby )

3MiHa CTOCYETbCA BUXIQHOIO Marepiay, Lo
BMKOPUCTOBYETLCA /15 BUPOOGHMLTBA Ail04O0i
PEeYOoBUHM - CTaHJapTU3oBaHoro nioginizaty OM-
85. KynbTypa 04HOr0 i3 TamiB, sIKMiA BXOANUTL A0
cknagy OM-85, Haemophilus influenzae, Bumarae
cneundiunx Jo6aBOK AN pOCTy B
KyNbTypasibHOMY CEpPeAoBULLi, TAKNX AK FTeMiH.
3anponoHoBaHO BYKOPWUCTOBYBATW CUPOBUHY
CUHTETWNYHOTO NOXOMPKEHHS, reMiH abo 1ioro
nonepegHvik npotonopdipuH IX (pplX) 3amicTb
remiHy TBapMHHOTO NOXOKEHHS.

30.

BPOHXO-
BAKCOM
AoPocChl

Kancynv no 7 mr; no
10 kancyny
6nicTepi; no 1 abo
no 3 6nictepv B
KapTOHHI KopooLli

OM dapma
CA

LLiseiiuapi
A

OM dapma CA

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHY | TUnNYy - 3MiHK 3 AKoCTi. A®l. BUpO6GHULTBO.
3MiHa po3mipy cepii (Bktoyatoun gianasoHu) Ad|
ab0 NpOMiXHOro NPOAYKTY, AKWUlA 3aCTOCOBYETLCSH Y
npoueci Bupo6HuLTBa A®I (po3mip cepii akTMBHOI

peyoBnHM 6i0IOrYHOrO/iMyHONOTIYHOTO
NOXOPKEHHS 306i/bLUNBCA/3MEHLINBCSA 63 3MiHn
napameTpis npouecy (Hanpukiag oy610BaHHS
NiHii)) 3aNpoNOHOBaHO 3MiHM W40 Aitoyoi

3a
peyenmom

UA/18521/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

peyoBMHM CTaHgapTn3oBaHoro nioginizaty OM-
85, a came po3mipy cepii, Skuii 3aCTOCOBYETLCH Y
BMPOBHMLTBI niodinisaty (3anponoHoBaHuii
po3mip cepii, Npn6IN3HO 27 Kr, 3aMiHUTb
3apeecTpoBaHuii Ha JaHuii MOMeHT po3Mmip cepii
14 «r).
3miHu | TUny - 3MiHK 3 SKocCTi. FOTOBMIA NikapCbKNii
3aci6. KOHTpOsib AONOMDKHUX peYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX OJ15 AOMOMDKHOI peYOBUHY (BUTYyYEHHS 3i
crneundikavii He3Ha4YHOro nokasHuka (Hanpukiag,
3acTapinioro NokasHMka)) BUNYyYEHHS 3i
cneumdikauii Ha fOMOMKHY PEYOBUHY
3acTapifnioro NokasHuKa: BUIYYEHHS PYTUHHNX
BUNPOOYBaHb BaXKKUX METaJTIB Y MOPOXHIl
XenaTuHoBiIN kancyni. 3MiHu | Tuny - 3MiHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNYyYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpuknag, BUyYEHHS 3acTapifioro nokasHvka))
BW/TYEHHS HE3HAYHOTO napameTpa crneumdikadii
Ha A®| Ta NPOMiIXHWIA NPOAYKT: BUTYYEHHS
PYTVHHOTO TECTYy BU3HAYEHHS BaXKKUX METaJTIB Y
KOHLeHTpaTi OM-85 (NpoMiXHUI NPoAYKT Ans
BMpOGHMLUTBa ADI) Ta nioduinizati OM-85 (gitoua
peyoBuHa), 3rigHo Ao ICH Q3D. 3MiHu | Tuny -
3MiHn 3 aKocTi. A®Il. KonTponb A®I. 3miHa y
MeToAax BunpobysaHHA A®l abo BuxigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA Y NpoOLLECi BUPO6HMLTBA AD|
(He3HauHi 3MiHM y 3aTBEPMXEHUX MeTogax
BMNPOGYBaHHSA) He3HaYHa 3MiHa Yy 3aTBepAKEeHNX
MeTofax BUNpobyBaHHA (3MiHa aHaNiTUYHOro
MeToAy, L0 BUKOPUCTOBYETLCA ANSA Ki/TbKICHOT
OL|iHKM BifIbHMX aMiHOKUCNOT, a came, y
CNeKTpodoTO-METPUYHOMY METOAI AianasoH
KanibpyBaHHs NPONOHYeTbCA 3MiHNTU 3 0,30-0,75
MM Ha 0,30-0,90 MM, Ak Hacnigok 3miHa
KOHLEHTpaLii po3unHy 3paska) NPOMiXHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCSA Y NpoLeci
BUpo6HUUTBa APL. 3MiHK | TUNY - 3MiHW 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBsigHocTi abo
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI
A®I; pnsa gonomixHoi pevoBuHy (FE-cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoAayKTy abo [ONOMDKHOT PEHOBUHM) -
OHOBNEHWIA cepTUdiKaT Bif BXe 3aTBEPAXEHOTO
BMPO6GHUKa - OHOBeHH CEP R1-CEP 2000-045
Rev 04 Ha Gelatin Bif BXe 3aTBEPKEHOIO
BMpo6Huka Tessenderlo Group N.V., 3i 3MiHOO
Ha3BuW BNPOOHMKA — paHile MaB Ha3sy PB
Gelatins (nonepegHs pegaxuis R1-CEP 2000-045
Rev 03).
3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BignoBigHOCTI a60 BUyYeHHS cepTudikaTa
BiZJNOBIAHOCTI €Bponechkii thapmakonei: ans
Adl; gns BUXigHOro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[onomikHoi peyoBuHu (FE-cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMIKXHOT PEYOBUHN) -
OHOBNEHWi cepTudikaT Bif BXe 3aTBEPAKEHOI0
BMPOGHUKa - OHoBNeHHA CEP R1-CEP 2005-217
Rev 02 Ha Gelatin Bif BXxe 3aTBepXeHOro
Bupo6HuKa Nitta Gelatin Inc. (nonepeaHs pefakuis
R1-CEP 2005-217 Rev 00).
3MiHn | TUny - 3miHn 3 akocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BignoBigHOCTI a60 BUyYeHHS cepTudikaTa
BiZJNOBIAHOCTI €BpoNeNchkii thapmakonei: ans
Adl; gns BUXigHOro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[onomikHoi peyoBuHu (FE-cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMiXHOT pevoBUHM) - HoBwiA
cepTudikaT 4ns BUXiAHOTO
mMarepiany/peareHTy/npomiKHOro NpoaykTy abo
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

[OMOMDKHOI pEYOBMHM Bif, HOBOTO abo BXe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS HOBOrO
CEP R10-CEP 2000-050-Rev 02 Big, Bxe
3aTBepmxeHoro BupobHuka Gelita Group. 3miHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro a0 OHOBEHOrO cepTudikaTa
BiANOBIAHOCTI abo BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ons
A®I; onsa BUXigHOTO
marepiany/peareHTy/npoMiKXHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0onoMikHOT pedoBuHM (FE-cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/MpOMiXXHOro
npoAayKTy abo [ONOMDKHOT PEHOBUHM) -
OHOBNEHWIA cepTUdIKaT Bif, BXe 3aTBEPAKEHOTO
BMPOGHUKa - OHOBNeHH CEP R1-CEP 2000-344
Rev 03 Ha Gelatin Bif BXe 3aTBEPKEHOIO
BMpo6Huka Nitta Gelatin India LTD (nonepeaHs
pepakuis R1-CEP 2000-344 Rev 02). 3miHu I
TMny - 3MiHK 3 AkocTi. APl. BUpobHULTBO. 3MiHV B
npoueci BupobHuuTea APl (3MiHa CTOCYETbCA
aKTMBHOI PEYOBYVHM 6i0OMYHOrO/iMyHO/TOrYHOTO
NOXOKEHHSA ab0 BUKOPUCTaHHA XiMiYHUX APl y
BMPOGHULTBI liKApCbKOro 3acoby
6i010ri4YHOro/iMyHOI0MNYHOTO MOXOKEHHS, SKa
MOXe MaTh 3HaYHUii BNUB Ha SKICTb, 6e3neky Ta
ehekTUBHICTb Nikapcbkoro 3acoby, i He
CTOCY€ETLCA NPOTOKO/1Y) 3MiHA YMOB
KyNbTUBYBaHHS OAHOIO i3 6aKTepia/ibHUX LWTamiB
(Moraxella (Branhamella) catarrhalis NCTC 3625),
L0 MICTUTbCA Y CKNagi Aito4oi pe4YoBUHN
NikapcbKoro 3acoby — cTaH4apTU30BaHOro
niocpinizaty OM-85. 3MiHu Il TRy - 3MiHK 3 SIKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BMXIZHOrO/NPOMIXHOr0o NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOBHMYOMY npoueci API,
abo 3miHa BUpoGHYKa (BKoUaKun, ge HeobxigHo,
MicLle NpoBefEeHHSA KOHTPOo AkocTi) AdI (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
nocbe)(3miHa B A®| 6ion10riYHOro NoxXomkeHHs abo
BUXifHOMY MaTepiani/peareHTi/NpoMiKHOMY
NPOAYKTI, L0 BUKOPVUCTOBYIOTLCA A/1A
BMPOGHMLTBA 6i0/10rYHOr0/iMyHONOTIYHOTO
NiKapCbKoro 3acoby ) - 3MiHa CTOCYETbCS
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BUXiZHOTO MaTepiasy, L0 BUKOPUCTOBYETLCA AN1A
BMPOOHULTBA Aito4oi peyoBuHmn /13 -
cTaHAapTu3oBaHoro niodinisaty OM-85. KynbTypa
O[HOTO i3 WTamiB, Ski BXoAATb Ao cknagy OM-85,
Haemophilus influenzae, Bumarae cneundpiunx
[06aBOK AN1A POCTY B Ky/IbTypasibHOMY
cepefoByLLI, TAKUX K reMiH. 3anponoHoBaHo
BMKOPWUCTOBYBATW CUPOBWHY CUHTETUYHOTO
NOXOAXXEHHS, remMiH abo 1oro nonepeaHnK
npoTtonopdipuH IX (pplX) 3amicTb remiHy
TBAPUHHOIO NOXOMKEHHS.
31. BPOHXO- Kancynu Teepgi no 7 CaHpos CnoBeHis ek ®apmavneBTNUYHA CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 6e3 UA/14314/01/01
MYHAN® mr; no 10 kancyn 'y dapmachbHoTi KomnaHis 4. 4., CnoBeHis LLiBeiuapis 3MmiHu | TUNY - 3MiHK 3 SKoCTi. FOTOBMIA NiKapCbKNi peyenma
6nictepi; no 1 a6o 3 Kan3 a.4. (nepBuHHe Ta BTOPUHHE 3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acooby.
6nictepu B nakyBaHHs, KOHTPO/Ib cepii, 3miHa y MeToAax BUNpo6yBaHHS rOTOBOrO
KapTOHHI Kopo6Lli BMMyck cepii); OM dapma nikapcbkoro 3acoby (He3HayHa 3MiHa y
CA, Weeiiyapis 3aTBEpPMKEHNX MeToAax BUMNPOBYBaHHS)
(Bpo6HMLTBO in bulk, BHeCeHHs HE3HAYHWUX 3MiH Y METOANKY
KOHTpOsb cepii) BMNpPo6YyBaHHA 3a NokasHUKOM "laeHTudikauis”, a
came 3anporoHoBaHO NOCUNNTY MeTog Y& —
ineHTndikawii.
32. BPOHXO- Kancysnu Teepgi no CaHpo3 CnoseHis Nex dapmaneBTNYHA CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/14268/01/01
MYHAN® N 3,5 wmr; no 10 kancyn | dapmacbtoTi KoMmnaHis A.4., CnoseHis LLBeiiuapis 3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA NiKapPCbKUi peyenma
y 6nicTepi; no 1 abo Kan3 4.4a. (NepBuHHe Ta BTOPUHHE 3aci6. KOHTposib rOTOBOro Nikapcbkoro 3acooby.
3 6nictepu y nakyBaHHs1, KOHTPOSIb cepil, 3MiHa y MeToAax BUNpobyBaHHS rOTOBOrO
KapTOHHI KopooLi BUnyck cepii); OM dapma niKapcbKoro 3acoby (He3HayHa 3MiHa y
CA, Weeiiyapis 3aTBEPKEHNX MeToAax BUNPOoOYyBaHHS) BHECEHHS
(Bpo6HMLTBO in bulk, He3HaYHVX 3MiH Y METOAUKY BUMPOOYBaHHS Y —
KOHTPONb cepi) cnekTpodhoToMeTpiel 3a NOKa3HUKOM
"lpeHTudikauis".
33. BAPIIPUKC™ | | niogpinizat gns nakcoCmit Benuka "nakcoCmiTKnsnH Benebris BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3a UA/15966/01/01
VARILRIX™ PO3UMHY ANA iH'eKLil Knsaii BputaHis Bionopxikans C.A. 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii peyenmom
BAKUWHA ANA | no 1 gosi; 1 donakoH EkcnopTt 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUI
MPO®INAKTUK | 3 nioginizatom Ta 1 NimiTen 3aci6. 3MiHa ByAb-AKOi YacTUHM MaTepiany
M BITPAHOI amnyna 3 NEepPBUHHOT YNaKOBKW, L0 HE KOHTaKTye 3 rOTOBUM
BICNA XXUBA PO34MHHMKOM (BOAA nNiKkapcbknm 3acob60oM (Hanpukiag, Kosip KpULLIeYoK
ATEHYNOBAH ONs iH'eKUi) B 3 KOHTPO1IEM MEpLUOro BIAKPUTTSA, KOMIP KOAOBUX
A nnacTMKoBOMY Kinewub Ha amnynax, KoHTeliHepa Ans ronok (pisHi

KOHTeliHepi B
KapTOHHI kopobuyj;
1 chnakoH 3
niocpinisatom Ta 1
nonepeaHL0
HanoBHEeHWI WnpuL,
3 PO3UYNHHUKOM
(Bofa Ans iH'ekuii) y
KOMMNAEKTi 3 ABOMA
rosikamu B

BMAM NaacTmacw) (3MiHa, sika He BM/IMBAE Ha
KOPOTKY XapaKTepuCTMKy NikapcbKoro 3acoby) -
3amiHa amnynu (1 mn) 3 cuctemoro BigkpuTTa CBR
(Color Break) Ha amnysy 3 CUCTEMOHO BiAKPUTTS
OPC (One Point Cut) ans igeHTudikauii
PO34MHHKKa Ha BUPOBHWUIN ainbHUUi Delpharm,
France
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
n1acTUKoBOMY
KOHTeliHepi B
KapTOHHiiA KopobLyj;
100 dhnakoHiB 3
niocpinizatom Ta 100
amnyn 3
PO34MHHKKOM (BOAA
Ons iH'ekuii) (B
YapyHKOBIli
yNakoBLji) B OKpeMUxX
KapTOHHKX KOpo6Kax
34. BIMISM KOHUeHTpaT ans BioMapwH Ipnangis AHgepcoHbpekoH (KOK) Benukobput BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/14547/01/01
PO34nHy Ans IHTEpHeLWHN Nimitea, BenukobpuTanis aHis/ 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii peyenmom
iHdpysin, 1 mr/mn; no NimiTen (MapkyBaHHS Ta BTOPUHHE Ipnangis/ 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
5 mn 'y chnakoHi; no nakyBaHHs); bioMapuH HimeuunHa npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
1 chnakoHy B IHTepHewwHn JlimiTes, nikapcbKoro 3acoby (3MiHa y 3aTBepAKeHOMY
KapTOHHI KopooLli IpnaHgis (MapkyBaHHA Ta NPOTOKOAI CTabiNbHOCTI). 3MiHW Y 3aTBEpKEHOMY
BTOPUHHE NakyBaHHA, NPOTOKOAi CTabiNIbHOCTI, a CaMe: OHOBJ/IEHHS
BMPOGHUK, BiANOBiAaNbHWIA LLIOPIYHMX 3060B's13aHb WoA0 CTabifbHOCTI. 3MiHN
3a BuUnyck cepii); Bettep | TMny - 3miHK 3 AkocTi. APL. CTabinbHICTb. 3MiHa
Papma-dPepTiryHr M'M6X i Ko. nepiogy NOBTOPHUX BUNPO6YyBaHb/Nepiogy
KI, Himeuunna 36epiraHHA abo ymoB 36epiraHHa Ad®l (3a
(BUPOGHMLTBO BIACYTHOCTI y 3aTBEPKEHOMY [0ChE cepTudikaTa
Hepo3chacoBaHOT NPOAYKL;i, BiANOBIgHOCTI €Bponeiichbkili hapmakonei, Lo
nepBUHHE MakyBaHHA Ta BK/IOYAE Nepiog, MOBTOPHOrO BUNPOOYBaHHS)
KOHTPO/b CTEPU/ILHOCTI); (3miHa y 3aTBEpKEHOMY MPOTOKO/I CTabiNIbHOCTI).
BeTttep ®apma-depTiryHr 3MiHM y 3aTBEPAKEHOMY NPOTOKOAI CTabi/IbHOCTI
'm6X i Ko. KI', HimeuunHa Ta 3060B’sI3aHHSX W0A0 CTabiNbHOCTI FOTOBOI
(KOHTPO/Ib CTEPUIIBHOCTI) Hepo3sdhacoBaHOi Ajto4oi pevosuHu (FBDS).
35. BIHOPE/IbBIH KOHUEeHTpaT ans EBEBE ABCTpis MOBHWI LMK BUPOGHMLTBA: AscTpisi/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/4020/01/01
"EBEBE" pO34mnHy Ans Papma ®APEBA YHTepax 'M6X, HimeuyunHa YTOUHEHHS1 HaNUcaHHSA BMPOGHUKIB B HaKas3i peyenmom
iHdpysiia, 10 mr/mn, lec.m.6.X. ABCTpIS; MOS3 Ykpainu Ne 1082 Big 22.06.2022 B npoueci
no 1 mn (10 mr) a6o Hdor. KI BWMYCK Cepii: BHECEHHA 3MiH (3MiHN | TUnYy - 3MiHK 3 SKOCTI.

5 wmn (50 mr) y
chnakoHi; no 1
d1akoHy B
KapTOHHI KopooLli

EBEBE dapma Mec.m.6.X.
Hdor. K, ABCTpis;
TECTyBaHHS:

MM Mikpo6ionoriwec
Mptochnabop MM6X, ABCTPIs;
TECTyBaHHS:

Na6op IC CE & Ko.KT,
HimeuunHa

[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIO SIKOCTi TOTOBOrO NiKapCbKOro
3acoby (3amiHa abo JofaBaHHsA BUPOOHNMKA, L0
BignoBsigae 3a BBe3eHHA Ta/abo Bmnyck cepii) - He
BK/I04al0UM KOHTPONb/BMNPOGYBaHHSA cepii -
[0faBaHHA albTePHATVMBHOI BUPOGHMYOT AibHUL,
BiAnoBiAasIbHOT 3a BMNyck cepii PAPEBA YHTepax
'v6X, MoHa3eewTpacce, 11 4866 YHTepax am
AtTtep3ee, ABCTpi/FAREVA Unterach GmbH,
Mondseestrasse 11, 4866 Unterach am Attersee,
Austria. BBeeHHS 3MiH NPOTArom 6-Tu MicsLiB
nicna 3aTBepXeHHs; 3MiHn | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBaMKEHHSA OisNbHOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, BKIoYaouu AinbHuL BUnycky cepii abo
MicLie NpOBEeAEHHS KOHTPOTIO AKOCTI. (AISNbHICTb,
3a Ky BiANOBiAae BMPOGHMK/iMNopTep, He
BK/1OUAKUM BUMYCK CEPiid) - 3MiHa HaliMeHyBaHHS
BMpo6Huka MN13 EBEBE dapma Nec.m.6.X. Hdr.
K", ABCTpis, AN ycix oyHKLiRA, KpiM dpyHKLT
BUNYyCKy cepii, 6e3 3MiH1 Micus BUpobHULTBA.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBepXeHHs). Pepakuisi B Hakasi: BUnyck cepii:
EBEBE ®apma Mec.m.6.X. Haor. KI', ABCTpis;
TecTyBaHHA: MIMJT Mikpob6ionoriwec Mptodnadop
'M6X, ABCTpis; TecTyBaHHS: Jlabop J/IC CE &
Ko.Kl', HimeuunHa. 3anponoHoBaHa pegaxkuis:
NOBHUIA LIMKN BUPOGHMLTBA:
®DAPEBA YHTepax TM6X, ABCTpisi;
BUNYCK cepil:

EBEBE ®apma Nec.m.6.X. Hepr. KI, ABCTpis;
TeCTyBaHHSA:

MM Mikpo6ionoriwec Mprodnaéop MrméX,
ABCTpIf;

TeCTyBaHHSA:

Na6op JIC CE & Ko.KI', HimeuunHa.

36.

FEMUMTABIH
AKKOP/,

KOHL,eHTpaT ans
PO34nHY Ans
iHdpysii, 100 mr/mn;
no 2 mn (200 mr), 10
M (1000 wmr), 15 mn
(1500 wr), 20 mn
(2000 mr) y
donakoHi; no 1

hnakoHy y
KapTOHHIN nayui

AkKopg,
Xenckea
NimiTen

Benuvka
BputaHis

Brpo6HMLTBO, KOHTPOSIb
AKOCTI, NEPBUHHE Ta
BTOPUHHE NakyBaHHSA: IHTac
dapmacstoTikanc Jlivites,
IHAisA; BUpo6HMUTBO,
KOHTPO/b SKOCTi, NEPBUHHE
Ta BTOPVHHE MakKyBaHHS:
IHTac ®apmacbloTikanc
NimiTen, 1HAisA; BTOpuHHE
nakyBaHHA: AKKopg XeJsickea
Nimitea, Benuka bputaHis;
BignoBigansHuii BUNycK
cepii: Akkopg, Xenckea
Nimitea, Benuka bputaHis;
KoHTposb siKoCTi cepil:
BeccniHr XaHrepi K.,
YropuHa; KoHTposb sikocTi
cepii: ACTpoH Pe3bopy
NimiTen, Benvka bputaHis;
KoHTponb siKocTi cepii:
dapmagokc Xenckea fita.,
ManbTa; KOHTpOb AKOCTI
cepii: TABAHANI3IC C.P.1,
ITanis;

KoHTposb siKocTi cepii:

IHpis/
Benvka
BpuTaHis/
YropwmHa/
ManbTa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
(3amiHa abo gofaBaHHs OiNbHULI, Ha Kl
3[iICHIOETLCA KOHTPOL/BUNPOBOYBaHHA cepil) -
[0AaBaHHA AiflbHULL 3 KOHTPOSO SKOCTI cepii
SAPMABAIA NTA. MikpobionoriyHa
na6oparopisi, YropwuHa / PHARMAVALID Ltd.
Microbiological Laboratory, Hungary 3a agpecoto:
Byn. Tatpa 27/6., bBypganewT, 1136, YropwuHa /
Tatra u. 27/b., Budapest, 1136, Hungary fo Bxe
3aTBEPAKEHNX

3a
peyernmom

UA/17799/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
SAPMABANIA NT4.
Mikpo6ionoriyHa
naboparopis, YropHa
37. FEHTAMIUWHY | po3uvH ans iH'ekwuii, MNAT YkpaiHa MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/7197/01/01
CYNb®AT 40 mr/mn, no 2 mn B "Tannucap 3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii peyenmom
amnyrni; no 10 m" 3aci6. 3MiHM y BUPO6HULTBI. 3MiHN BUNPoOyBaHb
amnyn y KOHTYPHii a60o [0MyCTUMUX MEX, BCTAHOBMIEHNX Y
YapyHKOBIl cneumdikauisx, nig yac BUPOOHNULTBA rOTOBOrO
ynakosui; no 1 nikapcbKoro 3acoby (foNoBHEHHs abo 3amiHa
KOHTYpHilA BMNPO6YBaHHs B NpoLeci BUpobHMLUTBa 3a
YapyHKOBIli ynakoBL pesynbTatamun gocnimkeHb 3 6e3neku abo SKocTi)
B Mauuj; no 2 mn B - BHECEHHS 3MiH [0 KOHTPO/IO Mif Yac
amnyni; no 10 BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acooby,
amnys y KOHTYpPHii 30Kpema: - BBELlEHHSI KpUTEpIiB NPUAHATHOCTI (He
YapyHKOBIli 6inble 100 KYO B 100 M) 3a NOKA3HUKOM
ynakoBLi, 3anasHil "BioHaBaHTaxeHHs" Ha CTagii ®inbTpauis
nanepom PO3UUHY; - BUlyHEHHS MOKa3HMKa
"MikpobionoriyHa unctoTta" Ha CTagii
MpuroTyBaHHA PO34MHY
38. FMAPOKCUCEY | kancynu no 500 wmr, Megak HimeuunH | BMPOGHUK, LLO BignoBigae 3a HimeuunHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/6720/01/01
OBUWHA MELAK | no 10 kancyny [e3enbliagp a BTOPVHHE NakKyBaHHS, 3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKuii peyenmom
6nictepi; no 10 T dhrop MapKyBaHHS1 NEePBUHHOT 3aci6. KoOHTpOosib roTOBOro Nikapcbkoro 3acooby.
6nicTepis y kopobu,i KiHiwe ynaKoBKu, 3miHa napameTpiB cneuudikauin Ta/abo
3 KapTOHY Lneujansnp KOHTPO/b/BMNPOOYBaHHA [0MyCTUMUX MEX rOTOBOTO NikapCbKOro 3acoby
enapare cepii Ta 3a BUNycK cepii: (BMNyYEeHHs HE3HAYHOrO NokasHWka (Hanpuknag,
M6X Mepak lesenbwadT drop 3acTapinioro NokasHvika, Takoro K 3anax Ta cMak,

KNiHiwe
Lneuianbnpenapare M6X,
HimeuunHa; BUPOGHUK, LLO
BiAMOBIga€e 3a BUPOGHMLTBO

NiKapcbKoro 3acooy,
nepBuHHe, BTOPUHHE
nakyBaHHS, MapKyBaHHS,
KOHTPONb/BUNPOGYBAHHS
cepii: Xaynt ®apma Amaper
M6X, HimeuunHa

abo igeHTUdikauis 6apBHYKIB UM CMaKoOBUX
[06aBok)) - BuganeHHs 3i cneyudikauii M3
napameTpy «laeHTudikauia TutaHy giokemay" Ha
nepiog, TepMiHy NpuAaTHOCTI, peAakLiiiHi NnpaBku;
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTposb roToBOro NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby
(BUNYyYEHHS HE3HAYHOro NokKasHuka (Hanpuknag
3aCTapifioro NokasHvKa, Takoro Ak 3anax Ta cMak,
abo igeHTUikauis 6apBHUKIB Y CMaKOBUX
[06aBoKk)) - NprBeAEHHA Ha3BM NOKa3HMKa
"OpfHOPIAHICTL MacK™ Ao BiAMNOBIAHOCTI
cneumaikauii BupobHuka (6yno: "Of4HOopIAHICTb
macu BMICTy kancyn"; ctano: "OfHopigHicTb
mMacu"); 3MiHu | Tuny - 3MiHK 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOsb rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuyudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BMNYyYEeHHs HE3HAYHOrO NokasHWka (Hanpuknag,
3acTapifioro nNokasHvika, Takoro sk 3anax Ta cMak,
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abo igeHTndikauiss 6apBHVIKIB UM CMaKoOBUX
[o6aBok)) - BuganeHns 3i cneyudikauii M3
napameTpy "CepegHs Maca" Ha BUMYCK, nepiog
TepMiHy NMpUAATHOCTI; 3MiHK | TURY - 3MiHN 3
AKocTi. F0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fONyCTUMKUX MEX FOTOBOrO
niKkapcbKoro 3acoby (BU/yYeHHSI HE3HAYHOro
nokasHvka (Hanpvknag 3actapifioro nokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTundikauis
6apBHUKIB YN CMaKoBUX 106aBOK)) - BuganeHHs 3i
cneuudikauii M13 napameTpy «lgeHTudikauis
'MApOKCMCEYOBMHM»" Ha Nepiog, TEPMiHY
npuaaTHOCTI, pefakuiiHa npaeka; 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoToBUIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOro fikapCcbKoro 3acoby
(3MiHa B ymoBax 36epiraHHs roToBOro /ikapcbKoro
3ac06y abo nicns po3yMHEHHS/BIAHOBEHHS) -
PepakuiiHi 3miHm p. 3.2.P.8 cTabinbHicTb Ta Ans
p. 3.2.P.7 BunpaBfieHHA Ha3BW NepBUHHOT
ynakoBku 3 Al/PVDC Foil Ha Al Foil Foil; 3minu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK Y npoLeci
BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UN MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULTBA) - OHOBNEHHS Npouecy
BMpo6HULUTBa /13 Ha eTani 3millyBaHHs. Mepeg,
eTarnom npociloBaHHS BBELEHO ABi OKpeMi cTagil
3MiwyBaHHA (30 XBUAWH Ta 2 XBUUHU
BiANOBIAHO). Bei iHrpigieHTn, kpim cTeapary
MarHito, 3Millyl0Tb Ha nepLwii ctagii («MonepegHe
3MilyBaHHS»), cTeapaT MarHito ofaroTb nepes,
Apyroto cTagieto «3millyBaHHs». BBegeHHs ABOX
[0[aTKOBMX CTagAii 3millyBaHHS NPU3BOAUTbL 40
BBe/leHHs1 0AATKOBOro 06/1aHaHHS , a came
KOHTeliHepa An1A 3MillyBaHHA MicTKicTio 200 Ta
600 n 'y nigpo3aini «obnagHaHH:A»; 3MiHN | TRy -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLITBA
roTOBOrO /iKapCbKOro 3acoby, BkIYaun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOrO NiKApCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6HMLTBA) -
OHoBeHHSA npoLecy BupobHuuTBa M13Ha eTani

KIHLEBOTO 3MilLlyBaHHSI, & came po3Mmip CiTku
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BMKOPVCTaHHSA cuTa 3MiHeHo 3 1,0 MM Ha 1,1 mm;
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy npoueci
BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UN MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHMLTBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULTBA) - OHOBNEHHS Npouecy
BMpo6HMLTBA /13 Ha eTani KiHLeBOro
3MiLlyBaHHS. Yac nepemillyBaHHS KiHLEeBOro
eTany 3millyBaHHs ( nNic/a NpocitoBaHHA, nepeq,
3aNoBHEHHAM Kancynn) ckopodeHuii 3 20 XBUIUH
[0 5 XBUNWH ( paHilwe 3arasibHuii yac 3MillyBaHHS
6yB 20 XBUMH (OA4MH eTan 3MillyBaHHs); Micns
3MiH (TpY eTanm 3MillyBaHHs) 3arasibHuWii yac
CTaHOBWTb 37 XBUWH; 3MiHW | TUMY - 3MiHN 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA
roTOBOrO /iKapCbKOro 3acoby, BKkIoUaun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOrO NiKApCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6HMLTBA) -
OHOB/EeHHSA npoLecy BnupobHuuTea M3.
BunyyeHHs iHchopmalii LWoAo BONOrocTi nifg yac
BMPOGHULITBA, OCKISIbKM BUPOBHNLTBO
NpoBOAUTLCSA BiANOBIAHO BUMOr HBIT; 3miHu | Trny
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0NyCTUMUX MeX, BCTAHOB/IEHUX Y cneuugikalisx,
nif Yyac BUPOOHULITBA FOTOBOTO NiKApPCbKOro
3aco06y (iHwi 3miHK) - BBeaeHHs TecT ans
nepe.ipku repMeTnyHOCTI 6nictepa (by using blue
dye test); 3miHW | TNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHWLTBI. 3MiHU Y
npoueci BUpOOHULITBA FOTOBOr0 NiKapCbKoro
3aco0y, BKOYakUy NPOMKHWIA NPOAYKT, WO
3aCTOCOBYETHLCA NPY BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (iHwWi 3MiHK) - Yac yTpuMaHHs
HarnoBHEHWX Kancyn Hepo3dacoBaHoi NPoAyKLil
(mo ynakoBku B 6icTep) 36inblweHo 3 30 gHiB 70 9
MicaLiB (OHOB/IEHHSA p. [Npouec BUpo6HULBa
3.2.P.3.3); 3miHu | TUny - 3MiHK 3 sKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3MiHa y MeTofax BUNPOByBaHHS roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpOGYBaHb (BK/IOYaUM 3amiHy abo
[ONOBHEHHS)) - 3MiHW Y MeTOAj BUNPOGYBaHHSA T.
«CynyTHi gomiwwkn. CeyosuHa» metog (TLX, EP.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

2.2.27) 3amiHeHo Ha meTog (TLWX, in house)-3miHn
npo6oniAroToBKMW; 3MiHK | TUMY - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib TOTOBOrO

nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBEpAKEHUX MeTohax
BMNpPo6yBaHHS) - He3HauHa 3miHa meTogy
BUNPO6YBaHHSA 3a N. «KiflbkicHe BU3HAYEHHS
rigpoceyoBMHN», a came MeTog BEPX 3amiHeHO
Ha MeTo[, 3BOPOTHbO-thasHnii BEPX 3
BUKOPUCTAHHAM KOMTOHKU HILIC; 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHun) - 3MiHWM BHECEeHi Jo
HCTPYKLT AN MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby y po3gin "Oco6/mMBoCTi
3acToCyBaHHA" Ta 40 TEKCTY MapKyBaHHS
ynakosku y nyHKT "3. MEPEJIIK AOMOMPKHNX

PEYOBWH" BignoBigHO A0 OHOBAEHOI iHchopmav,i

Loao 6e3nekn AOMOMIKHOT peqoBVHN. BepgeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBPAKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
3aci6. KoHTposib roToBOro NikapcbKoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA roTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHK) - 3amiHa meToay
BMNpo6yBaHHsA 13 3a n. «CynyTHI JOMILLKU» 3
MeToay TWX Ha meTog BEPX, BignosigHo Ao
BMMOr MoHorpadii EP; 3MiHu | Tuny - 3MiHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fLONYCTUMUX MEX FOTOBOTO
NiKapPCbKOro 3acoby (3BY)KEHHSA AOMYCTUMUX MEX)

39.

riNOTIASNA®

Tabnetku no 25 wmr,
no 20 TabneTtok y
6nicTepi; no 1
6nictepy y
KapTOHHI KOpo6Lii

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

XIHOIH 3aBop
dapmaLeBTUYHNX Ta

XimiyHnx MpogaykTis MNpaiisiT
Ko. NiTg., NignpuemcTso 2

(nignpuemcTeo

Bepelueabxas), YropwuHa

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MmiHu | TURY - 3MiHK Woao 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHv oo
y3arasibHeHNX faHnx Npo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNbHOI 3a
3[ificHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BifNOBifa/IbHOT 3a
3[jicHeHHs hapMakoHaraay (BkIYaroum
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MiLLLEHHI
macTep-haiina cuctemy papmakoHarnsgy) 3miHa
MiCLie3HaxXoMKEHHS MacTep-haiina cuctemm
chapmakoHarnsgy.
3MiHa Micus 34iICHEHHS OCHOBHOI AiAfIbHOCTI 3

3a
peyenmom

UA/7593/01/01
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chapmakoHarnisgy.
40. FINOTIA3NA® Tabnetkn no 100 mr, TOB YkpaiHa XIHOIH 3aBop YropwumHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/7593/01/02
no 20 TabneTok y "CaHodi- dapmaLeBTUYHNX Ta 3MiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
6nicTepi; no 1 ABeHTIC XimiyHnx MpogaykTis MNpaiisiT Ta chapmakoHarnsagy. BeegeHHs abo 3miHv oo
6nictepy y YKpaiHa" Ko. NiTg., NignpuemcTso 2 y3arasibHeHux gaHux npo cucremy
KapTOHHI Kopo6Lii (nignpuemcTeo thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHnx
Bepelueabxas) npo cuctemy capmakoHarnsgy, sMmiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifabHOI 3a
3[ificHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMU, BifNoBifasIbHOT 3a
3[jicHeHHs hapmMakoHariaay (BkIyaroum
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MIiLLLEHHI
macTep-aiina cuctemy papmakoHarnisgy) 3miHa
MiCLLe3HaxXoMKEHHST MacTep-dhaiina cuctemm
thapmakoHarnsgy.
3MiHa MicuA 34iICHEHHS OCHOBHOI AisifIbHOCTI 3
chapmakoHarnsgy.
41. rMNIBOMET® TabneTku, BKpUTI Nab6opatopi ITanis A. MeHapiHi MaHydaKTypiHr ITania/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7166/01/01
NNiBKOBOIO rigoTTi NoricTikc eHg Cepsicec HimeuunHa 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudiikat peyenmom
060/10HKOI0, N0 20 C.n.A. C.p.J1,, Itanis (BMpo6HMLTBO BignosigHocTI/TE-cepTudpikar signosigHocCTi

Tabnetok y 6nictepi;
no 2 a6o 5 6nictepis
Y KapTOHHiIli kopobui

"in bulk", nakyBaHHs Ta
BUMYCK cepiin); A. MeHapiHi
MaHydakTypiHr JloricTikc
eHpg Cepsicec C.p.J1., ITania
(koHTpoOnb cepild); BEP/IH-
XEMI Al', HimeuunHa
(Bupo6HMLTBO "in bulk™);
BEPJIIH-XEMI AT,
HimewunHa (nakyBaHHs,
KOHTPO/Ib Ta BUMYCK Cepiif);
[omne dapmaueyTivi C.n.A.,
ITanis (koHTponb cepiid);
MeHapiHi-®oH XeligeH
'm6X, HimeyunHa
(Bupo6HMLTBO “in bulk”,
nakyBaHHS, KOHTPO/b Ta
BUMYCK cepii)

€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHsA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiAnoBigHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa ByxigHOro
marepiany/peareHTy/npoOMiKHOIO NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0MOMDKHOT peyoBMHY (CepTuddikaTt BiAnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTuduikar Bif ye 3aTBepKeHOro BUpobHuKa -
NnoAaHHs OHOBMIEHOrO cepTuddikaTa NnpuaaTHoCTI
Ao €sponelicbkoi hapmakonei Ne R1-CEP 2000-
059 - Rev 11 Bif BXe 3aTBEPKEHOTO0 BUPOGHMKA
A®| meTchopmiHy rigpoxnopugy Harman Finochem
Limited. Ak Hacnigok, 3miHn y cneundikauii A®I 3a
NMOKa3HNKOM «3asTMLLKOBI PO3YMHHUKM». 3MiHU |
Tnny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikar signosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHsA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNy4YeHHs cepTudikata
BiAnoBigHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
marepiany/peareHTy/npoOMiKHOIO NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0MNOMDKHOT peyoBMHY (CepTudiikaT BifgMnoBigHOCTI
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€Bponeiicbkiit hapmakonei) - OHOBNeHWi
cepTuduikar Bif ye 3aTBepKeHOro BUpobHuKa -
noJaHHA OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1997-049-
Rev 08 (3aTBepmkeHo: R1-CEP 1997-049-Rev 07)
07151 Ai0401 peyoBMHN METOPMIHY rigpoxiopua
Bif} BXXe 3aTBepkeHoro BupobHvka USV
PRIVATE LIMITED, India. 3miHu | Tuny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTi abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXigHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI
A®I; oA AONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoB/EeHWIA cepTUdIKaT Bif YK€ 3aTBEpAKEHOro
BMPOOHKKA - NOAAHHS OHOB/IEHOTO cepTudikara
BiNOBIAHOCTI €Bponelicbkiit hapmakonei Ne R1-
CEP 2000-289-Rev 07 ans gitlo4oi pe4oBuHM
rnibeHkNamig, Bif, BXe 3aTBEepKEHOro BUPOOHMKa
SRI KRISHNA PHARMACEUTICALS LIMITED,
India. Ak Hacnigok, 3miHa agpecu BnacHuka CEP.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro a0 OHOBMIEHOrO cepTudikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ans
A®I; onsa BUXigHOTO
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUI
cepTudikaT Bif ke 3aTBepAKeHOro BUPO6HUKaA -
noJaHHA OHOBJIEHOro cepTudpikata NnpuaaTHoCTI
[0 €Bponeiicbkoi hapmakonei Ne R1-CEP 2000-
059 - Rev 08 (3atBepmxeHo: R1-CEP 2000-059 -
Rev 07) Bif, BXe 3aTBEpKEHOro BUpobHuKa Ad|
mMeTdopMiHy rigpoxnopugy Harman Finochem
Limited. Sk, Hacnigok, 3miHa agpecn BUPOOHNYMX
OiNAHOK. 3MiHKM | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBsigHocTi abo
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BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI
A®I; oA AONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEHWMIA cepTUdIKaT Bif yXe 3aTBEpAKEHOro
BMPOGHUKaA - OHOBNEHWI cepTUIKAT Bif yXxe
3aTBEPLKEHOr0 BUPOOHMKA, NOAAHHA OHOB/IEHOTO
cepTudpikaTa NnpuaaTHoOCTI A0 EBPONECbKOI
hapmakonei Ne R1-CEP 2000-059 - Rev 09 Big,
BXE 3aTBepKeHOro BUpobHunka APl meTdopmiHy
rigpoxnopugy Harman Finochem Limited. 3minHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ons
A®I; ons BUXigHOroO
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHUl
cepTudikaT Bif ke 3aTBepAKeHOro BUPO6HUKa -
noJaHHa OHOBJIEHOro cepTudpikata NnpuaaTHoCTI
[0 €sponeiicbkoi hapmakonei Ne R1-CEP 2000-
059 - Rev 10 Big BXe 3aTBEpPIKEHOTO BUPOOHMKA
Ad| meTchopMiHy rigpoxnopugy Harman Finochem
Limited. 3miHn | TNy - 3miHK 3 siKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyUYeHHs cepTudiikata
BiANOBiAHOCTI EBpoNeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWi
cepTuduikar Bif ye 3aTBepKeHOro BUpobHuKa -
noJaHHA OHOB/IEHOTO cepTudikarTa BifgnoBifHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1999-030-
Rev 08 (3aTBepmkeHo: R1-CEP 1999-030-Rev 07)
07151 Ai0401 peyoBMHN METOPMIHY rigpoxiopua
BiJ BXe 3aTBepmxeHoro BupobHuka VISTIN
PHARMA AS, Norway. 3MmiHu | Tuny - 3MiHun 3
akocTi. CepTtudikaT BignosigHocTI/l E-cepTudikar
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHOCTI EBpONEeChbKil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTi abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXigHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI
A®I; onsa 4ONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilit hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif YXe 3aTBEpAKEHOro
BMPOGHUKaA - OHOBNEHWIA cepTUIKAT Bif yXxe
3aTBEPLXEHOr0 BUPOGHUKA, NOJAHHS OHOB/IEHOIO
cepTudpikaTa BiANOBIAHOCTI EBpONENchbkili
thapmakonei Ne R1-CEP 2000-289-Rev 05
(3aTBepaxeHo: R1-CEP 2000-289-Rev 04) ons
[ito40T peyoBVHY rNibeHkNaMig Bif Bxe
3aTBepmxeHoro BmpobHuka SRI KRISHNA
PHARMACEUTICALS LIMITED, India. 3miHu |
Tuny - 3MiHK 3 sKocTi. CepTudpikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudiikata
BigNoBiAHOCTI a60 BUyYeHHS cepTudikaTa
BiZJNOBIAHOCTI €BponeNchkiin thapmakonei: ans
A®l; gns BUXigHOro
matepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPO6HUKa -
noAaHHs OHOBJIEHOTO cepTudikarTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-289-
Rev 06 ona gitoyoi pevoBuHM rnibeHkNamig Big
BXe 3arBepxeHoro BupobHunka SRI KRISHNA
PHARMACEUTICALS LIMITED, India.

42,

rNILEPVUHOBI
CYNO3UTOPII
rniyyK ans
[AOPOCINX

cynosuTopii
pekTasibHi no 2,4 r;
no 5 cynosutopiis y
CTpuni; No 2 cTpunu
Y KapTOHHiIli kopoobui

KYT®EP
BIOTEX,
YAB

JlutoBCbKa
Pecny6nik
a

E.l. 3APBIC eHg Ko., /N

Ipeuis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHVX AaHnx npo cuctemy
dhapmakoHarnsagy (BBefileHHs y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6M, BigNoOBiga1bHOI 3a
3[jificHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmMakoHarnagy B YkpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0c06Mu, BiAMnoBifabHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIryarum
KOHTaKTHI AiaHi) Ta/abo 3MiHW Y PO3MiLLEHHI

6e3
peuyenma

UA/19199/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
mMacTep-aiina cuctemu dhapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHUKA, BiANOBiLaIbHOT
3a hapmakoHarnag. fiova pegakuis: Wuronesa
MapiaHHa BikTopiBHa. MNponoHoBaHa pejakuis:
LWynby Onbra CepriiBHa
43. AEMNAKIH® cupon, 57,64 mr/mn; TOB YkpaiHa tOHiTep Niksig, ®paHuisa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/3817/01/01
Ne 1: no 150 mny "CaHodi- MaHydhekuypiHr 3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
chnakoHi; no 1 ABeHTIC Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu o
dnakoHy 3 Ykpaina" y3araslbHeHuUX gaHux npo cucrtemy
[03YH0UNM dhapmakoHarnsagy (BBefileHHs y3araslbHEHUX AaHNX
NPUCTPOEM 3 npo cucTemy dpapmakoHarnsgy, 3mMiHa
npo6Koto- YNOBHOBaXXEHOT 0CO6M, BigNoOBiga1bHOI 3a
afanTopom B 3[ificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
KapTOHHI KopooLii thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6Mu, BiAMnoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYarum
KOHTaKTHI AjaHi) Ta/abo 3MiHM Y PO3MiLLEHHI
macTep-gaiina cuctemy hapmakoHarnsgy) 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemm
hapmakoHarnsgy.
3MiHa Micus 34iCHEHHSt OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy.
44, ANTOKCUH Tabnetkv no 0,1 wmr; ToBapucTBO Ykpaina BCi cTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/5751/01/01
no 50 TabneTok y 3 KOHTPO/b AIKOCTi, BUMYCK 3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKuii peyenmom
6aHkax; no 50 06MEXEHO cepil: 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
Tabnetok y Bignosigasib ToBapnCTBO 3 OGMEXEHOIO (BKNtOYatOuM gianasoH po3mipy cepii) roToBOro
KOHTeliHepax; no 50 HiCTIO BiANoBifa/IbHICTIO nikapcbKoro 3acoby (3mMeHLeHHs Ao 10 pasis)
TabneTtok y 6aHLi "®apmaueBT "[ocnigHwii 3aBog "rHLNC", BBBE/eHHS 404aTKOBOro po3Mipy cepii roToBoro
abo KOHTeWHepi; No NyHa YkpaiHa nikapcbkoro 3acoby - 26,050 kr (10,420 Tuc.yn.
1 6aHuj abo KOMMaHis BCi cTagii BUpO6GHMLTBA, (Ne50 (10x5) y 6nicTepi) ans BupobHnka TOB
KOHTElHepy B nauLli "3popos'a” KOHTPO/b SKOCTi, BUMYCK "®APMEKC I'PYTIT", YkpaiHa. 3atBepaKeHo:
3 KapToHy; no 25 cepii: 52,1012 «r (20,840 Tuc. yn.; Ne50 (10x5) y
Tabnetok y ToBapnCTBO 3 0OMEXEHO 6nictepi 80,000 kr (32,000 tuc. yn.; Ne50 (10x5) y
6nictepax; no 25 BiANoBifa/IbHICTIO 6nicTepi 3anponoHoBaHo: 52,1012 kr (20,840 TuC.
TabneTok y 6nictepi; "®APMEKC IPYIM", YkpaiHa yn.; Ne50 (10x5) y 6nictepi 80,000 kr (32,000 Tuc.
no 2 6nictepn y BCi cTagii BUpO6GHMLTBA, yn.; Ne50 (10x5) y 6nictepi 26,050 kr (10,420 Tuc.
nauui 3 KapToHy; No KOHTPO/b SKOCTi, BUMYCK yn.; Ne50 (10x5) y 6nicTtepi
10 Tabnetok y cepii:
6nictepi; no 5 ToBapnCTBO 3 06MEXEHOI0
6nicTepis y nayui 3 BiANoBifasIbHICTIO
KapTOHY "®apmavLeBTMYHa KOMMaHis
"300poB'a", YKpaiHa
45, ANMEAPON PO34MH ANA H'EKLl, MAT Ykpaina MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/4950/01/01
10 mr/mn, no 1 mn B "Tannudap 3MiHKM | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA peuyenmom
amnyni; no 10 M" 3aci6. 3MiHM y BUPO6HULTBI. 3MiHW BUNpPoOYyBaHb

amnyn y kopob6uj; no
1 mn B amnyni; no

ab0 fonNyCTUMUX MEX, BCTAHOB/IEHUX Y
cneungikauisx, nig 4ac BUpOObHMLTBA FOTOBOr0
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
10 amnyny nikapcbKoro 3acoby (foNoBHEHHs abo 3amiHa
KOHTYPpHilA BMNPOGYBaHHS B NPOLIECi BUPOOHULITBA 3@
YapyHKOBI pesynbTatamun gocniipkeHb 3 6e3neku abo SKocTi)
ynakosuj; no 1 - BHECEHHS 3MiH [0 KOHTPOSIO Nif Yac
KOHTYPpHilA BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acooby,
YapyHKOBIll ynakoBLi 30KpeMa: - BBEIEHHS KpUTEPITB NPUIAHATHOCTI (He
B naui 6inble 100 KYO B 100 M) 3a NOKA3HUKOM
"BioHaBaHTaxeHHs" Ha CTagii ®inbTpauis
PO3UUHY; - BUlyHEHHS MOKa3HWKa
"MikpobionoriyHa uncroTta" Ha CTagii
MpuroTyBaHHA PO34nHy
46. ANHACTAT niogpinisat gna NMeANIEP CWA BTOPVHHE NaKyBaHHS, Benbris/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/2525/01/01
PO3YUHY A5 iH'EKLLIA IHK. BMNYycK cepii: Mdaiizep CLIA/ 3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
no 40 wr; 5 MeHtodekuypuHr benbris ITanis Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHN BHECEHO
o1aKoHIB 3 HB, Benbris; BUPOGHULTBO 00 IHCTPYKUiT AN MEeANYHOro 3aCTOCYBaHHS
niogpinizatom y in bulk, nepBuHHe nikapcbKoro 3acoby A0 po3ziny "3acTocyBaHHA y
KOMMNNEKTi 3 5 nakyBaHHs: nepiog BaritTHOCTi abo rogysaHHs rpyaar”, a came
amMmnynamu dapmavis i AnmxoH KomnaHi BHECEHO He3HauHi YTOYHEHHS 40 TEKCTY po3giny.
PO3YUHHKKA MO 2 M NNC, CWA; BMpo6HMKM Ans BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micns
(HaTpito xnopug, PO3UMHHYMKA: NOBHUIA LKA 3aTBEPAKEHHS.
BOZa AN iH'eKLiln) y BMPOGHMLTBA Ta BUNYCK:
KapTOHHI Kopo6Lli Mdpaiizep MeHoheEKYYPUHT
Benbrisa HB, Benbris;
NOBHWIA LMK BUPOGHMLITBA
Ta Bunyck: AkTasic ITanis
C.n.A,, Itanis
47. ANHACTAT niogpinisat gns NMeANIEP CWA BTOPVHHE NakKyBaHHS, Benbris/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/2286/01/02
PO3YUHY A5 iH'EKLLIA IHK. BMNyckK cepii: Mdpaiizep CWA 3MiHu | TUNY - 3MiHKM Woa0 6e3nekn/edeKTUBHOCTI peyenmom
no 40 wr; 10 MeHtodekuypuHr benbris Ta hapmakoHarnsgy (iHwi 3miH1) 3MiHN BHECEHO
o1aKoHIB 3 HB, Benbris; BUPOGHULTBO 00 IHCTPYKUiT AN MEeANYHOro 3aCTOCYBaHHS
niocpinizatom y in bulk, nepuHHe nikapcbKoro 3acoby A0 po3ziny "3acTocyBaHHA y
KapTOHHI KopooLi nakyBaHHs: nepiog BariTHOCTi abo rogyBaHHs rpyaar”, a cavme
dapmauis i AngxoH KomnaHi BHECEHO He3HauHi YTOYHEHHS 40 TEKCTY po3giny.
JNC, CWA BBefeHHs 3MiH NpoTAroM 6-Tu micauis nicns
3aTBEPKEHHS.
48. ANPNHO30/® PO34MH NS iHysiid, NAT YkpaiHa NAT "Tanuudgapm” YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/11674/01/01
2 mr/mn no 100 mny "Tanuudpap 3MiHu | TUny - 3MiHK 3 AkocTi. A®l. KoHTponb AdI. peyernmom
NAALWLI CKASHINA; No Mm" 3miHa y napameTpax cneuudikadin Ta/abo

1 nnAwui B navui;

LOMYCTUMMUX MEX, BU3HAUEHUX Y creumgikaLisix
Ha A®I, abo BMXigHWA/NPOMIKXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BUpo6HuuTBa A®I (iHLwi 3miHN)
CynyTHSA 3MiHa - 3MiHK 3 AkocTi. APl KoHTposib
A®I. 3miHa y meTofax BunpobysaHHs A®| abo
BMXIAHOTO MaTepiany/MpomiXKHOro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWi 3MiHX Yy meTofax
BMNPO6YBaHHSA (BKOYAKUM 3aMiHy abo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

[0MNoBHEHHS) AD| abo BKXiAHOro/NpoOMiKHOrO
npoaykTy)(BHeceHHs 3MiH y P/l /13 nos’aA3aHe 3
npuBefeHHsAM cneuudikauii Ta MeToAiB KOHTPOO
A®| chnykoHazon Ao BuMor MoHorpadii €0,
Lilo40ro BUAaHHA 3a nokasHukamy «CynposifHi
OOMILLKM», «Badkki MeTasin», NOKa3HMK
«MikpobionoriyHa yncToTa» NpUBeAEHO 40 BUMOT
ED/APY, 5.1.4). 3MiHM | TUNY - 3MiHN 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
hapmakonei/moHorpadii. MogaHHA HoBOro a6o
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTi abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXigHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI
A®I; oA AONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoB/EeHWIA cepTUdIKaT Bif YK€ 3aTBEpAKEHOro
BMpo6Huka (CEP R1-CEP 2009-075-Rev 01 Big,
11.04.2018).

49.

OVNPMI030/®

PO34uH NS iHdysil,
2 mr/mn no 100 mny
nNAAWU CKASAHIN; No
1 nnsAwui B nayui

NAT
"Tanuudap
e

YkpaiHa

MAT "Fanuudpapm”

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NiKapCbKUi
3aci6. KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTuMmx
MeX A5 [OMOMDKHOI peHOBUHM (IHLI 3MiHW)
BWYyYEHHS iHhopmaL,i WoA0 NPOBeAEHHS
BMNPOGYBaHHA ANS ifeHTUdiKauil KOXXHOro
TapHoro micus i3 Cneumdikauii 4ONOMDKHOT
peyosuHn HATPIKO XJ10PN

3a
peyenmom

UA/11674/01/01

50.

[IIOKOP 160

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, 1Mo 160
mr/12,5 wr; no 10
Tabnetok B 6nictepi;
no 1, no 3, no 4 a6o
no 9 6nictepiB y
nauui 3 KapToHy

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI (iHLLi 3MiHW) -
BHECEHHS 3MiH [JO peecTpaLjiiiHoro Aocbke, a came
3MiHa NepioANYHOCTI KOHTPOHO MNOKA3HWKIB B
PYTUHI Ans Macy KanibposaHoi Ta Macu gns
TabneTyBaHHs; 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. 3MiHWM Y BUPOOHULITBI
(iHWi 3MiHW) -BHECEHHS 3MiH 40 peecTpauiitHoro
[0Cbe, a caMe 3MiHa NPOBeAEeHHS KOHTPOJI0
NOKa3HWKIB B PyTVHI Ta Ha Banigauii ans
Tabnetok-aaep. NpoBeAeHHs KOHTPO/IO
NOKA3HWKIB B PYTWHI; 3MiHM | TUNY - 3MiHX 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Y BUPOOHULITBI
(iHwWi 3miHK) -3miHa chopmarty posgainis 3.2.P.3.3,
3.2.P.3.4,3.2.P.3.5 Ta 3.2.P.5.1 peecTpaujiiHoro
[OCbe, a came BugasneHHs 3 posginis 3.2.P.3.3,
3.2.P.3.4, 3.2.P.3.5 iHdhopmaLlii oA0 KOHTPO/I0

3a
peyenmom

UA/8318/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

roToBOI NpoAykKUii (3 nocnnaHHsam Ha p. 3.2.P.5.1.)
y 3B'A3KYy 3 NpuBeAeHHAM fo dopmaty 3T/,
IHchopmaLis LWOAO0 KOHTPOO rOTOBOI NPOAYKLT
npusegeHa y po3gini 3.2.P.5.1.; 3miHu | Tuny -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOro NiKapcbkoro 3acoby (iHwi
3MiHW) - BUTYYeHHS NokasHuka «BTpaTa B maci
npw BUCYLLYBaHHI» i3 cneuudikauii MN3 npu
BMNYCKY. 3rigHO NPeACcTaBneHnX AaHUX KOHTPOIO
y nepiog 3 2015 p. no 2020 p. ansa 31 cepiit
npenapary He BUSB/IEHO BiAXU/EHb LWOAO LibOro
noKasHuKa NPoTAroM TepMiHy NpUAaTHOCTI.
OTpumaHi 3Ha4eHHs (B cepegHbomy 4,1 — 5,4 %)
3HaxXoaATbCA B Mexax cneumdikauii (Big 3,0% o
6,0 %). Taki 3HayeHHs 3abe3neyyTbes
KOHTPO/IEM LIbOrO MOKa3HMKa MiCNs CyLIKU
rpaHynsaTy (Big 3,0% no 6,0 %) i HagiiHicTo
BMGPaHOT ynakoBku. BTparta B maci npu
BUCYLLYBaHHI KOHTPO/IIOETLCA Ha eTari CyLLKu
rpaHynaty

51.

LIIOKOP 80

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 80
Mr/12,5 wr; no 10
TabneTok B 6nicTepi;
no 1, no 3, no 4 abo
no 9 6nictepis y
nauuj 3 KapToHy

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais:
3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. 3MiHM y BUPOBHULTBI (iHLUI 3MiHW) -
BHECEHHS 3MiH 40 PEECTpaLiiHOro A0Cbe, a came
3MiHa NepiogNYHOCTI KOHTPO/IHO MOKA3HYKIB B
PYTUHI Ana macu KanibpoBaHoi Ta Macu ons
TabnetyBaHHs; 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULITBI
(iHLWi 3MiHW) -BHECEHHS 3MiH 10 peecTpaLiiHoro
[0CbE, a came 3MiHa NPOBEAEHHS KOHTPO/IO
NoKasHUKIB B pyTVHi Ta Ha Bastigauii ons
TabneTok-a4ep. NpoBeaeHHS KOHTPOO
MOKa3HWKIB B PYTWHI; 3MiHM | TRy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULITBI
(iHWi 3miHW) -3miHa dhopmarty posginis 3.2.P.3.3,
3.2.P.3.4,3.2.P.3.5 Ta 3.2.P.5.1 peecTpaujinHoro
[0CbE, a came BuAaeHHs 3 po3ginis 3.2.P.3.3,
3.2.P.3.4, 3.2.P.3.5 iH(hopmaLii woA0 KOHTPON0
roToBOI NpoAyKLUil (3 nocnnaHHam Ha p. 3.2.P.5.1.)
y 3B'A3Ky 3 NpuBeAeHHsM ao dopmaty 3T/,
IHchopMaList WoA0 KOHTPOIO FOTOBOI NPOAYKLT
npusefeHa y po3aini 3.2.P.5.1.; 3miHu | Tuny -
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NiKapcbkoro 3acoby (iHwi
3MiHW) - BUTY4YEHHS nokasHuka «BtpaTa B maci
npu BUCYLLUYBaHHI» i3 cneuudikauii M13 npu
BMNYyCKY. 3rigHO NpeacTaBneHnX AaHUX KOHTPOO
y nepiog 3 2015 p. no 2020 p. ans 31 cepili

3a
peyernmom

UA/8318/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

npenapary He BUSB/IEHO BiAXWU/IEHb LWOAO LibOro
nokasH1Ka NPOTAroM TePMiHY NpMAATHOCTI.
OTpumMaHi 3Ha4eHHs (B cepefHbomy 4,1 — 5,4 %)
3Haxo4ATbCA B Mexax cneuudikauii (Big 3,0% go
6,0 %). Taki 3HayeHHs1 3a6e3neyyTbcs
KOHTPOMEM LibOro nokasHuKa nicas CyLku
rpaHynsaty (Big 3,0% po 6,0 %) i HagjiHicTo
BMOpaHOi ynakoBku. BTparta B maci npu
BUCYLLYBaHHI KOHTPOTIIOETLCA Ha eTani CyLUKN
rpaHynaty

52.

JLOKCULKAIH
-TEBA

Tabnetkn no 100 wmr;
no 10 TabneTtok y
6nicTepi; no 1
6nictepy B KOpobL;

TOB «TeBa
YkpaiHa»

YKpaiHa

Mepkne M'm6X , HimevyunHa
(nepBMHHa Ta BTOPUHHA
yMakoBKa, KOHTPO/Ib cepil);
Mepkne M'mbX, HimeyunHa

(BMPOGHMLTBO

Hepo3dhacoBaHoi NpoayKLil
Ta [,03BiN Ha BUNycK cepir)

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHN BUNpPoOyBaHb

a60o [oMyCTUMUX MEX, BCTAHOBMIEHNX Y
cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO

NikapcbKoro 3acoby (BUly4eHHS HECYTTEBOTO

BMNPO6YBaHHA B NpoLeci BUpobHUUTBA) -
BHECEHHS 3MiH Ao p. 3.2.P.3 lMNpouec B1pobHMLTBA
NiKapcbKoro 3acoby, 30kpema: BUMyYeHHs
napmetpy "Pagiyc kpuBusuun" (Curvature radius) 3i
cneuudikayii B mpoueci BMpobHuuTBa. laHnii
napameTp BU3HAYaETLCA PO3Mipamy MyaHCoHa,
LLI0 BUKOPUCTOBYIOTLCA AN TabneTyBaHHA. 3MiHN
| Tuny - 3MiHK 3 AKocTi. FOTOBMI NikapcbKuit 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU Y npoLeci
BMPOBGHULITBA FOTOBOTrO NiKapCbKoro 3acooby,
BK/IO4AI0UM MPOMIXKHUI MPOAYKT, WO
3aCTOCOBYETHLCA NPY BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci
BMPOGHMLITBA) BHECEHHSA 3MiH 4o p. 3.2.P.3
lMpouec BUpPOGHMLUTBA NiKapCcbKoro 3acoby,
30KpeMa: BUNpaB/IeHHs1 MOMUIIKV B Onuci eTany 4.
oMoreHi3auisi: 3a3Ha4YeHHs, Lo "cepito rpaHynsaTy
NepeHOCATb Y KOHTEeHep Ta rOMOreHi3yoTb"
3aMicTb “cepito rpaHynATy NPoCitolTb Y KOHTERHEP

Ta roMOreHisytoTh". [lepeHeceHHs B KOHTeNHep

3aBXAV BUKOHYBaNach SIK PyHKLiSi HANOBHEHHS,
TOAj SIK NPOCitOBaHHSA HIKOMN HE BUKOHYBa10Cb Ha

LbOMy eTani. BHeCceHHs He3HaYHUX peakLiniHnX
npaBoK.

3a
peyenmom

UA/3033/02/01

53.

AOP3ITIM®

OYHi Kpanni, po3ynH,
no 5 mn y donakoHi
nonieTuneHoBomy 3
KpanesnbHULe Ta
KOHTPO/IEM MEepLLOro
po3KpuTTSA; No 1
hnakoHy y nauui 3
KapToHY

AT
"KNIBCbKW
7
BITAMIHHI
" 3ABOA"

YKpaiHa

AT "KUIBCbKMN
BITAMIHHW 3ABOA"

(BMPOGHNLTBO 3 NPOAYKLiT
in bulk «Pachapm C.A.»,

peuis)

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
YTOUYHEHHSI HaNUCaHHA BUPOGHUKa B HakKasi
MOS3 Ykpainu Ne 1053 Big 20.06.2022 B npoveci
nepepeectpadii. Pegakuis B Hakasi: AT
"KUIBCbKW BITAMIHHUIA 3ABO/", YkpaiHa.
3anponoHoBaHa pegakuisa: AT "KUIBCbKNIA
BITAMIHHNIA 3ABO/A" (BUpOGHULITBO 3
npoaykuii in bulk «<Pacpapm C.A.», Mpeuis),

3a
peyenmom

UA/16271/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
YKpaiHa.
54. EBKACIMPEN cnpeit HasasibHUiA CninbHe YkpaiHa CniflbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/17018/01/01
1,0 mr/mn; no 10 mn YKparHCbKO- icnaHcbke nignprMemMcTBo 3MiHu | TURY - 3MiHK 3 SKoCTi. FOTOBWIA NiKAPCbKNI peyenma
Y KOHTelHepi 3 icnaHcbke "Cnepko YkpaiHa" 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npo6koto- nignNpueMcTs NOBHWIA LMK BUPOGHMLITBA, npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
po3nustoBayeM i 0 "Cnepko BMNYCK Cepil; KOHTPOsIb NiKapcbKoro 3acoby (36i/1bLUEHHST TEPMIHY
KPULLKOHO 3 YkpaiHa" AKOCTI npuAaaTHOCTI FOTOBOrO flikapcbKoro 3acoby) - Ans
KOHTPO/IEM MEepLLOro TOProBOi yNakoBkW (NiATBEPMAXYETLCA AaHUMU
BigKpWTTA, no 1 peasibHOro yacy) 36i/bLUEHHS TEPMiHY
KOHTeWHepy y nauui npugatHocTi /13 3 2-x pokiB A0 3-X POKiB. 3MiHK
3 KapToHYy BHECEHI B IHCTPYKLit0 ANS MeAUYHOIO
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ain
"TepMiH npuaaTHocTi". BBeAEeHHS 3MiH NPOTArom
3-X MicsILiB NicNsi 3aTBEPYKEHHS.
55. E/NOHBA PO3unH ANS iH'eKin OpraHoH LLiseiiuapi Bupo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/13125/01/01
no 100 mkr/0,5 m; CeHTpan Ict A Hepo3dhacoBaHOT NPoAyKLi Higepnavgy | 3miHu | Tuny - 3MiHM 3 AKOCTi. [OTOBWIA NTikapcbkuii peyenmom
no 0,5 Mn po3ynHy B v6X Ta NepBMHHA yNakoBka, 3aci6. KOHTpo/b roTOBOro NikapCbKoro 3acoby

nonepegHL0
HanoBHEHOMY
wnpwyi; no 1
nonepegHL0
HanoBHEHOMY
LINpULY pasom 3i
CTEPUSIbHO
iH’eKLiiHOLO ronKoto
y BigkpuTOMy
naacTyKoBOMY I0TKY
B KapTOHHI1 kopobui

KOHTPO/b SKOCTI,
TeCcTyBaHHsA CTepUIbHOCTI Ta
bakTepianbHUX
€HJJ0TOKCUHIB rOTOBOTO
nikapcbkoro 3acoby
(KOHTpPO/Ib SKOCTI),
Bi3yasibHa iHCneKuis:
Bettep ®apma-PepTuryHr
'M6X i Ko. KI', HimeuunHa
KOHTpOsb siKoCTi,
TecTyBaHHA CTepUIbHOCTI Ta
bakTepianbHUX
€HJJ0TOKCUHIB rOTOBOTO
nikapcbKkoro 3acoby
(KOHTpPO/Ib SKOCTI),
Bi3yasibHa iHCneKuUis:
Bettep ®apma-PepTuryHr
'M6X i Ko. KI', HimeuunHa
BizyanbHa iHcnekuis:
Bettep ®apma-PepTuryHr
'M6X i Ko. KI', HimeuunHa
KoHTponb sikocTi Ta
TecTyBaHHS CTabifbHOCTI,
BTOPUHHA yNakoBKa, [03Bi/
Ha BUMYyCK cepii:

H.B. OpraHoH, Higepnarnu
TeCT Ha iIMyHOaKTUBHICTb:
MCJ, Biotek B.B.,
HigepnaHgn

(iHWi 3MiHM) OHOBIEHHS BXE 3aTBEPLKEHNX
MEeTOZIB KOHTPOJII0 SKOCTi NikapcbKoro 3acoby, a
came BUK/afeHHs TEKCTY [ilepXXaBHO MOBOIO
3rifHO CyYacCHWUX BUMOT
3MiHu Il Tuny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoOHTpOosib roTOBOro Nikapcbkoro 3acooby.
3mMiHa y MeToAax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM) BHeCeHHS 3MiH
[0 MeToAiB KOHTposto J13 KislbKicHe BU3HAYEHHS,
MpogaykTn posnagy: cyboavHMLi Ta oniromepu,
JeamifyBaHHs, BusHauyeHHs po3noginy
i30€eN1eKTPUYHOI TOUKM, IMyHOAKTUBHICTD, L-
METIOHIH, SIKi BKNHOYalOTb BUAA/IEHHS HA3B
nocravanbHUKiB, BuAasieHHs 100% etaHony,
OCKiNIbKW BiH HE BUKOPUCTOBYETLCA B METOL],
OHOB/IEHHS 36epiraHHsa po3unHy SST y
BiANOBIAHOCTI 3 AOKyMeHTaLli€lo Ha caiiTi,
PO3'ACHEHHSA W00 NPUrOTyBaHHS CTaHA4apTHOro
PO34uHY, 3MiHa AN BUAAIEHHS NMENCUHOTeHy
(i3oenekTpnyHa Touka 2,80) ons Mapkepa
i30€N1eKTPUYHOI TOYKU | KOPUTYBaHHSA PO3KMAY
i30eN1eKTPUYHUX TOUOK A5 Bi06PaKeHHS
BUAAIEHHA HANHWKYOr0 3HAYEHHS i30eNeKTPUYHOT
TOYKM, [O0AABaHHSA ONMUCY NPUroTyBaHHSA aHOAHOro
PO3UUHY A5 Y3rOMKEHHS 3 METOAOM fAitoyol
pevoBUHN. TakKoX, BHECEHHA HE3HAYHUX
pefaKuUinHUX 3MiH.
3MiHn Il Tuny - 3MiHK 3 akocTi. A®l. KoHTponb AdL.
3MiHa y meTofax BUNpobyBaHHs AD| abo
BUXIAHOrO MaTepiany/npomiKHOro
npoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

npoueci BupobHuutea A®! (iHwi 3MiHN) BHeceHHs
3MiH 40 MeTogiB BUNpo6yBaHHA APl BU3HAYEHHSA
KINIbKOCTi NPOAYKTIB Ae3aMiHyBaHHS; BUSHAYEHHS
po3noginy i30eN1eKTPUYHOT TOUKK 3a [AOMOMOro
i30eneKTpuyHoro pokycyBaHHs, SKi BKIOYaOTh
BUa/IEHHS HAa3B NOCTa4YasIbHUKIB, OHOB/IEHHS
po3unHy SST WoAo piBHA onliromMepy Ta
cy60AVHNLj Ta YTOUYHEHHS LOA0 YMOB 36epiraHHs
po3unHy SST, BUAaNEHHA eTaHosy K peareHTy,
OCKINIbKW BiH HE BUKOPUCTOBYETHLCH B METO|,
OHOBJ/IEHHS LLOAO XpoMaTorpadiiHoi KONOHKY,
[ofaBaHHsA YMOB (TEMHMIA) TepMOCTATOBAHOI
BOASAHOI 6aHi, W0 BUKOPUCTOBYETLCA B METOA,
3MiHa 415 BUAAIEHHS NencuHoreHy
(izoenekTpuuHa Touka 2,80) Ana mapkepa
i30enekTpuyHa To4ka 1 i perynoBaHHs gianasoHy
i30€eN1eKTPUYHOI TOUKM A/15 Bif0OpaKeHHS
BUANIEHHA HAHWXKYOro 3HAYEHHS i30€N1EKTPUYHOT
TOYKW, W06 OHOBUTY 3HAYEHHS KOHLeHTpaLlil
aHOAHOr0 PO34nNHY ANS BHYTPILIHBLOTO
NPUroTYBaHHS, 06 Y3roguTh ioro 3 KOMepLiHO
AOCTYMHMM PO34YNHOM

56.

E/NOHBA

PO34UH ANs iH KL
no 150 mkr/0,5 mn;
no 0,5 Ms1 po3urHy B
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
LINpULy pas3om 3i
CTEpUIbHOI
iH'EKLIAHOIO roMKoto
Y BigKpUTOMy
N1acTUKOBOMY NOTKY
B KapTOHHIi kopobuj

OpraHoH
CeHtpan lct
6X

LLiseiiuapi
o

Bupo6HULTBO
Hepo3dhacoBaHoi NpoayKLii
Ta NepBMHHA ynakoBka,
KOHTPONb SIKOCTI,
TecTyBaHHs CTepUIbHOCTI Ta
6akTepiasibHNX
€HA0TOKCUHIB TOTOBOTO
nikapcbKoro 3acoby
(kOHTpO/b SKOCTI),
Bi3yasibHa iHCneKUis:
Bettep ®apma-PepTuryHr
m6X i Ko. KI', Himeuunna
KOHTpOsb SiKOCTI,
TecTyBaHHs CTEpUIbHOCTI Ta
6akTepiasibHNX
€HA0TOKCUHIB TOTOBOTO
nikapcbKoro 3acoby
(kOHTpO/b SKOCTI),
Bi3yasibHa iHCneKUis:
Bettep ®apma-PepTuryHr
m6X i Ko. KI', Himeuunna
BisyasibHa iHCnekuis:
Bettep ®apma-PepTuryHr
m6X i Ko. KI', Himeuunna
KoHTponb AKocTi Ta
TecTyBaHHS CTabiNbHOCTI,

Himeyunna/
Higepnangn

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
(iHWi 3MiHW) OHOBJIEHHSA BXE 3aTBEPAXKEHNX
MeTOZIB KOHTPOJII0 AKOCTi NikapCbkoro 3acoby, a
came BUKNafeHHS TEKCTY epXXaBHO MOBOK
3rifiHO Cy4YacHUX BUMOT
3MiHn Il Tuny - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) BHeCeHHs 3MiH
[0 MeToAiB KoHTporto /13 KinbkicHe BU3HaYeHHS,
MpoaykTn po3nagy: cy6oAnHUL Ta oniromepu,
JeamigyBaHHs, BusHaueHHs posnoginy
i30€N1eKTPUYHOT TOYKU, IMyHOAKTMBHICTb, L-
METIOHIH, SIKi BK/IOYa0Tb BUAAIEHHSA HA3B
nocTavyanbHvkis, BuganeHHs 100% etaHony,
OCKiNbKM BiH HE BUKOPUCTOBYETHCH B METO|,
OHOB/EHHS 36epiraHHsa po3unHy SST y
BiANOBIAHOCTI 3 AOKyMeHTALliE0 Ha caiiTi,
PO3’ACHEHHS LLOAO0 NPUrOTYBaHHA CTaH4apTHOTO
PO34MHY, 3MiHa ANS BUAAIEHHA NENnCUHOreHy
(izoenekTpuuHa Touka 2,80) Ana mapkepa
i30€/1EKTPUYHOT TOUKY | KOPUTYBAHHSA PO3KUAY
i30€/1eKTPUYHNX TOYOK [/15 Bif0OpadKeHHs
BWAA/IEHHS HANHWKYOIO 3HAYEHHS i30€1EeKTPUYHOI

3a
peyenmom

UA/13125/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

BTOPWHHA ynakoBKa, [03Bi/ TOYKY, fAoAaBaHHA ONWCY NPUTOTYBaHHA aHOAHOro
Ha BUMycK cepii: PO3UMHY ON5 Y3rOAXKEHHA 3 METOAOM Ajto4oT
H.B. OpraHoH, Higepnangu PEeYOBUHU. TaKoX, BHECEHHS HE3HAUYHMX
TECT Ha iIMyHOaKTVBHICTb: pefakuUiiHUX 3MiH.

MCJ Biotek B.B., 3MiHu 1l TUny - 3MiHK 3 AkocTi. APL. KoHTposnb API.
Higepnangn 3MiHa y meTofax BunpobysaHHsa APl abo
BMXigHOrO Matepiany/npomiKHOro

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWwi 3MiHN) BHeceHHs
3MiH 0 MeToZiB BUNpobyBaHHA API: BU3HAYEHHS
KiNIbKOCTi NPOAYKTIB Ae3aMiHyBaHHS; BUSHAYEHHS

po3noginy i30eneKkTpMUHOI TOUKM 3a A0MNOMOro
i30eN1eKTpNYHOro hokycyBaHHS, SKi BK/THOYalOTb

BUAa/IEHHA Ha3B NOCTa4YasIbHUKIB, OHOB/IEHHSA

po3unHy SST WoAo piBHA oniromepy Ta
cyb0AVHNLj Ta YTOUHEHHS LWOA0 YMOB 36epiraHHs
po3unHy SST, BUAaNEHHA eTaHosy K peareHTy,

OCKI/IbKW BiH HE BUKOPUCTOBYETLCA B METOZ),

OHOBJ/IEHHS LLOAO XpoMaTorpadiiyHoi KOMOHKY,

[0AaBaHHA YMOB (TEMHWIA) TEpMOCTaTOBaHOI

BOAAHOI 6aHi, WO BUKOPUCTOBYETLCA B METOL,,
3MiHa 415 BUAASIEHHS NENCUHOreHy

(i3oenekTpnyHa Touka 2,80) AN mapkepa

i30en1eKTpnyHa Touka 1 i perynioBaHHs gianasoHy
i30€N1EeKTPUYHOT TOYKM A5 Bif06GPaKeHHs
BUAANEHHA HAHWKYOro 3HAYEHHS i30eNeKTPUYHOT

TOUKM, LLLO6 OHOBUTY 3HAYEHHSA KOHLEHTpaw,ii

aHOLHOrO PO3UNHY NS BHYTPILLIHBOTO
NPUroTyBaHHS, 06 y3roguTu ioro 3 KOMepLiHO
[OCTYMHWUM PO34YMHOM

57. EHANANPUN Tabnetkn no 0,01, MpuBaTHe YkpaiHa MpuBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/2818/01/01

no 10 Tabnetok y akuioHepHe TOBapuCTBO "J1eKXiM- 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii peuyenmom
6nicTepi; no 1 abo 2, | TOBAPMCTBO Xapkis", Ykpaina; MNpAT 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
abo 3, abo 5, abo 9 "Mlekxim- «TexHonor», YkpaiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
6nicTepis B nauuj Xapkis" KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, L0
BiANOBIAAaE 3a BBE3EHHA Ta/abo BMMNyCK cepil) -
Bkitovatoun KOHTPO/L/BUNPOBYBaHHSA cepil.
[lopasaHHsa BUpOOHWMKa, LLO BignoBigae 3a
KOHTpOnb Ta Bunyck cepii 13 - MpAT «TexHonor»,
YkpaiHa. 3miHu | Tuny - 3miHW 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3amiHa
abo BBeAEHHSA A0AATKOBOI AifIbHUL BUPOGHMLTBA
0N YacTUHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO /1iKapCbkoro 3acoby (AinbHULA, Ha kiR
NpoBoAATLCA 6yAb-sKi BUPOGHMYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPOIIO AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHS, ANns
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
HEeCTepW/IbHUX JTiKapCcbknx 3acobiB) BeAeHHs
[08aTKOBOro BUPO6GHMKa rOTOBOTO NiKapCbKoro
3aco6by BiANOBIAaNILHOMO 3a BUPOOHMLTBO,
NepBUHHE Ta BTOPUHHE NakyBaHHA - MpAT
«TexHonor», YkpaiHa.
CynyTHsi 3MiHa - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAiEHHS A04ATKOBOI AifIbHULL BUPOGHMLTBA
[O/15 YacTUHU abo BCbOro BUPOGHMYOTO npouecy
rOTOBOrO /liKapCbkoro 3acoby (ainbHUUA Ans
BTOPWHHOTO MaKyBaHHs)
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6GHMLTBI. 3amMiHa abo BBeAEHHSA A0AATKOBOT
AiNbHWLI BUPO6HULTBA A4/1A YacTUHK abo BCbOro
BMPOBHMYOro NpoLecy roToBoro JlikapcbKoro
3acoby (ginbHUUSA 418 NEPBUHHOIO NakKyBaHHS)
58. EHCNPIHI® pO3uunH aNs iH'ekuid, | ®.XodchbmaH | Lseiiuapi . XodpdpmaHH-/159 Pow J1Ta, LLBeiiuapisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/18885/01/01
no 120 mr; no 1 H-/17 PoLu A LLisefiuapis (BTOPUHHE AnoHis 3Mminu | TUny - 3MiHn 3 akocTi. A®l. BUpobHMUTBO. peyenmom
nonepegHL0 nrp nakyBaHHs, BUMYCK cepi); 3MiHa BUPOGHYVKa BUXIiAHOTO/MPOMIXHOIO
HanoBHEHOMY Yyraii dapma NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
LLUNPULLY Y KapPTOHHI MaHydchekTypuHr Ko, /174, BMPOGHMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
KopooLi AnoHis (BunpobyBaHHsA (BKTrOvatoun, fie Heob6XigHO, MicLle MPOBEeAEHHS
KOHTPOJIH0 sIKOCTI); Yyraii KOHTpOst0 sikocTi) ADI (3a BigCyTHOCTI
dapma MaHnydekTypuHr Ko, cepTucpikaTa BiANOBIAHOCTI EBPONENChKili
Nta, Anowia (BUpo6HNLTBO hapmakonei y 3aTBepaAXeHOMY A0Cbe)(iHLWi 3MiHN)
Hepo3dacoBaHoro
nikapcbKkoro 3acoby, AopasaHHsa BUpobHuka Charles River
NepBUHHE NakyBaHHS, Laboratories, Inc., 466 Devon Park Drive, Wayne,
BUNPOBYBaHHA KOHTPO/IIO PA 19087, USA, L0 BUKOPUCTOBYETLCA Y
AKOCTI) BMPOGHMYOMY npoLieci ADI, sk foAaTKoBOI
AiNbHULI 3 BUNPOGYBaHHS KOHTPOJT AKOCTI B XOA4j
TEeXHOJ/I0MYHOro npoLecy, BiAnoBigaNbHOI 3a
BunpobysaHHsA Virus Testing of the PHCCF
59. EPTIHOB TabneTku, BKpUTI HOBE TypeyunH HOBE/ IIAY CAHAI BE TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/17213/01/01
NNiBKOBOIO INIAY CAHAIT a TIOXKAPET A.LL. 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenmom
o60s0HKoto, No 100 BE 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
Mr no 15 TabneTtok y TIOIXKAPET (BK/IKOYatOUM fiana3oH po3mipy cepii) rotoBoro
6nictepi; no 2 A.LL. niKapcbKoro 3acoby (iHLi 3MiHK) 3MiHa pPo3Mipy
6nictepn y cepii N3 pns gosyBaHHs 100 Mr. 3aTBEpAXKEHO:
KapTOHHI ynakoBLi 25 000 TabneTok.
3anponoHoBaHo: 37 500 TabneTok.
60. ECMA-NMINOH® | po3unH ANS iH'EKUIN, Ecnapma HimeuumnH Ecnapma 'm6X, HimeuunHa HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/4179/02/02
IH'E€EKL,. 600 25 Mr/mn no 24 mn B 6X a (Bunyck cepi); 3irdpig 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikar peyernmom

amnyni; no 5 amnyn
Y KapTOHHIl Kopoobui

XamensH Mv6X, HimevunHa
(BUPOGHMLTBO
Hepo3acoBaHoro
NPoOAYKTY, NePBUHHE
nakyBaHHs1, BTOPUHHE

signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiickkiii hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudiikata
Bi4NoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa
BiANOBIAHOCTI €BpoNelicbkili dhapmakonei: ans
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
nakyBaHHS, KOHTPO/Tb A®I; ansa BuxigHoOro
SAKOCTI) mMatepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif, yxe 3aTBepAKeHOro BUPO6HUKa -
noAaHHs OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2007-269 -
Rev 01 (3aTBepgxeHo: R1-CEP 2007-269 - Rev
00) ana A®I KMcnoTu TIOKTOBOI Bif, BXe
3aTBepxeHoro Bupo6Hrka OLON S.P.A. Ta, sk
Hacnigok, 3MiHa iHAekcy y agpeci BUpo6HUYOT
OinbHULLL
61. ECMNIM NOpPOLUOK AN CKAH IHais CTEPW-IKEH NAVN® IHais 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI 3a UA/12272/01/02
NPUroTyBaHHsA BIOTEK CAMEHCU3 (M) NITA, Ta hapmakoHarnagy (iHwi 3miHn) - OHOBNEHHSA peyenmom
PO3YUHY ANS iH'EKLLIA nTa BXe 3aTBEPA)XEHOro TEKCTY MapKyBaHHA AN
nol1,0r;nol NepPBUHHOI | BTOPUHHOI ynakosku in bulk Ta
CKNSAHOMY dh/1aKOHY BHECeHHS 3MiH gns 13 y dhopmi in bulk go posginy
3 NOPOLUKOM, Y MK$ «MapkmpoBka»: [litoua pefakuis:
KapTOHHiiA KopobLj; MapkupoBka Mpunaraetcs. MponoHoBaHa
no 10 ckiaHnX pepakuisi: Mapkvposka CornacHo yTBepXAeHHOMY
b1aKoHIB 3 TEKCTYy MapKvpoBku. MapkupoBka ynakoBku in-bulk
MOPOLLKOM, Y npunaraetcsi. OHOBNEHHS TEKCTY MapkKyBaHHS
KapTOHHI Kopo6Lii YNakoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM
iHhopMauii LWoAo 3a3HauYeHHS OANHULB
BMMIipIOBaHHA y cuctemi Sl
62. ECMIM NOPOLUOK ANA CKAH IHAain CTEPUN-O0)KEH NTAVN® IHAjsa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: - UA/12273/01/02
NpUroTyBaHHA BIOTEK CANEHCU3 (M) NTA, 3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
PO3YUNHY A5t iH'EKLLIA Iyt Ta hapmakoHarnsgy (iHwi 3miHu) - OHOBEHHS
no 1,0 r; in bulk: no BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHA A1
50 a6o no 100 NEepPBUHHOT | BTOPUHHOI ynakosku in bulk Ta
CKNAAHMX h/1aKOHIB 3 BHeCeHHs 3MiH ans 13 y dopmi in bulk go po3ainy
NOPOLLKOM, Y MKSA «MapkmpoBska»: [litoua pefakuis:
KapTOHHIl Mapkuposka NMpunaraetcs. NponoHosaHa
YapyHKOBI peaakuisi: MapkupoBka CornacHo yTBepXaeHHOMY
ynakosLj, B TEKCTY MapKvpoBku. MapkupoBska ynakosku in-bulk
KapTOHHi KopooLyi npunaraetcs. OHOBNEHHS TEKCTY MapKyBaHHS
yNaKoBKN NiKapCbKOro 3aco6y 3 BHECEHHAM
iHhopmauii LWoAo 3a3HaYeHHS OAMHULB
BUMIpHOBaHHSA y cuctemi Sl
63. XACTIHOA TabneTku, BKpUTI 3eHTiBAa, K.C. Yecbka Na6opatopioc /leoH ®apma Icnarnis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13217/01/01
NNiBKOBOIO Pecny6nik C.A. 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI peuyenmom
060n0HKO0, 2 a Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go

mr/0,03 mr no 21
Tabnetuyi y 6nictepi,
no 1 a6o 3 6nictepu
B NauLli 3 KapTOHY

y3araslbHeHVX AaHUxX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHVX JaHux
npo cuctemy apmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
3AiliCHEHHS1 chapMakoHarnsay; KOHTakTHOT 0cobu 3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakoHarnagy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BiANOBifas/IbHOT 3a
3[jicHeHHs hapmakoHariaay (BKIYarum
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
macTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigaIbHOI 3a
thapmMakoHarnag B YkpaiHi. [itova pegakuis:
MepexpecT OneHa IBaHiBHa. [ponoHoBaHa
pepakuis: Amepi biona [xecci. 3mMiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0COBM 3asBHUKA,
BiANOBiAaNbHOI 3a (hapmakoHarnsag B YKpaiHi.

64.

3ABEJJOC®

niogpinisat ans
pO34nHyY AnA
iHdpysin no 5 mr; 1
hnakoH 3
niocpinizatom B
KapTOHHI KOpo6Lii

Mdpaiizep
IHK

CLUA

KopaeH ®apma flatiHa

C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYaouM,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/IHO
SIKOCTI), @60 BnacHvka macTtep-chaina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HayeHo y A0CbE Ha fikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikata BignoBigHOCTI
€sponelicbkin dhapmakonei y 3aTBepaKeHOMY
[oCbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) 3MiHA
MOLUTOBOTO iHAEKCY Ta CKOPOUYEHHS Ha3BMW MicTa y
afipeci NOTOYHOro 3apPeecTPOBAHOIO BUPOGHMKaA
A®I Olon S.p.A. BBefieHHs 3MiH NpOTSArom 6-1u
MicsALiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs
Ta/abo aapecu MicLa NPOBaMKEHHS AisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco0y, BKI0YAKUN AibHNLI BUNYCKY cepii abo
MicLLe NpoBeAEeHHS KOHTPOIO AKOCTI. (OisNbHICTD,
3a AKy Bignosigae BUPo6HMK/iMnopTep,
BK/IHOYA0UM BUMYCK cepiid) 3MiHa agpecu
BUpo6HMKa KopaeH ®apma NatiHa C.n.A. ITanis.
3MiHV BHECEHO B IHCTPYKLiO /19 MeAMYHOro
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3gin
«BUPOBHWK» 3 BIANOBIAHUMU 3MiHAMU Y TEKCTI
MapKyBaHHS! yNakoBKW /likapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micns
3aTBEPAKEHHS.

3a
peyenmom

UA/9322/01/01

65.

3ANACTA® Q-
TAB®

TabneTku, Lo
AVCMepryoTbes B
POTOBI NOPOXHWHI,
no5wmr,no7

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecTo,
CnoseHis; KPKA Monbua

Cn. 3.0.0., MNMonbLa

CnoseHis/
MonbLa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiais:
3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoOHTpOosib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneundikauii Ta/abo

3a
peyerimom

UA/12069/02/01




54

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
[0NyCTUMUX MeX roTOBOrO NiKapCbKoro 3acoby

TabneTtok y 6nictepi;
no 4 a6o no 8
6nictepiB y
KapTOHHI KopooLi

(iHWi 3MiHW) - 3MiHa [OMYCTUMUX MEX
crneungikauii 3a napameTpamu
"OAHOPIAHICTb A030BaHNX OAUHUL —
O HOPIAHICTb BMICTY" - NpUBEAEHHA [0 BUMOr EP
2.9.40, mexi 3a3Ha4eHO B % (3aTBEpPAKEHO: He
6inblwe 15,0; 3anponoHoBaHo: He binble 15,0%);
nokasHuK "CynyTHi AOMILLKN" Ha TepMiH
npuaaTHocCTi BUyYeHo gomilky OLN, ue
CUHTETMYHA [OMILLKA, Sika He YyTBOPIOETHLCA NpK
naHomy cuHTesi. Cneuudikauis npuseseHa fo
BMMOr MOHorpadii gns OnaHsaniHy. BeegeHHs
3MiH NPOTArOM 6-TW MIiCALIB NiCNA 3aTBEPMAKEHHS;
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPoOyBaHHS) -
OHOBJ/IEHHA MeToAy BUNPOOyBaHHA "CynyTHi
LOMiLKK". BBEAEHHS 3MiH NPOTAroM 6-Tn MicAuiB
nicns 3aTBepmKeHHs; 3MiHun | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO NiKapCcbKoro 3acoby (iHLi 3MiHK) -
nepeknaj MeToAiB KOHTPO/O SKOCTi 3 POCIACbKOI
MOBW Ha yKpaiHCbKy MOBY. BBeEeHHS 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAXEHHS; 3MiHN
| TMNy - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponeiickbkili hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HauioHasbHOT hapmakonei gepxasun €C (3MiHa y
cneuudikauii HedhapmakoneiHoro A®| ans
npuBeaeHHs y BiANOBIAHICTb A0 BuMor DY abo
€Bponelicbkoi thapmakonei, abo iHLWol
HaujioHanbHOI thapmakonei aepxasu €C) -
npueBefeHHs cneyndikauii A®l go Bumor
MOHorpadii gns OnaHsaniHy; 3MiHn | Tuny - 3miHn
oo 6e3nekn/edeKTUBHOCTI Ta dapmakoHarnsagy
(iHWi 3miHW) - 3aTBepmxeHo: MAPKMPOBKA
COoO0TBETCTBYET TEKCTY MapKMpOBKM NEPBUYHON 1
BTOPWYHOI YNakoBOK,
3anponoHoBaHo: BiagnosigHO A0 3aTBEPAXEHOrO
TEKCTy MapkyBaHHSA. OHOBJ/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHdhopMaLil LWOoA0 3a3HAYeHHS

O0AMHULIb BUMIpIOBaHHA y cucTeMi Sl. BBBeAeHHSA
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3MiH MPOTAroM 6-TK MiCALIB Nic/1A 3aTBEPAKEHHS
66. 3A/IACTA® Q- Tabnetku, LWo KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecTo, CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/12069/02/02
TAB® AVCrepryoTees B HoBo mecTo CnoseHis; KPKA Monblua MonbLa 3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii peyenmom

POTOBI NOPOXHWHI,
no 7,5 wmr, no7
TabneTok y 6nictepi;
no 4 abo no 8
6nictepiB y
KapTOHHI Kopo6Lii

Cn. 3.0.0., Monblwa

3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MNyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHa JONYCTUMNX MEX
crneungikavii 3a napameTpamu
"OAHOPIAHICTb 4030BaHNX OAUHULIb —
O[HOPIAHICTb BMICTY" - NpuBeAeHHs 4o BuMor EP
2.9.40, mexi 3a3Ha4YeHO B % (3aTBEpPIXEHO: He
6inbLwe 15,0; 3anponoHoBaHo: He binbLie 15,0%);
nokasHuk "CynyTHi JOMILLK1" Ha TEPMiH
npuaaTHoCTI BunyYeHo gomiwky OLN, ue
CUHTETMYHA [OMILLKa, sika He YyTBOPIOETHLCS NpK
naHomy cuHTesi. Cneumndikalis npveegeHa no
BMMOT MOHorpadii aAna OnaH3aniHy. BeefeHHs
3MiH NPOTArOM 6-TW MICAL|B NiCNA 3aTBEPMAKEHHS;
3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii
3aci6. KoOHTpOosib roTOBOro Nikapcbkoro 3acooby.
3mMiHa y MeToAax BUNpo6yBaHHS rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS) -
OHOBJ/IEHHA MeToAy BMNPO6yBaHHSA "CynyTHI
OOMilwkv". BBeAEHHS 3MiH NPOTAroM 6-TW MicsLiB
nicnsa 3aTBepKEeHHS; 3MiHK | Tuny - 3MiHN 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHw) -
nepeknaj MeTogiB KOHTPO/IO SKOCTi 3 POCIACbKOI
MOBW Ha yKpaiHCbKy MOBY. BBeeHHs 3MiH
NPOTAroM 6-T MICALIB MiC/A 3aTBEPKEHHS; 3MiHN
| TMNy - 3miHK 3 skocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneuudikauii HedpapmakoneiHoro A®| ans
npuBeeHHs y BiANOBIAHICTb A0 BuMor dY abo
€Bponelicbkoi hapmakonei, abo iHWoT
HaLjoHanbHOI thapmakonei aepxasu €C) -
npuBefeHHs cneundikauii A®I o sBumor
MoOHorpadii gns OnaHsaniHy; 3MiHu | Tuny - 3miHn
oo 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay
(iHwi 3miHK) - 3aTBEpmKeHO: MAPKMPOBKA
COoO0TBETCTBYET TEKCTY MapkMpOBKM NEPBUYHON 1
BTOPUYHON YyNakoBOK,
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3anponoHoBaHo: BiagnosigHO A0 3aTBEPAXEHOIO
TEKCTY MapKyBaHHs1. OHOBMIEHHS TEKCTY
MapKyBaHHS yNakoBKU NiKapcbKoro 3acoby 3
BHECEHHSM iHhopMmaL,ii LWoA0 3a3HaYeHHs
OOMHVLB BUMIpIOBaHHA y cucteMi Sl. BBBeeHHs
3MiH NpOTArom 6-TU MicALIB Nicna 3aTBEPAKEHHS
67. 3AJ/IACTA® Q- TabneTku, Lo KPKA, a.4., CnoBeHis KPKA, a.4., HoBo mecTo, CnoseHisi/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/12069/02/03
TAB® [mcnepryoTbca B HoBo mecTo CnoseHis; KPKA Monbwa MonbLa 3MiHM | TUNYy - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenmom

POTOBIV NOPOXHUHI,
no 10 wmr, no 7
Tabnetok y 6nicrepi;
no 4 a6o no 8
6nicTepiB y
KapTOHHI KopooLii

Cn. 3.0.0., MNMonbLwa

3aci6. KOHTposb roToBOro NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHa AONYCTUMUX MEX
cneuudikauii 3a napameTpamm
"O[HOPILHICTb 1030BAHUX OAVHULL —
OfHOPIAHICTb BMICTY" - NpuBeAeHHs 1o BuMor EP
2.9.40, mexi 3a3Ha4YeHO B % (3aTBEPIKEHO: He
6inbLe 15,0; 3anponoHoBaHo: He binbLue 15,0%);
nokasHuk "CynyTHi JOMILLKN" Ha TEPMiH
npuaaTHoCTi BUydeHo gomilky OLN, ue
CUHTETMYHA [OMILLKa, Sika He YyTBOPIOETHLCA NpK
AaHomy cuHTesi. Cneumndikalis npueegeHa no
BMMOr MoHorpadii gnst OnaHsaniHy. BBegeHHs
3MiH NPOTArOM 6-TW MICALB NICNA 3aTBEPAKEHHS;
3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BUnpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS) -
OHOBJIEHHSI MeToAy BUNpobyBaHHA "CynyTHi
OOMiLKv". BBEAEHHS 3MiH NPOTArOoM 6-TW MicsLiB
nicns 3aTBepMKeHHs; 3MiHu | Tuny - 3miHu 3
AkocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JliKapcbKoro 3acoby (iHLLi 3MiHW) -
nepeknaj MeToAiB KOHTPO/IO SKOCTi 3 POCIACHKOI
MOBM Ha yKpaiHCbKy MOBY. BBeeHHS 3MiH
NPOTAroM 6-T MICALIB MiCNSA 3aTBEPKEHHS; 3MiHN
| TMINy - 3MiHW 3 AkocTi. CepTudikart
BignosigHocTI/IE-cepTudpikat BignosigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii. 3miHun,
noB'sA3aHi 3 HeOOXiAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€sponelicbkoi hapmakonei, abo iHwoTi
HaLjioHanbHOT chapmakonei aepxasu E€C (3miHa 'y
cneuudikauii HedpapmakoneitHoro A®| ans
npuBeaeHHs y BiANOBIAHICTb A0 BUMor DY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HaLlioHanbHOT hapmakonei gepxasu €C) -
npusefeHHs cneundikauii A®I o sumor




57

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

MoHorpadii Ana Onax3aniHy; 3MiHu | Tuny - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwi 3miHK) - 3aTBEpmkeHo: MAPKPOBKA
COOTBETCTBYET TEKCTY MapKMpOBKM NEPBUYHON 1
BTOPWYHOI YNakoBOK,
3anponoHoBaHo: BignosigHO A0 3aTBEPYKEHOTO
TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHchopmaL,ii LWOoA0 3a3HaYeHHS
OAVHMLIb BUMIPIOBaHHSA y cuctemi Sl. BeBegeHHSA
3MiH NPOTArom 6-TW MicALIB NicAs 3aTBEPIKEHHS

68.

3ANACTA® Q-
TAB®

Tabnetku, Lo
AVCNepryoTbes B
POTOBI NOPOXHWHI,
no 15 wmr, no 7
TabneTok y 6nictepi;
no 4 a6o no 8
6nictepiB y
KapTOHHI KopooLli

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecto,
CnogeHisi; KPKA Monbwa
Cn. 3.0.0., MNMonbLa

CnoseHis/
Monba

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acooby.
3MiHa napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHa [OMYCTUMUX MEX
crneungikauii 3a napameTpamu
"OAHOPIAHICTb A030BaHUX OAUHUL —

O HOPIZHICTb BMICTY" - NpUBEAEHHA [0 BUMOT EP
2.9.40, mexi 3a3Ha4eHO B % (3aTBEpPAKEHO: He
6inblwe 15,0; 3anponoHoBaHo: He binbe 15,0%);
nokasHuK "CynyTHi AOMILLKX" HA TepMiH
npugaTHoCTi BUyYeHo gomilky OLN, ue
CUHTETMYHA [OMILLKa, Sika He YyTBOPIOETHLCA NpK
naHomy cuHTesi. Cneuudikauis npueeseHa fo
BMMOr MOHorpadii gns OnaHsaniHy. BeegeHHs
3MiH NPOTAroM 6-TW MIiCALIB NiCNs 3aTBEPMAKEHHS;
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposb roToBOro NikapcbKoro 3acoby.
3MmiHa y MeTogax BUnpobyBaHHA roTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPoOyBaHHS) -
OHOB/IEHHA MeToAy BUNPOByBaHHA "CynyTHi
LOMILLKM". BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLUiB
nicns 3aTBepmKeHHs; 3MiHu | Tuny - 3miHu 3
AKocTi. [0TOBWiA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHK) -
nepeknaj MeToAiB KOHTPOJIHO SAKOCTi 3 POCIACHKOT
MOBW Ha yKpaiHCbKy MOBY. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAXKEHHS; 3MiHN
| TMny - 3MiHKW 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHoCTi
€Bponeiicbkili hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWoT
HauioHasIbHOI dhapmakonei gepxasun €C (3miHa y

3a
peyerimom

UA/12069/02/04
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

cneuudikauii HedpapmakoneiHoro A®| ans
npuBeAeHHs y BiANOBIAHICTb A0 BuMor DY abo
€Bponelicbkoi thapmakonei, abo iHLWol
HaLjoHanbHOI thapmakonei aepxasu €C) -
npueBefeHHs cneundikauii A®l go Bumor
MOHorpadii gns OnaHsaniHy; 3MiHu | Tuny - 3miHn
oo 6e3nekn/edeKTUBHOCTI Ta dapmakoHarnsagy
(iHWi 3miHW) - 3aTBepmxeHo: MAPKMPOBKA
COoO0TBETCTBYET TEKCTY MapKMpOBKM NEPBUYHON 1
BTOPWYHOI YNakoBOK,
3anponoHoBaHo: BiagnosigHO A0 3aTBEPAXEHOrO
TEKCTY MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHdhopMaLil LWoA0 3a3HAYeHHS
OAMHULIb BUMIPIOBAHHA y cucTeMi Sl. BBBeAeHHSA
3MiH MPOTAroM 6-TK MiCALIB Nic/ia 3aTBEPAKEHHS

69.

SAJIACTA® Q-
TAB®

Tabnetku, LWo
[OVCNEepPryoThes B
POTOBI NOPOXHWHI,
no 20 mr, no 7
TabneTok y 6nictepi;
no 4 abo no 8
6nictepiB y
KapTOHHI Kopo6Lii

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecTo,
CnogeHisi; KPKA Monbwa

Cn. 3.0.0., Monbwa

CnoseHis/
Monbwa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbkuii
3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MNyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHa JONYCTUMNX MEX
crneungikauii 3a napameTpamu
"OAHOPIAHICTb 4030BaHNX OAUHULIb —
O[HOPIAHICTb BMICTY" - NpuBeAeHHs 4o BuMor EP
2.9.40, mexi 3a3Ha4YeHo B % (3aTBEpKEHO: He
6inbLwe 15,0; 3anponoHoBaHo: He binbLie 15,0%);
nokasHuk "CynyTHi JOMILLK1" Ha TEPMiH
npuaaTHoCTI BUnyYeHo gomiwky OLN, ue
CMHTETUYHA AOMILLKA, SKa He YTBOPIOETLCA Npu
naHomy cuHTesi. Cneumndikalis npveegeHa oo
BMMOT MOHorpadii aAna OnaH3aniHy. BeefeHHs
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPMAKEHHS;
3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa y MeToAax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS) -
OHOBJ/IEHHA MeToAy BMNPOo6yBaHHSA "CynyTHI
OOMilwkv". BBeAEHHS 3MiH NPOTAroM 6-TW MicsLiB
nicnsa 3aTBepKeHHS; 3MiHK | Tuny - 3MiHN 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHW) -
nepeknaj MeTogiB KOHTPO/IO SKOCTi 3 POCIACLKOI
MOBW Ha yKpaiHCbKy MOBY. BBeeHHS 3MiH
NPOTAroM 6-T! MICALIB MiCNA 3aTBEPKEHHS; 3MiHN
| TMnNy - 3miHK 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi

3a
peyenmom

UA/12069/02/05
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Ymosu

Homep

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,

3asBHUK

3asiBHUKa

KpaiHa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

ynakoska)

€Bponeiicbkilii hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BIANOBIAHICTL A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikauii HechbapmakoneiHoro A®I ans
npuBeAeHHs y BiANOBIAHICTb A0 BuMor dY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaLjoHasIbHOI thapmakonei aepxasu €C) -
npusegeHHs cneundikauii A®I o Bumor
MOHorpadii gns OnaHsaniHy; 3MiHu | Tuny - 3miHn
o0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwi 3miHK) - 3aTBEpMkeHO: MAPKMPOBKA
COoO0TBETCTBYET TEKCTY MapKMpOBKM NEPBUYHON 1
BTOPWYHOI YNakoBOK,
3anponoHoBaHo: BianosigHO A0 3aTBEPAXEHOIO
TEKCTY MapKyBaHHs1. OHOBMEHHS TEKCTY
MapKyBaHHS yNakoBKU NiKapcbKoro 3acoby 3
BHECEHHSAM iHhopMmaL,ii LWoA0 3a3HaYeHHs
OOMHWLB BUMIpIOBaHHA y cucteMi Sl. BBBeeHHs
3MiH NpOTArom 6-TU MicALIB Nicna 3aTBEPAKEHHS
BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:

3a

UA/17502/01/01

70.

30ILE®

MOPOLLIOK A/1A
PO3UUHY ANs1 iH'EKLi
no 1000 mr no 1

hnakoHy y
KapTOHHI ynakoBLi

AAP
DAPMA ®3-
nnc

O6'eaHaHi
Apabebki
Emipatn

CeHc Jlabopartopic lBT.
nra.

IHais

3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnagy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeAnyHOro
3acTOCyBaHHSA Ha MiacTasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B Mic/iApeecTpavjiiiHuin nepiog,
abo K pe3ynbTaT OLiHKK 3BITY 3 AOCIAKEHD,
npoBeAeHWX BigNoBigHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginu:
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwii”
BiANOBIAHO A0 OHOB/EHOT iH(hopMmaLlii 3 6e3neku
Ai040T peyvoBrHN. 3MiHK | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiAcTasi peryisgpHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKu NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
a60 K pe3y/ibTaT OLiHK/ 3BITY 3 AOCAILKEHD,

npoBefeHMX BigNoBIAHO [0 NAaHy negiaTpuyHMX

peyenmom
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom) 3miHu
BHECEHO [0 IHCTPYKL,i 4158 MegnyHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gin
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopMmawii 3 6e3neku Aityoi pevyoBUHM.
71. 30KCOH® 2 Tabnetkv no 2 mr, TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/6300/01/02
Ne 10: no 10 "CaHoi- Pecny6nika 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuyenmom
TabneTtok y 6nictepi; ABeHTiC Ta thapmakoHarnsagy. BeegeHHs abo 3miHm o
no 1 6nictepy B YkpaiHa" y3arasibHeHuUX gaHux npo cucremy
KapTOHHI kopobLyj; hapmakoHarnsay (BBeAeHHs y3arasibHeHUX AaHuX
Ne 30 (15x2): no 15 npo cuctemy dpapmakoHarnsgy, amiHa
TabneTtok y 6nictepi; yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
no 2 6nictepu B 3[iicCHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
KapTOHHI KOpo6Lii thapmakoHarnsgy 3asBHUka Ans 34ilCHEHHSA
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0cO6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarsay (BKIvarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 Y PO3MiLLEHHI
MacTep-haiina cucremu chapmakoHarnsgy). 3miHa
MicLie3HaxXoMKeHHs macTep-haiina cuctemm
dhapmakoHarnsagy.
3MiHa MicLs 34iICHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
72. 30KCOH® 4 Tabnetkv no 4 mr, TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/6300/01/03
Ne30 (15x2): no 15 "CaHoi- Pecny6nika 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom
TabneTtok y 6nictepi; ABeHTIiC Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
no 2 6nictepv B YkpaiHa" y3arasibHeHuUx gaHux npo cucremy
KapTOHHI KopooLli hapmakoHarnsay (BBeAeHHs y3araslbHeHUX AaHNX
npo cuctemy dpapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHoT 3a
3AiicCHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bif, yNOBHOBaXKeHOT 0CO6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs hapmakoHarsay (BKIyatoum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-gpaiina cuctemu chapmakoHarnsgy) -
3MiHa MicLue3HaxomkeHHs MacTep-charina
cucTemu hapmMakoHarnagy. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
dpapmakoHarnsay
73. IBAB-5® TabneTku, BKpUTI CKAH IHais BadhHa PapmacboTikasic IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/13579/01/01
NNiBKOBOIO BIOTEK nra. 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI peyenmom
060/10HKOI0, MO 5 Mr, nTa Ta thapmakoHarnsgy (iHwi 3miHu). OHOBMEHHS

no 14 tabneTtok y
6nicTepi; no 2
6nictepn B

TEKCTY MapKyBaHHS ynakoBKW NikapCbKoro 3acoby
3 BHECEHHSAM iHthbopma,ii LWoA0 3a3HaYEeHHS
OAMHWLUb BUMIPIOBaHHS y cuctemi Sl.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KapPTOHHII ynakoBLii
74. IBAB-7,5® TabneTku, BKpUTI CKAH IHais BadHa PapmacbloTikasc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13834/01/01
NNiBKOBOIO BIOTEK nra. 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060soHKoto, no 7,5 nTa Ta thapmakoHarnsagy (iHLwi 3miHw) -
mr; no 14 TabneTtok OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKu
y 6nicTepi; no 2 NikapcbKoro 3acoby 3 BHECEHHAM iHthopmawii
6nictepu B LLIOA0 3a3HAaYEHHS OAMHMLb BUMIPIOBAHHSA Y
KapTOHHI ynakoBLi cuctemi Sl.
75. IMOBAH® TabneTku, BKpUTI TOB YkpaiHa Onenna Xenckea dpaHuis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/5634/01/01
060/10HKO0, No 7,5 "CaHoi- IHTepHewHn CAC 3MiHu | TUNY - 3MiHKM Woa0 6e3nekn/edeKTUBHOCTI peyenmom
mr Ne 14 (14x1): no ABeHTIC Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
14 TabneTok y YkpaiHa" y3araJlbHeHUX AaHux npo cucremy
6nicTepi; no 1 hapmakoHarnsgy (BBefeHHs y3araslbHEHUX JaHuX
6nictepy B npo cuctemy papmakoHarnsgy, amiHa
KapTOHHI KOpo6Lii yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicHeHHA hapMakoHariaay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobu, BignoBifanbHOT 3a
3[jiicHeHHs1 hapMakoHarnsay (Bkiyarum
KOHTaKTHi AaHi) Ta/abo 3MiHWN Y PO3MiLLEHHI
macTep-gaiina cuctemy hapMmakoHarnisgy) 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemm
hapmakoHarnsgy.
3MiHa Micua 34iliCHeHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
76. IHOAN® Tabnetkn no 1,25 MPO.MEA,.LL Yecbka MPO.ME/.LIC Mpara a.c. Yecbka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/4237/02/02
Mr; no 10 TabneTok C Mparaa.c. | Pecny6nik Pecny6nika 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyernmom
y 6nictepi; no 3 abo a Ta hapmakoHarnsgy. 3miHa y KopoTkili

6 6nicTepiB y
KapTOHHI KopooLii

XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeanYHOro
3acToCyBaHHA Ha nigcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn NikapcbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnapeecTpaviiiHnii nepiog,
ab0 K pe3y/sibTaT OLiHK/ 3BITY 3 AOCAIAKEHD,
npoBeeHWX BigMnoBigHO A0 nnaHy negiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3ropkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVM OpraHom). 3MiHu
BHECEHIi [0 IHCTPYKLi ANA MeguyHoro
3aCcTOCyBaHHSA NiKapCbKOro 3acoby y po3gim
"Oco6/1MBOCTI 3acTocyBaHHs", "B3aemogis 3
iHLWIMMKW NikapcbkMKU 3aco6amMu Ta iHLWi BUuam
B3aemMogiin", "Mo6iyHi peakuii" BignoBiaHO A0
OHOB/EHOT iH(hopMal,ii 3 6e3nekn Aitoyoi
pevoBUHU. BBEEHHS 3MiH NPOTAIrOM 6-TW MicALIB
nicnsa 3aTBepmxeHHs. 3MiHun | Tuny - 3miHun 3
SIKOCTi. [OTOBMIA Nikapcbkuii 3acib. Onuc Ta cknag,.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MmiHa y ckniagi ([oNOMiXHMX pevyoBUHax) roTOBOro
nikapcbkoro 3acoby (cMakoBi fo6aBku abo
6apBHYKN) - logaBaHHs, BUTyYeHHS1 abo 3amiHa.
3MmiHa cknafy 6apBHUKa A1 [03yBaHHA 2,5 Mr -
[0faBaHHA HOBOI KOMepLiHOI cyMili - TopMill
ORANGE 231.05.C (3ani3a okcug, xoBTuii (E 172),
3asisa okcmg, yepBoHuii (E 172), naktosu
MOHorigpar). 3MiHW BHECEHi [0 IHCTPYKLUiT Ans
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ain "Cknag" (4onomikHi pe4oBuHun). BBegeHHs
3MiH NPOTArOM 6-TW MICALB NiC/A 3aTBEPAXKEHHS.

77.

IHAAN®

TabneTkn no 2,5 mr;
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHI Kopo6Lli

NPO.MEA.L,
C MNpara a.c.

Yecbka
Pecny6nik
a

NPO.MEA,LIC MNpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHIi [0 iHCTPYKLiT 4719 MeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y posainm
"Ocob6nvBOCTi 3acTocyBaHHs", "B3aemogis 3
HLWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit", "MobivHi peakuii" BignoBigHO A0
OHOB/IEHOT iHdopMaLiii 3 6e3nekn gitoyoi
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWI Nikapcbknin 3aci6. Onuc Ta cknag,.
3MiHa y ckniagi ([oNOMiXHMX pevyoBUHax) roToBOro
nikapcbKoro 3acoby (cmakosi f06aBku abo
6apBHVKN) - loaaBaHHs, BUTyYEHHST ab0 3amiHa.
3MmiHa cknafy 6apBHUKa A1 [03yBaHHA 2,5 Mr -
[0faBaHHsA HOBOI KOMepLiHOI cyMili - TopMill
ORANGE 231.05.C (3ani3a okcug xosTuin (E 172),
3asisa okcmg, vyepBoHuii (E 172), naktosu
MOHorigpar). 3MiHW BHECEHI [0 IHCTPYKLUIT AN
MEeAMYHOrO 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ain "Cknag” (4onomikHi pevoBuHn). BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPKEHHS.

3a
peyerimom

UA/4237/02/03

78.

IHCYMAH
BA3AN®

cycneHsis gns
iH'ekuin, 100 MO/mn;
0151 BUPOOHMKa
CaHodpi-ABeHTiC

TOB
"CaHoi-
ABeHTIC
YkpaiHa"

Ykpaina

Brpo6HMLTBO 3a NOBHUM
umnkiom: CaHodi-ABeHTIC

Loiunang rméxXx ,

HimeuyunHa BupobHUUTBO 3

Himeyunna/
YKpaiHa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiais:
3MiHu | TUNY - 3MiHKM Woa0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx Npo cuctemy

3a
peyerimom

UA/9529/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

[oliunang M'v6X,
Himeuumnna: Ne 1, Ne
5(mo5mny
donakoHi; no 1 abo
no 5 cpnakoHiB y
KapTOHHi Kopobu;);
Ne 5 (5x1), Ne 10
(5x2) (no 3mny
KapTpuaXi;
[0AaTKOBO Y
KapTpuaK BMiLLeHi 3
MeTanNeBMX Ky bKW;
no 5 kapTpuaxis y
6nicTepi, no 1 abo
no 2 6nictepn y
KapTOHHI Kopoo6L);
Ne 1 (no 10 mny
dnakoHi; nol
hakoHy y
KapTOHHI Kopoo6Lii);
ans BupobHnka TOB
«®apwma flaind»,
YkpaiHa: Ne 5 (no 5
My doakoHi; no 5
o1aKoHIB Yy
KapTOHHI Kopoo6Lii);
Ne 5 (5x1) (no 3 mn
Y KapTpuaXi;
[0AaTKOBO Y
KapTpuaK BMiLLEeHi 3
MeTaneBnX Ky bKu;
no 5 kapTpuoxis y
6nictepi, no 1
6nictepy B
KapTOHHI Kopoo6Lii);
Ne 5 (no3 mny
KapTpuaXi,
BMOHTOBaHOMY B
0JHOPa30BY LUMPULL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKUili); mopaTKoBO
Y KapTPUOX BMiLLEHi
3 mMeTasieBuX
KynbKuy; Mo 5 wnpuu-
PYYOK B KApPTOHHIl
Kopo6ui); Ne 1 (no
10 mn y cpnakoHi; no

nakyBaHHs in bulk dripmu-
BMpO6GHMKa «CaHodi-
ABeHTiC Joliunang M6X»,
HimeuunHa, BTOPMHHE
nakyBaHHs, KOHTPO/b Ta
Bunyck cepii: TOB "®apma
Navidy", Ykpaina

dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHnX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBifabHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOB&aXXeHOI 0c06MU, BifMNoBifabHOT 3a
3[jicHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AjaHi) Ta/abo 3MiHW1 Y PO3MiLLEeHHI
macTep-aiina cuctemy papmakoHarnsgy) 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemu
hapmakoHarnsgy.
3MiHa Micus 34iCHEHHS1 OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

1 conakoHy y
KapTOHHI Kopo6Lii)

79. IHCYMAH cycneHsisa gns TOB Ykpaina Bupo6HMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais: - UA/10945/01/01

BA3AN® iH'ekyjn, 100 MO/mMn "CaHodi- Hepo3chacoBaHOT MPOAYKL;i, 3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI

in bulk: Ne 300 ABeHTIC nepBrHHA ynakoBka Ta Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu o
(5x60): (no 5 mny YkpaiHa" Bunyck cepii: CaHodi- y3arasibHeHVX gaHnx npo cuctemy

donakoHi; no 5
hnakoHiB y
KapTOHHI kopobuy;
no 60 kopo6oK y
Kopo6ui); in bulk: Ne
400 (5x80): (no 5 mn
y donakoHi; no 5
hnakoHiB y
KapTOHHI kopobuy;
no 80 kopo6oK y
Kopo6ui); in bulk: Ne
240 (5x48): (no 5 mn
y donakoHi; no 5
hnakoHiB y
KapTOHHI kopobuyj;
no 48 kopoboK y
Kopo6ui); in bulk: Ne
300 (5x1x60): (no 3
MY KapTpuaxi; no
5 kapTpuaxis y
6nicTepi; foAaTkoBO
Y KapTPUOX BMiLLLEHi
3 meTasieBux
KynbKy; no 1
6nictepy B
KapTOHHI kopobLyj;
no 60 kKOpob6oK y
Kopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaxi,
BMOHTOBaHOMY B
0HOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKUIilA); [oAaTKoBO
Y KapTPUAX BMiLLEHI
3 MeTasieBux
Kynbku; no 5 wnpuu-
PYYOK Y KapTOHHIi
Kopo6ui; no 40
KOpOBOK y KOpOO6L);
in bulk: Ne 120

ABeHTiC [loitunaHg Mmo6X,
HimeuunHa

dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
3[jificHeHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa 418 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6Mu, BifgMnoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (Bkryarum
KOHTaKTHI AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
MacTep-caiina cuctemu dhapmakoHarnsgy). 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemm
hapmakoHarnagy. 3miHa Micus 34inCHeHHs
OCHOBHOI AjsiNIbHOCTi 3 hapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

(1x120): (no 10 mn y
chnakoHi; no 1
dnakoHy y
KapTOHHI kopobuy;
no 120 kopo6okK y
Kopo6ui); in bulk: Ne
120 (5x24):

(no 10 mny
dnakoHi; no 5
o1aKoHIB Yy
KapTOHHI kopobuyj;
no 24 kopobku y
Kopo6ui); in bulk: Ne
360 (5x72): (no 5 mn
y thnakoHi; no 5
o1aKoHIB Yy
KapTOHHI kopobuyj;
no 72 kopobku y
Kopo6ui); in bulk: Ne
5((x1): (no5mny
dnakoHi; no 5
o1aKoHIB Yy
KapTOHHI KopobLii)

80.

IHCYMAH
BA3AN®

cycnensisa gns
iH'ekuin, 100 MO/mn;
0151 BUPOOHMKa
CaHodpi-ABeHTic
[oliunang r'M6X,
Himeuumnna: Nel, Ne
5(Mmo5mny
donakoHi; no 1 abo
no 5 cpnakoHiB y
KapTOHHI Kopoo6Lii);
Ne 5 (5x1), Ne 10
(5x2) (no 3mny
KapTpuaXi;
[0AaTKOBO Y
KapTpuaK BMiLLeHi 3
MeTaneBMX Ky bKW;
no 5 kapTpuaxis y
6nictepi, no 1 a6o
no 2 6nictepn y
KapTOHHI Kopoo6L);
Ne 1 (no 10 mny
nakoHi; nol
hakoHy y
KapTOHHI Kopoo6Lii);
ans supobHunka TOB

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

Bupo6HMLTBO

Hepo3chacoBaHOT MPOAYKL;i,

NnepBKHHA yNnakoBKa Ta
Bunyck cepii: CaHodi-

ABeHTiC [loitunaHg MmoX,

HimeyunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb

ab0o fonyCTUMUX MeX, BCTAHOBMIEHNX Y
cneumdikauisix, nig yac BUPOOHULTBA rOTOBOrO
nikapcbKoro 3acoby (BU/1yYeHHs1 HECYTTEBOIO
BMNPOGYBaHHS B NpoLieCi BUPO6HULITBA) -

BHeceHHSs 3MiH 0 MaTepiasliB peecTpaviiiHoro

[0CbE Ha Nnikapcbkuii 3aci6 "lHcymaH bazan ®",
cycneHsis gns iH'ekyiin, 100 MO/mn, 30kpema: nig
yac BMpobHUYoro npouecy nicnsa cragii 11.6 Mixing

and crystallizing - BUny4eHHs1 KOHTPO/IIO 3a
nokKasHvkom "pH"

3a
peyernmom

UA/9529/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

«®apwma Jlaind»,
YkpaiHa: Ne 5 (no 5
My dhakoHi; no 5
o1aKoHIB Yy
KapTOHHI Kopoo6Lii);
Ne 5 (5x1) (no 3 mn
Y KapTpuaXi;
[0AaTKOBO Y
KapTpuaK BMiLLEeHi 3
MeTaneBnx Ky bKu;
no 5 kapTpuoxis y
6nictepi, no 1
6nictepy B
KapTOHHI Kopoo6Lii);
Ne 5

(no3wmny
KapTpuaxi,
BMOHTOBaHOMY B
0/IHOPA30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKLjiin); JOoAATKOBO
Y KapTpuaK BMILLEHi
3 meTaneBunx
Kynbku; No 5 wnpuu-
PYYOK B KapPTOHHIlA
Kopo6ui); Ne 1 (no
10 mn y cpnakoHi; no
1 donakoHy y
KapTOHHI Kopo6bu,)

81.

IHCYMAH
BA3AN®

cycneHsis gns
iH'ekyiin, 100 MO/Mn
in bulk: Ne 300
(5x60): (no 5mny
hnakoHi; no 5
d1aKkoHiB y
KapTOHHI kopobuyj;
no 60 kOpo6OoK y
Kkopo6ui); in bulk: Ne
400 (5x80): (no 5 mn
y thnakoHi; no 5
d1aKkoHiB y
KapTOHHI kopobuyj;
no 80 kKOpo6oK y
Kkopo6ui); in bulk: Ne
240 (5x48): (no 5 mn
y thnakoHi; no 5
d1aKoHIB Yy

TOB
"CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

Bupo6HMLTBO

Hepo3dracoBaHOT NPoAyKL;,

nepBUHHA ynakoBka Ta
Bunyck cepii: CaHodi-

ABeHTic [oiiunaHg Mv6X,

HimeuunHa

HimeuyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHW BUNPObYyBaHb

abo [oMyCTUMUX MEX, BCTAHOB/IEHNX Y
crneuudikaisx, nig yac BUPO6HMLTBA FOTOBOr0O
nikapcbKoro 3acoby (BUTyYEHHSI HECYTTEBOIO
BMNPOGYBaHHS B NpoLieCi BUPO6HULITBA) -
BHeceHHs 3MiH 0 MaTepiasiiB peecTpaviiHoro
[0CbE Ha Nnikapcbkuid 3acib "lHcymaH basan ®",
cycneHsis ans iH'ekuid, 100 MO/mn ans
nakysaHHs in bulk, 3okpema: nig yac BUPOGHNYOro
npouecy nicns ctagii I1.6 Mixing and crystallizing -
BWIYYEHHA KOHTPO/IIO 3a NoKasHukom "pH"

UA/10945/01/01
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Ne Hassa dopma BUnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

KapTOHHI kopobuy;
no 48 Kopo6oK y
Kopo6ui); in bulk: Ne
300 (5x1x60): (mo 3
MY KapTpuaxi; no
5 kapTpuaxis y
6nicTepi; fOAATKOBO
Y KapTpuaK BMILLEHi
3 mMeTasieBuX
Ky/nibKu; no 1
6nictepy B
KapTOHHiiA KopobLj;
no 60 kopo6oK y
Kopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaxi,
BMOHTOBaHOMY B
0JHOPa30BY LUMPULL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKLiiA); [OAATKOBO
Y KapTPUOX BMiLLEHi
3 mMeTasieBuX
KynbKW; Mo 5 wnpuu-
PYYOK Y KapTOHHIi
Kopo6ui; no 40
KOPO6OK y KOpoo6Li);
in bulk: Ne 120
(1x120): (no 10 mny
dnakoHi; no 1
hakoHy y
KapTOHHI kopobuyj;
no 120 kopo6oK y
Kopo6ui); in bulk: Ne
120 (5x24): (no 10
My doakoHi; no 5
o1aKoHIB Yy
KapTOHHI kopobuyj;
no 24 kopobku y
Kopo6ui); in bulk: Ne
360 (5x72): (no 5 mn
y thnakoHi; no 5
o1aKoHIB Yy
KapTOHHI kopobuyj;
no 72 kopobku y
Kopo6ui); in bulk: Ne
5((x1): (no5mny
dnakoHi; no 5
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

o1aKoHIB Yy
KapTOHHI Kopo6Lii)

82. IHCYMAH cycneHsisa gns TOB YkpaiHa Brpo6HMLTBO 3a NOBHUM Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais: 3a UA/9530/01/01

KOMB 25® iH'ekyjin, 100 MO/mn; "CaHodi- uuknom: CaHodi-ABEHTIC YkpaiHa 3miHu | TUNY - 3MiHK 3 SKoCTi. FOTOBMIA NiKapCbKNi peyenmom

0151 BUPOOHMKa ABeHTIC [oiunang Tm6X, 3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
CaHodpi-ABeHTic YkpaiHa" HimeuunHa; Bupo6bHULTBO 3 abo fonyCTUMUX MeX, BCTAHOBMIEHNX Y

[oliunang N'M6X,
Himeuumnna: Nel, Ne
5(Mmo5mny
donakoHi; no 1 abo
no 5 cpnakoHiB y
KapTOHHI Kopoo6Lii);
Ne 5 (5x1), Ne 10
(5x2) (no 3mny
KapTpuaXi;
[0AaTKOBO Y
KapTpuaK BMiLLeHi 3
MeTaneBMX Ky bKW;
no 5 kapTpuaxis y
6nictepi, no 1 a6o
no 2 6nictepn y
KapTOHHI Kopoo6L);
ons sBupobHuka TOB
«®apwma faind»,
YkpaiHa: Ne 5 (no 5
My donakoHi; no 5
d1aKkoHiB y
KapTOHHI Kopoo6L);
Ne 5 (5x1) (no 3 mn
Y KapTpuaxi;
[0AaTKOBO Y
KapTpuaK BMiLLeHi 3
MeTanNeBMX Ky bKW;
no 5 kapTpuaxis y
6nictepi, no 1
6nictepy B
KapTOHHI Kopoo6L);
Ne 5 (no3mny
KapTpuaXi,
BMOHTOBaHOMY B
0HOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok ans
iH'ekjii1); nopaTkoBo
Y KapTPUAX BMiLLEHI
3 MeTasieBux
Kynbku; No 5 wnpuu-
PYYOK B KAPTOHHIl

nakyBaHHs in bulk dripmu-

BUpo6HMKa «CaHoi-

AseHTic [lonunang MeX»,
HimeuunHa, BTOpMHHE
nakyBaHHs, KOHTPO/b Ta
BuUMnyck cepii: TOB "®apma

Navidy", Ykpaina

cneuudikauisix, nig yac BUPOOHULTBA rOTOBOrO
nikapcbKoro 3acoby (BU/1yYeHHs1 HECYTTEBOIO
BMNpobyBaHHA B NPOLLECi BUPOGHMLTBA) BHECEHHS
3MiH [0 MaTepiasliB peecTpauiliHoro focbe Ha
nikapcbkuii 3aci6 "IHcymaH Kom6 25 ®", cycneHsis
Ans iH'ekuidi, 100 MO/mn ansa nakysaHHs in bulk,
30Kpema: nifg yac BUpo6bHMYOro npouiecy nicns
ctagji 11.6 Mixing and crystallizing - Buny4eHHs
KOHTPO/O 3a nokasHukom "pH". 3miHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOBEHNX Y cneuudikauisx,
nif yac BUPOBGHMLITBA FOTOBOrO /1iKapCbKOro
3aco0by (BUTyYEHHSI HECYTTEBOIO BUNPOOYBaHHA B
npoueci BUPOOHNLTBA) BHECEHHS 3MiH A0
marepianiB peecTpauiiHoro JOCbE Ha Nikapcbkuii
3aci6b "IHcymaH Komb 25®", cycneHsis ans iH'ekuii,
100 MO/mn, 30kpeMa: nif Yac BUpO6bHMYOro
npouecy nicnsa ctagii 11.6 Mixing and crystallizing -
BUYYEHHSA KOHTPO/IIO 3a NoKasHWKoM "pH".
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

Kopo6Li)

83. IHCYMAH cycneHsis ans TOB YkpaiHa Bupo6HULTBO HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/11347/01/01

KOMB 25® iH'ekyjin, 100 MO/mn "CaHodi- Hepo3chacoBaHOT NPOAYKL;i, 3MiHu | TURY - 3MiHK 3 SKoCTi. FOTOBWIA NiKAPCbKNI

in bulk: Ne 300 ABeHTIC nepBUHHA ynakoBka Ta 3aci6. 3MiHN y BUPO6HULTBI. 3MiHN BUNPoOyBaHb
(5x60): (no 5 mny YkpaiHa" Bunyck cepii: CaHodi- abo 4onNyCTUMUX MeX, BCTAHOB/IEHUX Y

dnakoHi; no 5
o1aKoHIB Yy
KapTOHHI kopobLyj;
no 60 kKOpo6OoK y
Kopo6ui); in bulk: Ne
400 (5x80): (no 5 mn
y thnakoHi; no 5
o1aKoHIB Yy
KapTOHHI kopobLyj;
no 80 kKOpob6oK y
Kopo6ui); in bulk: Ne
300 (5x1x60): (no 3
My KapTpuaxi;
[0AaTKOBO Y
KapTpuaK BMiLLeHi 3
MeTaneBMX Ky bKW;
no 5 kapTpuaxis y
6nictepi; no 1
6nictepy B
KapTOHHI kopobuyj;
no 60 kOpo6oK y
Kkopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaXi,
BMOHTOBaHOMY B
0/IHOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKUi); [oAaTKOBO
Y KapTpuaK BMiLLLEeHi
3 meTasieBux
Kynbku; no 5 wnpu-
PYYOK Y KapTOHHil
Kopo6bui; no 40
KOPO6OK y KOpoo6L);
in bulk: Ne 240
(5x48): (no5mny
donakoHi; no 5
hnakoHiB y
KapTOHHI kopobuyj;
no 48 kopoboK y
KopobLi);

in bulk: Ne 360

AseHTic foviunang MvéX ,
HimeuunHa

cneumdikauisx, nig yac BUPOOHNULTBA rOTOBOrO
NikapcbKoro 3acoby (BUly4eHHS HECYTTEBOIO
BUNPOBYBaHHSA B NpoLeci BUPOOHULTBA) BHECEHHS
3MiH [0 MaTepiasliB peecTpauiliHoro ocbe Ha
nikapcbkunii 3aci6 "IHcymaH Kom6 25 ®", cycneHsis
Ans iH'ekuii, 100 MO/mn ansa nakyBaHHs in bulk,
30Kpema: nifg Yyac BUPO6HMYOro npouecy nicns
ctagii 11.6 Mixing and crystallizing - Buy4eHHs
KOHTPO/IO 3a nokasHukoM "pH". 3miHn | Tuny -
3MiHM 3 sKocTi. FoTOBWIA NiKapCbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0oNyCTUMUX MeX, BCTaHOB/IEHUX Y cnevuundikalinx,
nig Yac BUPOOHULITBA FOTOBOTO NiKApCbKOro
3ac00y (BUy4EHHS HECYTTEBOTO BUMPOOYBaHHS B
npoueci BUPOBHNLITBA) BHECEHHS 3MiH A0
marepianis peecTpawiiHoro 4OChE Ha NiKapCbKuit
3aci6b "IHcymaH Komb 25®", cycneHsis ons iH'ekuii,
100 MO/mn, 30kpema: nif Yyac BUpPO6HUYOro
npouecy nicns ctagii I1.6 Mixing and crystallizing -
BUIYYEHHA KOHTPO/IIO 3a NoKasHWKom "pH".
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

(5x72): (no5mny
chnakoHi; no 5
d1aKkoHiB y
KapTOHHI kopobuy;
no 72 KOpobkun y
Kopo6ui); in bulk: Ne
5(5x1): (no5mny
chnakoHi; no 5
d1aKkoHiB y
KapPTOHHI KOpoo6L)

84.

IHCYMAH
PANIA®

PO3YMH NS iH'EKLN,
100 MO/mn, ans
BMpo6HMKa CaHodi-
ABeHTic [loiiunaHg,
'm6X, HimeyunHa:
Ne 1, Ne 5 (no 5 mny
chnakoHi; no 1 abo
no 5 cnakoHis y
KapTOHHI Kopoo6L);
Ne 5 (5x1), Ne 10
(5x2) (no 3 mny
KapTpuaxi; mo 5
KapTpuaxis y
6nictepi, no 1 a6o
no 2 6nictepn y
KapTOHHI Kopoo6Lii);
Ne 1 (no 10 mny
donakoHi; no 1
hnakoHy y
KapTOHHI Kopoo6Lii);
ons BupobHnka TOB
"®apma faiidg"”,
YkpaiHa: Ne 5 (no 5
My donakoHi; no 5
hnakoHiB y
KapTOHHI Kopoo6Lii);
Ne 5 (5x1) (mo 3 mn
y KapTpuaxi; no 5
KapTpuaXis y
6nicTepi, no 1
6nictepy B
KapTOHHI Kopoo6Lii);
Ne 5 (no3 mny
KapTpuaxi,
BMOHTOBaHOMY B
0/IHOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok ans

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa,

B1pO6HMLTBO 3a NOBHUM
umknom: CaHodi-ABEHTIC

Loiiunang meX ,

HimeuyuunHa; BupobHMUTBO 3
nakyBaHHs in bulk dipmu-

BMpO6HMKa «CaHodi-

AseHTic floliunang M6X»,
HimeuunHa, BTOPMHHE
nakyBaHHS, KOHTPO/1b Ta
Bunyck cepii: TOB "dapma

Nand", YkpaiHa

Himeyunna/
Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TUny - 3MiHK Woao 6e3nekn/ehekTnBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHNX faHnx Npo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA
Bifl yNOBHOB&aXXeHOI 0c0bMU, BifNOBifa/IbHOT 3a
3[jicHeHHs hapMakoHaraay (BkIYaroum
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
mMacTep-haiina cuctemmn hapmakoHarisgy) - gns
'N3. 3miHa micue3HaxomKeHHs MacTep-caiina
cucTemu hapmMakoHarnagy. 3miHa micus
3/iACHEHHST OCHOBHOT AiSNIbHOCTI 3
dhapmakoHarnsgy

3a
peyenmom

UA/9531/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

iH eKuiii); no 5
LUNPWL-PYYOK B
KapTOHHi Kopobu;);
Ne 1 (no 10 mny
chnakoHi; no 1
dnakoHy y
KapPTOHHI KOpoo6L)

85.

IHCYMAH
PANIA®

PO3YMH NS iH'EKLN,
100 MO/mn in bulk:
Ne 300 (5x60): (no 5
My doakoHi; no 5
d1aKkoHiB y
KapTOHHI kopobuy;
no 60 kOpo6oK y
Kkopo6ui); in bulk: Ne
400 (5x80): (no 5 mn
y thnakoHi; no 5
d1aKkoHiB y
KapTOHHI kopobuy;
no 80 kKOpo6oK y
Kopo6ui;) in bulk: Ne
240 (5x48): (no 5 mn
y thnakoHi; no 5
d1aKkoHiB y
KapTOHHI kopobuyj;
no 48 kopo6oK y
Kkopo6ui); in bulk: Ne
300 (5x1x60): (o 3
MY KapTpuaxi; no
5 kapTpuaxis y
6nicTepi; no 1
6nictepy B
KapTOHHI kopobuy;
no 60 kopo6oK y
Kopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaxi,
BMOHTOBaHOMY B
0IHOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok ans
iH'exuili); no 5
LUNPULI-PYYOK Y
KapTOHHI kopobLyj;
no 40 kopo6oK y
Kopo6ui); in bulk: Ne
120 (1x120): (no 10
My donakoHi; no 1

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

Bupo6HULTBO
Hepo3chacoBaHOT NPOAYKL;i,
nepBUHHA ynakoBka Ta
BUNYCK cepil:
CaHodi-AseHTic [loiunaHg,
mM6X, HimewunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis:
3MiHW | TUny - 3MiHK Woao 6e3neku/ehekTnBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHv oo
y3arasibHeHNX faHnx Npo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6M, BiANOBifaNbHOI 3a
3[ificHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOB&aXXeHOI 0cobMU, BifNOBifa/IbHOT 3a
3[jicHeHHs hapmMakoHaraay (BkIyatoum
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MIiLLLEHHI
mMacTep-haiina cuctemmn hapmakoHarisgy) - gns
in bulk. 3miHa micue3HaxomKeHHA MacTep-thaiina
cucTemu hapmMakoHarnagy. 3miHa micus
3[iICHEHHST OCHOBHOT AiSNIbHOCTI 3
dhapmakoHarnsgy

UA/11348/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

hakoHy y
KapTOHHI kopobuyj;
no 120 kopo6oK y
Kopo6ui); in bulk: Ne
120 (5x24): (no 10
My doakoHi; no 5
o1aKoHIB Yy
KapTOHHI kopobuyj;
no 24 kopobku y
Kopo6ui); in bulk: Ne
360 (5x72):

(no 5 mn y dnakoHi;
no 5 dnakoHiB y
KapTOHHI kopobLyj;
no 72 kopobku y
Kopo6ui); in bulk: Ne
5((x1): (no5mny
dnakoHi; no 5
o1aKoHIB Yy
KapTOHHI Kopo6Lii)

86.

IPUHOCUHOAH

KOHL,eHTpaT ans
NpUroTyBaHHs
pO34nHY Ans
iHdy3in, 20 mr/mn;
no 2 mn, abo 5 mn,
abo 15 mn, abo 25
My donakoHi; no 1
h1lakoHy B naui
KapTOHHIl

TOB «TeBa
YkpaiHa»

Ykpaina

CingaH ®apma CP/,

PymyHis; AkTasic ITanis

C.n.A., ltanis

PymyHis/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais:
3MiHM | TUny - 3MiHK 3 skocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo
[0NyCTUMUX MEX, BUSHAYEHMX Y crieumdikalisix
Ha A®l, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea AP| (4ONOBHEHHS
cneupudikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS)
[O0NOBHEHHA creumdikayii AD| ipnHoTekaHy
rigpoxnopuay TpurigpaTty HOBUM MOKa3HUKOM
akocTi «Total Combined Yeast/Moulds Count»
(3anponoHoBaHo: TAMC, CFU/g: NMT 3; TYMC,
CFU/g: NMT 3). 3miHu | Trny - 3MiHK 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBPONENChKil
hapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOTO cepTugiKaTa BigNoBIigHOCTI a6o
BWYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkii hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI
A®I; Ans [ONOMIXHOT pevyoBUHU (cepTudikar
BiAgnoBiaHOCTI EBponelickkilt hapmakonei) - Howii
cepTudikaT Bif, BXe 3aTBEpPAKEHOro BUPOGHMKA.
MoaaHHA HOBOrO cepTudikaTa BifnNoOBIAHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2017-096-
Rev 01 ansa A®l ipuHoTekaHy rigpoxnopvay

3a
peyernmom

UA/6528/01/01




73

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

TpUrigpaTy Bif, BXe 3aTBEpPAKEHOrO BUPOGHMKa
SICHUAN XIELI PHARMACEUTICAL CO., LTD.,
China. K HacnifoK yTOYHEHHA Ha3BW Ta afpecu

BVMPOGHMYOT AinbHNLi 6€3 3MiHM MicLs
BUPOGHULTBA.
3Mminu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo

[OMYCTUMMUX MeX, BU3HAYEHNX Y crieumdikaLisx

Ha A®I, a60 BUXiZHWIA/NPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMLTBa AP| (3BYXKEHHS AOMYCTUMUX
MeX, BU3HAUYEHUX Y cneumdikaii) 3By>XeHHA
[ONyCTUMKX MEX napameTpa cneumdikaw,i
«Mikpob6ionoriyHa umctota» ana APl ippuHoTekaHy
rigpoxnopuay Tpurigparty BupobHuuTea
ScinoPharm Taiwan Ltd, TaliBaHb
(3anponoHoBaHo: TAMC, CFU/g: NMT 20; TYMC,
CFU/g: NMT 20). 3MiHu | Tuny - 3MiHM 3 SKOCTi.
A®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHA A®I (3a BiACYTHOCTI Y 3aTBEPKEHOMY

[0cbe cepTudikaTa BignoBigHOCTI EBPONECHKIi

dhapmakonei, LWwo BKIoYa€e nepiog NOBTOPHOIO
BMNPOGYBaHHS) (Nepiog NOBTOPHOroO
BMNpobyBaHHA/nepios 36epiraHHs) - 36iNbLUEHHS
abo BBeAEeHHSA nepiody NOBTOPHOrO
BMNpo6yBaHHA/Nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/IAKEHb Y peaslbHOMY Yaci.
36isbLUEHHS Nepiofly NOBTOPHOrO BUNPOOYBaHHS
ana A®l ipuHoTekaHy rigpoxnopugy Tpurigpary
BMpOGHMUTBa ScinoPharm Taiwan Ltd, TaliBaHb 3
24 wmicsauis go 36 micauis. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBoOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXigHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHWLTBI
A®I; onsa 4ONOMIXHOT pevyoBuHY (cepTudpikat
BiNOBIAHOCTI €Bponeiichkiin thapmakonei) - Houii
cepTudikaT Bif, BXe 3aTBepAKEHOro BUPOGHMKa.
MopaHHA HOBOrO cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei Ne RO-CEP 2017-163-
Rev 00 ansa A®l ippHoTekaHy rigpoxnopvay
TpurigpaTy Bif BXe 3aTBepAXeHOro BUpobHuKa
ScinoPharm Taiwan Ltd, Taiwan. Ak Hacnifok
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

YTOYHEHHS Ha3BM BUPOOHNYOI AiNbHWL Yy po3aini
6e3 3MiHM Micusa BUpobHuLTBa (6yno: ScinoPharm
Taiwan Ltd, Taiwan; ctano: SCINOPHARM
TAIWAN, LTD., Taiwan).

87.

IPMUHOTEKAH
ME[AK

KOHLeHTpaT ans
NpUroTyBaHHs
PO34nHY Ans
iHdpysiia, 20 mr/mn;
no 2 mn (40 wmr), abo
no 5 mn (100 wmr),
ab6o no 15 mn (300
M) y CKNsTHOMY
donakoHi; no 1
nakoHy B nauuj

Mepak
e3enbladp
T chrop
KNiHiwe
Lneujansnp
enapare
M6X

HimeyunH
a

Brpo6HuK, Lo Bignosigae 3a
MapKyBaHHsS NepPBUHHOT
ynaKkoBKM1, BTOPUHHE
nakyBaHHsl, HAaHECEHHS
3aXMCHOT MNiBKN
(onuioHansHo),
KOHTPO/b/BUNPOGYBAHHSA
cepii Ta 3a BUMNYCK Cepii:
Mepak esenbwadT drop
KAiHiWwe
Lneyianbnpenaparte M6X,
HimeuunHa; BupobHuk, wo
Bignosigae 3a BUPOOHULTBO
nikapcbkoro 3acoby,
NepBUHHE MakKyBaHHS,
MapKyBaHHA NepBUHHOT
yMakoBKM1, BTOPUHHE
nakyBaHHs,
KOHTPO/b/BUNPOGYBAHHSA
cepii: OHKoTeK Papma
MpopakwH MbX,
HimeuuunHa; BUpobHuK, Lo
BiANOBiga€e 3a MapKyBaHHS
Ta BTOPVHHE NakyBaHHS,
HaHeCeHHs 3axXCHOT NNiBKU
(onuioHanbHO): Mep-IKC-
Mpecc 'm6X, HimeyunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TUnY - 3MiHK Woao 6esnekn/edheKTUBHOCTI
Ta dpapmakoHarnsgy (iHwi 3miHu) 3miHM BHECEHO B

IHCTPYKUiO AN MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginy "OcobamnBocTi
3acTocyBaHHS" BifMnoBigHO A0 OHOBMEHOT
iHcbopMmaLii 3 6e3nekn 3acTocyBaHHsA AOMNOMDKHOT
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekun/edhekTVBHOCTI Ta hapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHb (PIP) (iHWi 3MiHW) 3MiHM BHECEHO B
IHCTPYKUilO 415 MEANYHOTO 3acTOCYBaHHSA
nikapcbKoro 3acoby A0 po3giiB "®apmakonoriyHi
BnacTtusocTi", "OcobMBOCTi 3aCTOCyBaHHA"
BiANOBIAHO A0 OHOBNEHOI iHhopMaL,i 3 6e3neku
3acTocyBaHHS fjil040i pevyoBUHU. BBeAEeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS.

3a
peyenmom

UA/11702/01/01

88.

KABIBEH
NEPN®EPUYH
1%

eMynbCia ans
iHdpysin; no 1440
M, abo no 1920 mn,
ab6o no 2400 mn
emynbeii y
TpUKaMepHoMy
KOHTelHepi
"BioghiH"(1 kamepa —
885 mn, abo 1180
mn, abo 1475 mn 11
% PO3YUNHY T/1HOKO3N;
2 kamepa — 300 mn,
abo 400 mn, abo
500 mn Baminy 18
Hosywm; 3 kamepa —
255 mn, a6o 340 mn,
abo 425 mn

PpeseHiyc
Kabi
Loliunang,
m6X

HimeyunH
a

dpeseHiyc Kabi Ab

LLiBeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKunii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy npoueci
BMPOBGHULITBA FOTOBOrO NiKapCbKoro 3acooby,
BK/IO4AI0UM MPOMIXKHUIA MPOAYKT, WO
3aCTOCOBYETHLCA NPY BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3miHa y npoLeci
BMPO6HMLITBA). 3anponoHoBaHa 3MiHa CTOCYETbCSA
cknagy, oHoBneHHA y n. 3.2.P.1. Onuc i cknag, i
dhopmynu cepii , oHoBNeHHs N.3.2.P.3.2. Cknag Ha
Cepito 4N YTOUHEHHS KiNIbKOCTI TigpaTtoBaHnx
€/1eKTPOosITIB NP NepepaxyHKy A8 kamepn 2
TpYKaMepHoro KoHTeliHepa: BAMIH 18 Hosym.
TakoX BHOCATbCS pefakLiiiHi yTOYHEHHS, 3 METOHO
BUMPAaB/IEHHA TEXHIYHUX MOMWUIIOK.
3MmiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA NiKapCbKUi
3aci6. KoHTposib roToBOro NikapcbKoro 3acoby.

3a
peyenmom

UA/9045/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
IHTpaninigy 20 %), 3miHa napameTpiB cneuudikauin Ta/abo
AKUIA pasom 3 [0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
AHTUOKMCHUKOM (AonoBHEHHS cneumdikayii HOBUM NOKA3HUKOM 3
BMiLLYyIOTb B BiANOBIAHVUM MeTOA0M BMNPOOYBaHHS). Y
30BHILLHIl crneundikalito ansa KoHTponto M3 ansa xmposoi
NAacTVKOBMWIA MiLLIOK emynbCeii IHTpaninig 20 %, Wwo BXoauTb A0 ckiagy
TprKkamepHoro miwwka M3 AoAaeTbCA HOBWIA TecT
MexaHiyHi BK/1HoYeHHS: HeBMAUMI YacTku. KinbkicTb
HEBUAVMMMX YaCTOK KOHTPOMETLCA Bi4NOBIAHO A0
€0. 2.9.19, meToa 2. MexaHiyHi BKNHOYEHHS:
HeBUAMMI YacTKU. 3MiHY Il TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib TOTOBOrO
nikapcbKoro 3acoby. 3MiHK, Ak CTOCYHOTbCSA
BMPOGHMYOro Npouecy y peasbHOMY 4aci abo
BWMYCKY 3a napameTpamu A1 roToBOro
nikapcbKoro 3acoby. 3anponoHoBaHa 3miHa
nepeabayae KOHTPO/Ib NOKa3HMKa Ha
CTEpPUNBHICTb AN cneumndikayii Ha M3y
peanbHoMy yaci (RTRT) Ha MOMEHT BMMYCKY.
89. KABIBEH eMysbCia ans ®peseHiyc HimeuuunH ®peseHiyc Kabi Ab LLseuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/9044/01/01
LLEHTPANBbHA iHdysili; no 1026 Kabi a 3MiHK | TUny - 3MiHK 3 SKOCTI. [OTOBWIA Nikapcbkuii peyenmom
n M, abo no 1540 mn, [Joiunang 3aci6. 3MiHM y BUpPOOHULTBI. 3MiHM y mpoueci
abo no 2053 mn, m6X BMPOBGHULTBA FOTOBOTrO NiKapCbKoro 3acooby,

abo no 2566 mn
emynbCii y
TpUKaMepHoMy
KOHTeliHepi "Biodin"
(1 kamepa — 526 mn,
abo 790 mn, abo
1053 mn, abo 1316
M 19 % po3unHy
r/10KO3W; 2 Kamepa
— 300 mn, abo 450
M, abo 600 mn, abo
750 mn Bawminy 18
Hosym; 3 kamepa —
200 mn, a6o 300 mn,
ab6o 400 mn, abo
500 mn IHTpaninigy
20 %), sKmin pasom 3
AHTVIOKNCHNKOM
BMILLYyOTb B
30BHILLHIl
NAacTUKOBUIA MiLLIOK

BK/IO4AI0UM MPOMIXKHUI MPOAYKT, WO
3aCTOCOBYETHLCA NPY BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci
BMPO6HMLITBA). 3anponoHoOBaHa 3MiHa CTOCYETbCA
3a3Ha4YeHHs KifIbKOCTi 6€3BOAHNX €/IEKTPOITIB i
dhopMm X fofaBaHHsa (OHOBNEHHA Y Nn. 3.2.P.1.
Onuc i cknag N3, 3.2.P.3.2. Cknag Ha cepito).
BignoBigHa KinbKIiCTb rigpaTtoBaHnX eneKTposiTis
6y[ie KOMMeHcoBaHa 3a paxyHoK BMICTy BOAW, 3a
HeoObXiAHOCTI. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
[oTOBWMIA NikapcbkuMii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo AoNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHS crneumdikaw,ii
HOBUM MOKa3HUKOM 3 BiANOBIAHUM METOAOM
BMNpobyBaHHS). Y crneumdikalito 418 KOHTPOsIo
'N3 gnsa xuposoi emynbcii IHTpaninig 20 %, wo
BXOAWTb A0 ckiagy TpukaMmepHoro Mmiwka M3
[O0[A€ETLCA HOBUIM TECT MexaHiuyHi BKNIOYEHHS:
HEBUAMMI YaCTKW. KinbKiCTb HEBUAMMUX YACTOK
KOHTPONIETLCA BiANOBIAHO A0 €. 2.9.19, meTof,
2. MexaHiuHi BKNIIOYEHHS: HEBUAVIMI YacTKu.
3MiHu |l Tuny - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbKuii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acooby.
3MiHu, SIKi CTOCYHOTbCS BUPOOHMYOrO npouecy y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

peasibHOMY 4aci abo BUMyCKy 3a napameTpamu
0151 TOTOBOrO nikapcbkoro 3acoby (B.11.r.3. 11)
3anponoHoBaHa 3MiHa nepegbavae KOHTPOSb
nokKasHUKa Ha CTEpPUbHICTb AN18 cneumdikadii Ha
N3y peanbHomy vaci (RTRT) Ha MOMeHT
BUMYCKY.

90.

KAHZI[,

refb BariHaIbHUi,
20 mr/r,no 301y
Ty6i; no 1 Ty6i 3
ansnikatopom B
KapTOHHI ynakoBLi

rneHmapk
dPapmacbioT
vkans Jita,.

IHais

neHmapk ®apmacboTukan3
nra.

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHu | TUny - 3MiHK 3 KocTi. A®l. KoHTponb AdI.
3MiHa y meTofgax BunpobysaHHsa APl abo
BMXigHOro Martepiany/npomixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea API (iHwi 3MiHM y meTogax
BMNPo6YyBaHHSA (BK/TlOYaoumM 3amiHy abo
[0NoBHEHHs)) APl abo BMXiAHOTO/NMPOMIXHOTO
NpoAyKTY) - 3MiHa METOAY BU3HAYEHHS NMOKa3HMKa
A®| «3a/MLWIKOBI PO3YMHHMKN. ALeToH» 3 BEPX Ha
MeToA, BU3HAYeHHs1 «BTpaTa B Maci npu
BUCYLLYBaHHI» (Loss on drying) 3 HOpMyBaHHAM
«He 6inbLue Hix 0,5%>»

6e3
peyenma

UA/0847/04/01

91.

KAHAIA-B

Kpem; no 15 ry Ty6i;
no 1 1y6i B
KapTOHHI ynakoBLi

neHmapk
PapmacbioT
vikan3 Jita,.

IHais

neHmapk ®apmacboTvkans
Nra.

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta (hapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepuCTULLi NiKkapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKUii AN MefUyYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/igkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepiog,
a60 AK pe3ynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX BignoBiAHO [0 NnaHy negiaTpuyuHmX
pocnigpkeHb (PIP) (3MiHY y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVWM OpraHom) 3miHu
BHECEHO B iHCTPYKLi0 4719 MEeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA" Ta "Mo6iYHI peakuii”
Bi4MNOBIAHO 4,0 OHOBMEHOT iH(hopMaL,ii LWoao
6e3nekn 3acTocyBaHHS fiilo40i pe4yoBUHW. TEpPMIH
BBEJEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPMAKEHHS.

3a
peyenmom

UA/8210/01/01

92.

KAPBOM/IATU
H "EBEBE"

KOHLIeHTpaT Ans
pO34nHy Ans
iHdpysin, 10 mr/mn no
5 mn (50 mr), abo no
15 mn (150 wmr), abo
no 45 mn (450 mr),
ab6o no 60 mn (600
Mr) y donakoHi; no 1
dhnakoHy B KOpooUi

EBEBE
Papma
lec.m.6.X.
Hepr. KI

ABCTpIs

Bunyck cepii: EBEBE ®apma
lec.m.6.X. Hopr. KI', ABCTpis;
MOBHMWIA LMK BUPOOHMLTBA:
®APEBA YHTepax 'M6X,
ABTpIS;

KOHTPO/b Cepii (4oAaTKoBI
AinbHuui): Na6op /1IC CE &
Ko. KI, HimeuunHa; MMM
Mikpo6ionoriwec

ABCTpIs

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/IHaoun
OiNbHUUI BUNYCKy cepii abo MicLle NpoBeaeHHs
KOHTPO/I0 AKOCTI. (BiANbHICTb, 3a Ky BiAnosigae
BMPOGHMK/iIMNOPTEP, HE BK/THOYAKOUM BUMYCK CEpiii)
3MiHa Ha3BW BMPOGHUYOI AinbHuui M3 EBEEBE

3a
peyenmom

UA/4960/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Mptochnabop M6X, ABCTpIs

®apma Nec.m.6.X. Hoor. KI™ (ans ycix doyHKu;i,
KpiM doyHKLiT BUNYyCKy cepii) Ha PAPEBA YHTepax
'M6X, 6€3 3MiHN MicLA BUPOBGHMLTBA. Takox
BHOCWTbCSI KOPEKTOPCbKa NpaBka [0 Ha3BU BXe
3aTBEepAKEHOro BUPOBHMKa, BiANOBILaIbHOIO 3a
KOHTPO/b cepii (4oAaTKoBI AinbHMLi) MM
Mikpob6ionoriwec Mptochnabop Mm6X,
AscTpia/MPL Mikrobiologisches Pruflabor GmbH
(a came 3a3Ha4YeHHs Ha3BMW Ha aHrilicbkili MOBI B
npoekTax 3mMiH 4o MKA /13, 6yno: Ha HiMeLbkii
MOBI) y BiANOBIAHOCTi 10 HA3BW, 3a3HauYeHili B
aitodomy Pr1. BBeieHHS 3MiH NpOTArom 6-Tu
MiCALIB Micna 3aTBepAXEHHS. 3MiHu | Trny - 3MiHn
3 aKocTi. FoToBWMIA Nnikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO JlikapCbKoro 3acoby (3amiHa abo
AofaBaHHA BUPOOHMKa, LLO BignoBsijae 3a
BBE3EHHSA Ta/abo BMNycK cepii) - He BkIoyatoum
KOHTPONb/BUNPOBYBaHHSA cepil - foAaBaHHSA
anbTepHaTUBHOI BUPO6HUYOI AinbHNLi PAPEBA
YHTepax M'M6X, ABCTpiS, BignoBiganbHoi 3a
BUNYCK cepii, He BKNoYaoun
KOHTPONb/BUNPOGYBaHHA cepii. BBeAeHHA 3MiH
NpPOTSrom 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.

93.

KAPAOCAN®
10 MIr

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 10
mr; no 14 Tabnetok
y 6nicTepi; no 1 abo
no 2 6nictepv B
KapTOHHI KopooLli

MeHapiHi
IHTEepHeLloH
an
OnepeiiwoH
c
TMokcembypr

Nokcemby
pr

Bupo6HuyTBo "in bulk",
nepBrHHE Ta BTOPVIHHE
nakyBaHHS, KOHTPO/b Ta
Bunyck cepii: JAIYlI CAHKIO
FOPOYI M'm6X, HimeuvunHa,;
MepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/b Ta
Bunyck cepii: BEP/IIH-XEMI
AT, Himeuunna;
NabopaTopioc MeHapiHi
C.A., IcnaHisi; BUpo6HULTBO
"in bulk", nepBunHHe Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/b Ta BUMYCK Cepii:
MeHapiHi-®oH XeligeH
mM6X, HimeuunHa

Himeyunna/
IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis:
3MiHW | TUny - 3MiHK Woao 6e3neku/ehekTnBHOCTI
Ta hapmakoHarnagy. 3miHa y KopoTkiii
XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUii AN MeAUYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKu NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavjiiiHuii nepiog,
a60 K pe3ysibTaT OLiHK/ 3BITY 3 AOCAILKEHD,
npoBefeHnX BigNoBIAHO [0 NAaHy negiaTpuyuHmX
pocnigxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM OpraHom). 3MiHu
BHECEeHI A0 IHCTpyKLUii AN MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mo6iuHI peakuii" WoA0 6e3nekn 3acTocyBaHHs
Ait040T pevoBunHN. BBEAEHHS 3MiH NPOTArOM 6-TK
MicsILiB Micnsi 3aTBEpPAKEHHS

3a
peyenmom

UA/3433/01/01

94.

KAPAOCAN®
20 MIr

TabneTku, BKpUTI
NMiBKOBOK
060/10HKo10, no 20
Mr; no 14 TabneTok
y 6aicTepi; no 1 abo

MeHapiHi
IHTEepHeLloH
an
OnepeiiwoH
c

okcemby
pr

Bupo6HumuTBo "in bulk",
nepBrHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/b Ta
Bunyck cepii: JAIYlI CAHKIO
HOPOYI M'm6X, HimeyunHa,;

Himeyunna/
IcnaHis

3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnagy. 3miHa y KopoTkiii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHS Ha MiacTasi perynsipHo

3a
peyenmom

UA/3433/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

no 2 6nictepv B
KapTOHHI KopooLii

TMokcembypr

MepBuUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/b Ta
Bunyck cepii: BEP/IIH-XEMI
AT, Himeuunna;
NabopaTopioc MeHapiHi
C.A., IcnaHisi; BUpo6HULTBO
"in bulk", nepBunHHe Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/b Ta BUMYCK cepii:
MeHapiHi-®oH XeligeH
M6X, HimeuunHa

OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,

abo K pe3ynbTaT OLiHKM 3BITY 3 JOCILKEHD,
npoBeAeHuX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3ropkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVIM OpraHom). 3MiHu
BHECeHi A0 IHCTPYKUiT 4Ns MeanyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby Ao po3giny
"Mo6iuHi peakwyji" Wwoao 6e3neky 3acToCyBaHHS
Lito4oi pevyoBuHU. BBeeHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNsA 3aTBEPLKEHHS

95.

KAPAOCAN®
40 M

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, 10 40
Mr; no 14 TabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI KopooLli

MeHapiHi
IHTepHeLloH
an
OnepeiwoH
c
Jiokcembypr
CA.

Tokcemby
pr

Bupo6HuyTBO "in bulk”,
nepBUHHE Ta BTOPVHHE
nakyBaHHs, KOHTPO/b Ta
Bunyck cepii: JAIYlI CAHKIO
IOPOYIM M'M6X, HimeuunHa,;
[NepBnHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/b Ta
Bunyck cepii: BEP/1IH-XEMI
AT, HimeuunHa;
NabopaTopioc MeHapiHi
C.A., IcnaHisi; BUpo6HULTBO
"in bulk", nepBuHHe Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/b Ta BUMYCK cepii:
MeHapiHi-®oH XeligeH
mM6X, HimewunHa

HimeuunHa/
IcnaHis

3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHom). 3MiHu
BHeCeHi A0 IHCTpyKLUii AN MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyji" Wwoao 6e3nekn 3acTocyBaHHSA
Lito40T pevoBunHN. BBeAEHHS 3MiH NpoTArom 6-Tu
MiCsILiB MicNs 3aTBEpPKEHHS

3a
peyenmom

UA/3433/01/03

96.

KAPAYPA®

TabneTtkn no 1 wr;
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

ANDKOH
tocC 1 11C

CLUA

Mdpaiizep MeHohek ypuHr
[oituneng MmeX, Himeuyunta
(BUpPOGHMLTBO Npenaparty in

bulk, KoHTpONb AKOCTI NpK

BUMYCKY, NaKyBaHHs, BUMYCK

cepii); P-dapm IxepmaHi
'm6X, HimeyunHa

(BMpo6HMLTBO Npenapary in

bulk, KOHTpoOb SIKOCTI NpY

BWMYCKY, NaKyBaHHS, BUMYCK

cepir)

HimeyunHa

3MiHY | TUny - AAMiHICTpPaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/THOHAOUN,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/THO
AKOCTi), @60 BnacHuka macTep-chaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMikKHOro NpPoAyKTy, Lo
3aCTOCOBYHTbCS Y BUPOOHULTBI ADI (AKLLO
3a3HayeHo Yy A0CbE Ha JlikapCbKuii 3acib) 3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
nocbke, abo BUPOOHMKA HOBOI LONMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHA
Ha3BW BUPOGHMYOI AiNbHULI, BiAMNOBIAA/IbHOI 3a
BUPO6HMLTBO AD| fokca303uHyY, 3 Shasun Pharma
Solutions Limited, UK Ha Sterling Pharma
Solutions Limited, 6e3 3MiH1 MicLA BUPOGHMLTBA.
BBeneHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHKW 3 AKOCTi. ADI.

3a
peyerimom

UA/5972/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

Brpo6HMUTBO. 3MiHa BUPOOHMKA
BMXIZHOrO/NPOMIXHOr0o NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOBHMYOMY npoueci API,
abo 3miHa BUpoGHYKa (BKIOYaKuun, ge HeobxigHo,
MicLle NpoBefEeHHSA KOHTPOo AkocTi) AdI (3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
[10Cb€)(3anpPONOHOBaHN BUPOBHWK HANEXWTb A0
Tiei camoi BUPOGHUYOT rpynu NignpUeEMCTB, Lo i
3aTBepMKeHunin). [logaBaHHSA BUPOGHWNYOIT AibHULL
A®| Pfizer Asia Manufacturing PTE Ltd, sk
anbTepHaTUBHUIA CaiiT BiANOBIfaIbHWI 3a KiHLEBI
eTanu BMpobHuuTBa Steps 5-7. Ak Hacnigok,
OHOBJIEHHS cneuudikauii AD| 3 BUAaneHHsM
3aliBux abo aflbTePHATNBHNX TeCTiB. BBeaeHHs
3MiH NPOTAroM 6-TW MIiCALIB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 siKocTi. A®I. BUpo6HMLTBO.
3MmiHu B npoueci BupobHuuTBa A®| (HesHauHa
3miHa y npoueci BupobHuutea A®l). BHeceHHs
He3Ha4yHMX 3MiH B npoLec BUpobHuLTBa Adl, a
came- 0AAETbCA KOHTPO b TEMNEPATYpU, Yac
peakLiiii, MONAPHI CMiBBiAHOLLIEHHS, BUyYEHHS
anbTepHaTUBHUX, He3adissHUX BapiaHTiB npolecy
BMPOGHMLTBA AD|. BHOCATLCA HEBENWK
peAakuiiiHi yTOYHEHHS MO TEKCTY. 3anponoHoBaHi
3MiHW He BN/IMBaIOTb Ha NPOLLEC BUPOGHMULITBA
A®|. BBeieHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS.3MiHM | Tuny - 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikavii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikayisx Ha A®l, abo BUXiZHWIA/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BupobHuuTea Ad®| (BUIYyYEHHA
He3HaYyHOro MokKasHuka SKocTi (Hanpuknag
BWU/TyYEHHS 3aCTapisioro nokasHuka)). OHOBJIEHHS
cneumdikauii Ha BUXigHI maTepianu, sk
BUKOPVCTOBYIOTbCS B NpoLeci BUpobHuutea Adl, a
came — ana cneyudikauii Ha MeTaHoN- BUTYYEHHS
3acTapifioro NokasHuKa SKOCTi: MMTOMOT BOMOMM Ta
3a/10M/IEHHS, Y 3B’A3KY i3 OAaBAHHAM BUPOOHNYOT
ainbHuui A®| Pfizer Asia Manufacturing,
Singapore. BBeAeHHsi 3MiH NPOTAroM 6-Tu micAuiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3miHun 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea A®I
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
(BMTyYEHHS HE3HAYHOrO MOKa3HMKa AKOCTi

(Hanpuknag, BUTy4YeHHs 3acTapifioro nokasHmka)).
BunyueHHs cneundikaLii Ha eTaHos, OCKiNbKu
€TaHO/1 He BUKOPUCTOBYETLCS , SIK BUXIAHWUIA
mMartepian y Bupo6HuUTBi APl 3MiHa BHOCUTLCA Y
3B'A3KY i3 flofaBaHHAM BUPOOHNYOI AinbHUL ADI
Pfizer Asia Manufacturing, Singapore. BeegeHHs
3MiH NPOTArOM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
3MmiHu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMMUX MeX, BU3HAYEHNX Y crieuumdikaLisx
Ha A®l, a60 BUXigHWIA/NPOMIDXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMLTBa AD| (BUNYUYEHHS
HEe3Ha4YHOro NoKasHmKa AKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)). BuniyueHHs
3acTapifioro napameTpa NPOMiXHOrO NPOAYKTY, L0
BVIKOPVCTOBYETLCS Y BUPOBGHULTBI ADI, a came:
BWJTyYEHHS 3aCTapifioro NokasHvka- po3unH
rigpokengy amMmoHist 30%, OCKi/IbKU MOKa3HUK
BUPOBHMKOM 6YN0 3aMiHEHO Ha PO3YMH rigpoKcuay
ammoHis 25 % Ha eTanax BMpPO6HMUTBa 4 i 6.
3MiHa BHOCUTbLCA Y 3B’A3KY i3 AoAaBaHHAM
BMPOGHMYOT AinbHui A®I Pfizer Asia
Manufacturing, Singapore. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3Mminu | TUny - 3miHn 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYyCTUMMUX MeX, BU3HAYEHNX Y crieumadikaLisx
Ha A®l, a60 BUXiLHWIA/NPOMIXHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMLUTBa AD| (BUNYUYEHHS
HEe3Ha4YHOro NokasHmKa SKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)). BuiyueHHs
He3afisiHoOro napameTpy KanamyTHICTb i3
cneuudikaLii BUXigHoro matepiasy- NUTHa BOAa,
OCKINbKWN AaHW NapameTp He BUKOPUCTOBYETLCA Y
npoueci Bupo6HuUTBa A®I. 3MiHa BHOCUTLCA Y
3B'A3KY i3 flofAaBaHHAM BUPOOHNYOI AinbHUL ADI
Pfizer Asia Manufacturing, Singapore. BeegeHHs
3MiH NPOTArOM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
3MmiHu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3MiHa y meTogax BUnpobyBaHHsa AdD| abo
BUXIZAHOro MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpobHuuTea A®| (BUIy4eHHs MeToay
BUNPO6YBaHHA A8 APl/peareHTy/nPoOMiKHOIO

NPOAYKTY, SIKWLO a/lbTEPHATUBHUIA METO/ BXe
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3aTBEPMKEHNIN). BUnyyeHHsA asibTepHaTNBHOIO
mMeToAy BUNpobyBaHHA APl P47.81 ans Tecty

«Po3nogin yacTMHOK 3a PO3MiPOM>, OCKI/TbK/
meToZ BunpobyBaHHA P47.81 He
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax BUNPO6YyBaHHs
A®| abo BMXigHOro Matepiany/npPoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APl (BUTyYEHHS MeToay
BMNpo6yBaHHA 418 Adl/peareHTy/NPoMiXHOro
NPOAYKTY, AKLLO a/lbTEPHATUBHUI METOS, BXe
3aTBEPMXEHNIN). BUnyyeHHsA anbTepHaTUBHOIO
meToAy BunpobysaHHa APl P47.811 ana Tecty
«Po3nogin 4yacTMHOK 3a PO3MipPOM», OCKI/TbK/
MeToZ BUNpobyBaHHA P47.811 He
BMKOPWCTOBYETbLCA Y NPOLIEC BUPOGHMLTBA.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBepMKEHHS. 3MiHN | Tuny - 3MiHK 3 aKoCTi. AdDI.
KoHTponb A®l. 3miHa y MeTogax B1unpobyBaHHA
A®| abo BMXigHOro Matepiany/MpOMiXXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTea AP| (BUIyYEHHA MeToay
BMNpOoGyBaHHA A58 Adl/peareHTy/MpOMiXHOro
NPOAYKTY, AKLO aflbTEPHATUBHUI METOS, BXe
3aTBEPMKEHNIN). BUNyYyeHHS anbTepHaTUBHOIO
meToay BunpobyBaHHA JP 4ns Tecty «Baxki
MeTanu», OCKifibk MeTog, BUNpobyBaHHs JP He
BVIKOPVCTOBYETbLCS Y NpoLeci BUpobHuuTBa AdL.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBepMKEHHS. 3MiHN | Tuny - 3MiHK 3 aKoCTi. AdDI.
KoHTposnb A®l. 3miHa y meTogax B1npobyBaHHA
A®| abo BMXigHOrO Matepiany/MpPoMiXXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (BUIYyYEHHA MeToay
BMNpOoGyBaHHA A58 Adl/peareHTy/MpOMiXHOro
NPOAYKTY, AKLO aflbTEPHATUBHUI METOS, BXe
3aTBEPMKEHNIN). BUNyYyeHHS anbTepHaTUBHOIO
meToay BunpobyBaHHA A 54.1 akuii
BMKOPWUCTOBYETLCSA A1 TecTy «BmicT
aminaueTarty», OCKi/Ibku MeTog BUNpobyBaHHA A
54.1 He BMKOPVCTOBYETLCS Y MPOLECI
BUpo6HUUTBa APl. BBEAEHHS 3MiH NPOTAroM 6-Tu
MicAUIB Micnsa 3aTBepiKeHHs. 3MiHu | Tuny - 3MiHn
3 AkocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO

marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
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BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdI
(BnnyyeHHs MeTody BUNPOOYBaHHA ANA
Adl/peareHTy/NnpoMiXHOro NPoAYyKTY, AKLLO
anbTepHaTUBHWI METOZ, BXE 3aTBEPAKEHNI).
BunyyeHHs anbTepHaTUBHOTO MeToay
BUNPOBYyBaHHs D 24.18 skuii BUKOPUCTOBYETLCSA
ansa Tecty «BMicT aminaueTaty», OCKiflbki MeTOZ,
BMNPO6YBaHHA D 24.18 He BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®l. BBeAeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.
3MiHa y meTofax BunpobysaHHsa APl abo
BMXigHOrO Matepiany/npomixKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (BUIyYEHHA MeToay
BMNpoGyBaHHA A58 Adl/peareHTy/MpOMiXHOro
NPOAYKTY, AKLO aflbTEPHATUBHUI METOS, BXe
3aTBEPMKEHNIN). BUNyYyeHHS anbTepHaTUBHOIO
meToay BMNpobyBaHHA A 54.2 aknii
BUKOPUCTOBYETbLCA ANA TecTy «BmicT N,N
AvmeTtundopmamify», OCKiflbk MeTos
BMNpo6yBaHHA D A 54.2 He BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®l. BBeieHHsA 3MiH
NPOTAroM 6-TW MICALIB MiC/IA 3aTBEPKEHHS.
3miHu | TMny - 3miHm 3 AkocTi. APl KoHTponb Ad®I.
3miHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y creumdikalisnx
Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea A®| (4ONOBHEHHSA
cneupndikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHSA). [0
cneyudikauii Ha MeTaHoN J0/yYaETLCSA HOBWIA
nokasHuk «Boga». 3mMiHa BHOCUTBLCA Y 3B'A3KY i3
[ofaBaHHAM BUPOGHUYOT AinbHuui APl Pfizer Asia
Manufacturing, Singapore. BeefieHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTposib AdI.
3MiHa y napameTpax cneuudikaiin Ta/abo
O0NyCTUMKX MEX, BUSHAYEHMX y crieumdikalisx
Ha A®I, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®| (4ONOBHEHHS
cneumdikavii HOBYM NOKa3HUKOM SKOCTI Ta
BiANOBIAHUM MeTOA0M BUNPobyBaHHSA). [lo
cneuudikauii Ha MeTaHcynbhOHOBY KUCNOTY
[onyvalTbCs HOBI TECTU Ha
MeTunmeTaHcyb(hoHaT Ta
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EtnnmeTaHcynbhoHaT. 3MiHa BHOCUTLCA Y 3B'A3KY
i3 gofaBaHHAM BUPOOHMYOT AinbHULi AdDI Pfizer
Asia Manufacturing, Singapore. BBefieHHS 3MiH

NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPIKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.
3MiHa y napameTpax crneuudikaiin Ta/abo
O0NYCTUMKX MEX, BUSHAYEHMX y crieumdikalisix
Ha A®I, abo BMXigHWUA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea A®| (4ONOBHEHHS
cneumdikavii HOBYM NOKa3HUKOM SKOCTI Ta
BiANOBIAHWM METOA0M BUNPOOYBaHHS).

[Jo cneumndikayii Ha N,N — gumeTunchopmamis
[0My4aeTbCA NoKasHUK SKOCTi «KinbkicHe
BM3HAYEHHS». 3MiHA BHOCUTLCA Y 3B'A3KY i3
[oaaBaHHAM BUPOGHMYOT AinbHuui A®I Pfizer Asia
Manufacturing, Singapore. BBefieHHs 3MiH
NPOTAroM 6-TW MICALIB MiC/A 3aTBEPKEHHS.
3miHu | TMny - 3miHu 3 AkocTi. APl KoHTponb Ad®I.
3miHa y napameTpax cneuudikadin Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y creumdikaLisax
Ha Adl, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea AP®| (4ONOBHEHHSA
cneupndikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHSA). 3MiHa Y
napameTpax cneuydikauii NPOMKHOro NPoayKTy,
LLIO BUKOPUCTOBYETLCS y BUPOOHULTBI ADI, a
came: foJly4eHHs cneuudikalii Ha BUXigHWi
marepian A4na po3ynHy rigpokcuay aMMoHis 25%.
3MiHa BHOCUTBLCA Y 3B’A3KY i3 JoAaBaHHAM
BUPOGHMYOT AinbHULi AD| Pfizer Asia
Manufacturing, Singapore. BBefieHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.
3MiHa y napameTpax cneuudikauiin Ta/abo
O0NYCTUMKX MEX, BUSHAYEHMX y crieumdikalisx
Ha A®l, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®| (4ONOBHEHHS
cneumdikavii HOBYM NOKa3HUKOM SKOCTI Ta
BIANOBIAHUM METOA0M BUNPOGYBaHHS). 3MiHa Y
napameTpax cneuudikauii NPOMKHOro NPoAyKTY,
LLI0 BUKOPUCTOBYETLCS Y BUPOGHMLTBI AdI, a
came: [oNy4eHHs cneundikauii 4ns soau
OUWLLEHOT, LLIO BUKOPUCTOBYETLCA Ha KiHLEBOMY
eTani BupobHuuTBa APl Step 7. 3MiHa BHOCUTbLCS
Y 3B’A3KY i3 AoaBaHHAM BUPOOGHUYOI AinbHULI ADI
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Pfizer Asia Manufacturing, Singapore
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns

3aTBEPMKEHHS. 3MiHN | TUny - 3MiHK 3 SKOCTi. AdI.

Brpo6HMUTBO. 3MiHa BUPOOHMKA
BVXiIZHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BUpoGHYKa (BKOUaKuun, ge HeobxigHo,
MicLle NpoBefeHHS KOHTPOo AkocTi) AdI (3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponeicbkiin hapmakonei y 3aTBepaKeHOMY
[0Cbe)(3MiHM 0 3aX0fiB, NOB'A3aHNX 3 KOHTPOIEM
A®l, abo gofasaHHsa AiNbHULI, e NPOBOAUTLCA
KOHTPONb/BMNPOGYBaHHSA cepii). JoaaBaHHs
BUPOGHMYOT AinbHULi AD| Pfizer Asia
Manufacturing PTE Ltd, Sk anbTepHaTUBHUIA caiT
BiANOBIA&/IbHUIA 32 KOHTPONb Npy BUNycky AdI
[l0Kca3o3nHy. BBeieHHA 3MiH NpoTarom 6-Tn
MicALIB MiCNA 3aTBEPKEHHA.3MiHM | TUNY - 3MiHW
3 AkocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX, 3a3HayeHnx y cneundikauisx, ans
6e3nocepeHbol ynakoBku A®I (40NOBHEHHS
crneuugikaLii HOBUM NOKA3HMKOM Ta BifnoBigHUM
MeTOoA0M BUNPOobyBaHHS). [logasaHHs
cneumnaikauii ona 6e3nocepeHbOT ynakoBku Ad|
i3 TecTom «lgeHTudikauis» (BisyanbHo). laHa
3MiHa 3asiBfieHa 3 MeTol0 o/ly4eHHs do p.3.2.S.6
«Cucrema 3aKkpuTTs KOHTelHepiB» cneumdikawji
Ans naitHepy. He Bia6yBa€eTbCs 3MiH
6e3nocepeaHbol ynakoBku A®l. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3MiHn | TURYy - 3MiHM 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasbHWii 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo gonycTUMmx
MeX, 3a3HayeHux y cneundikauisx, ans
6e3nocepeaHbOl ynakoBku APl (40NOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM Ta BifNoBigHUM
MeTOoOM BUNPobyBaHHsA). [logaBaHHA
cneumdikauii 4na 6esnocepefHbOl ynakoBku Ad|
i3 TecTom «lgeHTudikauis» (I4). AaHa 3miHa
3asB/IeHa 3 MeTOl A0My4YeHHs [0 p.3.2.S.6
«Cucrema 3aKpuTTs KOHTelHepiB» crneumdikawi
Ansa naiiHepy. He BinbyBaeTbecsa 3MiH
6e3nocepenHbOoi ynakoskn A®l. BBeAeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTposib AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

O0NYCTUMKX MEX, BUSHAYEHMX Y crieumdikalisx
Ha A®l, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea A®| (4ONOBHEHHS
cneumdikavii HOBYM NOKa3HUKOM SKOCTI Ta
BIZANOBIAHUM METOA0M BUNPOBYBaHHS).
[opasaHHsa cneumdikauii gns 6esnocepeHbOT
ynakoBku A®I i3 TecToM «AHani3 po3mipy». JaHa
3MiHa 3as1B/1eHa 3 METO f0Ny4eHHs A0 p.3.2.S.6
«Cucrema 3aKpuTTs KOHTeliHepiB» crneumdikawi
Ansa naiiHepy. He BinbyBaeTbecsa 3MiH
6e3nocepenHbOoi ynakoskn A®l. BBeAeHHs 3MiH
NpPOTSArom 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.

97.

KAPAYPA®

TabneTky no 2 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakosLi

ANKOH
toc 1 11C

CWA

Mdpaiizep MeHDEKUYPUHT
[onuneng Mm6X, HimewunHa
(BMpo6HMLTBO Npenapary in

bulk, KOHTpONb AAKOCTI NpY

BUMYCKY, NaKyBaHHs, BUMYCK

cepii); P-®apm IxepmaHi

'm6X, HimeyunHa

(Bnpo6HMLTBO Npenapary in
bulk, KoHTponb SKOCTI NpK
BUMYCKY, NaKyBaHHs, BUMYCK

cepii)

HimeyunHa

3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYaouM,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/IHO
SIKOCTI), @60 BnacHvka macTtep-chaina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HayeHo y A0CbE Ha fikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikata BignoBigHOCTI
€sponelicbkin dhapmakonei y 3aTBepaKeHOMY
[oCbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3BW BUPOGHWYOI AiNbHUL, BIANOBIAA/IbHOI 3a
BMPOGHMLTBO AD| foKca3o3uHy, 3 Shasun Pharma
Solutions Limited, UK Ha Sterling Pharma
Solutions Limited, 6e3 3MiH1 MicLA BUPOGHMLTBA.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micas
3aTBepMKEHHS. 3MiHN | Tuny - 3MiHK 3 aKocTi. AdDI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXiAHOro/MpOMiXKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BUpOGHYKa (BKNoYaKouun, ge HeobxigHo,
MicL,e NpoBeAeHHs KOHTPOI0 SKkocTi) AdI (3a
BiACYTHOCTI cepTudikata BignoBigHOCTI
€Bponelicbkin hapmakonei y 3aTBepaKeHOMY
[ocbe)(3anponoHoBaHNii BAPOOHUK HANEXUTb 40
Tiel camoi BUPOGHUYOT rpynuy NiANPUEMCTB, LLO i
3aTBepMxeHunin). logasaHHA BUPOGHNYOIT AiNbHULL
A®| Pfizer Asia Manufacturing PTE Ltd, sk
anbTepHaTMBHWI CailT BiANOBIAaIbHUIA 3@ KiHLEBI
eTanu BMpobHuuTea Steps 5-7. Ak Hacnigok,
OHOBJ/IEHHS cneuundikauii AD| 3 BUgaIeHHAM
3aliB1x abo anbTepHaTUBHNX TecTiB. BBegeHHs
3MiH NPOTAroM 6-TW MiCALIB NiCNs 3aTBEPMAKEHHS.

3a
peyenmom

UA/5972/01/02
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3MmiHu | TUny - 3MiHK 3 axkocTi. A®l. BUpo6HMUTBO.
3MiHu B npoueci BUpobHuuTBa APl (He3HauHa
3MiHa y npoueci BupobHuuTea A®l). BHeceHHs
He3HauHWX 3MiH B npoLiec B1UpobHuyTea Adl, a
came- J0AAETLCA KOHTPOb TemnepaTypu, yac
peakLjiii, MONSIPHi CMiBBIAHOLLIEHHS, BUTYUYEHHS
anbTepHaTUBHMX, He3aAisHNX BapiaHTIB npouecy
BMPOGHMLTBA ADI. BHOCATLCA HEBEWKI
peAakLiiiHi yTOYHEHHS MO TEKCTY. 3anpornoHoBaHi
3MiHW He BMN/IMBAIOTb Ha NPOLLEC BUPOGHMLTBA
A®|. BBeieHHs1 3MiH NpoTAroM 6-Tu micauis nicns
3aTBEPLAKEHHA.3MiHN | TUNY - 3MiHK 3 iKoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneumndikawiii
Ta/abo foNyCTUMUX MEX, BU3HAUYEHUX Y
cneyudikauisx Ha A®l, abo BUXigHWUIA/NPOMIXKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMLTBa AD| (BUNYUYEHHS
HEe3Ha4YHOro NoKasHuKa SKOCTi (Hanpuknag
BW/TYYEHHS 3aCTapifioro nokasHuka)). OHOB/IEHHS
cneuudikauii Ha BUXigHI matepianu, ki
BMKOPUCTOBYIOTbCS B NpoLeci BupobHuutea A®l, a
came — Ans cneymdikauii Ha MeTaHo - BUTyYEHHS
3aCTapifioro nokasHviKa SKOCTi: NMTOMOT BO/IOTH Ta
3a/10M/IEHHSA, Y 3B'A3KY i3 f0AaBaHHAM BUPOOHUYOT
ainbHuui A®l Pfizer Asia Manufacturing,
Singapore. BBeeHHs 3MiH NPOTAroM 6-Tu MicauiB
nicnsa 3aTBepmKeHHs. 3MiHun | Tuny - 3miHun 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUTYYEHHS HE3HAYHOrO NOKa3HUKa AKOCTI
(Hanpviknag, BUTyYeHHs 3acTapisioro NoKasHuKa)).
BunyueHHs cneundikaLii Ha eTaHos, OCKiNbKu
€TaHO/ He BUKOPUCTOBYETLCS , SIK BUXIAHWUIA
marepian y Bupo6HuuTBi A®l. 3MiHa BHOCUTBCA Y
3B’A3KY i3 AofaBaHHAM BUPOGHUYOI AinbHULI ADI
Pfizer Asia Manufacturing, Singapore. BeegeHHs
3MiH NPOTAroM 6-TW MIiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.
3MiHa y napameTpax cneuudikauiin Ta/abo
O0NYCTUMKX MEX, BUSHAYEHMX y crieumdikalisix
Ha A®l, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci Bupo6HuuTBa Ad| (BUIyYEHHSN
He3Ha4yHOro MokasHuka SKocTi (Hanpuknag
BW/IYYEHHS 3acTapifioro nokasHuka)). BuiyyeHHs
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3acTapifioro napameTpa NPOMiKHOrO NPOAYKTY, L0
BUKOPUCTOBYETHLCS Y BUPOOHULTBI ADI, a came:
BUJTYYEHHS 3aCTapifioro nokasHyka- po3ynH

rigpokcuay ammoHiss 30%, OCKINIbKN MOKa3HWK
BUPOBHMKOM 6YN0 3aMiHEHO Ha PO3YMH rigpokcuay
ammoHis 25 % Ha eTanax Bupo6HuUTBa 4 i 6.
3MiHa BHOCUTBLCA Y 3B’A3KY i3 JoAaBaHHAM
BUPOGHMYOT AinbHULi AD| Pfizer Asia
Manufacturing, Singapore. BeefieHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.
3MiHa y napameTpax cneuudikaiin Ta/abo
O0NyCTUMKX MEX, BUSHAYEHMX y crieumdikalisx
Ha A®I, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHLCH Y
npoteci BUpo6HuuTBa Ad| (BUIyYEHHSN
He3Ha4yHOro MokasHuka sKocTi (Hanpuknag
BW/TYYEHHS 3acTapifioro nokasHuka)). BunyueHHs
He3afisiHoro napameTpy KaslamMyTHICTb i3
crneundikavii BUXigHOro MaTepiany- nuTHa Boaa,
OCKINbKU A@aHWil NapamMeTp He BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®l. 3MiHa BHOCUTBCH Y
3B’A3KY i3 AofaBaHHAM BUPOGHWNYOI AinbHULI ADI
Pfizer Asia Manufacturing, Singapore. BeegeHHs
3MiH NPOTAroM 6-TW MiCALIB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.
3MiHa y meTofax BunpobysaHHsa AP| abo
BMXigHOrO Matepiany/npomixKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npovueci BupobHuuTea AP| (BUIyYEHHA MeToay
BMNpOoGyBaHHA A58 Adl/peareHTy/MpOMiXHOro
NPOAYKTY, AKLO aflbTEPHATUBHUI METOS, BXe
3aTBEPMKEHNIN). BUNyYeHHS anbTepHaTUBHOIO
meToay BunpobyBaHHA APl P47.81 ana tecty
«Po3nogin 4acTMHOK 3a PO3MiIPOM», OCKINbKN
meTof BunpobysaHHA P47.81 He
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS. 3MiHN | TUny - 3MiHK 3 sKOCTi. AdI.
KoHTponb Adl. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXifHOrO MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTea A®| (BUIy4eHHs MeToay
BUNPO6YBaHHA A8 APl/peareHTy/nPoOMiKHOIO
NPOAYKTY, SKLLO a/flbTEPHATUBHUIA METOS, BXE
3aTBEPKEHNIN). BUnyyeHHsA aslbTepHaTNBHOIO
MeToay BunpobyeaHHs APl P47.811 ans Tecty

«Po3nofin 4acTMHOK 3a PO3MiPOM», OCKI/IbK/
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meToZ BMNpobyBaHHA P47.811 He
BUKOPVCTOBYETLCA Y NPOLLECI BUPOBHMLITBA.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns

3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 skocTi. AdI.

KoHTposnb A®I. 3miHa y MeTodax BUNPO6YBaHHS
A®| abo BMXigHOro Matepiany/npPoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APl (BUTyYEeHHS MeToay
BUNpobyBaHHA 419 Adl/peareHTy/NPoMiXHOro
NPOAYKTY, AKLLO a/lbTEPHATUBHUI METOS, BXe
3aTBEPMXEHNIN). BUnyyeHHsA anbTepHaTUBHOIO
meToay BunpobyBaHHA JP Ana Tecty «Baxkki
MeTann», OCKiIbk MeToA, BUNpobysaHHs JP He
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax BUNPO6YyBaHHs
A®| abo BMXigHOro Matepiany/npPoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APl (BUTYyYEHHS MeToay
BMNpobyBaHHA 419 Adl/peareHTy/NPoMiXHOro
NPOAYKTY, AKLO a/lbTEPHATUBHUI METOS, BXe
3aTBEPMKEHNIN). BUnyyeHHs anbTepHaTUBHOIO
meToAy BUNPo6yBaHHs A 54.1 sikuii
BMKOPWUCTOBYETLCSA A1 TeCTy «BMmicT
aminaueTaTty», OCKiflbkv MeTof, BUNPo6yBaHHA A
54.1 He BUKOPUCTOBYETLCA Y NPOLECI
BMpOo6HMLTBa AD|. BBEAEHHS 3MiH NPOTArOM 6-Tu
MicaLiB nicns 3atBepoKeHHs. 3MiHKn | Tuny - 3MiHn
3 AKocTi. APl. KoHTponb A®Il. 3miHa y meTofax
BMNpobyBaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA Y NpoOLLECi BUPO6HMLTBA AD|
(BunyyeHHs meTody BUNPOOYBaHHA A/1A
Adl/peareHTy/NMPOMIKHOIo NPOAYKTY, SKLLO
anbTepHaTUBHUI METOZ BXe 3aTBepPAKEHWIA).
BunyueHHs afibTepHAaTUBHOTO METOLY
BUNpo6yBaHHA D 24.18 akuii BUKOPUCTOBYETHLCSA
Ansa Tecty «BMicT aminaueTaty», OCKiflbkn MeTof,
BMNpoGyBaHHA D 24.18 He BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea A®l. BBeieHHsA 3MiH
NPOTAroM 6-TW MICALIB MiC/A 3aTBEPKEHHS.

3MiHa y MeToax BUNpobyBaHHs AD| abo
BMXiAHOrO Matepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y

3miHu | TMny - 3miHm 3 AkocTi. APl KoHTponb Ad®I.

npoueci BupobHuuTBa APl (BUTYyYEHHS MeToay
BUNpo6yBaHHA A1 A®l/peareHTy/NpoMixXHOro
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NPOAYKTY, AKLO a/lbTEPHATUBHUI METOS, BXe
3aTBEPMKEHNIN). BUnyyeHHs anbTepHaTUBHOIO
meToAy BUNPOoOYyBaHHs A 54.2 sikuii
BVKOPVCTOBYETbCA AN TecTy «Bmict N,N
AvmeTundopmamify», OCKifibku MeTos
BUNPO6YBaHHS D A 54.2 He BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®l. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MmiHu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMMUX MeX, BU3HAYEHNX Y crieuumdikaLisx
Ha A®l, a60 BUXigHWIA/NPOMIDXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa A®| (4ONOBHEHHSA
cneupudikaLii HOBYM NOKAa3HUKOM SKOCTi Ta
BiANOBIAHUM MeTOoA0M BUNpobyBaHHS). [lo
cneuudikayii Ha MeTaHoN A0NYYaETLCA HOBWIA
nokasHuk «Bogax». 3mMiHa BHOCUTLCS Y 3B'S3KY i3
[oaaBaHHAM BUPOGHMYOT AinbHuui A®I Pfizer Asia
Manufacturing, Singapore. BBefieHHs 3MiH
NPOTAroM 6-TW MICALIB MiC/1A 3aTBEPKEHHS.
3miHu | TNy - 3miHu 3 AkocTi. APl KoHTponb A®I.
3miHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y creumdikaLisax
Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea A®| (4ONOBHEHHSA
cneupndikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHSA). [0
cneumdikauii Ha MeTaHcynboOHOBY KUCNOTY
[0My4alTbCA HOBI TECTU Ha
MeTtunmeTaHcynboHaT Ta
ETunmeTaHcynboHat. 3miHa BHOCUTLCS Y 3B'A3KY
i3 JofaBaHHAM BUPOGHMYOT AinbHuui A®I Pfizer
Asia Manufacturing, Singapore. BBeeHHs 3MiH
NPOTAroM 6-TW MICALIB MiC/A 3aTBEPKEHHS.
3miHu | TNy - 3miHm 3 AkocTi. APl KoHTponb Ad®I.
3miHa y napameTpax cneuudikadin Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y creumdikalisax
Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea AP®| (4ONOBHEHHSA
cneupndikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHWM METOA0M BUNPOBYBaHHS).

[Jo cneumndikauii Ha N,N — gumeTunchopmamig
[ONy4yaeTbCs NoKasHuK SKocTi «KinbkicHe
BU3HAYEHHA». 3MiHa BHOCUTLCA Y 3B'A3KY i3
[oaasaHHAM BUPO6HMYOT dinbHuui APl Pfizer Asia
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Manufacturing, Singapore. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.

3Mminu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.

3miHa y napameTpax cneuudikauin Ta/abo
[OMYyCTUMMUX MeX, BU3HAYEHNX Y crieumadikaLisx
Ha A®I, a60 BUXiZHWIA/NPOMIXHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa A®| (4ONOBHEHHSA
cneupudikaLii HOBYM NOKa3HUKOM SKOCTi Ta
BiANOBIAHUM METOAO0M BMNPOGYBaHHS). 3MiHa Y
napameTpax crneumdikavii NPOMiXXHOro NPOAYKTY,
LLIO BUKOPUCTOBYETLCS Y BUPOGHULTBI APl a
came: goslydeHHs cneuudikadii Ha BUXigHWi
mMartepian oas po3ynHy rigpokcuay aMMoHisa 25%.
3MiHa BHOCUTBCSA Y 3B'A3KY i3 AOAaBaHHAM
BMPOGHMYOT AinbHuui A®I Pfizer Asia
Manufacturing, Singapore. BBefieHHs 3MiH
NPOTAroM 6-TW MICALIB MiC/A 3aTBEPKEHHS.
3miHu | TMny - 3miHu 3 AkocTi. APl KoHTponb Ad®I.
3miHa y napameTpax cneuudikadin Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y creumdikaLisax
Ha Adl, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea AP®| (4ONOBHEHHSA
cneupndikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHSA). 3MiHa Y
napameTpax cneuydikauii NPOMKHOro NPoayKTy,
LLIO BUKOPUCTOBYETLCS y BUPOOHULTBI ADI, a
came: [oMyYeHHs cneumadikauii ons soam
OYMLLEHOI, LLIO BUKOPUCTOBYETLCSA Ha KiHLLEBOMY
eTani Bupo6bHuyTBa A®I Step 7. 3miHa BHOCUTbLCA
y 3B’S3KY i3 loAaBaHHAM BUPOGHMYOT AinbHuLi AdI
Pfizer Asia Manufacturing, Singapore
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEepMKEHHS. 3MiHN | Tuny - 3MiHK 3 aKocTi. AdDI.
Bnpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOro/MPOMiXKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BUpOo6HYKa (BKNoYarouun, ge HeobxigHo,
MicLie NpoBeAeHHS KOHTPOO akocTi) AdI (3a
BiJCYTHOCTI cepTudikata BignoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepxeHoMy
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3 KOHTPOJIEM
A®l, abo foaasaHHS AiNbHUL, Ae NPOBOAUTLCSA
KOHTPONb/BMNPOGYBaHHSA cepii). JofaBaHHA
BMPOGHMYOT AinbHuui A®I Pfizer Asia
Manufacturing PTE Ltd, sik anbTepHaTUBHWiA cait
BifiNOBIfA/IbHWIA 3@ KOHTPOL Npu BUNYCKY API
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[l0KCa303nHy. BBeieHHA 3MiH NpoTArom 6-Tn
MicaLiB nicna 3aTBepKeHHs.3MiHN | Tuny - 3MiHK
3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasbHWii 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX, 3a3HayeHuX y cneundikauisx, ans
6e3nocepeaHbOi ynakoBku APl (40NOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM Ta BifNoBigHUM
MeTOoAOM BUNPobyBaHHsA). [logaBaHHA
cneumdikauii 4na 6esnocepefHbOl ynakosku Ad|
i3 TecTom «lgeHTuikayisx» (BisyanobHo). JaHa
3MiHa 3asB/1eHa 3 METO f0Ny4eHHs A0 p.3.2.S.6
«Cucrema 3aKpuTTs KOHTelHepiB» cneumdikawi
Ansa naiiHepy. He BinbyBaeTbecsa 3MiH
6e3nocepenHbOoi ynakoskn A®l. BBeAeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AkocTi. APl Cuctema
KOHTeliHep/3akynoptoBasibHKiA 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX, 3a3HaveHux y cneumdikauisx, ans
6e3nocepeHboi ynakoBkn A®| (4ONOBHEHHS
cneuudikauii HOBUM NMOKA3HUKOM Ta BiAMNOBIAHWM
MeTOoAO0M BUNpoOyBaHHS). [logaBaHHs
cneumndikauii ansa 6e3nocepeHbOl ynakosku Ad|
i3 TecTom «lgeHTudikauis» (I4). AaHa 3miHa
3aB/fieHa 3 MeTolo A0/y4YeHHs fo p.3.2.S.6
«CucTema 3aKkpuTTS KOHTelHepiB» cneuudikauil
Ansa nainHepy. He BigbyBaeTbCsa 3MiH
6e3nocepeHbol ynakoBku A®l. BBeieHHS 3MiH
NPOTAroM 6-TW MICALIB MiC/1A 3aTBEPKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. APl KoHTponb Ad®I.
3miHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHNX Y crieumdikalisnx
Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea AP®| (4ONOBHEHHSA
cneupndikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS).
[lopasaHHa cneumdikalii gna 6esnocepeHbOT
ynakoBku A®I i3 TecToM «AHani3 po3Mipy». JaHa
3MiHa 3asB/1eHa 3 MeTOo f0NyYeHHsA a0 p.3.2.S.6
«CwucTema 3aKkpuTTSi KOHTelHepiB» cneuudikawil
Ansa naiHepy. He BigbyBaeTbecsa 3MiH
6e3nocepeHbol ynakoBku A®l. BBeieHHS 3MiH
NPOTAroM 6-T1 MIiCALLIB MiC/IA 3aTBEPKEHHS.

98. KAPAYPA® Tabnetkv no 4 mr; AMNOXOH CLIA Mdpaiizep MeHoeKUYPUHT HimeuunHa 3MiHM | TRy - AAMIHICTPaTVBHI 3MiHU. 3MiHa 3a UA/5972/01/03
no 10 Tabnetok y HOC 1 1nC [Loiuneng m6X, HimeuunHa HalilMeHyBaHHs Ta/abo agpecy Micus peuyenmom
6nicTepi; no 3 (B1po6HMLTBO Npenapary in NpOBaPKEHHS Ais/IbHOCTI BUPO6HMKA (BKIKOYaouK,
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6nictepu B bulk, KoHTpONb SKOCTI NpK 3a HeOOXigHOCTI, MicLe NPOBEAEHHS KOHTPO/TI0

KapTOHHI ynakoBLi

BUMYCKY, NaKyBaHHs, BUMYCK
cepii); P-dapm Ixepmai
m6X, HimewunHa
(BMpo6HMLTBO Npenapary in
bulk, KOHTpONb AKOCTI NpK
BUMYCKY, NaKyBaHHs, BUMYCK
cepir)

AKOCTi), abo BnacHuka macTep-chaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
3aCTOCOBYHTbCS Y BUPOOHULTBI ADI (AKLLO
3a3HauYeHo y 0CbE Ha Nikapcbkuii 3acid) 3a
BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
[ocbe, ab0 BUPOOHMKA HOBOI fLOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE). 3MiHA
Ha3BW BUPOGHMYOT AiNbHULI, BiANOBIAA/IbHOI 3a
BMPOGHMLTBO AD| foKca3o3nHy, 3 Shasun Pharma
Solutions Limited, UK Ha Sterling Pharma
Solutions Limited, 6e3 3MiHX Micus BUPpOOGHULTBA.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHMKA
BWXi4HOro/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMYOMY npouieci Adl,
a60 3MiHa BUPOGHWMKa (BKNOYaKoun, ae HeobxigHo,
MicLie NpoBeAeHHS KOHTPOIO aKocTi) AdI (3a
BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
[ocbe)(3anponoHoBaHNii BUPOOHUK HANEXUTb 40
Tiel camoi BUPOOHUYOI rpynuy MiANPUEMCTB, LLO i
3aTBepMAKEHUi). [logaBaHHSA BUPOGHNYOIT AiNbHULL
Al Pfizer Asia Manufacturing PTE Ltd, sk
anbTepHaTUBHWIA CaiT BiANOBIAA/IbHUIA 3@ KIHLEBI
eTanu BMpobHuuTBa Steps 5-7. Ak Hacnigok,
OHOB/EHHA cneuyudikaLin AP| 3 BUganeHHAM
3aliBnx abo aflbTepHATNBHNX TecTiB. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
3MiHu | TUnY - 3MiHK 3 aKocTi. A®l. BUpobHMLTBO.
3MmiHu B npoueci BUpo6bHuuTBa A®| (He3HauyHa
3MiHa y npoueci BUpo6HuLTBa A®I). BHECEHHS
He3HayHMX 3MiH B npouec B1pobHuuTBa Adl, a
came- A0AAETbLCA KOHTPO/Ib TEMNEpPATYpH, vac
peakLiiii, MONAPHI CMiBBiLHOLLIEHHS, BUTyYEHHS
anbTepHaTUBHMX, He3afisHNX BapiaHTiB npouecy
BMPOGHMLUTBA AD|. BHOCATLCA HEeBeNWKi
peakLiiiHi yTOYHEHHS MO TEKCTY. 3anpornoHoBaHi
3MiHM He BM/IMBaOTb Ha NpoLec BUpO6HMLTBA
A®|. BBeAeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHA.3MIHN | TUNY - 3MiHK 3 SKOCTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLiii
Ta/abo JoNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BYXiZHWUIA/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTbCS Y
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

npoteci BMpo6HuuTBa Ad| (BUIyYEHHSN
He3Ha4yHOro MokasHuka SKocTi (Hanpuknag
BW/TyYEHHS 3aCTapinoro nokasHuka)). OHOB/IEHHSA
cneuudikauii Ha BUXigHI maTtepianu, sk
BMKOPUCTOBYIOTLCSA B NpoLeci BUpobHuutea Adl, a
came — ansa cneyudikauii Ha MeTaHON- BUTYYEHHS
3aCTapifioro nNokasHvika SKOCTi: NMTOMOT BOIOTH Ta
3a/I0MJ/IEHHS, Y 3B’A3KY i3 fO4aBaHHAM BUPOOHUYOT
ainbHuui A®| Pfizer Asia Manufacturing,
Singapore. BBefeHHS 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. A®l. KoHTponb AdI. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMKX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAyKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(BMNYYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpuknag, BUI1y4YeHHs 3aCTapifioro NokasHvka)).
BunyueHHs cneuundikauii Ha eTaHos, OCKiNTbKK
eTaHO/ He BUKOPUCTOBYETLCS , SIK BUXIAHWUIA
martepian y BUpo6HuLTBI APl 3MiHa BHOCUTLCA Y
3B'A3KY i3 foAaBaHHSAM BUPOOHUYOI AinbHuLi ADI
Pfizer Asia Manufacturing, Singapore. BeegeHHs
3MiH NPOTArOM 6-TW MiCALB NiCNA 3aTBEPMAKEHHS.
3miHu | TMny - 3miHm 3 AkocTi. APl KoHTponb Ad®I.
3miHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y creumdikalisnx
Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BupobHuuTea Ad®| (BUNyYEHHA
HEe3HaYyHOro MokKasHuka SKoCTi (Hanpuknag
BW/TyYEHHS 3aCTapisioro NokasHuka)). BunyyeHHs
3acTapinoro napameTpa nNpoMiXXHOro NPoAyKTY, L0
BUKOPWCTOBYETLCSA y BUPOOHULTBI ADI, a came:
BUJTyYEHHS 3aCTapifioro nokasHyka- po3ynH
rigpokcuay ammoHis 30%, OCKiNIbKN MOKa3HUK
BMPOGHMKOM BY/10 3aMiHEHO Ha PO34MH TigpoKcMAay
aMMOoHist 25 % Ha eTanax BUpo6HuuTBa 4 i 6.
3MiHa BHOCUTBCSA Y 3B'A3KY i3 AOAaBaHHAM
BMPOGHMYOT AinbHuui A®I Pfizer Asia
Manufacturing, Singapore. BBefieHHs 3MiH
NPOTAroM 6-TW MICALIB MiC/A 3aTBEPKEHHS.
3miHu | TMny - 3miHm 3 AkocTi. APl KoHTponb Ad®I.
3miHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y creumdikalisax
Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BupobHuuTea AP| (BUIyYEHHN
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
He3Ha4YHOro NokasHvka sKoCTi (Hanpuknag,

3aTBepMKEHHS. 3MiHN | Tuny - 3MiHK 3 aKoCTi. AdDI.

BW/TyYEHHS 3aCTapisioro NokasHuka)). BunyyeHHs
He3afisHoro napameTpy KaslamyTHICTb i3
cneuudikaLii BUXigHOro maTepiasy- NUTHa BOAA,

OCKi/IbKM J@aHUil napaMeTp He BUKOPUCTOBYETLCS Y

npoueci Bupo6bHuuTBa A®I. 3mMiHa BHOCUTLCH Y
3B'A3KY i3 foAaBaHHSAM BUPOOHMYOI AinbHULi ADI
Pfizer Asia Manufacturing, Singapore. BeegeHHs
3MiH NPOTArOM 6-TW MiCALB NiCNA 3aTBEPMAKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. APl KoHTponb Ad®I.
3MiHa y MeTofax BUNpobyBaHHs AD| abo
BMXiAHOrO Matepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APl (BUTYyYEHHS MeToay
BMNpobyBaHHA 418 Adl/peareHTy/MPoMiXHOro
NPOAYKTY, AKLLO a/lbTEPHATUBHUI METOS, BXe
3aTBEPMXEHNIN). BUnyyeHHs anbTepHaTUBHOIO
meToay BunpobyeaHHA APl P47.81 ana tecty
«Po3nogin 4yacTMHOK 3a PO3MipOM», OCKI/TbK/
MeTof, BunpobyBaHHs P47.81 He
BMKOPWCTOBYETbLCA Y NPOLIEC BUPOGHMLTBA.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas

KoHTponb AdI. 3miHa y MeTogax B1unpobyBaHHA
A®| abo BMXigHOrO Matepiany/MpPoMiXXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP| (BUIYyYEHHA MeToay
BMNpOoGyBaHHA A58 Adl/peareHTy/MpOMiXHOro
NPOAYKTY, AKLO aflbTEPHATUBHUI METOS, BXe
3aTBEPMKEHNIN). BUNyYyeHHS anbTepHaTUBHOIO
MeToAy BunpobyBaHHa A®| P47.811 ansa Tecty
«Po3nogin 4acTMHOK 3a PO3MiIpPOM», OCKINbKN
meTof BunNpobysaHHA P47.811 He
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns

3aTBEPMKEHHS. 3MiHN | Tuny - 3MiHK 3 sKOCTi. AdI.

KoHTponb Adl. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXifHOrO MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTea A®| (BUIy4eHHs MeToay
BUNPO6YBaHHA A8 APl/peareHTy/nPoOMiKHOIO
NPOAYKTY, SKLLO a/flbTEPHATUBHUIA METOS, BXE
3aTBEPMKEHNIN). BUnyyeHHsA asibTepHaTNBHOIO
MeToAy BUNPo6yBaHHA JP oNs TecTy «Baxki
MeTasIn», OCKi/IbK1 MeTof BUNpobyBaHHsA JP He

BUKOPMCTOBYETLCS y MpoLieci BUpo6HULTBa ADI.

BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns

3aTBEPMKEHHSA. 3MiHN | Tuny - 3MiHK 3 SKOCTi. AdI.




95

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KoHTponb Adl. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXifHOrO MaTepiany/npoMixXHOro

NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea A®| (BUIy4eHHs MeToay
BUNPO6YBaHHA A8 Adl/peareHTy/nPOMiKHOIO
NPOAYKTY, AKLLO a/flbTEPHATUBHUIA METOS, BXE
3aTBEPMKEHNIN). BUnyyeHHsA asibTepHaTNBHOIO
mMeToay BUNpobyBaHHA A 54.1 Akuii
BMKOPWUCTOBYETLCS A1 TeCTy «BMmicT
aminauerarty», OCKi/Ibku MeToA BUNpobyBaHHA A
54.1 He BUKOPUCTOBYETLCA Y NPOLECI
BMpO6HULTBA API. BBEAEHHSA 3MiH NPOTATOM 6-TK
MiCALIB Micna 3aTBepAXEHHS. 3MiHu | Trny - 3MiHn
3 AkocTi. APL. KoHTposnb A®l. 3miHa y meTogax
BunNpobyeaHHA APl abo BUXigHOTO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6bHuLTBa Ad|
(Buny4eHHs meTogy BUNpPoOyBaHHA ANA
Adl/peareHTy/MpoMiKHOro NpoAyKTy, SKLLO
anbTepHaTUBHUI METOZ BXe 3aTBepaKeHW).
BunyyeHHsi anbTepHaTMBHOTO MeToay
BMNpobyBaHHA D 24.18 akuii BUKOPUCTOBYETHLCSA
Ona Tecty «BMicT aminaueTary», OCKi/lbKM MeTo[,
BMNpo6yBaHHA D 24.18 He BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®l. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3Mminu | TUny - 3miHn 3 AkocTi. APl KoHTponb API.
3MiHa y meTogax BUnpobyBaHHsa Ad| abo
BUXIZAHOro MaTepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®| (BUIy4eHHs MeToay
BUNPO6YBaHHA A8 APl/peareHTy/nPoOMiKHOIO
NPOAYKTY, AKLLO a/lbTEPHATUBHUIA METOS, BXe
3aTBEPMKEHNIN). BUnyyeHHsA asibTepHaTNBHOIO
mMeToay BUNpobyBaHHA A 54.2 Akuii
BMKOPUCTOBYETLCA AN TecTy «BmicT N,N
avmeTundopmamigy», OCKislbki MeTos
BUNPO6YBaHHA D A 54.2 He BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®l. BBeAeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPIKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.
3MiHa y napameTpax cneuudikauiin Ta/abo
O0NYCTUMKX MEX, BUSHAYEHMX y crieumdikalisix
Ha A®l, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®| (4ONOBHEHHS

cneumdikavii HOBYM NOKa3HUKOM SKOCTI Ta
BiANOBIAHUM MeTOA40M BUNPobyBaHHs). [lo
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

cneuudikauii Ha MeTaHoN A0NyHaETbCSA HOBWIA
nokasHuk «Boga». 3mMiHa BHOCUTLCA Y 3B'A3KY i3
[oaasaHHAM BUPOGHMYOT AinbHuui A®I Pfizer Asia
Manufacturing, Singapore. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3Mminu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMMUX MeX, BU3HAYEHNX Y crieumdikaLisx
Ha A®I, a60 BUXiZHWIA/NPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa A®| (4ONOBHEHHS
cneupudikaLii HOBYM NOKAa3HWKOM SKOCTi Ta
BiANOBIAHUM MeTOoA0M BUNpobyBaHHS). [lo
cneuungikauii Ha MeTaHCyNbgOHOBY KUCIOTY
[0MyYalTbCs HOBI TECTU Ha
MeTtunmeTaHcynboHaT Ta
ETunmeTaHcynboHaT. 3MiHa BHOCUTLCSA Y 3B’A3KY
i3 fofasaHHAM BUPO6GHMYOT AinbHuui A®I Pfizer
Asia Manufacturing, Singapore. BBeieHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3Mminu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYyCTUMMUX MeX, BU3HAYEHNX Y crieumadikaLisx
Ha A®I, a60 BUXiZHWIA/NPOMIXHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa A®| (4ONOBHEHHSA
cneupudikaLii HOBYM NOKAa3HWKOM SKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS).

[o cneumndikauii Ha N,N — gumeTundopmamig,
[07yYa€eTbCs NOKa3HUK AKOCTI «KinbKicHe
BU3HAYEHHSA». 3MiHa BHOCUTLCA Y 3B'A3KY I3
[ofaBaHHAM BUPOGHUYOT dinbHuui APl Pfizer Asia

Manufacturing, Singapore. BBefieHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.

3MiHa y napameTpax cneuudikauiin Ta/abo
O0NYCTUMKX MEX, BUSHAYEHMX y crieumdikalisx
Ha A®l, abo BMXigHWA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHCS Y
npoueci BupobHuutea A®| (4ONOBHEHHS
cneumdikavii HOBYM NOKa3HUKOM SKOCTI Ta
BIANOBIAHUM METOA0M BUNPOGYBaHHS). 3MiHa Y
napameTpax cneuudikauii NPOMKHOro NPoAyKTY,
LLI0 BUKOPUCTOBYETLCS Y BUPOGHMLTBI AdI, a
came: Jo/y4eHHs cneumdikauii Ha BUXigHWIA
marepian 4n1s po3ynHy Tigpokcmay aMMoHis 25%.
3MiHa BHOCUTbLCA Y 3B’A3KY i3 AoAaBaHHAM

BMPOGHMYOT AinbHui A®I Pfizer Asia
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
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Manufacturing, Singapore. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3Mminu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYyCTUMMUX MeX, BU3HAYEHNX Y crieumadikaLisx
Ha A®I, a60 BUXiZHWIA/NPOMIXHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa A®| (4ONOBHEHHSA
cneupudikaLii HOBYM NOKa3HUKOM SKOCTi Ta
BiANOBIAHUM METOAO0M BMNPOGYBaHHS). 3MiHa Y
napameTpax crneumdikavii NPOMiXXHOro NPOAYKTY,
LLIO BUKOPUCTOBYETLCS Y BUPOGHULTBI APl a
came: Ony4eHHs cneuudikauii 4ns soau
OUWLLEHOT, LLIO BUKOPUCTOBYETLCA Ha KiHLEBOMY
eTani BupobHuuTBa APl Step 7. 3miHa BHOCUTbLCS
y 3B'A3KY i3 JOAABaHHAM BMPOGHMYOT AinbHuui Ad|
Pfizer Asia Manufacturing, Singapore
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHMKA
BWXi4HOrO/MPOMIXXHOIo NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMYOMY npouieci Adl,
a60 3MiHa BUPOGHWMKa (BKNOYakoun, ae HeobxigHo,
MicLie NpoBefAeHHS KOHTPOIO0 aKocTi) AdI (3a
BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3 KOHTPOJSIEM
A®I, abo fofaBaHHS AiNbHULI, e MPOBOAUTHLCA
KOHTPONb/BMNPOGYBaHHSA cepii). JofaBaHHs
BMPOGHMYOT AinbHuui A®I Pfizer Asia
Manufacturing PTE Ltd, sik anbTepHaTuUBHWiA caiTt
BiANOBIAa/IbHUIA 32 KOHTPONL Npy BUNycky AdI
[0oKca303vHy. BeBeieHHs 3MiH NpoTArom 6-Tn
MicALIB MicNsA 3aTBEpKEHHSA.3MiHM | Tuny - 3MiHW
3 AKocTi. A®l. Cuctema
KOHTeliHep/3akynoptoBasibHKiA 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX, 3a3HaveHux y cneumdikauisx, ans
6e3nocepeHbOi ynakoBkn A®| (LONOBHEHHS
cneuudikauii HOBUM NMOKA3HUKOM Ta BiAMNOBIAHWM
MeTOoAO0M BUNpoOyBaHHS). [logaBaHHs
cneumndikauii ansa 6e3nocepeHbOl ynakosku Ad|
i3 TecTom «lgeHTudikauis» (BisyanbHo). JaHa
3MiHa 3asB/1eHa 3 MeTO foNyYeHHsa a0 p.3.2.S.6
«CucTema 3aKkpuTTSi KOHTelHepiB» cneuudikawil
Ansa nainHepy. He BigbyBaeTbCsa 3MiH
6e3nocepeHbol ynakoBku A®l. BBeieHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHn | TUny - 3MiHM 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX, 3a3HayeHnx y cneundikauisx, ans
6e3nocepeHbol ynakoBku A®I (40NOBHEHHS
crneuugikaLii HOBUM NOKA3HMKOM Ta BifnoBigHUM
MeTOoA0M BUNPOobyBaHHS). [logasaHHs
cneumnaikauii ona 6e3nocepeHbOT ynakoBku Ad|
i3 TecTom «lgeHTudikauis» (I4). AaHa 3miHa
3asB/ieHa 3 MeTOK A0/1y4YeHHs fo p.3.2.S.6
«Cucrema 3aKkpuTTs KOHTelHepiB» cneumdikawji
Ans naitHepy. He Big6yBa€eTbCs 3MiH
6e3nocepeaHbol ynakoBku A®l. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MmiHu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMMUX MeX, BU3HAYEHNX Y crieumdikaLisx
Ha A®l, a60 BUXiLHWIA/NPOMIXHWI
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa A®| (4ONOBHEHHS
cneupudikaLii HOBYM NOKAa3HWKOM SKOCTi Ta
BiANOBIAHUM METOA40M BUNPOBYBaHHS).
[opasaHHsa crneumdikauii ans 6esnocepeHbOT
ynakoBku A®I i3 TecToM «AHani3 po3mipy». [aHa
3MiHa 3asiBfieHa 3 MeTol o/ly4eHHs fo p.3.2.S.6
«Cucrema 3akpuTTs KOHTelHepiB» cneumdikawji
Ans naitHepy. He Bia6yBa€eTbCs 3MiH
6e3nocepeaHbol ynakoBku A®l. BBeeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/IA 3aTBEPAXKEHHS.

99.

KNABEN® 500

TabneTkn , BKPUTI
060s10HKot0 no 500
Mr, o 7 TabneTok y
6nictepi; no 2
6nictepn y
KapTOHHI ynakoBLi

HOBEN
ITAY CAHAT
BE
TIOXXKAPET
A.LL.

TypeyunH
a

HOBEN I/IAY CAHAI BE

TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais:
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHIi [0 iHCTPYKLiT 4719 MeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y posainm
"MpoTunokasaHHs", "B3aemogist 3 iHLIMMK
nikapcbk1MM 3acobamu Ta iHWi BUAn B3aeMogiii",
"Oco611BOCTI 3aCTOCYBaHHA", "3aCTOCYBaHHS Y
nepiog BariTHoCTi abo rogyeaHHs rpyaato”

3a
peyerimom

UA/7034/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BiAMOBIAHO A0 OHOBNEHOI iHChopMaL,i 3 6e3neku
Lito4oi pevyoBuHU. BBeeHHS 3MiH NPOTArom 6-Tu
MiCALIB 3 AATN 3aTBEPIKEHHS.
100. | KNEKCAH®300 | po3uuH ANns iH'eKu;iit TOB YkpaiHa ®AMAP XEJIC KEAP Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/10143/01/01
no 10 000 aHTK-Xa "CaHoi- CEPBICI3 MAOPNI, C.AY., HimeuunHa 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI peuyenmom
MO/mn, Ne 1 (no 1 ABEHTIC Icnanis Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
6aratof030BOMYy YkpaiHa" CaHodpi-ABeHTic [loiiunaHg y3arasibHeHVX AaHux Npo cuctemy
hnakoHy no 3 mMn B 'm6X, HimeyunHa hapmakoHarnsay (BBeeHHs y3arasibHeHUX AaHuX
KapTOHHI Kopo6Lii) npo cuctemy hapmakoHarnsgy, sMmiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3AiicCHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHvKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXXeHOT 0CO6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs hapmakoHarnsay (BKIyarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-gaiina cuctemy papMakoHarnsgy) 3miHa
MicLie3HaxXoMKeHHs macTep-haiina cuctemm
dhapmakoHarnsgy.
3MiHa MicLs 34iICHEHHS OCHOBHOI AisifIbHOCTI 3
dpapmakoHarnsay
101. | KOMNAKCOH 40 PO34UH NS iH'EKLN, TOB «TeBa Ykpaina Brpo6HMLTBO 3a NOBHUM 13pains/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/6307/01/02
40 mr/mn; no 1 mn YkpaiHa» uukiom: Teea Benvka 3MiHK | TUNY - AAMIHICTPaTVBHI 3MiHU. 3MiHa peyenmom
pO3unHy B dapmaueBTikan IHgacTpi3 BputaHis/ HalilMeHyBaHHs Ta/abo agpecu Micud
nonepeaHLo Ntpa., 13paink; BupobHuuuteo | Higepnanan NpPOBaPKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
HanoBHEHOMY 3a MOBHUM LMK/IOM: / roTOBOrO Nikapcbkoro 3acoby, BkIoYatoun
wnpuui; no 1 HopToH Xenckea JlimiTeq, YroplmHa AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs

Lwnpuuy B 6nicTepi;
no 12 wnpuuis B
KapTOHHI KOpoOL;j

T/A AVIBEKC
®apmacbroTukans FK,
Benuka BpuTaHis; KoHTponb
cepii (Tinbky GionoriuHe
TecTyBaHHs): Abik /T4,
I13painb; KoHTponb cepii
(noBHe TecTyBaHHA,
BK/IIOYAOUM Ha
CTEpPUSIbHICTb Ta
6akTepiasibHi eHA0TOKCUHMU,
asie okKpim 6ionorivyHoro
TecTyBaHHs): dapmaxemi
B.B., HigepnaHgu; KoHTponb
cepii (Tinbku 6ionoriyHe
TecTyBaHHs): AT
dapmaueBTUYHUI 3aB0f,
Tesa, YropwuHa; KoHTponb
cepii (aHaniTnyHe
TeCTyBaHHA Ta BYBYEHHSA
cTabinbHocTi): Asist Kemikan
IHgacTpi3 T4, I3painb

KOHTPO/I0 AKOCTI. (4iANbHICTb, 3a AKy BiAnosigae
BMPOGHMWK/IMNOPTEpP, HE BK/IOYAOUM BUMYCK Cepilf).
3MiHa Ha3BM OAHOTO i3 3aTBEPAKEHNX BUPOOHUKIB

N3, 6e3 3miHM micus BUpobHULTBA. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicas
3aTBEPMKEHHS.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
102. | KONAKCOH®- PO3YUH NS iH'EKLNA, TOB «TeBa YkpaiHa BYPOBHMLTBO 3a NOBHUM I13pains/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6307/01/01
TEBA 20 mr/mnm; YkpaiHa» uukiom: Tesa Benvka 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 1 mn npenapary dapmaueBTikan IHgacTpi3 Bputanis/ HalilMeHyBaHHs Ta/abo agpecu Micud
y nonepeaHbLO Nta., 13painb; Bupo6bHuuTBO | HigepnaHam NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
HanoBHEHOMY 3a MOBHUM LMKIOM: HOPTOH / rOTOBOrO NiKapCbKOro 3acoby, BKIYaUn
wnpuui; no 1 Xenckea flimiteg T/A YropwuHa AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
nonepegHL0 AVBEKC ®apmachloTukana KOHTPO/I0 AKOCTI. (4iSNbHICTb, 3a Ky Bignosigae
HanoBHeHOMY tOK, Benvika BputaHis; BMPOGHMK/IMNIOPTEpP, HE BK/IKOYAKYM BUMYCK Cepiii)
LUNPULLY B KOHTYPHIlA KOHTpPO/b cepii (noBHe 3MiHa Ha3BM OAHOrO i3 3aTBEPAKEHNX BUPOOHUKIB
YapyHKOBIli ynakoBLi TeCcTyBaHHs, BK/Il0Yaloum Ha N3, 6e3 3MiHn Micusa BUpO6HMLTBA. TepMIH
3anasHiii nanepom CTEPUSIBHICTb Ta BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
abono 1l 6akTepiasibHi eHAOTOKCUHMU, 3aTBEPMKEHHS.
nonepegHL0 asie okKpim 6ionorivyHoro
HanoBHeHOMY TecTyBaHHs): dapmaxemi
LUNPULLY B KOHTYPHIlA B.B., HigepnaHaw; koHTposnb
YapyHKOBIli yrnakoBLi cepii (Tinbku GionoriyHe
3anasHili NiBKoto; TecTyBaHHs): AT
no 28 nonepegHL0 dapmaueBTUYHUI 3aB0f,
HanoBHEHWX TeBa, YropLumHa; KOHTPOsb
Lwnpuuis y cepii (Tinbku 6ionoriuHe
KOHTYPHUX TecTyBaHHs): AGik /1T,
YapyHKOBUX 13painb; KOHTpOsb cepii
ynakoBkax y (aHaniTMyHe TecTyBaHHs Ta
KapTOHHI KopooLli BMBYEHHS CTabiNIbHOCTI):
Asia Kemikan IHgacTpi3 N14,.,
13painb
103. | KOPBANTAB Tabnetkn no 10 TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1028/01/01
Tabnetok y "ACIHO 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapPCbKUi peyenma —
6nictepax; no 10 YKPAIHA" 3aci6. KoHTpo b roToBOro nikapcbkoro 3acoby Ne 10 ma Ne
Tabnetok y 6nictepi; (iHWi 3miHW) 3miHa dpopmarty po3ainis 3.2.P.3.3, 10x2; 3a
no 2 ta 10 6nictepis 3.2.P.3.4,3.2.P.351a3.2.P.5.1Y po3gini peyenmom —
y nauyui 3 KapToHy 3.2.P.5.1 npepcTasrieHo cneumdikauito nuwe ans Ne 10x10

KOHTPO/t0 FOTOBOro NpoAaykTy. Cnevumdikayis Ha
Hepo3schacosaHy npoaykuito i Cnevuudpikanis ans
BMBYEHHS CTaBi/IbHOCTI 6yNv BUK/THOYEHI 3 po3ainy.
Moka3HWKN N5t KOHTPOSKO AKOCTI Hepo3dhacoBaHOT
npoaykuii npeactasneri B po3gini 3.2.P.3.3 ta
3.2.P.3.4, cneuudikayis Ha BUBYEHHS
cTabinbHOCTI NpeacTasneHa B po3gini 3.2.P.8.1.
Cneuudikaujii Ha BUNYyCcK Ta NPOTAroM NpuAaTHOCTI
roTOBOrO NPOAYKTY NpefcTaB/eHi y BUTNALI OAHIET
Tabnuui BiANOBIAHO A0 BMMOr HactaHoBu 42-
3.2:2004 «Jlikapcbki 3aco6u. Cneuudikauii:
KOHTPO/bHI BUNPOBYBaHHSA Ta Kputepii
NPUAHATHOCTI». MPOMNOHYETLCSA BUAANEHHS 3
po3sginis 3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5 iHchopmauii
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

LLI0A0 KOHTPOJTH0 FOTOBOI NPOAYKLT Y 3B'A3KY 3
npueefeHHAM Ao dopmaty 3T/, IHdopmauis

LLIOA0 KOHTPOJIK0 rOTOBOT NPOAYKLIT npuBeaeHa y

po3gini 3.2.P.5.
3MmiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA NiKapCbKuii
3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NikapCbKoro 3acoby
(iHWi 3MmiHK) 3MiHa hopMytOBaHHA BUMOT A0

nokasHuka «PO34MHEHHS» Ta onucy TabneTku, a

came: - npuBeAeHHs1 POPMy/OBaHHS BUMOT A0
nokasHuka «PO34YMHEHHA» Bi4NOBIAHO A0 EAMHOIO

chopmaTy B kpaiHax peecTpavii Ta BUK/THOUYEHHS
iHchopMmalLlis Mo KpMTepisiM NPUAHATHOCTI CTYNEHH0
PO3YMHEHHS MO TPLOM PIBHAM, OCKISIbKU Lii BUMOTK
onucani y oY 2.9.3, Ha ke faeTbCA NOCUMAHHSA B
crneundikauii Ta MeToAax KOHTPOso; - 3 onucy
TabneTok BnaaseHo pasy «3a 30BHILLHIM
BUMNSIAOM MatoTb BiAnosigatn sumoram oY
cTarTa «TabneTkn», OCKiNIbkM BOHa HEMae
iHcbopmaLiliHoro 3micTy.

Lls 3miHa Hece nuLe pefakuiiiHnii xapakTep i He
CTOCYETLCA 3MiHW 30BHILUHLOTO BUMMIAAY TabneTku.
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii

3aci6. 3MiHN Yy BUPOOHMUTBI (iHLWi 3MiHN)
YTOUYHEHHS iHhopMaLii CTOCOBHO HAHECEHHS

HOMepy cepii Ta TepMiHy NPUAATHOCTI Ha CTagisax

«PacyBaHHA» Ta «llakyBaHHS», L0 06YMOB/IEHO

TEXHOMOTIYHOK MOX/IUBICTIO HAHECEHHSI HOMepY

cepii Ta TepMiHy NpUAATHOCTI — METOAO0M [pYKY B

[IOMOBHEHHSA 4,0 METOAY HAHECEHHS BiATUCKY, LLIO
cTocyeTbes po3ainis 3.2.P.3.3. Onuc BUPO6HNYOro

npoLecy Ta KOHTpOosIo npouecy, 3.2.P.3.4.

KOHTpOsIb KpUTUYHUX CTagili i MPOMiXKHOT
npoaykuii, 3.2.P.3.5. Banigauis npouecy ta/abo

oro oujHka. 3MiHW | TUNY - 3MiHK 3 AKOCTI.

[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHULITBI

(iHLWi 3MiHW)
3MiHa B cTparterii KOHTPO/IA NoKa3Huka
«laeHTUdikaulis» Ha Hepo3dacoBaHin MpPoayKLji Ta
['N13, a came 3anponoHoOBaHO TabneTku
Hepo3dhacoBaHi KOHTPOOBATK 3a M.
«laeHTudikauis» metogom X, a pesynbtatu
nokasHuka «lgeHtudikadis» metogom X
nepeHocATb 3 Hepo3dhacoBaHoi NPOAYKLT B
cepTtudpikat sikocTi Ha 'N13. /13 KOHTPO/HETLCS 3a
NoKasHWKOM «laeHTudikauis» metogom YP-Co. (Y
Aitovili pepakuii PeecTpauiliHoro 4ocbe KOHTPO/Ib
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

3a NOKa3HMKOM «laeHTudikalis» 34iCHI0ETBCA Ha
Hepo3dhacoBaHili NpoayKLii, a pe3ynbTatu
KOHTPO/O NEPEHOCATLCA B cepTUQIKaT AKOCTI Ha
'N3). 3atBepmxeHo: TabneTkn Hepo3dacoBaHi -
laeHTudikavis FoToBwMiA Nikapcbkuii 3aci6 -
laeHTudbikauis 3anponoHoBaHo: TabneTkm
Hepo3dhacoBaHi - laeHTudikauis metogom MNX
[OTOBMIA Nikapcbkuii 3aci6 — |aeHTudbikauis
meTogom MX* |geHTudpikauis» metogom Y d-
cnekTpohoTOMETPIED
* KOHTPO/b 3a3HayYeHnx napameTpiB 34iNCHIOETbCS
TiNbKKN Ha cTagii Hepo3dacoBaHoi NPOAYKLl, a
pe3ynbTaTn KOHTPOo OyAyTb NEPEHOCUTUCS B
ceptudikat skocTi Ha MN13). 3miHu | TUnY - 3MiHn 3
AKOCTI. FoTOoBMIA Nikapcbkuii 3aci6. 3MiHK y
BVMPOGHMLTBI (iHLWi 3MiHN) BHECEHHS 3MiH A0
peecTpauiiHoro Aocbe, a came 3MiHa NPoBeAeHHS
KOHTPO/IO NOKa3HMKIB B PYTUHI Ta Banigawii
TEXHOOrMYHOro npouecy Ana TabneTok
Hepo3gacoBaHUX. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib TOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLiin Ta/abo [oNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHW)
3MiHa NepioANYHOCTI KOHTPOJTIO NOKa3HMKa
«MikpobionoriyHa ymcToTa», a came NPoBeAeHHs
KOHTPOJI0 B PEXMMi MOHITOPUHIY - Ha NepLUii cepil
B poLi i He piaLue, HiX Ha KOXHin 10-7 cepii.
3atBepmkeHo: MNicns BUpo6HULITBA N cepiit
npenapary, Npy 0TPUMaHHi NO3UTUBHUX
pe3ynbTaTiB, KOHTPOsb Byae 3AjiicHIoBaTUCS B
PEXMMI MOHITOPUHTY, 3rifHO NPOTOKO/Y 3acifaHHsA
BanigaLiiHol Komicii.
3anponoHoBaHo: KOHTPO1b NoKasHuKa
«Mikpob6ionioriyHa uncToTa» 34iCHIOETLCSA Ha
nepLuii cepii B pouj i He piaLue, HiX Ha KOXHIn 10-i4
cepii. 3miHu | TNy - 3MiHK 3 skoCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby (iHwi 3miHn) BuknageHHs Metogis
KOHTPOJII0 SIKOCTi Ha NiKapchbki 3ac06y yKpaiHCbKO
MOBOIO Yy 3B’A3KYy 3 BUMOramu 10 Matepiasiis
peecTpauiiHoro fochke, siki 3aTBEPAXKEHI HaKa3oM
MO3 Ykpainu Ne 1528 Big 27.06.2019. 3miHu |
My - 3MiHK 3 AkocTi. ADL. KoHTposnb APl 3miHa y
napameTpax cneuugikauii Ta/abo gonycTummx
MeX, BU3HaueHux y crneumdikayisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea A®I
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

(iHWi 3MiHW) NpUBEAEHHS BUMOT A0 NoKa3Huka
«Mikpob6ionoriyHa ynctota» B cneymdikauii
BXifIHOrO KOHTpOMio A®I ETU/IOBUI E®IP

Allb®A-EPOMI3OBAJIEPIAHOBOI KNC/IOTW
BUpo6HUUTBA TOB «®APMXIM», YkKpaiHa
BiANOBIAHO [0 akTyanbHuX BUMor AAY/EP,

YMHHOro BuAaHHs. ( 5.1.4, 2.6.12). 3minu | Tvny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHWLTBI (iHLWWi 3MiHN) BHECEHHS 3MiH A0
peecTpavuiiHoro Aochbe, a came 3MiHa
nepioguYHOCTI KOHTPOJIHO NOKa3HWKIB B PYTUHI ANS
mMacu KanibposaHoi Ta Macy ans TabneTyBaHHsS.
3areepakeHo: 118 Komnaekcy kaslibposaHoro

KOHTPO/1b 32 NOKa3HWKOM [paHy1oMeTpUYHiA

cKnag ta Ana macu Ans TabnetyBaHHS KOHTPO/b
3a NOKa3HUKaMu HacumnHa ryctuHa, 3gaTHiCTb [0
ycaaku, rycTuHa nicns ycaaky Ha KoXHoT nigcepii
3anponoHoBaHo: [115 KOMMnekcy kanibposaHoro

KOHTPO/1b 32 NOKAa3HWKOM [PaHyIoMeTPUYHNI

cknaf Ta Ans macu gna tabneTyBaHHA KOHTPOSb

3a nokKasHukamm HacunHa ryctuHa, 34aTHICTb [0

ycafku, ryCTMHa nicns ycagkv B pexumi

MOHITOPWHIY Ha KOXHili 10-1i cepii. HagaHi 3miHu

06I'PYHTOBAHO TUM, LLLO MPOTArOM BCLOrO nepiogy
BMMYCKy NpenapaTt nokasyBaB CTabiflbHICTb
pesynbTaTiB. HagatoTbes faHi pe3ynbTaris

KOHTponsi ans 25 cepiii.

104.

KOPBANTAB

Tabnetky in bulk: no
7 Kr Tabnetok y
nonieTuneHosomy
nakeTi; no 1 nakety
B KOHTEWHepi

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
(iHwWi 3miHW) 3miHa chopmarty posginis 3.2.P.3.3,
3.2.P.3.4,3.2.P.3.51a3.2.P.5.1 Y po3gini
3.2.P.5.1 npepcTasneHo cneumdikauito nuwe ans
KOHTPO/0 roTOBOro NpoAykTy. Cneuudikauis Ha
Hepo3sdacoBaHy npoaykuito i Cneuudikayis ans
BMBYEHHS CTabiNbHOCTI 6YNK BUKNIOYEHI 3 PO34iny.
MokasHWKN AN KOHTPOIIO AKOCTi Hepo3ghacoBaHoi
npoaykuii npeactasneHi B po3gini 3.2.P.3.3 Ta
3.2.P.3.4, cneuudikayis Ha BUBYEHHS
cTabinbHOCTI NpeacTasneHa B po3gini 3.2.P.8.1.
Cneuudikauii Ha BUNycK Ta NpOTAroM NpuaaTHOCTI
roToBOro NPOAYKTY NpeAcTaBfieHi y BUrNAAi OAHIET
Tabnuuj BignosigHo [0 BUMOr HacTaHoBu 42-
3.2:2004 «Jlikapcbki 3acobu. Cneundikauii:
KOHTPObHI BUNPOGYBaHHSA Ta Kputepil
NPUAHATHOCTI». MNPONOHYETLCA BUAANEHHS 3
po3sginis 3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5 iHchopmau;i
LOZ10 KOHTPOJI0 FOTOBOI NPOAYKLIT Y 3B’A3KY 3
npusefeHHsM o dopmaty 3T/[. IHdopmauis

UA/3760/01/01




104

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

LLIO0 KOHTPOJII0 FOTOBOI NPOAYKUiTl NpuBeaeHa y
po3gini 3.2.P.5.
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. KoOHTposib roToBOro NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[0MNyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHM) 3MiHa hopMy/HOBaHHS BUMOT A0

nokasHUKa «PO3YMHEHHS» Ta OnNucy TabneTku, a

came: - NnpuBefeHHss POPMy/IHOBaAHHA BUMOT [0
nokasHuka «PO34MHEHHS» BiAMOBIAHO A0 €ANHOIO

dhopmaTy B KpaiHax peecTpauil Ta BUKIIOYEHHS
iHhopMaLLis No KPUTepisM NPUAHATHOCTI CTYNEHI0
PO3YMHEHHS MO TPLOM PIBHSAM, OCKIfIbKU Li BUMOTU
onucaHi y A®Y 2.9.3, Ha ke AaETbCS NOCUMaHHA B

cneuudikaLii Ta MeTogax KOHTPOsIo; - 3 ONUCY
Tabn1eTok BuaasieHo dpasy «3a 30BHILLHIM
BUINSA0M MatoTb Bignosigatv sumoram APy
cTaTTa «TabneTkn», OCKiSIbKN BOHA HEMAE
iHhopmauiiHoro 3micTy.

Lls 3MiHa Hece nuLle pefakuiiiHniA xapakTep i He
CTOCYETLCA 3MiHV 30BHILLIHLOrO BUrNSAAY TabneTku.
3miHu | TUNY - 3MiHK 3 SKoCTi. FOTOBWIA NiKapCbKNii

3aci6. 3MiHM Yy BUPOOHMLTBI (iHLWi 3MiHN)
YTOUHEHHS iHhopMaLii CTOCOBHO HaHECEHHS

HOMepy cepii Ta TepMiHy NPUAATHOCTI Ha CTagjisx

«PacyBaHHA» Ta «llakyBaHHs», L0 06YMOB/IEHO

TEXHO/IOMNYHOI MOX/IMBICTIO HAHECEHHSI HOMEpPY

cepii Ta TepMiHy NpuAATHOCTI — METOAO0M ApYKY B

[OMOBHEHHSA A0 METOAY HAHEeCEHHS BiATWCKY, L0
cTocyeTbecs po3ainis 3.2.P.3.3. Onuc BMPo6GHNYOro

npouecy Ta KOHTposto npouecy, 3.2.P.3.4.

KOHTpO/Ib KPUTUYHUX CTafild i NPOMiXHOT
npoaykuii, 3.2.P.3.5. Banigauis npouecy Ta/abo

oro ouiHka. 3miHu | TMny - 3MiHW 3 AKOCTI.

[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Yy BUPOOHULITBI

(iHLWi 3MiHW)
3MiHa B cTpaTerii KOHTPO/IA NOKa3HMKa
«laeHTudikavis» Ha Hepo3dacoBaHii NpoayKuji Ta
['N13, a came 3anponoHOBaHO TabneTku
Hepo3dracoBaHi KOHTPO/IOBATM 3a .
«lgeHTudpikauis» metogom MX, a pesynbtatu
nokasHuka «lgeHtudikavis» metogom MX
nepeHocATb 3 Hepo3dhacoBaHOi NPOAYKLIT B
cepTudikaT AKocTi Ha MN13. M3 KOHTPONETLCA 3a

nokasHukoMm «laeHtudikauis» metogom YO-Co. (Y

Aitovili pepakuii PeectpauiiiHoro 4oCbe KOHTPOsb

3a NoKa3HUKOM «laeHTudbikaLis» 34iCHIETbLCA Ha

Hepo3dhacoBaHiii NpoaykKLii, a pesynbTaTn
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

KOHTPOJI0 NEPEHOCATLCA B cepTUdikaT SKOCTi Ha
'N3). 3atBepaxeHo: TabneTkm Hepo3dracoBaHi -
laeHTndbikauis FoToBuiA nikapcbkuii 3aci6 -
|aeHTudikauis 3anponoHosaHo: TabneTkn
Hepo3dhacoBaHi - laeHTUdiKaLis meTogom MX
[oTOBWIA Nikapcbkuii 3aci6 — |aeHTudikauis
meTogom IMX* |geHTudpikauis» metogom Y-
CrneKkTpod)oTOMETpIED
*KOHTpONb 3a3HaYeHVX NapaMeTpiB 34iiICHIETLCSA
TiNIbKK Ha cTagii Hepo3d)acoBaHOi NPoAyKL;i, a
pe3ynbTaTu KOHTPO ByAyTb NEPEHOCUTUCS B
ceptudikat sakocTi Ha MN3). 3MiHu | Tuny - 3miHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMWLTBI (iHLWi 3MiHN) BHECEHHS 3MiH A0
peecTpaLiiHoro Aocbe, a came 3MiHa NPOBEEHHS
KOHTPO/I0 NOKa3HMKIB B PYTUHI Ta Banigawji
TEXHOOrYHOro npouecy Ana TabneTok
Hepo3gacoBaHUX. 3MiHU | TUNY - 3MiHW 3 SKOCTI.
[oTOBWMIA Nikapcbkunii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fLONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHN)
3MiHa NepioANYHOCTI KOHTPOJII0 NOKa3HUKa
«MikpobiofioriyHa yncToTa», a came NPOBEAEHHS
KOHTPOJII0 B PEXUMi MOHITOPUHTY - Ha NepLuili cepii
B poLi i He piaLue, HiX Ha KOXHiin 10-7 cepii.
3arBepmkeHo: Micns BMpobHULTBA N cepil
npenapary, Npy OTPUMaHHi MO3UTUBHUX
pe3ynbTaTiB, KOHTPOsb Byae 3AjiicHIoBaTUCS B
PEeXUMi MOHITOPUHTY, 3ri4HO NPOTOKONY 3acifaHHA
BaUlifaLiiHOi KOMiICil.
3anponoHoBaHo: KOHTPOb nokasHuka
«Mikpo6ionoriyHa YncToTa» 34iNCHI0ETLCS Ha
nepLuiii cepii B pouj i He pigLe, HixX Ha KOXHin 10-i
cepii. 3MiHu | TNy - 3MiHK 3 skoCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro
3aco06y (iHwi 3miHn) BuknageHHa Metogis
KOHTPO/O AKOCTi Ha NikapCbki 3aC06V yKpaiHCLKO
MOBOIO Yy 3B’513Ky 3 BUMOramu j0 matepianis
peecTpauiiHoro J0ChE, SiKi 3aTBEPKEHI HaKa3oM
MO3 YkpaiHu Ne 1528 Big 27.06.2019. 3MiHu |
Tnny - 3MiHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaueHuX y cneumdikauisx Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea Ad|
(iHWi 3mMiHW) NpYBEAEHHS BUMOT [0 NOoKasHuKa
«MikpobionoriyHa ynctota» B cneumdikawlii
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

BXiHOro koHTposnto Adl ETUNOBUN E®IP
ANTb®A-EPOMI3OBAJIEPIAHOBOI KUC/IOTU
BUpo6HMLUTBa TOB «®APMXIM», YkKpaiHa
BiANOBIAHO A0 akTyasnbHuX BUMor AOY/EP,
UYMHHOrO BUAAHHS. ( 5.1.4, 2.6.12). 3MiHun | Tuny -
3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuid 3aci6. 3MiHN y
BVMPOGHMLTBI (iHLWi 3MiHN) BHECEHHS 3MiH A0
peecTpauiiHoro Aocbe, a came 3miHa
nepiofMYHOCTI KOHTPOSIKO NOKA3HWKIB B PYyTUHI ANA
Macu kanibpoBaHoi Ta Macy 15l TabneTyBaHHS.
3arBepakeHo: [na Komnaekcy kanibpoBaHoro
KOHTPO/b 3a NOKA3HWKOM TpaHyIoMeTpUYHiA
cKknaf Ta Ans macu gns tabneTyBaHHA KOHTPOSb
3a NOKa3HUKaMM HacumnHa ryctTuHa, 3gaTHicTb o
ycagku, rycTvHa nicns ycafkum Ha KoXHoi nigcepii
3anponoHoBaHo: [115 KoMMekcy kanibposaHoro
KOHTPO/b 3a NOKa3HWKOM [paHyIoMeTpUYHi
cknaf Ta Ans macu ans TabneTyBaHHA KOHTPOSb
3a NOKa3HUKaMM HacumnHa ryctuHa, 3gaTHicTb [0
ycafku, rycTMHa nicnsa ycagkv B pexumi
MOHITOPMHTY Ha KOXHIl1 10-1i cepii. HagaHi 3MiHm
06r'pyHTOBaHO TWM, L0 MPOTSAroM BCbOro nepiogy
BUMYCKy NpenapaT nokasysBas CTabiNbHICTb
pesynbTaTtiB. HagatoTbcs faHi pe3ynbTaris
KOHTpONs Ans 25 cepiil.

105.

KOPOAPOH®

Tabnetkn no 200 wmr,
Ne 30 (10x3): no 10
TabneTtok y 6nictepi;
no 3 6nictepun y
KapTOHHI kopobuyj;
Ne 30 (15x2): no 15
Tabnetok y 6nicrepi;
no 2 6nictepn y
KapTOHHI KopooLli

TOB
"CaHodi-
ABeHTIC
YKpaiHa"

YKpaiHa

CaHodpi BiHTpon IHgacTpia,

®paHuis; XIHOIH 3asog,
dapMaueBTUUHIX Ta

XimiyHunx MpogaykTis MNpaiisit
Ko. Nita. MNignpremcTso 2

(nignpuemcTeo

Bepeleabxas), YropuuHa

PpaHuia/
YropwmHa

3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnx nNpo cucTemy
dhapmakoHarnsgy (BBeileHHs y3araslbHEHUX AaHNX
npo cuctemy dpapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicCHEHHS1 chapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHVKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0cO6MU, BiANOBiLabHOI 3a
3[jicHeHHs dhapmakoHarsay (BKIvarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 Y PO3MiLLEHHI
MacTep-haiina cucremu chapmakoHarnsgy). 3miHa
MicLie3HaxoMKeHHs macTep-haiina cuctemm
dhapmakoHarnsagy.
3MiHa MicLs 34iICHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.

3a
peyenmom

UA/3683/02/01

106.

KO-CEHTOP®

TabneTku, BKpUTI
NNiBKOBOIO
o06050HKot0, No 100
Mmr/12,5 wr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B

BAT
"TefeoH
PixTep"

YropumHa

BAT "T'eseoH Pixtep",

YropLwmHa (Bunyck cepii);

TOB "TeneoH Pixtep
Monbwa”, Monbwa

(KOHTPO/b SIKOCTI, A03BiN Ha
BWMYCK Cepii; BUPOBHMLTBO

YropwmHa/
MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUny - 3MiHK 3 AKOCTi. A®IL. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMMUX MEX, BU3HAYEHNUX Y creuundikaLisax
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYOTbCH Y

3a
peyenmom

UA/10087/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KapTOHHI ynakoBLi Hepo3acoBaHOro npoueci BupobHuuTea A®| (4ONOBHEHHS

NpoAyKTY, NepBUHHA
ynakoBKa, BTOPUHHA
ynakoBKa)

cneumdikavii HOBYM NOKa3HUKOM SKOCTI Ta
BiANOBIAHUM METOA0M BMNPOBYBaHHS)
[JonoBHeHHs crneumndikayii A®| SlozapTaHy kanito
napameTtpom d (10) fo TecTty «P03Mipy 4acTok»
BiANOBIAHO A0 BMMOT 3aranbHoi ctarTi EP 2.9.31.
Bn3HaueHHs po3mipy YaCTMHOK METOAOM Sla3epHOI
aundopaxkuii. 3miHn | Trny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiAHICTIO NPpUBELEHHS Y BiANOBIAHICTbL A0
MoHorpadii J®Y abo €sponeiicbkoi hapmakoner,
abo iHWOI HauioHasIbHOI hapmakonei aepxasn €C
(3miHa y cneyucpikauisix, nos'sa3aHa 3i 3MiHamMu B
[dY, abo €sponeiickkiii hapmakonei, abo iHLWii
HavujioHanbHili dhapmakonei gepxasu €C)
BunyyeHHs 3i cneumndikavii A®| SlozapTtaHy kanito
nokasHuka «Badkki MeTam» BiANOBIAHO 4O BUMOT
EP Ta npoBegeHoi ouiHkM pn3mnky 3rigHo ICH Q3D.
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyUYeHHs cepTudiikata
BiANOBiAHOCTI EBpoNeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMNOMDKHOT peyoBuHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWi
cepTuduikart Bif yxe 3aTBepKeHoro BupobHuka
MoaaHHA OHOBIEHOTO cepTudikaTta BiANoBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2009-194-
Rev 03 ansa gitoyoi pevoBuHY Losartan potassium
BiJ BXe 3aTBepmxeHoro supobHnka GRANULES
INDIA LIMITED. 3MiHn | TUny - 3MiHU 3 SKOCTi.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(mopaBaHHsA abo 3aMiHa (3a BUHSATKOM aKTUBHOT
peyoBUHM 6i0N0riYHOro abo iMyHOOrYHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3
BiZANOBIAHUM METOAO0M BMNPOGYBaHHS 3a
pe3synbTaTamu focnigkeHb 3 6e3neku abo SKOoCTi)
[lonoBHeHHs cneumndikayii A®| SlozapTaHy kanito
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Ha Bunpo6ysaHHs gomiwku N-Nitrosodibutylamine
(NDBA) not more than 0.177 ppm 3 BignoBigH1M
METOA0M BUNPOGYBaAHHS, L0 06YMOB/IEHO
oHoBsieHHsIM CEP Big Bupo6Huka A®| Granules

India Limited, IHAis. 3MiHu | TUNY - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAyKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea Ad|
(mopaBaHHsA abo 3aMiHa (3a BUHSITKOM aKTUBHOT
pevoBUHM 6iONOrIYHOrO abo iIMYHONMOTYHOTO
NOXOPKEHHS) NapameTpa cneyudikauii 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pesynbTaTamu AOCNifKeHb 3 6e3nekn abo SKOCTi)
[JonoBHeHHs crneumndikayii A®| SlozapTaHy kanito
Ha BunpobysaHHA fomiwok N-Nitrosodiethylamine
(NDEA) not more than 0.177 ppm Ta N-
Nitrosodimethylamine (NDMA) not more than
0.640 ppm 3 Bi4NOBIAHNM METOA0M
BUNPOOBYBaHHS, LLI0 06YMOB/IEHO OHOB/IEHHAM
CEP Big Bupo6HukiB A®| Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii Ta Granules India
Limited, IHAgja. 3MiHn | TURY - 3MiHK 3 AKkocTi. AdL.
KoHTponb Adl. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXifHOrO MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®I (iHwi 3MiHM y meTogax
BMNPOOYBaHHSA (BK/TOYaoumn 3amiHy abo
[ONoOBHEHHA) AD| abo BUXiAHOro/NPOMIKHOrO
npoaykTy) JofaHHa MeTofy BUNPOGYyBaHHSA

HiTpo3amiHie (NDEA, NDMA, NDBA ) 3
nepexigHumMu nimitamu, a came 0.177 ppm gns
NDEA T1a 0.640 pmm ans NDMA T1a 0.177 ppm

BMPOBHUKA BUXIAHOro/NPOMIKHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y

KOHTpOsto sikocTi) AdI (3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili

(npoBoauTbes Analytical R & D) ana gomuiwok N-

ans NDBA signosigHo fo Commission Decision
no. C(2019)2698 ta EMA/217823/2019. 3miHu |
My - 3MiHK 3 AkocTi. APl BupobHMUTBO. 3MiHa

BMpo6HUYOMY npoueci ADl, abo 3miHa BUPOGHMKA
(BKtOYatOUN, fie HeOb6XIAHO, MicLie NPOBeAEHHSN

hapmakonei y 3aTBepaxeHoMy A0CbE)(iHLWi 3MiH)
[opasaHHa nabopartopii Analytical R & D Sp.

Z.0.0., Lodz, MNonbLua, ae npoBoAUTLCA

TEeCTYBaHHA HITPO3aMiHiB. 3MiHW | Tuny - 3MiHK 3
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

akocTi. CepTudikaTt BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONEeiChbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IyYeHHs cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ansa
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; onsa [ONOMIXKHOT pevoBuHU (cepTudikat
BiANOBIAHOCTI EBponelichbki hapmakone) -
OHoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKa - MoJaHHsA OHOBMEHOrO cepTudikata
BiAnoBigHOCTI EBponelickkiin hapmakonei Ne R1-
CEP 2010-139-Rev 02 ans gjito4oi pe4yoBuHn
Losartan Potassium Big BXe 3aTBepaKeHoro
BMpo6HMKa Zhejiang Huahai Pharmaceutical Co.,
Ltd. 3MiHu | Tuny - 3miHK 3 AkocTi. APL. KoHTposib
A®l. 3viHa y napameTpax cneuudikauiii Ta/abo
O0NYCTUMKX MEX, BUSHAYEHMX Y crieumdikalisx
Ha A®l, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea A®| (qogasBaHHs abo
3aMiHa (3a BUHATKOM aKTVBHOI peYOBUHN
6ion0riyHoro abo iMyHOMOrYHOrO MOXOMKEHHS)
napameTpa cneuudikauii 3 BignoBigHNM METOAOM
BUMNPOOYBaHHA 3a pe3ynibTaTamu AOCNIMKEHb 3
6e3nekn abo sakocTi) loNnoBHEHHA crneumdikavii
A®| NlozapTaHy kanito Ha BUNPOGYBaHHS AOMILLKN
N-Nitroso-N-methyl-4-aminobutanoic acid (NMBA)
not more than 0.640 ppm 3 BignNoOBiAHUM METOAOM
BUMPOOYBaHHS, LLIO 06YMOB/IEHO OHOBJ/IEHHAM
CEP Big Bupo6Huka A®| Granules India Limited,
IHAiA. 3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyUYeHHs cepTudiikata
BiANOBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoOro
matepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTuduikar Bif yXe 3aTBepKeHOro BUpobHuKa -
MoaaHHA OHOBMIEHOTO cepTudikaTta BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2009-194-
Rev 02 (3aTBepmkeHo: R1-CEP 2009-194-Rev 01)
018 Aiyoi pedoBmHKM Losartan potassium Big BXxe
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBepaxeHoro BupobHnka GRANULES INDIA
LIMITED.
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNyUYeHHs cepTudiikata
BiANOBiAHOCTI EBpoNeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[OMNOMDKHOT peyoBuHY (CepTuddikaTt BiAMNoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWi
cepTuduikar Bif yXe 3aTBepKeHOro BUpobHuKa -
MoaaHHA OHOBIEHOTO cepTudikaTta BiANoBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-139-
Rev 01 (3aTBepmkeHo: R1-CEP 2010-139-Rev 00)
0N Aioyoi peyoBrHM Losartan Potassium Big, Bxe
3aTBepMKeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., sk HacnigoK 3MiHn y
cneundikauii Ta Metogax KoHTpono Adl, 3o0kpema
[OMOBHEHHSA MOKa3HVKaMM JOMILLOK HITPO3aMiHiB
N-Nitrosodimethylamine (NDMA not more than
0.640 ppm ), N- Nitrosodiethylamine (NDEA not
more than 0.177 ppm) 3 BigNoBiZH/M METOAOM
ra3oBol XpomMaTtorpadielo —Mac-cnekTpomMeTpielo.

107.

KOTENNIK®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO10, No 20
Mr; no 21 TabneTui y
6nicTepi; no 3
6nictepn y
KapTOHHI KOpo6Lii

®.XothcpmaH
H-N1a Poww
nTg

LLiseiiuapi
a

Brpo6HuLTBO
Hepo3dhacoBaHOT MPOAYKL;i,
BUNPOBYBaHHS KOHTPO/IO
akocTi: ®.XodpmaHH-/15
Pow Nta, Weeliuapis;
BUPOGHULTBO
Hepo3chacoBaHOT NPOAYKL;i,
BUNPOBYBaHHS KOHTPO/O
SAKOCTi Npu cTabinbHOCTI Ta
BMMNYCKY (OKpPIM
MiKpO6IOI0riYHOT YACTOTH):
Ekcenna M'm6X eHp, Ko. KT,
HimeuunHa; BunpobysaHHs
KOHTPO/O AKOCTI:

. XodpdpmaHH-/159 Pow J1Ta,
LLiseiyapis; BuNpobyBaHHA
KOHTPO/O AKOCTI Npnt
CTabiNbHOCTI Ta BUNYCKY
(mikpobionoriuHa uncroTa):
JNTABOP /1C CE eHg Ko. KT,
HimeuuunHa; MepBuHHE Ta
BTOPUHHE NaKyBaHHS,

LLIseliyapisi/
HimeuunHa/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. KOHTPO/1b AONOMDKHUX PeYOBUH. 3MiHA Y
MeTofax BUNpOoGYyBaHHS AOMOMIKHOI peHOBUHM
(He3HauHi 3MiHM y 3aTBEpMXEHUX MeTogax
BMNPO6YBaHb)

BBE/EHHS 404aTKOBOrO (a/lbTEPHATUBHOIO)
meToay BunpobysaHHA(IR method using an
attenuated total reflectance (ATR) unit)
ineHTubikauil Tasibky 418 4OMOMDKHOI PEYOBUHMN
Opardy Il White 85F18422 ans BUpoGHWYOI
ninbHUUi Ekcenna M'm6X eHg Ko. KT
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHs
[OMOMDKHOT peYOBMHY (HE3HAYHI 3MiHN Y
3aTBEPMXKEHNX METOoAaX BUNPOGYBaHb) BBEAEHHS
[04aTKOBOro (a/lbTEPHATUBHOIO) MeToay
BMNpo6yBaHHs(sample concentration and amount
of dispersion dried, 2.6 g in 20 ml and 2-3 ml), wo
BMKOPUCTOBYETLCA A5 (DOPMYBaHHS MiBKN

3a
peyerimom

UA/15199/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

BUMPOOYBaHHS KOHTPOJO
AKocTi: Jenbdapm MinaHo,

C.P.N., Itanisa; Bunyck cepii:

®.XochbdpmaHH-/15 Pow /174,
LLiBeiiuapis

JonomikHoi pevoBuHy Opardy Il White 85F18422
ans BupobHuYoT ainbHuui Ekcenna rméX eHg Ko.
KI'. BBefeHHs 3MiH NpoTsArom 6-Tv MicauiB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHN y npoLieci BUPO6HMULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOHAKUM NPOMKHUIA
NPOAYKT, LLLO 3aCTOCOBYETHLCS NPU BUPOOHULTBI
roTOBOro NikapCcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpO6HULITBA)

He3HayHa 3MiHa y npoueci BUpobHuuTBa
(mopaBaHHA CUNN CTUCHEHHS TabneTyBaHHA 5 —
11 kN) ons BUpo6HWYOi ainbHuui Ekcenna M6X
eHf Ko. KI'. BBefieHHS 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepmxeHHs. 3MiHun | Tuny - 3miHun 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLITBA
rOTOBOrO NiKapCbKOro 3acoby, BKIYaUn
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BUPOBHULTBI rOTOBOTO JliKApCLKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA)
He3HayHa 3MiHa y npoueci BUpo6HMLUTBa
(oopaBaHHSA LWBWAKOCTI PO3NUAEHHS A5 NOKPUTTA
Tabnetok 70-100 g/min) Ana BUPOBHWUYOT AiNbHULI
Ekcenna 'm6X eHg Ko. KI'. BBeeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gogaBaHHs AiNbHWLI, Ha KN
3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii)
BBE/leHHs A0aTKOBOI AinbHuLi Exkcenna M6 X
eHg Ko. KI', HimeyunHa 3 BUNpPo6yBaHHS KOHTPOSTO
AKOCTI Npun cTabiNbHOCTI Ta BUMYCKY(OKpiM
MiKpOOGIO/IOriYHOT YACTOTH), & TaKOX BHECEHHS
JeTanizauji 4o 3aTBEpPAKEHNX BUPOOHMKIB, a
came: Wwo AinbHnua ®.XoddmaHH-/1a PoLwu
N1pa(Basens) - 34ilicHI0E BUNPOBYBaHHA KOHTPOSIO
AKOCTi Npwn BUNYcKy (MikpobiosoriyHa uncrora);
AinbHUua ®.XoddmaHH-/1a Pow /114
(KalicepayrcT) - 3qjiicHi0e BUNPOGYBaHHS
KOHTPOJI0 SIKOCTi NP BUMYCKY (OKPiM
MiKpOG6ioIorivyHOI YNCTOTH); AinbHUUA dendapm
MinaHo, C.P./1. - 3ailicHi0e BUNPOGYBaHHS
KOHTPO/O SIKOCTi Npu cTabinbHOCTI. BBEAEHHSA
3MiH NPOTArom 6-TW MiCALIB NicNa 3aTBePIKEHHS
3MiHu | TMNY - 3MiHK 3 skocTi. FoTOBMIA Nikapcbkuii
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofgaBaHHsa AiNbHWLI, Ha KN
3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii)
BBeleHHs AoaaTkoBol AinbHuui fladop IC CE eHf
Ko. KI', HimeuyunHa 3 BUNpo6yBaHHS KOHTPO/TO
SIKOCTi NpW CTabiNbHOCTI Ta BUMYCKY
(mikpobionoriyHa uyncroTa). BBefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MmiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUpo6HULTBI. 3amiHa abo
BBEEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA 415
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOIO /liKapCbKOro 3acoby (AinbHULSA, Ha AKil
npoBOAATLCA 6yAb-AKi BUPOGHMYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPOIIO AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HEeCTepUIbHUX NiKapcbknx 3acobiB) BBEAEHHS
nofatkoBoi ainbHULi Ekcenna Mv6X eng, Ko. KI,
HimeuunHa ans BupobHuLTBa Hepo3dacoBaHol
npoaykuii. BBeeHHs 3MiH NpoTArom 6-Tu MicAuiB
nicns 3aTBepAKeHHs

108.

KPEMIEH

ma3b, no 15 r a6o 30
ry Ty6i; no 1 Ty6i B
nauui

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpvemMcTs
0 "Cnepko
YKpaiHa"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcbke MigNnprMeMCTBO
"Cnepko YkpaiHa"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa y MeToAax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHWwi 3MiHM y meTofgax
BMNPO6YBaHb (BK/IOUauM 3aMiHy abo
[ONOBHEHHS)) — 3MiHa MeToAy BunpobyBaHHA 13
3a NokasHUKOM «KinbKiCHe BU3HaYEHHS.
[eHTamiumH». BBeeHHS 3MiH NpoTArom 3-X
MicsLiB NicNs 3aTBEPAKEHHS.

3a
peyernmom

UA/2099/01/01

109.

KCANONTUK
KOMBI

Kpansi O4Hi, pO34nH,
no 2,5 mn y conakoHi
3 Kpane/ibH1LIeto; Mo
1 a6o no 3 chriakoHu

dapmaLesT

WNYHWIA 3aBOf

"MONIb®AP
MA" C.A.

MonbLa

TaexyH ®APM. Ko. JiTa,

Kopes (BMpo6HMLTBO 13,

nepByHHE Ta BTOPUHHE
nakyBaHHA, KOHTPOJ1b

Kopes/
MonbLwa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
YTOUHEHHS peecTpauiiiHol npoueaypu B Hakasi
MO3 Ykpainu Ne 1053 Big 20.06.2022 - 3miHu Il
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.

3a
peyenmom

UA/13411/01/01

AKOCTI); PapMaLeBTUYHWIA
3asog, "Monbapma" C.A.,
MonbLya (BTOPUHHE
nakyBaHHs!, KOHTPO/Tb AKOCTI

3 KpanesnbHULE B
KapTOHHI Kopo6Lii

3MiHV Yy BUPOOHMUTBI (iHLWWi 3MiHW) - 3MiHK Y
npoueci BUpo6HuLTBa /13 BHACNiA0K BBEAEHHS
HOBOro Npunagy HanoBHeHHA. 3MiHa
3anpornoHoOBaHO 3 METOK YAOCKOHaUTEHHS NpoLecy

'N3 Ta Bunyck cepii)

BMPOGHMLTBA, @ TakoX A5 36iNbLUEHHS KiTbKOCTI
HanoBHEHHSA (pakoHiB 3a 1 XB.

110.

KCAPENTO®

TabneTku, BKpUTI
NiBKOBOO
060/10HKOH0, No 10
mr; Ne 5 (5x1): no 5
TabneToK y 6nictepi;

Baviep Al

HimeyunH
a

Baviep Al

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI
Ta (hapmakoHarnagy. 3miHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeNYHOro

3a
peyenmom

UA/9201/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

no 1 6nictepy y
KapTOHHIM naui; Ne
10 (10x1), Ne 100
(10x10): mo 10
TabneTtok y 6nicrepi;
no 1 a6o no 10
6nicTtepiB y
KapTOHHIN nayui

3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavjiiiHuii nepiog,
a60 K pe3ysibTaT OLiHK/ 3BITY 3 AOCNILKEHD,
npoBefeHnX BigNoBIAHO [0 NNaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM OpraHom). 3MiHu
BHECEHO A0 IHCTPYKLiT 418 MeAnYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mepefo3yBaHHA" BiAMNOBIAHO A0 pekomMeHAaLi
PRAC EMA. BBefieHHA 3MiH NPOTAroM 4 Micauis
nicns 3atBepgkKeHHs. 3MiHn Il Tuny - 3miHn Wwoao
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy.
3MiHM y KOPOTKi/i XapakTepuCTuL NlikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHnUMy 3 SKOCTI, AOKAIHIYHUMM, KiHIYHUMK
JaHuMu Ta faHnmu 3 hapmakoHarnsgy.
3MiHV BHeceHo A0 [HCTpyKUii Ana MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"apmakonoriyHi BnactmsocTi”, "OcobuBi 3axoam
6e3nekun”, "OcobMBOCTI 3acTocyBaHHs", "Cnocio
3acTocyBaHHsa Ta gosu", "[itn", "Mo6iyHi peakuii”,
"TepMmiH npugartHocTi” (gogaHa iHchopmavis woao
TepMiHy 36epiraHHs NoApiGHEHNX TabneTok)
BIANOBIAHO A0 iH(hOpMaLi, fka 3a3HayveHa B
marepianax peecTpauiiHoro gocke. BBegeHHs
3MiH NPOTArom 4 MicsILiB MicNs 3aTBEPKEHHS.
3MiHn Il TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. IHwi 3miHu, siki He BBIALWIN Y
Leli po3ain, ski BKIYaTb NoAaHHSA pe3ynbTaTiB
[OCNiHKEHb O KOMNETEHTHOIO opraHy. 3miHu
BHECEHO A0 IHCTPYKUiT 4518 Mean4HOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"Oco61mBOCTI 3acTOCYyBaHHA" BifgMNOBIAHO A0
ocTaTtovHux gaHux gocnigpkeHHss CASSINI wopo
3aCTOCYBaHHS NiKapcbKoro 3acoby y nauieHTiB 3
OHKOJTOTIYHUMW 3aXBOPIOBaHHAMUW. BBefeHHS 3MiH
NpoTSArom 4 MicsiLiB MicNsi 3aTBEPAKEHHS.

111.

NA3O0/IBAH®

PO34uH ANs iHGy3il,
15 mr/2 mn; no 2 mn
B amnynax; no 10
amnyn y KapTOHHIl
Kopoo6Li

TOB
"Onenna
Xenckea
YKpaiHa"

YKpaiHa

BepiHrep IHrenbxaim
EcnaHa, CA

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; nns BUXigHOrO

3a
peyenmom

UA/3430/04/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

matepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[OMNOMDKHOT peyoBuHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - HoBuii ceptudiikat
Bifi HOBOrO BMPOGHMKa (3aMiHa ab0 AONOBHEHHS)
noAaHHA HOBOro cepTudikarta BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2004-201-
Rev 03 ans fitoyvoi peyoBMHU aMGPOKCoy
rigpoxnopvay Bif HOBOrO A04aTKOBOrO BUPOGHMKA
Shilpa Medicare Limited, India. 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaTt BiAgnoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTta BifAnoBigHOCTI
€Bponevicbkiin hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/NpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; Ans [ONOMIXHOT peyoBuHU (cepTudikar
BiANOBiAHOCTI EBponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEPAKEHOrO
BMPOGHMKA - MOAAHHSA OHOBJIEHOTO cepTudiikara
BiAnoBiaHOCTI EBponelickkili hapmakonei Ne R1-
CEP 2004-201-Rev 04 ans gito4oi peyoBuHu
ambpokcony rigpoxsopuay Big Bupo6Huka Shilpa
Medicare Limited, India, Ta, siK Hacnigok
YTOYHEHHS Yy afpeci BAPOOHUYOIT AiNbHALL.

112.

NAHTYC®
COJ/IOCTAP®

PO34UH NS iH'EKLNA,
100 Oga./mn; Ne 5: no
3 My KapTpuaxi,
BMOHTOBaHOMY B
O1HOPAa30BY LUNPULL-
pyuKy (6€e3 ronok
Ons iH'ekujin); no 5
LLINPULL-PYYOK Y
KapTOHHI KOpo6Lii

TOB
"CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

CaHodpi-ABeHTic [oiiunaHg

meX

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI
Ta thapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnx nNpo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHNX
npo cuctemy dpapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
3AiicCHEHHS1 chapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHVKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0CO6MU, BiANOBiLabHOI 3a
3[jicHeHHs hapmakoHarnsay (Bkyatoum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-gaiina cuctemy papmMakoHarssgy) 3miHa
MicLie3HaxXoMKeHHs macTep-haiina cuctemm
chapmakoHarnsgy.
3MiHa MicLs 34iICHEHHS OCHOBHOI AisifIbHOCTI 3
dpapmakoHarnsay

3a
peyenmom

UA/8106/01/01

113.

NAPHAMIH®

rpaHynu ans
OpasIbHOIO PO3YMHY,
3r/5r;,n05rB

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | Tuny: 3MiHK 3 aKocTi. A®Il. KoHTponb AdL.
3miHa y napameTpax cneuudikauin Ta/abo

3a
peyenmom

UA/13304/02/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

cawe; no 10 a6o no
30 cawe y nauui 3
KapTOHY

O0NYCTUMKX MEX, BUSHAYEHMX Y crieumdikalisx
Ha A®l, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BMpo6HuuTBa Ad| (BUIyYEHHSN
He3Ha4yHOro MokasHuka SKocTi (Hanpuknag
BWYYEHHS 3acTapifioro nokasHuka) - 3miHa 'y
napameTpax cneundikauii A®l, a cave
BWIYYEHHS po3finy «bakTepiasibHi eHO0TOKCUHN,
OCKi/IbkM Npenapart JlapHamiH®, rpaHynu ans
0OpasIbHOr0 PO3UMHY HE € iH'EKLIAHNM NiKapCbKUM
3aco60M; 3MiHu | TUny: 3MiHK 3 AKocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikaisx Ha A®l, abo BYXiZHWUIA/NPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci Bupo6HuuTea A®| (3By)XXEHHS JOMyCTUMUX
MeX, BU3HaYeHuX y cneuudikadii) - amiHa y
napameTpax crneuudikauii APl 3a NoKasHUKOM
«KinbKicHe BU3HAYEHHS», a came 3BY)KEHHS
BEPXHLOI MEXW HOPMYBaHHSA NokasHuka 3 «102,0
%» Ha «101,0 %». BunyueHo popmyny
po3paxyHKy, MeToAVKa BU3HAYEeHHs 3a/mlleHa 6e3
3MiH; 3MiHuK | TUNY: 3MiHK 3 SKocTi. APl. KoHTponb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
O0NYCTUMKX MEX, BUSHAYEHMX y crieumdikalisix
Ha A®I, abo BMXigHWUA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci Bupo6HuuTBa Ad| (BUIyYEHHSN
He3Ha4yHOro MokasHuka SKocTi (Hanpuknag
BW/TyYEHHS 3aCTapisIoOro NOKasHUKa)) - 3mMiHa y
napameTpax cneuudikauii A®l, a came BUIy4eHO
po34in «PO3UMHHICTb»; 3MiHKM | TUNy: 3MiHK 3
AKocTi. A®l. KoHTponb AdI. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea Ad|
(oonoBHEHHS cneumaikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) -
3MiHa y napameTpax crneumndikauii A®l, a came
BBOANTLCA HOBWIA po34in «CTOPOHHI JOMILLKN>».
Bn3HaueHHs NpoBOASATb METOLOM
amiHOKMCMOTHOro aHanisy (4®Y*, 2.2.56, metoa
1), BUKOPUCTOBYHOUM MOCTKOTIOHOUHY
AepviBaTu3auito aMiHOKUCOT HiHMAPUHOM i3
nogasibLMM iX PO3AiNeHHAM METOL0M
o6epHeHoasoBoi BEPX (O®Y*, 2.2.46, 2.2.29);
3MiHY | Tuny: 3miHun 3 skocTi. APl. KoHTponb API.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3miHa y napameTpax cneuudikauin Ta/abo
[OMYyCTUMMUX MeX, BU3HAYEHNX Y crieumadikaLisx
Ha A®l, a60 BUXiLHWIA/NPOMIXHWI
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMLUTBa AD| (BUNYUYEHHS
HEe3Ha4YHOro NokasHmKa AKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)) - 3miHa y
napameTpax crneuudikauii, a came po3gin «IHuwi
aMiHOKMCNOTU» BUYHAETLCA, TaK K BBOAUTLCA
po3ain «CTOPOHHI AOMILLKWy». BU3HaueHHs
CTOPOHHIX JOMILLOK MPOBOAUTLCA METOAOM
amiHOKMCNOTHOro aHanisy (A®Yy*, 2.2.56, metos
1), BUKOPUCTOBYHOUW MOCTKOSIOHOYHY
[epuBaTnsauito aMiHOKUC/OT HiHTIAPYHOM i3
noAasTbLLIMM X PO3AINEHHAM METOA0M
obepHeHoazosoi BEPX (4dY*, 2.2.46, 2.2.29).
[JaHuii meTog € 6inbLL TOYHUM, HOPMYBaHHS
[OOMILLIOK 3BY)XXEHO; 3MiHM |l Tuny: 3MiHW 3 AKOCTI.
A®I. (iHwWi 3miHW) - 3miHa 3 skocTi Adl, a came
oHoBNeHHss AM® Big Evonik Rexim S.A.S.,
PpaHLis. B NOpiBHAHHI 3 3aTBEPL)KEHOIO Ta
3anpornoHosaHoto Bepciamn M®, 3miH, Wo
MOXYTb BM/IMBATW Ha AKICTb FOTOBOrO NPOAYKTY He
Bigbynocs. flitoya pegakuin: AM®- sepcis 2019
1.0. NMponoHoBaHa pegakuis: AM®- Bepcis 2020-1

114.

NAPHAMIH®

rpaHym ans
Opa/IbHOTO PO34NHY,
3r/5r,no5re.
cawe, no 10 a6o 30
cawe y nauui 3
KapTOoHY

AT
"®papmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis:
3Mminu |l Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBO.
3MiHa BUPOGHYVKa BUXIiAHOTO/MPOMIXHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
(BKTOvatoun, fie HeobXigHO, MicLe MPOBeAEHHS
KOHTpOst0 sikocTi) ADI (3a BigCyTHOCTI
cepTuduikarta BignoBigHOCTI €EBpONEeNchKii
thapmakonei y 3aTBepXeHOMY [0Cbe)(BBEAEHHS
HOBOro BMpOo6HUka AP| 3 HagaHHSAM MacTep-
tharina Ha A®I) oo cknagy npenapaTy BBOAUTLCS
cy6cTaHuis L-opHiTuHY L-acnaptat
aNbTepHaTMBHOIO BUPOGHMKa hipmn «Kyowa
Hakko Bio Co., Ltd.», AnoHis, DMF sikoro
HafaeTbecs.

6e3
peyenma

UA/13304/02/01

115.

NEBOAAP

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, Mo 250
Mmr no 6 a6o 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHIN nayui

AAP dapma
®3-/171C

O6'efHaHI
Apabebki
Emipatun

3im JlabopaTopis NlimiTeq,

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapPCbKNi
3aci6. KOHTPO/1b rOTOBOrO NiKapCbKOro 3acoby
(iHWwi 3miHM) PeparyBaHHS TEKCTY 3aTBEpKEHNX
MeTOoZIB KOHTPOSO AKOCTi 6€3 3MiH Yy BifnoBigHMX
po3ginax peecTpaduiiHoro gocke 3.2.P.5.1.
Cneuundpikauis Ta 3.2.P.5.2. AHaniTUYHI METOAMNKN.

3a
peyenmom

UA/17911/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
116. | NEBOAAP TabneTku, BKpUTI AAP dapma | O6'egHaHi 3im Nlabopartopis JlimiTeps, IHAjs BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/17911/01/02
NNiBKOBOIO P3-N1/1C Apabebki 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA NiKapCbKuii peyenmom
060/10HKOH0, Mo 500 Emipatun 3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
Mr no 10 TabneTtok y (iHwWi 3miHM) PegaryBaHHS TEKCTY 3aTBEPAKEHNX
6nicTepi, no 1 MEeTO/IB KOHTPOJItO AKOCTi 6€3 3MiH y BiANOBiAHNX
6nictepy B po3ginax peectpadiiHoro gocbe 3.2.P.5.1.
KapTOHHI nayui Cneuudpikanis Ta 3.2.P.5.2. AHasliTU4Hi MeTOAVKN.
117. | NETPO30/1- TabneTku, BKpUTI TOB «TeBa YkpaiHa BUPOGHMLTBO, NEPBUHHE Ta I13pains/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3a UA/13315/01/01
TEBA nAiBKOBOO YkpaiHa» BTOPVHHE NakKyBaHHS, YropLmHa 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKO0, 2,5 Mr KOHTPO/Ib SKOCTi, BUMYCK HalilMeHyBaHHs Ta/abo agpecu Micud
no 10 Tabnetok y cepiii: Tesa ®apmaveBTikan NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
6nictepi; no 3 IHgacTpi3 /T4, 13painb; rOTOBOrO JIiKApCbKOro 3acoby, BKIUaUn
6nicTepu y kopobu, NepBrHHE Ta BTOPVIHHE AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
nakyBaHHs1, KOHTPO/Ib SAKOCTI, KOHTPO/I0 SAKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae
BWMYCK cepiii: AT BMPOGHUK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)
dapmaueBTUYHNI 3aBOS, 3MiHa Ha3BM OAHOrO i3 3aTBEPAKEHNX BUPOOHUKIB
TeBa, YropLmHa N3, 6e3 3MiHK Micus BUPOOHMLTBA. 3MiHU
BHECEHI B iHCTPYKLIit0 A1 MEANYHOrO
3aCcTOCyBaHHS NikapCbKoro 3acoby y po3gin
"Bypo6HMK" 3 BiANOBIAHUMY 3MiHAMYW B TEKCTI
MapKyBaHHS YNakoBOK.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEPAKEHHS.
118. | NEP/IOK TabneTku, BKpUTI MpAT Ykpaina MpAT "®apmaveBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/4427/01/02
NNiBKOBOIO "®apmaueBT hipma "OapHuus” 3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKuii peyenmom
060/10HKO10, 1Mo 500 nyHa pipma 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
Mmr, no 5 TabneTok y "NapHnus” (BK/KOUAlOUM giana3oH po3mipy cepii) roToBOro

KOHTYpHIlA
YapyHKOBIli
ynakosuj; no 1
KOHTYpHIlA
YapyHKOBIli ynakoBLi
y nayui; no 10
TabneTok y
KOHTYpHil
YapyHKOBIl
ynakosui, no 10
KOHTYPHUX
YyapyHKOBUX
yNaKoBOK Y nauLli

nikapcbKoro 3acoby (36inbweHHs fo 10 pasis
MOPIBHSHO i3 3aTBEPIKEHUM PO3MIPOM) BBELEHHS
[04aTKOBOro po3mipy cepii /13, 3aTBepAXeHo:
31, 35024 «r (9,5 Tnc.yn.) 3anponoHosaHo: 31,
35024 kr (9,5 Tuc.yn.); 94, 5 kr (28,5 Tuc.yn.).
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapPCbKNi
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BKIKOYAlOUM giana3oH po3mipy cepii) roToBoro
nikapcbKkoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH
bo 3.2.P.3.2. Cknag Ha cepito, 30Kpema:
[OMOBHEHHSA 3a3Ha4YeHNX Po3MmipiB cepiit 13
iHchopmaLieto LWoA0 KiTbKOCTi ynakoBOK. 3MiHM |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHV Y BUPOOHULTBI. 3MiHK Y npoLieci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETHLCH NPY BUPOGHULITBI FOTOBOrO
nNikapcbkoro 3acoby (iHLi 3MiHM) BHECEHHS 3MiH 40
p. 3.2.P.3. MNpouec BMpo6HULITBA FOTOBOTO
nikapcbKoro 3acoby, 3okpema: - Ha cTagii 4
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

"HaHeceHHs nniBKOBOT 060/10HKM" onepauii 4.2 -
napameTp "Temneparypa tabnertok-saep”
3aMiHEHO Ha "TemnepaTypy BUXigHoOro nositps"
(3B'A3Ky i3 36i/IbLLEHHAM 06'eMy cepii 3arpy3ka B
YCTaHOBLIi AN HAHECEHHA NOKPUTTA
36iNbLUYETHCSA, BUMIPIOBAHHS TemnepaTypu
BVXifHOrO MOBITPS Aal0Tb GiSlbLL TOYHI
pe3ynbTaTu, HiX 3amipu TeMnepaTtypu okpemux
Tabnet-agep); - Ha cTagji 5 "MNakyBaHHs i
MapKyBaHHA" onepauii 5.3 Yknagka navok B
rohpokopo6, MapkBaHHS - BUTyYEHO BK1afaHHs
TanoHy nakyBasibHVKa, OCKifIbkn onepawis
NPOBOAUTLCS aBTOMATUYHO; - HE3HAYHI peAakuiliHi
npaBKy Ta YTOYHEHHS.

119.

MEAPO/TIH

PO3YUNH NS iH'EKLNA,
30 mr/mn no 1 mn
PO34MHY B amnyni;
no5awmnyny
KOHTYPHIl
YapyHKOBIli
ynakosuj; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B KAPTOHHIli Kopobui

TOB
"YOP/I
MEAMLIH"

Ykpaina

K.O. Pomdpapm KomnaHi

C.P.N.

PymyHis

BHECEHHS 3MiH [0 peecTpaliinHux maTepiais:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) BunpaBneHo TeXHiYHy

NOMWSIKY Y TEKCTi MapKyBaHHS BTOPUHHOT
yNaKkoBKM NiKapCbKOro 3acoby: 3aTBepmaXeHo:
11.HAMMEHYBAHHSA | MICLIE3HAXOI)KEHHA
B/IPOBHUKA TA/ABO 3AABHUKA
3asABHUK/BIACHUK peecTpauiiiHoro NoCBifYEHHS:

TOB «YOP4 MEONLUMNH», Ykpaita. YOPN[

MEAVLVH ITAY CAH. BE TISK. A.LL.,
TYPEYUNHA. Bupo6Huk: dapmaBixH CaH. Be
Tipx. A.LL., TypeuunHa (JasyTnawa Mxan. Nel45,
Tonkani, Ctambyn). 3anponoHOBaHO:
11.HAUMEHYBAHHS | MICLEE3HAXOKEHHS
B/IPOBHUKA TA/ABO 3AABHUKA
3aABHUK/BMACHUK peecTpauiiHoro NoCBifYeHHs:
TOB «YOP/4 MEAVNUWH», YkpaiHa. Bupo6Huk:
dapmaBixH CaH. Be Timk. A.LL., TypeuumHa
(OasyTnawa [xag. Nel45, Tonkani, Ctambyn).
3a3HayeHe BMMNpaB/iEHHS BigNoBigae MaTepiasiam
peecTpauiiHoro Aocbe.

3a
peyerimom

UA/14770/01/02

120.

METEOCHNA3MI
n

Kancynu, no 10
Kancyn y énicrepi;
no 2 aéo no 3
6nictepn y

Na6opaTtopii
Mavioni
CniHgnep

®paHuisa

BVPOGHMLTBO

Hepo3dracoBaHOT NPOAYKL;i:

Nab6opaTopii ManeHik
BepHiH, ®paHuis

®paHuis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHu | TUNY - 3MiHKM Woa0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX gaHnx npo cuctemy

6e3
peuenma

UA/8767/01/01

KapTOHHi KopooLyi nepBUHHA Ta BTOPUHHA
ynakoBka, KOHTPO/b AKOCTI,
BiANOBIAa/IbHWI 3a BUMYCK
cepii:
Na6opaTtopii Maiioni
CniHgnep, ®paHuis

thapmakoHarnagy (BBeAEHHS y3arasibHeHVX JaHux
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
3AificHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6u, BignoBifanbHOT 3a
3[jiicHeHHs1 hapMakoHarnsay (Bkiyarum
KOHTaKTHi AiaHi) Ta/abo 3MiHW1 Y pO3MiLLeHHI
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ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa
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Homep
peecmpayitiHo2o
nocsioYeHHs1

macTep-aiina cuctemy papmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHUKA, BiANOBiLaIbHOT
3a 3fiiicHeHHs dhapmakoHarnsgy. [iloya pegakuis:
Amel Saadi. MponoHoBaHa pepakuisi: Amelie
Legrand. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0C06M 3asIBHUKA, BiAMNOBIAANLHOI 32 34iACHEHHS
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS
OCHOBHOI AiiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina
cucteMun rapmakoHarnsgy.

121.

METOTPEKCAT
"EBEBE"

PO3YUH NS iH'EKLNA,
10 mr/mn no 1 mn
(20 wmr), mo 5 mn (50
Mr) y dp1iakoHi; no 1
dnakoHy B
KapTOHHI kopobuy;
no 0,75 mn (7,5 wr),
no 1 mn (10 mr), no
1,5 mn (15 mr), no 2
M (20 mr) y
nonepegHL0
3anoBHeHOMY
wnpui; no 1 aéo no
5 nonepeaHL0
3anoBHeHUX
wnpuuis y
KapTOHHI KOpo6Li
pasom 3i
CTEpUIbHOI
iH'EKLIAHOIO roMIKoKo
Ta cepBeTkamu

EBEBE
Papma
lec.m.6.X.
Hdor. K

ABCTpIst

MOBHUIA LIMKN BUPOBHULTBA:
PAPEBA YHTepax 'mM6X,
ABTpIsi; BUNYCK Cepii:
EBEBE ®apma Nec.m.6.X.

Hdor. K, ABCTpis;
TecTyBaHHA:MI/1
Mikpobionoriwec

Mptochnabop MM6X, ABCTPIS;
TecTyBaHHs: Jlabop /1 + C

Al', HimeuyunHa

ABTpisa/
HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo fofaBaHHS BMPOGHMKA, L0
Bignosifae 3a BBe3eHHA Ta/abo Bunyck cepir) - He
BK/I04al0UM KOHTPONb/BMNPOGYBaHHSA cepii -
[0[aBaHHsA BNPOGHYKA BiANOBIAA/ILHOIO 3a BUMYCK
cepii ®PAPEBA YHTepax MM6X, MoHa3eewwTpacce,
11 4866 YHTepax am ATTep3ee, ABCTpia/FAREVA
Unterach GmbH, Mondseestrasse 11, 4866
Unterach am Attersee, Austria. 3MiHN BHeCeHi B
IHCTPYKLiO A58 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin "BupobHuk” 3
Bi4NOBIAHMMMN 3MiHAMUW B TEKCTI MapKyBaHHs
yrnakoBoK. BBeeHHS 3MiH NpPOTArom 6-Tu micsuis
nicns 3aTBepaKeHHs; 3MiHun | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbkoro
3aco0y, BKIOYaouu AinbHNLI BUNycky cepii abo
MiCLie NpOBEeAEHHS KOHTPOJTIO AKOCTI. (AISNbHICTb,
3a Ky BiAnoBigae BMPOGHMK/iMNopTep, He
BK/1HOUAKUM BUMYCK CEPiid) - 3MiHa HaliMeHyBaHHS
BMpo6Huka MN13 EBEBE dapma Nec.m.6.X. Hdr.
K", ABCTpis, ANs ycix qoyHKLiRA, KpiM dpyHKLT
BUMyCKy cepii, 6e3 3MiH1 Micus BUpobHULTBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/0513/02/01

122.

METPOHIAA3SO
n

Tabnetky no 250 mr
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 2 a6o 5 6nictepis
y nauuli 3 KapToHYy

AT
"Ny6Hndchap
o

YKpaiHa

AT "Jly6Hunchapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapPCbKNi
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy npoueci
BMPOBGHULITBA FOTOBOrO NiKapCbKoro 3acooby,
BK/IO4AI0UM MPOMIXKHUIA MPOAYKT, WO
3aCTOCOBYETHLCA NPY BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3miHa y npoLeci
BMPO6HUMLITBA) BBEEHO HOBE aBTOMAaTM30BaHe

3a
peyenmom

UA/6538/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

noTyXKHe 061agHaHHA 415 NPOLecy NPUroTyBaHHSA
(MiKcepu-rpaHynATopu, CyLLKW NCEBOIKDKEHOTO
Lwapy, Tabnetnpecu, TOLLO), npouecy dacyBaHHSA
(niHis oA dacyBaHHS Ta NaKyBaHHS TBEpAMX
nikapcbkunx chopm B 6nicTep, navyky, rpynoBy Tapy)
Ta BUPOBHMYOrO KOHTPOSIO (Barn-BosioromMip,
YHiBEpCaIbHWIA Npunag, Ta npunag An1s KOHTPOosIo
6nicTepiB Ha repMeTUYHICTb). 3MiHW | TUNY - 3MiHK
3 AKoCTi. FOTOBUMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AAaTKOBOI
AiNbHWLI BUPOGHULTBA A48 YacTUHK abo BCbOro
BMPOBHMYOro NpoLecy roToBoro JlikapcbKoro
3aco6y (AinbHMLSA, Ha SKili NPOBOAATLCA By Ab-AKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IO AIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 419 HECTEPUIIBHUX NIKAPCbKNX
3ac006iB) PO3LUMPEHHS BUPOBGHMNUMX MOTYXHOCTEN
Liexy Ne4, a came BBeieHHS HOBOI [iNbHUL
npurotyBaHHsa Ne2 Ta [inbHuui hacyBaHHA Ne2
uexy Ne4 6e3 3MiHu TexHosoril npotecy. CynyTHs
3MiHa - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/TbHUL BUPOBHULTBA /151 YACTUHN
a60 BCbOro BUPOGHMYOro npoL,ecy rotoBoro
nNikapcbKoro 3acoby (4inbHWUUA 415 BTOPUHHOTO
nakyBaHHs) - 3MiHV 3 IKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
BBEEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO /iKapCbKOro 3acoby (finbHnuA 4ns
NepPBMHHOTO NakyBaHHA) 3MiHuW | Tuny - 3MiHK 3
AKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKIYaoum
AianasoH po3Mmipy cepii) roToBOro /ikapcbKoro
3aco6y (36inbLueHHs A0 10 pasiB NOPIBHSHO i3
3aTBEPAKEHUM PO3MIPOM) 36i/bLLEHHA PO3MIpY
cepii
123. | MIKCTAPA® 30 | cycneHsia ans A/T Hoso [anis Bupo6HMK [ania/ 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3a UA/2682/01/01
HM iH'ekuin, 100 MO/mn; Hopgaick Hepo3dghacoBaHOro dpaHuin 3aci6. KOHTpO/ib AONOMIKHMX PEYOBUH. 3amiHa peyenmom
no 10 mn y chnakoHi; NPOAYKTY, HANOBHEHHSA B [hkepena ofepXaHHa [JOMOMiIKHOI PevyoBVHM abo
no 1 conakoHy B ch/1akoHW, NepBrHHA peakTuBy, L0 CTAHOBWUTb PU3NK Nepesadi
KapTOHHI KOpo6Lii yMakoBKa, KOHTPO/Ib AKOCTI 36yaHukiB TE (MaTepiany, WO CTAHOBUTb PU3NK
Ta BignoBiganbHWin 3a nepepadi 36yaHukis 'E, Ha maTepian poc/IMHHOIO
BUMYCK Cepiii KIHLEBOTO ab0 CUHTETUYHOrO NOXOMKEHHS) - AN
npoaykty: A/IT HoBo [O0NOMDKHMX PEYOBUH ab0 peakTuBiB, sKi
Hopgick, AaHis; BupobHuk BVIKOPVCTOBYIOTBCS Y BUPOOHULITBI aKTUBHOT
NPOAYKLUiT 3a NOBHUM peyoBUHM 6i0NOriYHOro/iMyHOOMNYHOro
umknom: Hoso Hopgick NOXOPKEHHS, abo /iKapCbKoro 3acoby
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MpogtokcboH CAC, ®paHuis; 6i0/10rYHOro/iMyHOONIYHOTO MOXOMKEHHS. 3amiHa
B1po6HMK ANa MapKyBaHHS peakTuBiB Amikasa Ta JlakTo3a, L0 CTaHOBNATb
Ta ynakoBku dhN1aKoHiB, pv3vK nepegadi 36yaHukie ME, Ha maTepian
BTOPWHHOTO nakyBaHHs: A/T POC/IMHHOTO MOXOMXEHHS [/151 3aCTOCYBaHHA Y
Hoso Hopgaick, faHis BMPOGHMLTBI eH3umy AxpoMobakTep Jlikyc
MpoTteasa (AJIMM), WO BUKOPUCTOBYETLCSA Y NPOLLECI
B/POOHMLTBA aKTUBHOI PEYOBUHN.
124. | MOBIHA3A®- TabneTku, BKpUTI Mogi Xenc LLiseiiuapi CaBa Xenckea JIta, IHAis; IHais/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3a UA/11619/01/01
10 MI 060/10HKOIO, 6X A Megiton ®apmacboTikan YropLmHa 3MiHW Il TMny - 3miHKn 3 AkocTi. APl BUpobHNLTBO. peyenmom
KMLLKOBOPO34MHHI MO Ntg., YroplwmHa 3MiHa BUPOGHYVKa BUXIiAHOTO/MPOMIXHOIO
10 wr, no 10 nNpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
Tabnetok y 6nictepi; BMpo6HUYOMY npoueci AdDl, abo 3miHa BUPO6HMKa
no 1 a6o 3 6nictepu (BKTOvatoun, fie HeobXigHO, MicLe MPOBeAEHHS
B KapTOHHI1 kopobui KOHTpOH0 sikocTi) ADI (3a BigCyTHOCTI
cepTuduikarta BignoBigHOCTI €EBpONEeNchKii
thapmakonei y 3aTBepXeHOMY [0Cbe)(BBEAEHHS
HOBOro BMpO6HUKa A®| 3 HagaHHSAM MacTep-
thaiina Ha A®I) - BBEileHHS a/lbTEPHATUBHOIO A0
3aTBEepKEHOro BUpobHnka Ad|
ceppaTionentugasu Anthem Biosciences Pvt. Ltd.
(Unit—IV), India. BuknagaHHs Ha3Bu kpaiHu
3aTBEpPAKEHOr0 BUPOOHMKA aHINiNCbKOK MOBOHO
125. | MOBIHA3A®- TabneTku, BKpUTI Mogi Xenc LLieiiuapi CaBa Xenckea JIta, IHAis; IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11619/01/02
20 MI 060/10HKOI0, 6X A Megiton ®apmacbioTikan YroplmHa 3MiHW Il Tvny - 3MiHKn 3 AkocTi. A®l. BUpo6HULTBO. peyenmom
KMLIKOBOPO34YMHHI N0 nta., YropwuHa 3MiHa BUPOGHYVKa BUXIiAHOTO/MPOMIXHOIO
20 mr, no 10 NpoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
Tabnetok y 6nictepi; BMpO6HUYOMY npoueci Adl, abo 3miHa BUpObHMKa
no 1 a6o 3 6nictepu (BKTrovatoun, fie Heo6XigHO, MicLie MPOBeAEHHS
B KapTOHHIi1 kopobui KOHTpOt0 siKocTi) ADI (3a BigCyTHOCTI
cepTudikaTta BignoBigHOCTI €EBpPONEchKii
hapmakonei y 3aTBepKeHOMY [40CbE)(BBEAEHHS
HOBOro BMPOGHUKa A®| 3 HagaHHSAM MacTep-
thaiina Ha A®I) - BBe|eHHS a/lbTEPHATUBHOIO A0
3aTBepKEHOro BUpobHnka Ad|
ceppaTionentugasu Anthem Biosciences Pvt. Ltd.
(Unit—IV), India. BuknagaHHs Ha3Bu kpaiHu
3aTBEPAKEHOTO BUPOOHMKA aHINIICbKOK MOBOID
126. | HAPOMIH PO34MH ANA H'EKLl, AcneH Ipnangis B1po6HMLTBO, KOHTPOSIb AscTtpanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/9384/01/01
2 mr/mn; no 100 mn dapma AKOCTi, NEepPBUHHE Ta LLiBeuis 3MiHM 3 AKOCTI. [0TOBWIA NiKapPCbKMiA 3aci6. 3MiHN y peuyenmom
Y KOHTeliHepi; no 1 TpelgiHr BTOPVHHE NakKyBaHHS, BMPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
KOHTelHepy B Niviten BUMNYCK cepii: AcTpa3eHeka CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/I0 AKOCTI

KOHTYPHil
YapyHKOBIli
ynakosLi; no 5
KOHTYPHUX
YyapyHKOBUX
yNakoBOK Y
KapPTOHHIN navuyj

MTi NITa, ABCTpanis;
Brpo6HWK, BiANOBiAabHMIA
3a KOHTPO/1b IKOCTI:
AcTpa3eHeka Ab, LLBeuis;
Brpo6HWK, BiANOBiAabHNIA
3a KOHTPO/1b IKOCTI:
AcTpa3eHeka Ab, LLBeuist

roTOBOTO JliKapCbKOro 3acoby (3amiHa abo
[oAaBaHHA AiNbHUL, Ha 5K 34iCHI0ETLCA
KOHTpO/b/BMUNPO6YBaHHSA cepii) - flogasaHHA
OiNbHULI Ha SKIN 34IACHIETHCA KOHTPO/Ib:
Bupo6HuK, BiANOBIgaIbHUIA 3@ KOHTPOb SKOCTI
AcTpa3eHeka AB; 3MiHM 3 AKOCTi. FOTOBMIA
NiKapCbKuii 3aci6. 3mMiHN Y BUPOOGHMUTBI. 3MiHa
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

iMnopTepa/3aMiHu, L0 CTOCYIOTbCSA BUMYCKY cepii Ta

KOHTPOJI0 AKOCTi FOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHA AiNbHUL, Ha SKild
3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHA cepil) -
[opnaBaHHA AiNbHULI Ha Kl 34iACHIOETbCS
KOHTPO/b: BMPOGHWK, BignoBiganbHMi 3a
KOHTponb fkocTi Actpa3eHeka Ab Broy ®inn Cin,
dopckaprataH 18, Cogeptan'e, 151 85, LBeuis
Quality Control Testing, AstraZeneca AB Blow Fill
Seal, Forskargatan 18, Sodertalje 151 85,
Sweden. 3miHa NPOBOANTLCA A5 Y3rOAKEHHS
peecTpaLiiHoro A0CbE, OCKINbKM AaHa AiNbHULA
BXe Oyrna BktoyeHa go p. 3.2.P.3.1;
afMiHiCTpaTUBHI 3MiHN. Buny4eHHs BUPOBGHUYOT
AinbHUUI (BKAOYaoumn AinbHuli ana Adl,
NPOMDKHOro NPoAYyKTy abo roToBOro JlikapcbKoro
3aco06y, AiNbHUL ANS NPOBEAEHHA NakyBaHHS,
BMPOGHWKA, BifNOBIAAILHOMO 3a BUMYCK Cepild,
MicL,e NpoBefEeHHS KOHTPOJIIO cepil) abo
noctavasnibH1Ka BUXif4HOTO MaTepiany, peareHTy
ab0 4ONOMIKHOT PevoBUHU (KO 3a3HaYeHO Y
[ocbe)- BupganerHs Bupo6Huka Corden Pharma
GmbH 3 p. 3.2.P.3.1 maTepianis peecTpaujiiiHoro
nocbe. [jaHnin BUpobHYMK 3aBXan 6yB NPUCYTHIl B
po3gini 3.2.P.3.1, ogHak He 6yB BUHECEHWIT B
YKpaiHCbKi peecTpaLiiiHi JOKYMEHTUW, TOMY 3asiBHUK
OHOBJIHE AaHWI po3ain; AgMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBapKeHHS Ai/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYaUn
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/I0 AKOCTI. (4iANbHICTb, 3a Ky BiAnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild) -
BupaneHHs opuanyHoi agpecy BUPO6HMKa,
BK/IHOYa0UM BUMYCK cepii (4ns YkpaiHu) Alma
Road North Ryde NSW 2113, Australia ans
BMpOG6HUKa AstraZeneca Pty Ltd Australia gns
Y3rO[XKEHHSA PEECTPALiIHOTO AOCHE, OHOB/IEHHS P.
3.2.P.3.1; 3MiHu 3 siKoCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHN BUNPoOyBaHb
ab0o [0MyCTUMUX MEX, BCTAHOBMIEHNX Y
cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO
nikapcbkoro 3acoby (gofaBaHHS HOBOTO METOAY
BUMPOBYBaHHA Ta foNyCTUMUX MeX) - [logaBaHHSA
HOBOro MeTofy BMNpobyBaHHS B NpoLieCi
BMpo6HMLTBA (at stage Post-fill treatments of
bags) BUNpobyBaHHA Ha repMeTUYHICTb YNakoBKU
3a [0MOMOrOH0 MalUWHU BUSABNEHHSA BUTOKY (Leak
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Detection Machine) 3 0HOB/IEHHAIM HACTYMHMX
po3giniB fockbe BUpobHUKa: 3.2.P.3.3. Discription
of Manufacturing Process and Process Controls;
3.2.P.3.4 Control of Critical Steps. Ha gaHwii yac

BMNPOBYBaHHA Ha repMeTUYHICTb YNakoBKU B

npoLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
3ac00y BUKOHYETLCSH METOAOM PY4HOrO

BMNPOGYBaHHA HA repMeTUYHICTb YNakoBKM Mif

Tuckom (Manual Leak Pressure), sike 6yno
3MiHEHO Ha BUNPO6YBaHHA 3a AOMOMOroK MaLlviHW

BuABMEeHHA BUTOKY (Leak Detection Machine).

BunpobyBaHHA Ha repMeTUYHICTb Nif TUCKOM 6yno
BUK/IIOYEHO 3 eTaniB 3anoBHEHHSA Ta Micns
3arnoBHeHHs KOHTeliHepiB, B TOW Yac sk

BMNPOBYBaHHA LIiMICHOCTI repMEeTUYHOCTI, LLIO
BUKOHYETbCSA aBTOMATUYHO, 6Y/10 NepeHeceHo 3

eTany 3anoBHEeHHS Ha eTan Nicns 3anoBHEHHS
KOHTeliHepiB, 06 Bifo6pa3nTy BUNPOGYBaHHSA 3a

[I0MOMOrOH0 MaLlUNHN 4151 BUAB/IEHHS BUTOKIB;

3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNPOOYyBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX Y crieyndikauisx,
nif, Yyac BUPOBHULITBA FOTOBOIO NiKapCbKOro
3acoby (BWUyYEHHSI HECYTTEBOIO BUNPOOYBaHHSA B
npovueci BUpobHULTBA) - BiyuyeHHs1 B npoueci
BMpo6HULTBA (at stage filling and Post-fill
treatments of bags) BunpobysaHHs Ha
repMEeTUYHICTb YNaKoBK, L0 BUKOHYETLCS
MEeTOAO0M pyYHOro BUNPOOYBaHHSA 3a A0MOMOro
mMawmHu nig Tuckom (Manual Leak Pressure) Ha
BUNPOOYBaHHSA 3a A0OMOMOrO0 MALLVHW BUSBNEHHS
BuTOKY (Leak Detection Machine). BunpobysaHHs
Ha repMeTUYHICTb Mig TUCKOM BY/10 BK/IOUYEHO 3
eTanis 3anoBHEHHSA Ta MiCNs 3aNOBHEHHS
KOHTelHepiB, B TOI Yac sk BUNpo6yBaHHSA
LiNliCHOCTi repMEeTUYHOCTI, L0 BUKOHYETLCSA
aBTOMaTW4HO, 6y/10 NEepeHeceHo 3 eTany
3anoBHEHHS Ha eTan nicns 3anoBHEHHS
KOHTeliHepiB, 06 Bifo6pa3nTy BUNPOGYBaHHSA 3a
[0MOMOroK MalUViHW 4151 BUSIBJIEHHS BUTOKIB

127.

HENPAKOPJ

PO3YMH NS iH'eEKLiA
no 2 Mn B amnyni;
no 5 amnyny
6nictepi; no 1
6nicTepy B nauui

MpuBatHe
aKuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MpuBaTHe akujioHepHe

TOBapuUCTBO "flekxiM-Xapkis"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | Tuny - 3MiHK 3 skocTi. CepTudiikat
BignosigHocTi/l E-cepTudikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; nns BUXigHOrO

3a
peyenmom

UA/18087/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
matepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[OMNOMDKHOT peyoBuHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBeHWi
cepTudikaT Bif yXe 3aTBEpXEHOro BUPOOHNMKA.
MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€Bponevicbkinn hapmakonei Ne R1-CEP 1998-140 -
Rev 05 (3aBTepmxeHo: R1-CEP 1998-140 - Rev
04) pns Aitoyoi pevoBUHM LiaHOKOGanaMmiHy Big,
BXe 3aTBepmxeHoro BupobHuka SANOFI CHIMIE,
France, sikuii 3miHMB Ha3By Ha EUROAPI
FRANCE, France.
128. | HOOTPO®EH- Tabnetkn no 250 wmr; TOB YkpaiHa TOB "dapmaueBTUyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 6e3 UA/17568/01/01
DAPKOC no 10 tTabnetok y "®papmaueBT KomMmnaHis ®apKoC" 3MiHu Il TUny - 3MiHK 3 AkocTi. A®L. BupobHULTBO. peuyenma
6nictepi, no 2 a6o 3 nyHa 3MiHa BUpO6HMKa BMXiAHOTO/MPOMIXXHOrO
6nicTepu y kopobui 3 KOMMaHis NpoayKTy/peareHTy, W0 BUKOPUCTOBYIOTLCS Y
KapToHY dapKoC" BMpo6HUYOMY npoLeci ADl, abo 3miHa BUpOGHMKA
(BKTrOvatoun, fie HeobXigHO, MicLe NPOBEeAEHHS
KOHTpOsto sikocTi) A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepkeHOMY [0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®| 3 HagaHHAM MacTep-
(haiina Ha A®l) BBEAEHHSA 0OAATKOBOIO,
anbTepHaTUBHOIO BUPOGHMKa AdD| deHibyTy, Ans
YAOCKOHa/1EHHS! BUPOGHMYOTrO npoLecy.
3arsepaxeHo: TOB "®APMXIM"; 3anponoHoBaHo:
TOB "®APMXIM"; TOB "®apmaueBTniHa
KoMnaHis"®apKoc"
129. | HOPMO/NAKT cuporn, 670 mr/mn; My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/18509/01/01
no 100 mn y 6aHui aKujioHepHe TOBapuUCTBO "HaykoBo- 3MmiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenma
noniMepHii; no 1 TOBapuCTBO BUPOGHUYUIA LEHTP Ta thapmakoHarnagy. 3MiHa y KopoTkiii
6aHLi pa3om i3 "HaykoBo- "BopLuariBCcbKuii XiMiko- XapaKTepuCTULLi NiKkapcbkoro 3acoby, TeKCTi
[03yBa/IbHOIO BMPOGHNYNIA thapmaueBTUYHMI 3aBo4" MapKyBaHHs Ta IHCTPYKUii AN MefuyYHOro
JI0XKKOIO B nauLii; no LeHTp 3aCTOCyBaHHSA Ha MigcTasi perynsapHo
100 mn y chnakoHi "BopLuariscb OHOB/IOBAHOrO 3BITY 3 6e3neKkun Nikapcbkoro
nonimepHomy; no 1 KW XimiKO- 3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS
hnakoHy pasom i3 hapmaueBT nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepiog,
[,03YBa/IbHO WNYHWIA a60 AK pe3ynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
JIOXKKOIO B MauLj; no 3aBog" npoBefeHnX BigNoBIAHO [0 NnaHy negiaTpuyuHmX

200 My dpnakoHi
nonimepHomy; no 1
hnakoHy pasom i3
[03yBa/IbHOIO
JI0XKKOIO B nauLii; no
240 mMn 'y chnakoHi
nonimepHomy; no 1
dnakoHy pasom i3
[03yBaJIbHOIO

pocnigpkeHb (PIP) (3MiHY y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVWM OpraHom) 3miHu
BHECEHO B iHCTPYKLi0 4719 MEeANYHOro
3aCTOCYyBaHHSA MiKapcbKkoro 3acoby A0 po3ainy
"Mo6iuHI peakyii" BiANOBIAHO 4O OHOBNEHOI
iHhopmaii Wwoao 6e3nekn 3acTocyBaHHS Aitouoil
pevoBUHU 3rigHo 3 pekomeHgauiamm PRAC.
BBeneHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
JIOXKKOH B NayLii
130. | ONIPEH® renb1%;no20r TOB «TeBa YkpaiHa Mepkne M'm6XxX HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/0646/02/01
rAaPOrenb abo 50, abo 100 r YkpaiHa» (BMPOGHYIK, AKUIA BigNOBIAAE 3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii peyenma

reno B Ty6i; no 1
Ty6i B KOPOO6Lj;

3a BUPOOHMLTBO NPOAYKTY in
bulk, nepBuHHE nakyBaHHS,
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib Cepii; BUPOOHUK,
SIKWIA BigNOBiga€e 3a BUMYCK
cepii)

3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
(BK/THOYAlOUM fiana3oH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPXEHUM PO3MIPOM) BBEAEHHS
nofaTtkoBoro posmipy cepii 13 - 1900 «r.
BHeceHHs He3HauYHUX pefakuiniHuX 3MiH A0
p.3.2.P.3.3. Onuc B1Upo6HMYOro npotecy Ta
KOHTPO/II0 npouecy.
3arsepaxeHo: 350 kr, 1400 kr. 3anponoHoBaHo:
350 kr (17500 Ty6 no 20 r; 7000 Ty6 no 50 r; 3500
Ty6 no 100 r), 1400 kr (70000 1y6 no 20 r; 28000
Ty6 no 50 r; 14000 Ty6 no 100 r); 1900 kr (95000
Ty6 no 20 r;38000 Ty6 no 50 r; 19000 Ty6 no 100
r). 3miHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHK
BMNpOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevudikauisx, nig vyac
BMPOGHMULITBA rOTOBOTO NiKapCbKOro 3acoby
(BMlyYEHHA HECYTTEBOrO BUNPOOYBAHHS B MPOLIECI
BMPOBHULTBA) -BUyYEHHS NokasHuK "Cknag” 3 p.
3.2.P.3.4. KOHTPO/Ib KPUTUYHUX CTagili i MPOMIXHOT
npoaykuii. aHnii nokasHuk 6yB BHeCEHWI nuiie
4Ns iHhopmalii Ta KOHTPO/IKBABCSA NMLLe Mif Yac
roTOBOrO NliKapcbKoro 3acoby. 3mMiHu | Tuny - 3MiHn
3 aKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOBEHNX Y cneuudikauisx,
nif yac BUPOBGHMLITBA FOTOBOrO /1iKapCbKOro
3aco0by (BUTyYEHHSI HECYTTEBOIO BUNPOOYBaHHA B
npoueci BUPOOHULITBA) - BUYYEHHS KOHTPOSIIO 3a
nokasHukom "laeHTudikauis JuknodeHaky
HaTpi" nig yac BUPOOHULTBA NIKAPCbKOro 3acoby.
MokasHWK KOHTPOETLEA B cneuudikauii M3 npu
Bunycky. 3MiHu | Tuny - 3miHu 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOBJIEHVX Y crneuudikauisx, nig vac
BUPOGHMLTBA rOTOBOrO NiKapCbKoro 3acoby (iHLui
3MiHW) BHECEHHS 3MiH N, Yac BUPO6GHMLTBA
nikapcbKoro 3acoby, 3okpema: 3mMiHa KpuTepiis
NPUAHATHOCTI 3a NokasHukoMm "pH" 3 "6,7 - 7,1" Ha
"6,0 - 7,2". Kputepii NpuiAHATHOCTI yHidhikoBaHi SK
07151 KOHTPOJIIO Mif Yac BUpOOHMLTBA Tak i Ans
KOHTPO/IO0 HepO3¢hacoBaHOrO NPOAYKTY. 3MiHM |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NiKapcbKWii 3acib.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3MiHN Yy BUPO6HMLTBI. 3MiHM BUNpo6yBaHb abo
[0NyCTUMUX MeX, BCTAHOB/IEHUX Y cneuugikalisx,
nif Yyac BUPOOHULITBA FOTOBOTO NiKApPCbKOro
3aco06y (iHWi 3MiHM) BHECEHHS 3MiH Mifg, yac
BUPOGHMLTBA NiKapCbKOro 3acoby 3a NoKa3HUKOM
"Onuc" 3 meToto aganTauii cneyudikauii 4ns
KOHTPO/IO Nif, Yac BUPO6HMLTBA A0 cneuudikauii
Ha roToBWiA Nikapcbkuii 3aci6.
131. | OMHITPON® PO3YUNH NS iH'EKLNA, CaHpo3 ABcCTpis CaHgos 'meX- Bl AscTpist BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/12754/01/01
5 wmr/1,5 mn; no 1,5 6X LLladTeHay, ABcTpis 3miHu | TUny - 3MiHK 3 aKocTi. A®I. BUpo6HMLTBO. peyenmom

My KapTpuaxi; no
1, 5a60 10
KapTpuaXiB y
KapTOHHI KopooLii

(BUpO6HMLTBO in bulk,
nakyBaHHs, BUNYyCK cepii)

3MiHV BUNpOo6YyBaHb abo A0NYyCTUMUX MEX Y
npoueci Bupo6bHuuTea A®I, L0 BCTAHOB/EHI Y
cneuudikalisix (3By)XXeHHS fONYCTUMMNX MEX)
3MEHLLEHHS MeX A/19 KOHTPOJIH0 6io10riYHOro
HaBaHTaxeHHs (IPC) Ha eTani xpomatorpadii
CAP.P / ST, W0 3acTOCOBYETbLCA Mifg Yyac
BUrOTOB/IEHHS Ait040T PEYOBUHWN COMATPONMiHY, 3 <
1000 KYO / 10 mn Ha < 300 KYO/ 10 mn Ta
He3HauHi BUNpaB/IEHHS Y BiANOBIAHNX po3ginax
[ocbe. 3MiHM | Tuny - 3MiHK 3 sAkocTi. FoToBWMiA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3miHu)
BrinpaBneHHs KisIbKOCTi (po3paxyHKy
HOMIH&/TbHOTO 3Ha4YeHHs1) okpemux pocaTHmx
coneii. 3aranbHa KinbkicTb hocchary 10 MM y
roTOBOMY MPOAYKTI 3aNLLAETLCA HE3MIHHOIO.
OHOB/1EHO 0MUC 06'€MHOI0 Po3ynHy AdI.
Pepakuivini npaskn. 3MiHn | TURYy - 3MiHKN 3 SKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTodax
BUNpo6yBaHHsA APl abo BUXigHOrO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPMCTOBYETbLCA Y NpoLieci BUpo6HMLUTBa AD|
(He3HauHi 3MiHKN y 3aTBEpPXEHNX MeTofax
BMNpobyBaHHA) He3HauyHi 3mMiHu y meTogi
KOHTPO/I0 Aito4oi peyoBuHM "BakTepiasibHi
€HAO0TOKCUHU" 0151 NPUBEAEHHS Y BiAMNOBIAHICTb A0
NOTOYHOI pegakuii po3giny €sponencobkoi
dapmakonei 2.6.14. 3MiHn | TURY - 3MiHN 3 SKOCTI.
A®I. Cuctema KoHTeliHep/3aKynopoBasbHUiA
3aci6. 3miHa y 6e3nocepegHiin ynakosui A®I (iHwwi
3MiHM) 3miHa y 6e3nocepeHiit ynakosui A®l ans
nokpaLleHHs1 echeKTUBHCTI HANOBHEHHSA Ta
3MeHLUEHHs Bigxodis Ana BDS bulk drug
substance (used for 5 mg/1.5 mL and 10 mg/1.5
mL strengths), 1 liter bottles 3amicTb 500 mL
bottles HCF (high concentrated form) will continue
to be filled into 500 mL bottles. 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHX Y NpoLeci BUpo6HMLTBA
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
rOTOBOrO NiKapPCbKOro 3acoby, BK/IKO4aoun

NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOrO /iKApPCLKOro 3acoby (iHLWi
3MiHW) Y 3B’A3KY 3i 36iIbLLUEHHAM 06'EMY
HanoBHeHHA A®I BifbymMca 3MiHM B Npoueci
PO3MOPOXYBaHHSA Nif, Yac BUTOTOB/IEHHSI TOTOBOTO
nikapcbKoro 3acoby.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW BUNPObYyBaHb
abo [oMyCTUMUX MeX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUPOGHULTBA rOTOBOrO
nikapcbkoro 3acoby (4o4aBaHHA HOBOro MeToay
BMNPOBOYBaHHSA Ta fonycTuMnx mex) flogasaHHs
MeToziB BUNpo6yBaHHSA (MiKpOGioNOorivuHmiA, hisnko
- XIMiYHi) nNpu 36epiraHHi NPOMiIXXHOT NPOAYKLi.
3MiHu Il Tuny - 3MiHn 3 akocTi. A®l. KoHTponb AdL.
3MiHa y MeTofax BUNpobyBaHHs AD| abo
BMXiAHOrO Matepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuUTBa APl (CyTTEBA 3MiHA Y
6ionoriyHoMy/imyHONOrYHOMY/iMyHOXiMiYHOMY
mMeToZi BUnpobyBaHHA abo MeTofi, Y SIKoMy
BUKOPWUCTOBYETLCA Bi0NOrivHUIA peareHT ans
6ionoriyHoro A®l, a6o ioro 3amiHa) 3miHu B
NPOTOKO/I CTaHAapTHOro po6o4oro 3pasky, a came
OHOBJ/IEHHSA aHaNITUYHNX METOANK HACTYMHUX
MeToZiB BUNpobyBaHHs: laeHTudikauis: Isoelectric
point by isoelectric focusing (IEF); Bu3Ha4eHHs
MonekynspHoi macu (high resolution LC-MS
(neutral RP-HPLC coupled to Orbitrap MS);
Bu3HauyeHHs of N-terminal sequence by Peptide
map with UV and mass detection; UuctoTa:
BM3HaueHHs of Charge isoforms by capillary zone
electrophoresis (CZE). 3minu Il Tuny - 3miHn 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHU B NpoLeci
BMPOGHMLTBA AD| (3MiHA CTOCYETLCS aKTUBHOI
peyvoBUHM 6i0IOrYHOrO/iMyHOMOTIYHOTO
NOXOKEHHSA ab0 BUKOPUCTaHHA XiMiYHUX APl y
BMPOGHULTBI liKAPCLKOro 3acoby
6i010ri4YHOro/iMyHOI0MNYHOTO MOXOKEHHS, SKa
MOXe MaTh 3HaYHUiA BNUB Ha SKICTb, 6e3neky Ta
ehekTUBHICTb Nikapcbkoro 3acoby, i He
CTOCY€ETbCA MPOTOKO/Y) 3MiHW B NPOLIECI
BUpo6HMUTBa AP| Ha cTagil hepmeHTau;,
i3071AUT, O4UNCTKN; BBEAEHHA A,0AaTKOBOI
inbTpauii Ta HanoBHeHHa ans BDS (bulk drug
substance), HCF (high concentrated form).

BuroToBneHHs i3 3amopoxeHoro BDS (bulk drug
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
substance) HCF (high concentrated form)- 2nd
generation DS. [lonoBHeHHA npoLecy Banigauil
BDS (bulk drug substance) gaHnmu HCF (high
concentrated form),ockisibkv npoLec BUpo6HULTBA
ilEHTUYHWIA, 32 BUHATKOM OCTaHHbLOro eTany
BMIOTOB/IEHHS Ta KIHLEBOI KOHLeHTpau,ii
niKkapcbKoro 3acoby. PegakuiliHi npaBku.
132. | OMHITPON® PO3YUH NS iH'EKLNA, CaHpo3 ABCTpIst CaHpo3 'm6X- Bl ABCTpist BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3a UA/12754/01/02
10 mr/1,5 mn; no 1,5 6X LadteHay, AscTpis 3MiHu | TUny - 3MiHn 3 axkocTi. A®l. BUpobHMUTBO. peyenmom

MY KapTpuaxi; no
1, 5a60 10
KapTpuaXis y
KapTOHHI KopooLi

(Bpo6HMLTBO in bulk,
nakyBaHHs1, BUNYCK cepif)

3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX Y
npoueci BupobHuuTBa A®I, 1110 BCTAHOB/IEHI Y
cneuudikalisix (3BY)XXEHHS fONYCTUMUX MEX)
3MEHLLEHHSI MeX AJ151 KOHTPOJIO Gio/IoriYHOro
HaBaHTaxeHHs (IPC) Ha eTani xpomaTorpadii
CAP.P / ST, w0 3aCTOCOBYETLCSA Mg Yac
BUrOTOB/IEHHA Ail040T PEYOBUHN COMATPONMIHY, 3 <
1000 KYO /10 mn Ha < 300 KYO/ 10 mn Ta
He3HauHi BUNpaB/IeHHS Y Bi4NOBIAHNX po3ginax
[ocbe. 3MiHu | Tuny - 3miHK 3 AkocTi. [oToBWMiA
nikapcbkuii 3aci6. Onuc Ta cknag (iHLwi 3MiHn)
BrinpaBneHHs KilbKoCTi (po3paxyHKy
HOMiH&JTbHOrO 3Ha4YeHHs) okpemMux hocdaTHMX
coneii. 3aranbHa KinbkicTb hocchaty 10 MM y
roTOBOMY NPOAYKTI 3a/INLLAETHCSA HE3MIHHOLO.
OHOB/IEHO onuc 06'eMHOr0 po3uunHy Adl.
PepakuiiiHi npaBku. 3MiHu | TUNY - 3MiHKU 3 SIKOCTI.
A®I. KoHTposnb A®I. 3miHa y meTogax
BMnpobyBaHHA APl abo BuxigHOro
mMatepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETbLCA Y NPOLLECi BUPOGHMLTBA AD|
(He3HauHi 3MiHM y 3aTBEpMXEHUX MeTogax
BUNPOBYBaHHS) He3HauHi 3MiHW y MeToai
KOHTPOSIO AitoUoi pevoBuHY "BakTepianbHi
€HAO0TOKCUHM" ANS NpUBEAEHHS Y BiANOBIAHICTb A0
NOTOYHOI peaakLii po3ainy €sponeincekoi
dapmakonei 2.6.14. 3MiHn | TURY - 3MiHN 3 SKOCTI.
A®|. Cuctema KoHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa y 6e3nocepefHiit ynakosui A®I (iHwwi
3MiHM) 3MmiHa y 6e3nocepeHiin ynakosui A®l ans
nokpaLleHHs1 edheKTUBHCTI HANOBHEHHSA Ta
3MeHLIeHHs Bigxoais Ana BDS bulk drug
substance (used for 5 mg/1.5 mL and 10 mg/1.5
mL strengths), 1 liter bottles 3amicTb 500 mL
bottles HCF (high concentrated form) will continue
to be filled into 500 mL bottles. 3miHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3MiHM y npoLeci BUPo6HULTBa
rOTOBOrO JIiKAPCbKOro 3acoby, BKIKUYa4u
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
NPOMiXHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NPU

BMPOBGHULITBI FOTOBOTO J1iKAPCLKOro 3acoby (iHLwi
3MiHW) Y 3B’A3KY 3i 36i/IbLLEHHAM 06’EMY
HanoBHeHHs A®| Big6ynvcs 3MiHW B MpoLeCi
PO3MOpPOXyBaHHSA Nif, Yac BUTOTOB/IEHHS TOTOBOTO
nikapcbKoro 3acooby.
3miHu | TUny - 3MiHK 3 SKocCTi. FOTOBMIA NikapCbKNii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHN BUNPOOYyBaHb
ab0o fonyCTUMUX MeX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO
nikapcbkoro 3acoby (4ofaBaHHA HOBOro MeToay
BMNpobyBaHHA Ta JONyCTUMUX MeX) [logaBaHHsA
MeToziB BUNpo6yBaHHA (MiKkpO6ionorivyHmi, tisnko
- XiMiYHi) Npu 36epiraHHi NPOMKHOT NPOAYKLT.
3MiHn Il TUny - 3MiHK 3 akocTi. APl KoHTposnb AdI.
3MiHa y meTogax BUnpobyBaHHsa AdD| abo
BUXIZAHOro MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTea A®| (cyTTeBa 3MiHa Y
6ionoriyHOMy/iMmyHONOrYHOMY/iMyHOXIMIYHOMY
meTofi BUnpobyBaHHA abo MeTofi, Y KoMy
BVIKOPVICTOBYETbLCS GIONOriYHUIA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) 3MiHu B
NPOTOKOAI CTaHAAPTHOro po6bo4oro 3pasky, a came
OHOBJ/IEHHSA aHaIITUYHNX METOANK HACTYMHUX
MeToziB BUNpo6yBaHHS: laeHTudikayis: Isoelectric
point by isoelectric focusing (IEF); Bu3HayeHHs
mMonekynspHoi macu (high resolution LC-MS
(neutral RP-HPLC coupled to Orbitrap MS);
Bu3HaueHHs of N-terminal sequence by Peptide
map with UV and mass detection; UncToTa:
BM3HaveHHs of Charge isoforms by capillary zone
electrophoresis (CZE). 3miHu Il Tuny - 3miHn 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHM B MpoLeci
BMPOGHMLTBA AD| (3MiHA CTOCYETLCS aKTUBHOI
peyoBnHM 6i0OrYHOrO/iMyHONOTIYHOTO
NOXOMXEHHS1 ab0 BUKOPUCTaHHS XiMiYHUX AD| y
BMPOGHMWLTBI NliKapCbKOro 3acoby
6i0N10riYHOro/iMyHONIOMNYHOTO NMOXOKEHHS, SKa
MOXe MaTh 3HaYHUii BN/INB Ha SKICTb, 6e3neky Ta
eeKTMBHICTb Nikapcbkoro 3acoby, i He
CTOCYETLCA MPOTOKO/Y) 3MiHW B NPOLIECI
BMPOGHMLUTBA AD| Ha cTagii dhepmeHTauii,
i30Nn4Lii, 04MCTKN; BBEAEHHA 404AaTKOBOT
inbTpauii Ta HanoBHeHHA Ana BDS (bulk drug
substance), HCF (high concentrated form).
BuroTtoBneHHs i3 3amopoxeHoro BDS (bulk drug

substance) HCF (high concentrated form)- 2nd
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
generation DS. [lonoBHeHHS npoLiecy Banigawji
BDS (bulk drug substance) gaHumu HCF (high
concentrated form),ockinbkv npouec BUpo6HULTBA
ilEHTUYHWIA, 32 BUHATKOM OCTaHHBLOrO eTany
BUIOTOB/IEHHSA Ta KiHLEBOI KOHLLeHTpau;ii
nikapcbkoro 3acoby. PefakuiiiHi npaBku.
133. | NAKNITAKCEN | KoHUeHTpaT Ans EBEBE ABCTpIst NOBHWIA LMK/ BUPOOHMLTBA: ABTpis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/0714/01/01
"EBEBE" pO34nHYy oNns dapmva PAPEBA YHTepax 'M6X, HimeuuunHa 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
iHdpysin, 6 mr/mn; no lec.m.6.X. ABTPIst; BUNYCK Cepii: HalilmeHyBaHHs Ta/abo agpecu Micus
5 mn (30 mr), abo Hdor. KI EBEBE ®dapma Nec.m.6.X. NpPOBaPKEHHS AiSNIbHOCTI BUPObHUKa/iMnopTepa
16,7 mn (100 mr), Hdor. K, ABCTpis; roTOBOrO /IiKapCbKOro 3acoby, BK/IYaouu
a6o 25 mn (150 wmr), TecTyBaHHA: MIJ1 AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
a6o 35 mn (210 wmr), Mikpob6ionoriwec KOHTPOJI0 SIKOCTI. (AIANbHICTb, 3a Ky BignoBifae
a6o 50 mn (300 mr) Mptochnabop MM6X, ABCTPIs; BMPOGHMK/IMNOPTEP, HE BK/IKOUAKUM BUMYCK Cepiid)
y donakoHi, no 1 TecTyBaHHs: Jlabop /IC CE 3MiHa HallmeHyBaHHs BUpobHuka 13 EBEBE
h1akoHy B & Ko. KI', HimeuunHa; dapma Nec.m.6.X. Hdor. KI', ABcTpis/ EBEWE
KapTOHHI KopooLli TecTyBaHHs: 3eiibepcaopd Pharma Ges.m.b. H. Nfg. KG, Austria Ha PAPEBA
Na6op Mm6X, AsCTpis YHtepax M'm6X, Asctpis/ FAREVA Unterach
GmbH, Austria gns ycix dyHKUiiA, KpiMm doyHKLT
BUMyCKy cepii, 6e3 3MiH1 Micus BUpobHULTBA.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3miHa iMnopTepa/3aMiHu, L0 CTOCYHOTLCSA BUMYCKY
cepil Ta KOHTPO/I0 AKOCTI FOTOBOrO NiKapPCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LLLO
BignoBigae 3a BBe3eHHS Ta/abo Bmnyck cepii) - He
BK/I04Al0UM KOHTPO/b/BMNPOGYBaHHSA cepii -
[opaBaHHA aflbTepHATUBHOI BUPOOGHWYOT AiNbHULL,
BiANOBIAAUIbHOI 3@ BMMYCK Cepii, He BKIOYaoun
KOHTpO/b BUNpobyBaHHs cepii PAPEBA YHTepax
Mv6X, MoHa3eewTpacce, 11 4866 YHTepax am
AtTepsee, ABcTpis/FAREVA Unterach GmbH,
Mondseestrasse 11, 4866 Unterach am Attersee,
Austria BBeieHHs 3MiH NPOTArom 6-Tn MicsLiB
nicns 3aTBepmKeHHs
134. | NAHALON TabneTku, BKpUTI nakcoCmit Benuvka nakcoCmiTKnaiiH Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/2562/01/01
060/10HKO10, 1Mo 500 Knsiin BpuTaHis [anrapsaH fimites, IcnaHis 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikat peyenma
Mr; no 12 TabneTok KoHcblomep IpnaHgjis (BUpo6bHULITBO BignosigHocTi/l E-cepTudikar BignosigHoCTi
y 6nicTepi; no 1 Xenckep nikapcbkoro 3acoby, €Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
6nictepy B (KOK) nepBuHHE Ta BTOPVHHE HOBOro abo OHOBEHOrO cepTudikaTa
KapTOHHI kopobuyj; TpeWngiHr nakyBaHHS, KOHTPO/Ib SIKOCTI, BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
no 8 TabneTtok y NimiTen BUNycK cepii); CMITKnsiiH BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans

6nictepi; no 8 abo
12 6nictepiB y
KapTOHHI KopooLli

Biuem C.A., IcnaHis
(nepBuHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b AKOCTI,
BMNYyCK cepil)

A®I; ons BUXigHOTO
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHW
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepTudikaT Bif, yxe 3aTBepAXEHOro BUPOOHUKA.
MopaHHA oHOBMEHOro cepTudlikaTy BiANOBIAHOCTI
€d Ne R1-CEP 2002-214-Rev 04 (3aTBEpAXEHO
R1-CEP 2002-214-Rev 03) ana Ad®l
MapaueTamony Bif BXxe 3aTBepKeHoro
Bupo6HMka NOVACYL (WUXI)
PHARMACEUTICAL CO., LTD., China, y 3B'A3ky
3i 3MiHOIO HanucaHHA agpecy BUpobHuka AdI,
hakTnyHe MicLie po3TallyBaHHSA He 3MIHIOETbLCS.
[itoua pepaxkuis: Novacyl (Wuxi) Pharmaceutical
Co., Ltd. 8 Guang Shi Xi Road China-214 185
Wauxi, Jiangsu Province MponoHoBaHa pegakLis:
NOVACYL (WUXI) PHARMACEUTICAL CO.,
LTD. 16, Guangshi Road, Meijing Village, Luoshe
Town, Huishan District China-214 185 Wuxi,
Jiangsu Province

135.

MAHTAMAK

TabneTku, BKpUTI
060/10HKOIO,
KNLUKOBOPO34MHHI N0
40 wmr, no 10
TabneTok y 6nictepi;
no 3 6nictepv B
KapTOHHI KopooLli

Makneopc
PapmacbioT
nkasnc

NimiTen

IHais

Makneoac

dapmacboTukanc Jlimites

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUny - AAMIHICTpPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JiKApCbKOro 3acoby, BKIUaUn
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/I0 AKOCTI. (QiSNbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAOYM BUMYCK Cepili) -
3MiHa agpecu BupobHuka 13 Makneogc
dapmacbioTukanc fimites, IH4iA, 6e3 3MiHK micua
BMPOGHMLTBA. 3MiHWN BHECEHI B pO34in
"Micue3HaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPOBAaKEHHS NOr0 AisNbHOCTI" B iIHCTPYKLit0 Ans
MEeAMYHOro 3aCTOCyBaHHS MiKapCbKoro 3acoby ta
AK HACMIJOK - Y TEKCT MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. BeefieHHsi 3MiH NpoTarom 6-
TN MicALiB Nicns 3aTBEpPAKEHHSA

3a
peyenmom

UA/17027/01/01

136.

NAHTECTVH-
JAPHULA®

renb no 15 r a6o 30
ry 1y6i; no 1 Ty6i B
nauui

MpAT
"®apmauesT
nyHa chipma

"fapHuua”

YKpaiHa

MpAT "dapmaLeBTuyHa

thipma "OapHuus"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkilii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBEHOrO cepTudikaTa
Bi4MNOBIAHOCTI ab0 BUIyYeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoMikKHOro NpPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWi
cepTudikaT Bif yxe 3aTBepAKeHOro BUPO6HUKaA -
nofaHHsA OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€Bponelicbkin dpapmakonei R1 CEP -2006- 233-

6e3
peyenma

UA/1602/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Rev 03 (3aTBeppxeHunin R1 CEP -2006- 233- Rev

02) ansa gitoyoi pevoBuHu JekcnanteHon (D-
MaHTeHoN) Bif, BXe 3aTBEPAXKEHOIO BUPOGHMKA
BASF SE, Germany. Sk Hacnifok BHOCATbCSA
3MiHM [0 po34iny «TepMiH NepekoHTposo». ditoya
pepakuis CEP DEXPANTENOL No. R1 CEP 2006
233 Rev 02 TepMiH nepekoHTposto 1 pik
MponoHoBaHa pepakuis CEP DEXPANTENOL No.
R1 CEP 2006 233 Rev 03 TepMiH NEPEKOHTPOSO
3 pokn BBegeHHs 3MiH MpoTAroM 6-Tv MicsLiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEeChbkil
hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPpUBELEHHS Y BiANOBIAHICTL A0
MoHorpadii J®Y abo €sponeiicbkoi hapmakoneri,
ab0o iHWOI HauioHaIbHOI hapmakonei fgepxasn €C
(3miHa y cneuucpikauisix, nos'sa3aHa 3i 3MiHamMu B
[dY, abo €sponeiickkiii hapmakonei, abo iHLWii
HavujioHanbHili dhapmakonei gepxasu €C)
MpueegeHHn 3.2.P.4.1. Cneuuddikauii Ta 3.2.P.4.2.
AHasITUYHI METOAVIKM Ha fjiloUy PEHOBUHY
peyoBuHy [ekcnaHteHon (D-MaHTeHon) go Bumor
gitouoi MmoHorpadii «<DEXPANTENOL»
€Bponeiicbkoi Papmakonei, a came BUTyYeHO
po3ain «3-AMiHOMponaHoN» Ta BHECEHO PO34in
«[lomiliKa A Ta iHLi aMiHO KOMMNOHEHTU» 3
HOPMYBaHHAM, LLO BiAnoBigae MoHorpadii
«DEXPANTENOL» €Bponeiicbkoi ®apmakonei.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEpPMKEHHS. 3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikavii
Ta/abo fonyCcTUMUX MEX, BUSHAUYEHNX Y
cneuudikayisx Ha A®l, abo BUXiZHWIA/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BupobHuuTea Ad®| (BUNyYEHHA
HEe3HaYyHOro MokKasHuka SKocTi (Hanpuknag
BW/TyHYEHHS 3acTapinoro nokasHuka)) MNpueeaeHHs
3.2.P.4.1. Cneundpikauii Ta 3.2.P.4.2. AHaniTuyHi
METOAVKN Ha fjto4y PeHOBUHY PEHOBUHY
[JekcnaHteHon (D-MaHTeHo) A0 BUMOT
JepxaBHoi ®apmakonei Ykpainu Ta €BponeincbKoi
dapmakonei, a came BUy4YeHo iHchopmaLito npo
Opyry iaeHTudikavio Ta BignosigHi po3ainu apyroi
ineHTudikauii («lgeHTudikavis C» Ta
«lgeHTudikayis D»). BBefeHHS 3MiH NpoTArom 6-
TV MicALiB Nicnsa 3aTBepmkeHHs. 3MiHu | Tuny -

3MiHu 3 sKocTi. A®Il. KonTposb A®I. 3miHa y
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MeToAax BunpobysaHHA A®| abo BuxigHOro

mMarepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA Y NpoOLLeCi BUPO6HMLTBA AD|
(He3HauHi 3MiHM y 3aTBEPXEHUX MeTogax
BUNPO6YBaHHSA) BHeceHHs 3MiH o 3.2.P.4.2.
AHaNITUYHI METOAVKM Ha Ajitody PEHOBUHY
peyoBuHy JekcnaHteHon (D-MaHTeHon) y
BignoBigHOCTI 3 BUMoramu [lepxasHoi ®apmakonei
YkpaiHn Ta €Bponeiicbkoi Papmakonei. Y 38'A3ky
3 UMM, BHECEHO pejakLiiiHi NpaBku Ta yTOYHEHO
[0 po3giniB «IMpo3opicTb po3unHy» Ta «Boga».
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicnsa
3aTBEpPMKEHHS. 3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax BUNPO6YyBaHHS
A®| abo BMXigHOro Matepiany/npPoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHULTBa AP| (HE3HAYHI 3MiHW Y
3aTBEPKEHNX MeToAax BUNPobyBaHHSA) 3MiHa Y
mMeToAax BunpobysaHHA A®I fekcnaHnteHon (D-
MaHTeHon) 3a noka3HWKoM "lgeHTudikauis B-
BHECEHO pefakLiliHi npaBku Ta 3MiHW [0 po3ainy.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBepAxeHHs. CynyTHS 3MiHa
- 3MiHK 3 aKocTi. APl KoHTponb AP, 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaueHuX y cneumdikauisax Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NpoAyKT/peareHT, LWo
BUKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea Ad|
(iHLWi 3MiHW)
3Mminu | TNy - 3miHn 3 AkocTi. APl KoHTponb API.
3MiHa y meTogax BUnpobyBaHHsa Ad| abo
BUXIZAHOrO MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®I (iHwi 3MiHM Yy meTogax
BMNPOOYBaHHSA (BK/TOYaoumn 3amiHy abo
[0NoBHEHHA) AD| abo BUXiAHOro/NPOMIKHOrO
NPOAYKTY) 3MiHM Y MeTofax BUnpobysaHHs Ad|
[JekcnaHTeHon (D-MaHTeHON) 3a NokasHWkamu
"CynposigHi fomilkn" Ta "KinbkiCHe BU3HAYeHH:"-
BHECEHO pefakuiliHi npaBku Ta 3MiHW A0 po3ainis
BBefeHHs 3MiH NpoTAroM 6-Tu micauis nicns
3atBepKeHHs. CynyTHA 3MiHa - 3MiHW 3 SKOCTI.
A®I. KoHTposb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo

BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHLWi 3MiHW)
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
137. | NEKTO/IBAH® | cupon, no 100 mny AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 6e3 UA/10675/01/01
LL chnakoHi; no 1 "papmak” 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikat peyenma

dnakoHy pasom 3
JIOXKOHO
[,03yBasIbHOK Y
nauvj 3 KapToHy

signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiit hapmakonei/moHorpadii. MogaHHA
HOBOro a0 OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
A®I; onsa BUXigHOTO
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBwii cepTudikat
Bifl HOBOrO BMPOGHMKA (3aMiHa ab0 AONOBHEHHS) -
noJaHHa HOBOro cepTudpikata BianoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2011-012 -
Rev 02 ans gitouoi peyoBuHu Carbocisteine Big,
HoBsoro Bupo6Huka WUHAN GRAND HOYO CO.,
LTD., China (4onoBHeHHS). 3MiHu | Tuny - 3miHu 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHWi 3MiHM) BHECeHHSA 3MiH fo Creumndikadii API
Kap6oumncTeiH ans HoBoro BMpo6Huka WUHAN
GRAND HOYO CO., LTD., China, a came
BWJ/TyYEHHS NOKA3HWKIB «HiHrigpUH-NO3NTUBHI
cy6cTaHUii», «L-uncTein», «LinHk», «docdaTms.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTposib AdI.
3MiHa y napameTpax cneuudikaiin Ta/abo
O0NyCTUMKX MEX, BUSHAYEHMX y crieumdikalisx
Ha A®I, abo BMXigHWA/NPOMKHWIA
NpPoAyKT/peareHT, Lo BUKOPUCTOBYIOTHCH Y
npoueci BupobHuutea A®| (iHWi 3MiHW1) BHECEHHS
3MiH o Cneuudpikauii A®| kapboumncTeiH ans
HoBoro Bupo6Huka WUHAN GRAND HOYO CO.,
LTD., China, 3a nokasHWKOM "PO34YMHHICTb"-
MOKa3HUK BUNy4YeHo (MokasHuk Mae
iHchopmaTuBHUiA xapakTep). 3miHu | TUny - 3MiHK 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHWi 3MiHW) BHECeHHSA 3MiH fo Creumndikavii API
Kkap6oumncTeiH ans HoBoro BMpo6Huka WUHAN
GRAND HOYO CO., LTD., China 3a nokasHukom
«laeHTudikalis», a came AONOBHEHHS NOKa3HVKa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

NPUMITKOI ** «BU3HAYEHHS ifeHTudikauil
NPOBOAUTLCSA Ha cepefHiii Npobi» ANns Bxe
3aTBEPKEHOTO METOAY, L0 3a3Ha4yeHni B
MoHorpadii (2.2.24) AdY*, EP* «IHdpauepBOHWii
CMeKTp NornvHaHHA cybcTaHuil Mae Bignosigatu
CMeKTpy CTaHA4apTHOro 3pasky kapbouucteiny EP.
3miHu | TNy - 3miHm 3 AkocTi. APl KoHTponb Ad®I.
3MiHa y MeTofax BUNpobyBaHHs AD| abo
BMXi4HOrO Matepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa A®I (iHLWIi 3MiHK y MeToAax
BMNPoBYyBaHHA (BK/IOYauM 3amiHy abo
[0MNoBHEHHS) AD| abo BKXiAHOro/NpoOMiKHOrO
NPOAYKTY) BBEAEHHSA NPONOHOBAHOT METOAMNKN
BXIZIHOr0 KOHTPO/IO 3a NOKa3HWKOM “CynpoBigHi
Aomiwkn” ans sBupobHmka A®l WUHAN GRAND
HOYO CO., LTD., KuTaii, W0 Bigpi3HAETbCA Bif,
MeTOAMKM, 3a3HayeHol B HoBomy CEP Big, gaHoro
BMpPOGHUKa ADI.

138.

MIPALLETAM

Tabnetku no 200
mr, no 10 TabneTtok
y 6nicTepi; no 6
6nicTepis y navui 3
KapTOoHY

MAT
"Ximchapmsa
BOA,
"YepBoHa
3ipka"

YKpaiHa

MAT "Ximdapm3sasoz
"YepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
YTOUYHEHHS1 KOHLleHTpaLii B Haka3i MO3 YkpaiHu
Ne 814 Big 16.05.2022 B npoueci BHECEHHS 3MiH

(3miHu | TMNY - 3MiHKW 3 AKOCTI. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NikapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BUNyYEHHS HE3HAYHOro NokasHuka (Hanpuknag
3aCTapifioro NokasHvKa, Takoro Ak 3anax Ta cMak,
abo igeHTUikauis 6apBHUKIB Y CMaKOBUX

[06aB0K)) BuganeHHs nokasHuka «Tasibk Ta

KPEMHIto fioKcua KonoigHnii 6e3BoaHui» 3i
Cneuumdpikauii Ta MeToiB KOHTPOSHO, Y 3B'A3KY 3
npuBeLeHHsAM A0 BMMOr MoHorpadii dY,
«TabneTkn». 3MiH y AKOCTI /likapCbKoro 3acoby He
BiabyBaeTbCA). Pefakuis B Hakasi: Tabnetku no
200 mr a6o no 400 mr, no 10 TabneTok y 6aictepi;
no 6 6nicTepiB y nauui 3 KapPTOHY.
3anponoHoBaHa pegakuis: Tabnetku no 200
mr, no 10 Ta6neTok y 6aictepi; no 6 6nictepis
y naulij 3 KapTOHY.

3a
peyenmom

UA/5788/01/01

139.

nMmcC-
ypcogaion

TabneTku, BKpUTI
060M10HKO0, Mo 250
mr, no 100 TabneTok
y thnakoHax; no 10
TabneTok y 6nictepi;
no 5 6nictepiB y
KapTOHHI KopooLli

dapmacaiiH
C IHK.

KaHapa

BTOPMHHE NaKyBaHHSA:

JinToBcbKo-HOpBE3bKe 3AT

Hopcpauewm, NluTea;
BUPOGHMLTBO
Hepo3cacoBaHOro
NpOAYyKTY, NEPBUHHE Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/b SKOCTi, BUNYCK

Nuteal/
KaHaga

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKunii
3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
4acTUHK abo BCbOro BUPOBHNYOro npouecy
rOTOBOrO JlikapCbKoro 3acoby (finbHUUA Ans
BTOPVHHOrO NakyBaHHS) - BBEAEHHS Ai/IbHULI AN
BTOPUHHOIO NakyBaHHS - J/INTOBCbKO-HOPBE3bKe

3a
peyenmom

UA/9555/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
cepii: ®apmacaiiHc IHk., 3AT Hopdrauewm, /intea.
KaHaga
140. | NMC- TabneTku, BKpUTI dapmacaiiH KaHaga BTOPUHHE MaKyBaHHS: Nutea/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/9555/01/02
yYPCoOAlon 060/10HKO10, 1Mo 500 c IHK. JNnTtoBCbKO-HOpBE3bLKe 3AT KaHaga 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii peyenmom
mr, no 100 Tabnetok Hopcpauewm, NlnTea; 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo
y donakoHax; rno 10 BVPOGHMLTBO BBE/EHHSA AOAATKOBOI AiNbHULI BUPOGHMLTBA AN1S
Tabnetok y 6nicrepi; Hepo3dghacoBaHOro 4acTUHM abo BCbOro BUPOBHUYOrO npouecy
no 5 6nictepis y NPOAYKTY, NEPBUHHE Ta roTOBOrO NikapCbKOro 3acoby (4inbHUuUs ans
KapTOHHI KopooLi BTOPUHHE MaKyBaHHS, BTOPUHHOTO NaKyBaHHs) - BBEAEHHS AiNbHUL ANA
KOHTPONb SIKOCTI, BUNYCK BTOPVHHOTIO NakKyBaHHSA - JINTOBCbKO-HOPBE3bKe
cepii: ®apmacaiiHc IHK., 3AT Hopdrauem, Jintsa.
KaHaga
141. | nonAnPUn Karncynu Teepgi no dapmaLesT Monbwa dapmaueBTUYHMI 3aBOS, MonbLia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/4441/01/02
2,5 mr; no 14 kancyn | n4HWiA 3aBof, “Monbthapma” C.A. 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii peyenmom
y 6nicTepi; no 1 abo “Monbthapm 3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
2 6nictepn y a” C.A. (iHLWi 3MiHW) OHOBNEHHSA BXe 3aTBEpPAKEHNX
KapTOHHI KopooLli MEeTOZIB KOHTPOJII0 SKOCTi NikapcbKoro 3acoby, a
came: BUKNAAEHHS TEKCTY AEePXKaBHOK MOBOHO
3iJHO Cy4aCHNX BUMOT.
142. | nonAnNPuUn Kancysnu Teepgi no dapmaLesT Monbwa dapmaLeBTUYHMI 3aBOS, MonbLia BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4441/01/03
5,0 mr no 14 kancyn NYHWI 3aBOA, “Monbapma” C.A. 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii peyenmom
y 6nicTepi; no 1 abo “Monbhapm 3aci6. KoHTposib roTOBOro nikapcbkoro 3acoby
2 6nictepn y a’ C.A. (iHWi 3MiHW) OHOBNEHHS BXe 3aTBEPKEHUX
KapPTOHHI Kopo6Lli METO/AIB KOHTPOJII0 SAKOCTi NiKapcbKoro 3acoby, a
came: BUKNAAEeHHS TEKCTY AepXaBHOK MOBOIO
3riJHO Cy4acHUX BUMOT.
143. | nonANPUn Kancynu Teepgi no dapmaLesT Monbwa dapmaLeBTUYHUI 3aBOA, MonbLia BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/4441/01/04
10,0 mr, no 14 WNYHWIA 3aBOJ “Monbapma” C.A. 3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii peyenmom
Kancyn y énicrepi; “Monbthapm 3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
no 1 a6o 2 6nictepu a” C.A. (iHLWIi 3MiHW) OHOBNEHHA BXe 3aTBEPAYKEHNX
Y KapPTOHHiIli kopoobui MeTOZIB KOHTPOJIK0 SKOCTi NikapCbKoro 3acoby, a
came: BUKNaAEeHHS TEKCTY AePXXaBHOK MOBOLO
3iHO Cy4aCHWUX BUMOT.
144. | NPEOHI3ONOH | po3uunH ANs iH'eKujiA, MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/2587/01/01
-AAPHULA 30 mr/mn, no1mn B "®papmaueBT thipma "OapHuus” 3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHU. 3MiHa peuyenmom
amnyni; no 3 abo no nyHa chipma HalilMeHyBaHHs Ta/abo agpecu Micud
5 amnyn y KOHTYpHii "NapHuusa” NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYaoUM,

YapyHKOBIli
ynakosuj; no 1
KOHTYPHIlA
YapyHKOBIli yrnakoBLi
y nauui

3a HeobXifHOCTI, MicLle NPOBEAEHHS KOHTPO/IHO
SIKOCTI), @60 BnacHvka macTtep-chaina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro

marepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HayeHo y A0Cbe Ha JlikapcbKuii 3acib) 3a

BiCYTHOCTI cepTudikata BignoBigHOCTI
€Bponelicbkin hapmakonei y 3aTBepaKeHOMY
[ocbe, ab60 BUPOGHMKA HOBOI OMOMIiXHOT
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - 3MiHa
HaliMeHyBaHHs BUpO6HUKa A®| NnpesHi3onoHy
HaTpito pocdat 6e3 3MiHM agpecn NPoBaKEHHS
aisnbHocTi. 3aTBepaxkeHo: Crystal Pharma S.A.U.,
Spain. 3anponoHoBaHo: Curia Spain S.A.U., Spain

145.

NPEAHITON®

Kpem, 0,25 %; no 10
r,abo 30r,abo50r
y Ty6i; no 1 Ty6i B
KapTOHHIN nayui

TOB «MIBE
YKPAIHA»

Ykpaina

Mi6e MTM6X ApuHaiimiTTenb

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHW | Tuny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTI
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
Bi4NoBIAHOCTI a60 BUYYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiickbkin thapmakonei: ans
Adl; gns BUXigHOro
matepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif yxe 3aTBepAXeHOro BUPO6HUKA -
MoaaHHA OHOBIEHOTO cepTudikaTta BiAgMnoBIgHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2015-364-
REV 01 (3atBepmkeHo: RO-CEP 2015-364-REV
00) ana gitovoi peyoBuHK Prednicarbate
Micronised Big, Bxe 3aTBepAXeHOro BUPo6HMKa
NEWCHEM S.p.A. Ak Hacnigok 3MiHu B
cneuudikauii A®I, 3okpema npnBeaeHo y
Bi4NOBIAHICTb 40 BUMOr MoHorpadii EP: gomilika
«Prednicarbate-11-propionate», 3ragaHa B
nonepepHiii Bepcii CEP, Tenep Bk/oyeHa B
MoHorpadito sk «Jjomilka G» i ToMy BU/yyeHa 3
CEP

3a
peyernmom

UA/10283/03/01

146.

APEAHITON®

XupHa Masb, 0,25%
no10r, abo 30,
abo 50 ry Ty6i; no 1
Ty6i B KAPTOHHIl
nauuji

TOB "MIBE
YKPAIHA"

YKpaiHa

Mi6e MM6X ApuHaiimMiTTenb

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | Tuny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkilii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBEHOrO cepTudikaTa
Bi4MNOBIAHOCTI ab0 BUYYeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHK (cepTudikar BignoBigHOCTI
€Bponeiicbkit hapmakonei) - OHOBNeHWi
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPO6HUKaA -
MopaHHA OHOBNEHOrO cepTudikaTa BifgNoBIgHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2015-364-
REV 01 (3atBepmxeHo: RO-CEP 2015-364-REV
00) ans aitoyoi pevoBuHu Prednicarbate
Micronised Bif Bxe 3aTBEpPAXEHOr0 BUPOOHUKA

3a
peyenmom

UA/10283/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

NEWCHEM S.p.A. Ak Hacnigok 3MiHu B
cneuungikauii A®l, 3okpema npuBeaeHo y
BIANOBIAHICTb 4,0 BUMOT MOHOrpadii EP: gomilika
«Prednicarbate-11-propionate», 3ragaHa B
nonepepgHiii Bepcii CEP, Tenep Bk/oyeHa B
MoHorpadito sk «jomilka G» i ToMy BuyyeHa 3
CEP

147.

MPEAHITON®

Masb 0,25 % no 10
r,a6o30r, abo 50 r
y Ty6i; no 1 1y6i B
KapTOHHIN nauui

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e MM6X ApuHaiiMiTTesNb

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis:
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyUYeHHs cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
marepiany/peareHTy/npoMiKHOro NPoAyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMOMDKHOT peyoBMHY (CepTuddikaTt BiAgnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTuduikart Bif ye 3aTBepKeHOro BUpobHuKa -
MoaaHHA OHOBMIEHOTO cepTudikaTta BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2015-364-
REV 01 (3atBepmxeHo: RO-CEP 2015-364-REV
00) gnsa gitoyoi pevouHu Prednicarbate
Micronised Bif Bxe 3aTBEpAXEHOro BUPOOHUKa
NEWCHEM S.p.A. Ik Hacnifok 3MiHu B
cneumdikauii A®I, 3o0kpema npuBefeHo y
BiANOBIAHICTb A0 BUMOT MoHorpadii EP: gomiwka
«Prednicarbate-11-propionate», 3ragaHa B
nonepegHii sepcii CEP, Tenep Bk/oyeHa B
MoHorpadito sk «omiwka G» i TOMy BuydeHa 3
CEP

3a
peyenmom

UA/10283/02/01

148.

NMPOTE®NA3IA

PiAKWIA ekcTpakT
(cybcTaHuis) B
€MHOCTAX abo
KaHicTpax ans
thapmaLeBTUYHOro
3aCTOCyBaHHSA

ToBapucTBO
3
06MEXEHO
Bignosigasib
HiCTIO
"HaykoBo-
BMPOGHMYa
KOMnaHis
"Exkochapm”

Ykpaina

ToBapnCTBO 3 0GMEXEHOID
BignosigasbHIiCTIO "HaykoBo-

BMpO6HMYA KOMMNaHis
"Ekocpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu Il Tuny - 3miHn 3 aKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikayii Ta/abo
O0NYyCTUMUX MEX, BUSHAYEHMX y crieumdikalisix
Ha A®l, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BMpo6HuUTBa A®I (3MiHa No3a Mmexamu
3aTBepKeHoro dianasoHy y crneundikauii Ha AdI)
— BHECEHHS 3MiH [J0 MaTepiasliB peecTpaviiiHoro
[0CbE, p. 3.2.S.2.4 KOHTPO/b KPUTUYHKX CTagii i
NPOMIXHOI NPOAYKLT, & came BHECEHHS 3MiH Y
CneupmdpikaLito Ta METOAN KOHTPOSIO
Hepo3chacoBaHoro npoaykTy MpoTtednasig, pigkvi
eKCTpaKT (CybCTaHL,isl) 3a MOKa3HNKOM
"lpeHTudpikauis conasoHoigis" (B meTogj
CNEeKTPOdOTOMETPII Aiana3oH JOBXMH XBUb

UA/16415/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

OCHOBHWX BUPEXXEHNX MaKCUMYMIB
Hepo3hacoBaHOro NPOAyKTY NPUBOANTLCA Y
BIANOBIAHICTb A0 Aiana3oHy JOBXWH XBU/b
OCHOBHWX BMpaxeHux Makcumymis JIPC Tpasu
BiiH1ka HazeMHoro Ta LLlyykn AepHUCTOI.

149.

NMPOTE®NA3IA
®

Cyno3unTopii; no 5
cynosuTopii no 3 1
y 6nicTepi; no 1, abo
2, abo 3 6nictepn y
nauuj 3 KapToHy

TOB "HBK
"Ekochapm”

Ykpaina

TOB "HBK "Ekodhapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHuY Il Tuny - 3miHW 3 AkocTi. A®I. KoHTponb A®I.
3miHa y napameTpax cneuudikadii Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y crieumdikalisx
Ha A®l, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci Bupo6HuUTBa A®I (3MiHa Nno3a Mmexamu
3aTBEpXEHOro AianasoHy y cneuudikauii Ha AdI)
- BHECEHHS 3MiH [0 MaTepiaiB peecTpauiiiHoro
pocee, p. 3.2.S.2.3 KoHTposnb MaTtepianis, a came
BHECEHHS 3MiH Yy Cneuudikauito/MeToau KOHTpons
Ha MpoTednasig, piaKnin ekcTpakT (cybcTaHLis) 3a
nokasHukom "laeHTudikauis dpnasoHoigis" (B
MeToZi cnekTpod)OTOMETPIT Aiana3oH JOBXWH
XBWU/Ib OCHOBHUX BUPaXEHNX Makcumymis AdI
npuBOAMTLCSA Y BiANOBIAHICTb A0 AjanasoHy
[OBXWH XBWU/Tb OCHOBHMX BUPaXXEHUX MakKCUMyMiB
NPC T1a cy6cTaHuii Tpasu BiliHvka Ha3eMHOro 1a
LLly4kn gepHuUcToi.

3a
peyernmom

UA/4220/02/01

150.

NMPOTE®NA3IA
®

Kpanni; no 30 mn
abo no 50 mny
CKNsiHOMY chbnakoHi 3
npo6bkoto-
KpanenbHuLeto; no 1
d1akoHy B
KapTOHHIN nayui

TOB "HBK
"Exkochapm”

YKpaiHa

TOB "HBK "Ekochapm”,

YkpaiHa (BUpo6HMLTBO 3a
MOBHWM LMK/IOM; BUMYCK

cepir)

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM Il TUny - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKMiA
3aci6. 3MiHM y BUPO6HULTBI. 3MiHW BUNPObYyBaHb
abo [0MyCTUMUX MEX, BCTAHOB/IEHNX Y
crneuudikauisx, nig yac BUPO6HULTBA FOTOBOrO
NiKapcbKoro 3acoby (Po3LUMPEHHS 3aTBEPIAKEHNX
OOMNYCTUMUX MEX [J151 MOKA3HUKIB, SIKi MOXYTb
MaTw iCTOTHWIA BNIMB Ha 3arasibHy SiKiCTb FOTOBOTO
NiKapCbKOro 3acoby) - BHECEHHSA 3MiH 0
Marepianis peecTpaujiiHoro gocke, p. 3.2.P.3.4.
KOHTpO/Ib KpUTUYHUX CTagilh i NPpOMiXHOT
npoaykuii, a came BHeCEeHHS 3MiH y Cneyudikadiiio
Ta MeToAW KOHTPOJI0 HEPO3(hacoBaHOro NPoAyKTy
MpoTednasia®, kpanni 3a NOKa3HNUKOM
"laeHTudpikauis conasoHoigis" (B meTogi
CreKkTpodoTOMETPIT Aiana3oH LOBXWUH XBUb
OCHOBHWX BUP&XEHUX MakCUMyMiB
Hepo3dacoBaHOro NPoAyKTy NPpUBOANTLCS Y
BiANOBIAHICTb A0 Aiana3oHy [OBXWH XBUb
OCHOBHUX BUpaxkeHnx makcumymis JIPC Tpasu
BiiiHnka HazemHoro Ta LLlyykn AepHUCTOI.

3a
peyenmom

UA/4220/01/01

151.

NMYPEMOH®

PO3YUH NS iH'EKLNA,
833 MO/mn no 0,420
mn (300 MO/0,36

OpraHoH
CeHtpan Ict
16X

LLieiiuapi
A

Bettep ®apma-PepTuryHr
M6X i Ko. KI', HimeuunHa

(BUPOGHMLUTBO

HimeuunHa/
Higepnangn

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUM

3a
peyenmom

UA/5023/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

M) abo 0,780 mn
(600 MO/0,72 mn) y
KapTpuaxi; no 1
KapTpuaKy y
BigKpUTOMY
nnacTUKoBOMY I0TKY
B KOMMNJIEKTi 3
rofikamu, no 2
KOMMNEKTN roNoK — 2
KapTOHHI KOPO6KK
(KoXXeH KomMnaekT no
3 rofIK1, KoXXHa
rosnka B
iHAVBIAyanbHOMY
naacTKoBOMy
KOHTeliHepi) y
KapTOHHIN nayui

Hepo3dhacoBaHoi NpoayKLil
Ta NepBMHHA ynakoBka,
KOHTPO/b SKOCTI,
TecTyBaHHSA CTePUIbHOCTI Ta
bakTepiasibHUX
€H/J0TOKCUHIB rOTOBOTO
nikapcbKoro 3acoby
(KOHTPO/Ib IKOCTI Ta
TecTyBaHHS CTabifIbHOCTI),
Bi3yasibHa iHCnekuis);
Bettep ®apma-PepTuryHr
mM6X i Ko. KI', HimeuunHa
(Bi3yasibHa iHCMeku;is);
Bettep ®apma-PepTuryHr
mM6X i Ko. KI', HimeuunHa
(KOHTpONb AKOCTI,
TecTyBaHHS CTepUIbHOCTI Ta
6akTepiasibHNX
€HA0TOKCUHIB TOTOBOTO
nikapcbkoro 3acoby
(KOHTpO/b AKOCTI TA
TeCTyBaHHS CTabifIbHOCTI),
BisyasibHa iHcnekuis); H.B.
OpraHoH, HigepnaHaun
(kOHTpO/Ib sIKOCTI TA
TeCTyBaHHS CTabisIbHOCTI,
BTOPUHHA ynakoBKa, [03Bis
Ha BUMyCK cepil)

3aci6. 3miHa ByAb-AKOi YacTUHW MaTepiany
NepBUHHOT YNaKoBKU, L0 HE KOHTaKTYE 3 FOTOBUM
niKkapcbknm 3aco60M (Hanpukiag, Konip KpULLeyoK
3 KOHTPOJIEM NEPLUOTO BiAKPUTTSA, KONIP KOAOBUX
Kineub Ha amnysax, KOHTeliHepa [/1 roNoK (pisHi
BMAM NnacTmacw) (3mMiHa, sika He BNAVBaE Ha
KOPOTKY XapakTepucTHKy MikapcbKoro 3acoby)
3MiHU [0 PO3finy cMcTema ynakoBku, a came
BHECEHHS YTOYHEHb Ta KOPEKTUB LL0A0
06XVMHOrO KoBnayka Ta ryMmoBOi BCTaBku
CTOCOBHO OMNWCY Ta KOHTPOJIKO AKOCTi. 3MiHKM | TNy
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
CucTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa noctavanbHUKa nakyBasibHUX MaTepianis
ab0 KOMMNEKTYOUMX (SKLWO 3a3Ha4YeHO B [OChE)
(Bry4eHHs1 nocTavasibHMKa) 3MiHa Ha3Bu hipmn-
BMpOoOHUKa ynakoBku 13, 06)XMMHOro KoBnayka,
(3aTBepmKeHo: West Pharmaceutical Services,
Horsens, Denmark, 3anponoHoBaHo: West
Pharmaceutical Services, Horsens, Denmark A/S
51, Fuglevangsvej 8700 Horsens Denmark). 3MiHu
| Tuny - 3miHK 3 AKOCTI. [OTOBWIA NikapcbKKii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa nocTavyanbHKKa nakyBaslbHUX Matepianis
ab0 KOMMNEKTYOUMX (SKLWO 3a3Ha4YeHO B [4OCHE)
(BUNy4YeHHA noctavyasibHMKa) 3MiHa Ha3Bu pipMu-
BMPOGHMKA ynakoBku /13, NOPLUHA KapTpuaxy,
peAakLiiHi NpaBku [0 KOHTPOJIKO AKOCTI.
(3aTBepmxeHo: The West company, Le Nouvion en
Thierache France 3anponoHoBaHo: West
Pharmaceutical Services 38 , rue Robert Degon
BP 26, 02170 Le Nouvion - en Thierache, France).
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. Cuctema KoHTeliHep/3aKynopoBabHWiA
3aci6. 3MiHa nocTavasibHYKa nakyBaibHUX
MaTepianis abo KOMNAEKTYUMX (SKLLO 3a3Ha4YeHO
B [1OCb€) (3amiHa abo foAaBaHHS nocTavyasibHMKa)
3aMiHa 3aTBepAXEeHOro BUPOOHVKA KOMMOHEHTY
yNaKoBKM rOTOBOTO JliKapCbKOro 3acoby, CKASHOI
€MHOCTi KapTpyApKy, BHECEHO pefakLiiiHi npaBkn
[0 PO3Mipy Ta KOHTPOJII0 AKOCTI, 3aTBEPMAXKEHO:
Bunder Glas GmbH Bunde , Germany,
3anponoHoBaHo: Cartridge 10001685
Gerresheimer Bunde Boleslawiec Poland. 3miHu |
TUNYy - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkunii 3acio.
CucTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa nocTavanbHMKa nakyBasibHUX MaTepianis
a60 KOMMNEKTYOUMX (SKLWO 3a3Ha4YEHO B [JOChE)
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
(3amiHa abo fodaBaHHS NocTavasibHMKa) 3aMiHa
3aTBEPAKEHOr0 BUPOOHMKA KOMMOHEHTY YNakoBKM
roTOBOro MikapCcbKoro 3acoby, CKISAHOT EMHOCTI
KapTpuIXy, BHECEHO pefakLiiiHi npaBku Ao
PO3Mipy Ta KOHTPOJO AKOCTI, 3aTBEPAKEHO:
Bunder Glas Gmb Bunde, Germany,
3anponoHoBaHo: Cartridge 10001685 Nuova Ompi
Via Molinella 17 35017bPiombino Dese Italy
152. | PEHHI® 3 TabneTkn XyBasibHi; Baiiep LLiseiiuapi [enbdapm Manapg ®paHuis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 6e3 UA/7799/01/01
AMNENMbCUHOB | no 12 tabnetok y KoHcblomep A 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
MM CMAKOM 6nictepi 3 Kep Al Ha3Bu APl abo [OMNOMDKHOI PEYOBUHU. 3MiHU
nepdopauieto; no 1 LLOAO iHFpesieHTIB, L0 BUKOPUCTOBYIOTHCS B
abo no 2 6nictepu B CKnagj AONOMIXKHOI peyoBUHU "anesibCUHOBWIA
KapTOHHiiA KopobLj; apomatusartop”, y 3B'A3Ky 3 OHOB/IEHHAM
no 6 TabneTtok y peryntoBaHHA 4718 apomMaTn3aTopis.
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lii
153. | PUB'AYNIA piavHa opanbHa;no AT Ykpaina AT "Nly6Hnchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/8747/01/01
XUpP 50 mn a6o no 100 "Ny6Hudhap 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI peyenma
My dhnakoHi; no 1 Mm" Ta hapmakoHarnsgy (iHwi 3miHM) 3MiHN BHECEHO
chnakoHy B nauuii 3 00 [HCTPYKLiT 4518 MeANYHOro 3acTOCYBaHHSA
KapToHy; no 50 mn nikapcbKoro 3acoby Ao po3ainy "dapmakonorivHi
abo no 100 mny BNACTMBOCTI" yTOUHEHHS iHhopMaui Woao
6aHuj; no 1 6aHui B BiTaMiHy D (3aTBepmkeHo: BiTamiH D2
nauui 3 KapToHy (eprokanbuucepon); 3anpornoHOBaHo: BiTamiH D
(kanbuuchbeporn)) BiANOBIAHO 4O MaTepianis
peecTpauiiHoro focke. AK HacNiAoK, BigMOBIAHI
3MiHW BHECEHO B TEKC MapKyBaHHS1 BTOPUHHOT
ynakoBku. BBegeHHs 3MiH NpOTAromM 6-Tu Micsuis
nicns 3aTBepAKeHHs
154. | PIBOJNIEB TabneTku, BKpUTI Pisodhapm Lseliuapi Pisochbapm CA LBeliuapis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14758/01/01
NNiBKOBOIO CA A 3MiHK | TUny - 3MiHK 3 ikocTi. CepTudikat peuyenmom

060/10HKOH0, No 250
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 6nictepiB y
KapTOHHiiA Kopo6Ly

BignosigHocTI/TE-cepTudpikart BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
HOBOr0 abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUNyYeHHs cepTudikata
BiZJNOBIAHOCTI €BponeNchbkii thapmakonei: ans
Adl; gns BUXigHOTO
marepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
[0MOMIKHOT peyoBMHM (CepTudpikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuaikaT Bif yXe 3aTBepAKeHOro BUpOBOHUKaA.
[MogaHHA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2014-113 -
Rev 00 (3aTBepgxeHo: RO-CEP 2014-113 - Rev
04) pns APl neBeTmpauleTamy Big Bxe
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3aTBepmxeHoro BupobHuka HETERO LABS
LIMITED, India.
155. | PIBOJIEB TabneTku, BKpUTI Pisodhapm LLiseiiuapi Pisochapm CA LLsenuapis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais: 3a UA/14758/01/02
NNiBKOBOO CA A 3MiHW | Tuny - 3miHK 3 skocTi. CepTudiikat peyenmom
060/10HKO10, 1Mo 500 BignosigHocTI/TE-cepTudpikat BignosigHoCTi
mr; no 10 TabneTok €Bponeiickkiin hapmakonei/moHorpadii. NMogaHHs
y 6nictepi; no 3 abo HOBOro abo OHOBMIEHOro cepTudiikata
no 6 6nictepis y Bi4NoBIAHOCTI a60 BUYYeHHs cepTudikaTa
KapTOHHI Kopo6Lii BiANOBIAHOCTI EBponeiickbkil thapmakonei: ans
Adl; gns BUXigHOro
matepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWA
cepTnaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKaA.
MoaaHHA OHOBIEHOTO cepTudikaTta BiAgMnoBIgHOCTI
€Bponelicbkilt hapmakonei Ne R1-CEP 2014-113 -
Rev 00 (3aTBepgxeHo: RO-CEP 2014-113 - Rev
04) ona A®| neBeTupaueTamy Bif Bxe
3aTBepxeHoro BupobHnka HETERO LABS
LIMITED, India.
156. | PIBOJIEB TabneTku, BKpUTI Pisochapm LLiseiiuapi Pisohapm CA LLiBeiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/14758/01/03
NNiBKOBOIO CA A 3MiHu | Tuny - 3miHK 3 AkocTi. CepTudikat peuyenmom
060710HKO0, No 1000 BignosigHocTi/l E-cepTudikar BignosigHocTi
Mr; no 10 TabneTok €Bponeiicbkilii hapmakonei/moHorpadii. MogaHHA
y 6nicTepi; no 3 abo HOBOro abo OHOBEHOrO cepTudikaTa
no 6 6nictepis y Bi4MNOBIAHOCTI ab0 BUyYeHHS cepTudiikaTa
KapTOHHI KopooLli BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHK (cepTudikar BignoBigHOCTI
€Bponeiicbkit hapmakonei) - OHOBNeHWi
cepTudikaT Bif y)xe 3aTBepXEeHOro BUPOOHNMKa.
MopaHHA OHOBNEHOTO cepTudikaTa BifgNoBIgHOCTI
€sponelicbkiii chapmakonei Ne R1-CEP 2014-113 -
Rev 00 (3aTBepmxeHo: RO-CEP 2014-113 - Rev
04) pna APl neseTupaveTamy Bif, Bxe
3aTBEpAXeHoro BmpobHnka HETERO LABS
LIMITED, India.
157. | POBAMIU/H® TabneTku, BKpUTI TOB YkpaiHa CAHO®I C.P.N. ITania BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3a UA/6053/01/02
060/10HKOH0, M0 3 "CaHoi- 3MiHM | TMNy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI peuyenmom
000 000 MO; Ne 10 ABeHTIC Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
(10x1): no 10 YKpaiHa" y3arasibHeHux gaHux npo cuctemy

TabneTok y 6nictepi,
no 1 6nictepy B
KapTOHHiiA Kopo6Ly

thapmakoHarnagy (BBeAeHHs y3arasibHeHVX JaHux
npo cuctemy apmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
3AiliCHEHHS1 chapMakoHarnsay; KOHTakTHOT 0cobu 3
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BiANOBifas/IbHOT 3a
3[jicHeHHs hapmakoHariaay (BKIYarum
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
macTep-haiina cuctemu dpapmakoHarnsgy) 3miHa
MiCLie3HaxXoMKEHHS MacTep-dhaiina cuctemm
dhapmakoHarnsgy.
3MiHa MicLs 34jiICHEHHS OCHOBHOT AiANIbHOCTI 3
chapmakoHarnsgy.
158. | POKCUNEP TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecrTo, CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/17731/01/01
NNiBKOBOIO HoBo mecTo CnoBeHis (BUpo6bHMUTBO "in TexHi4yHa nomwuska (3rigHo Hakaly MO3 Big peyenmom
060s10HKot, 20 mMr/4 bulk", nepBuHHe Ta 23.07.2015 Ne 460). BunpaBneHHs TeXHIYHOT
mr/1,25 wr, no 10 BTOPUHHE NakyBaHHS, NOMUJIKK, SIKY 6yN10 AONYLLEHO NPy BHECEHI 3MiH
TabneTtok y 6nictepi, KOHTPO/Ib Ta BUMYCK Cepilf); [0 MKA N3 ana gosysaHHsa 20 mr/4mr/1,25 mr
no 3 abo 9 6nictepis KPKA, a.4., HoBo mecTo, (Haka3 Ne 153 Big 25.01.2022 p.), B cneyudikauii
Y KapTOHHiIli kopoobLi CnoBeHis (KOHTPO/b cepiit npu onuci BuMor Ao metogy TLUX 3a nokasHUKOM
(chi3nyHi Ta Ximi4HI MmeTogm «lgeHTudikalis posysactaTuHy» Bigbynacb
KOHTPO/10)) TexHiYHa NoOMUJIKa, a caMe BKa3aHO HEKOPEKTHUIA
HOMep PO34MHy 3paska.
3a3HayeHi BUNpaBeHHs, ki NoB’A3aHi 3
nepeHeceHHsIM iHchopmalii, BignosigaoTb
mMarepiasiam peecTpauiiHoro 0Che.
159. | POKYPOHIN PO3YUH NS iH'EKLNA, PpeseHiyc HimeuunH ®peseHiyc Kabi ABcTpis ABcTpist BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/15270/01/01
KABI no 10 mr/mn; no 5 Kabi a M6X 3MiHu | TUNY - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peyenmom
M/1Y CKNSIHOMY Joliunang, Ta hapmakoHarnsgy. BeegeHHs abo 3miHm o
donakoHi; no 5 abo 6X y3araslbHeHVX AaHnx Nnpo cuctemy
10 dpnakoHis y hapmakoHarnsgy (BBefeHHs y3araslbHEHUX AaHuX
KapTOHHI kopobLyj; npo cuctemy hapmakoHarnsgy, 3amiHa
nol0mny YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
CKNAHOMY (D/1aKOHi; 3pificHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
no 5 a6o 10 thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
dN1aKkoHiB y thapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA
KapTOHHI KopooLli Bifl yNOBHOBaXXeHOI 0co6Wu, BiAnoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (Bkiryarum
KOHTaKTHi AaHi) Ta/abo 3MiHWN Y PO3MiLLeHHI
macTep-gaiina cuctemy papMmakoHarnsgy) 3miHa
KOHTaKTHOI 0c0obM 3 hapmakoHarnagy 3asBHuKa
0N 30iiCHeHHs chapmakoHarnsgy B YkpaiHi.
[itoua pepakuis: babaes Banepiii CTaHicnaBoBuy.
MponoHoBaHa pepakLisi: Cntocapes Cepriid
Bonogumnposmy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0c0obM 3 thapMakoHarnagy 3asBHuKa
015 30iicHeHHs1 chapMmakoHarnsagy B Ykpaiti.
160. | CAMITON® TabneTkn, BKPUTI TOB YkpaiHa KYCYM XENTXKEP MNBT IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16969/01/01
NNiBKOBOIO «TNEQ®AP nTa 3MiHa 3as1BHMKa (B/1aCHUKa peecTpaviiiHoro peyenmom
o060710HKot0, No 500 M NTO» nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015

Mr 10 4 TabNeTkn y

Ne 460). BBefeHHs1 3MiH NPOTArom 6-T1 MicALiB
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
6nicTepi; no 1 nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6nictepy y 6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
KapPTOHHI ynakoBLi BBefeHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
cuctemy hapmakoHarnagy (BegeHHs
y3arasibHeHNX JaHnx Npo cucTemy
hapMakoHarnsay, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsgy;
KOHTaKTHOI 0c0bM 3 chapMakoHarnagy 3asBHuKa
NS 3niiicHeHHs hapmakoHarnsay B YkpaiHi, AKwo
BOHa BiMiHHA Bif, yNOBHOBaXKEHOIT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy). 3MiHa yrnoBHOBaXXeHOT 0cobu
3asBHUKA, BiANOBifaIbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy. fitoua pegakuis: Dr. Sanjay
Kumar Mishra. MNMponoHoBaHa pegakuis:
Mpu3nmupcbka Tamapa BonognmupisHa. 3MiHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEeHOi 0cobm
3a8BHKa, BiANOBIAANLHOI 3a 34iICHEHHS
thapmakoHarnsgy. 3MiHa Micus 34iiCHEHHS!
OCHOBHOI AisiIbHOCTI 3 dhapmakoHarnsagy. 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemu
dhapmakoHarnsigy Ta iioro Homepa.
161. | CEBIKAP HCT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Haiui CaHkio FOpoyn M'm6X HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/17662/01/01
NNiBKOBOIO Pecny6nik 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI peuyenmom
o6onoHkot, 20 mMr/5 a Ta thapmakoHarnsagy (iHwi 3miHu) 3miHW BHECEHO
mr/12,5 wmr; no 14 00 IHCTPYKUiT AN MeANYHOro 3aCTOCYBaHHS
Tabnetok y 6nicrepi; nikapcbKoro 3acoby A0 po3ainy "MobiuHi peakwii”
no 2 6nictepay BiANOBIAHO A0 pekomeHgauii PRAC EMA.
KapTOHHI nayui BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPAKEHHS.
162. | CEBIKAP HCT Tabnetku, BKpUTI 3eHTiBAa, K.C. Yecbka [aivi CaHkio FOpoyn M'm6X HimeuunHa 3MiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI 3a UA/17662/01/02
NNiBKOBOIO Pecny6nik Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHNM BHECEHO peyenmom
060/10HKO10, 40 Mr/5 a 00 [HCTPYKUIT AN MegUyYHOro 3acTocyBaHHs
mr/12,5 wmr; no 14 NiKkapcbKoro 3acoby Ao po3ainy "Mobivni peakwii”
TabneTtok y 6nictepi; BignosiaHO o0 pekomeHgauii PRAC EMA.
no 2 6nicrepay BBeneHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
KapTOHHI nayui 3aTBEpPKEHHS.
163. | CEBIKAP HCT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Oaivi CaHkio FOpoyn M'm6X HimeuunHa 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI 3a UA/17662/01/03
NNiBKOBOIO Pecny6nik Ta hapmakoHarnsagy (iHwi 3miHM) 3MiHN BHECEHO peyenmom
060/10HKO10, 40 Mr/5 a [0 IHCTPYKUiT A1 MeAUYHOro 3acToCyBaHHs
Mmr/25 mr; no 14 nikapcbkoro 3acoby Ao po3gainy "lMNo6iyHi peakuii”
TabneTtok y 6nictepi; BiANoBiAHO A0 pekomeHgauil PRAC EMA.
no 2 6nictepay BBegeHHs1 3MiH MpoTAroM 6-Tu micAuiB nicns
KaPTOHHIN nayuj 3aTBEPKEHHS.
164. | CEBIKAP HCT TabneTku, BKpUTI 3eHTiBAa, K.C. Yecbka [aiyi CaHkio FOpoyn M'm6X HimeuunHa 3Minu | TUNY - 3MiHK Woao 6esneku/edeKTUBHOCTI 3a UA/17662/01/04
NNiBKOBOIO Pecny6nik Ta hapmakoHarnsgy (iHwi 3miHM) 3MiHNM BHECEHO peuyenmom
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
060/10HKO0, 40 a 00 IHCTPYKUiT AN MEeANYHOro 3aCTOCYBaHHS
Mr/10 mr/12,5 mr; no nikapcbKkoro 3acoby Ao po3gainy "MNo6iyHi peakuii”
14 Tabnetok y BiANOBIAHO A0 pekomeHgauil PRAC EMA.
6nicTepi; no 2 BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
6nictepa y 3aTBEPAKEHHS.
KapPTOHHI nayui
165. | CEBIKAP HCT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Haiui CaHkio FOpoyn M'm6X HimeuunHa 3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI 3a UA/17662/01/05
NNiBKOBOIO Pecny6nik Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHN BHECEHO peuyenmom
o60n10HKo, 40 a 00 IHCTPYKUiT AN MEeANYHOro 3aCTOCYBaHHS
Mr/10 mr/25 mr; no nikapcbkoro 3acoby Ao po3giny "MNo6iyHi peakuii”
14 TabneTok y BignosiaHO o0 pekomeHgauii PRAC EMA.
6nicTepi; no 2 BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
6nictepay 3aTBEPMKEHHS.
KapTOHHIN nayui
166. | CENTONETE® NboAaHukn 3 mr/l KPKA, a.4., CnoBeHis KOHTPO/Ib Ta BUMYCK Cepiii: CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/15458/02/01
TOTAN Mr; N0 8 NbOASAHNKIB HoBso mecTo KPKA, a.4a., HoBo mecTo, 3MmiHu | TUNY - 3MiHK 3 SKoCTi. FOTOBWIA NiKapCbKuii peyenma
EBKANIOT y 6nicTepi; no 1 abo CnoBeHis; BUPO6GHMLTBO "in 3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
no 2, aéo no 3, abo bulk", nepsuHHa Ta (iHLWi 3MiHW) OHOBNEHHSA BXe 3aTBEpPAKEHNX
no 4, ao no 5 BTOPMHHA ynaKkoBKa: MeTOZiB KOHTPOJIIO SIKOCTi NikapcbKoro 3acoby, a
6nictepiB y KPKA, a.4a., HoBo mecTo, came: BUKNaJEeHHA TEKCTY AepXXaBHOK MOBOK
KapTOHHI KOpo6Lii CnoBEHis; KOHTPO/b Cepiii 3riHO Cy4YacHuX BMMOr. BBeAeHHs 3MiH MPOTArom
(thiznyHi Ta ximiuHi meToam 6-Tn micAuiB nicnsa 3aTBepiKeHHA. 3MiHW | Tvny -
KoHTponto): KPKA, a.4., 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
HoBo mecTo, CroBeHis; CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI abo
KPKA, a.4., HoBo mecTo, ymoBax 36epiraHHs roTOBOrO JliKapCbKoro 3acoby
CnoseHis; HN30X (36iNbLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
(HauioHanbHi naboparopist nikapcbkoro 3acoby) - [ns TOprosoi ynakoBKu
3a 3[paB’e, OKOJIE iH XpaHo), (nigTBEPMKYETHCA AAaHNUMU PEasILHOTO Yacy)
CnoseHis 36i/1bLLEHHSI TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby. 3aTBepAXeHO: 3 PoKu.
3anponoHoBaHo: 4 poku. 3MiH/ BHECEHO B
HCTPYKLi0 415 MeANYHOrO 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3gin «TepMmiH
NpUAATHOCTI». BBeAEHHS 3MiH NpoTArom 6-tv
MiCALB Nic/A 3aTBEPAKEHHS.
167. | CONNAAEIH TabneTKn PO3UMHHI; nakcoCwmit Benvka nakcoCwmitKnaii Ipnangis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/4740/01/01
no 2 Tabnetkny Knsaiin BpuTaHis [aHrapsaH flimites 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikar peyernmom
cTpuni; no 6 cTpunis KoHcblomep signosigHocTi/l E-cepTudikar BignosigHocTi
Y KapTOHHIl Kopoobui Xenckep €Bponeiickkiii hapmakonei/moHorpadii. MogaHHs
(FOK) HOBOro abo OHOB/IEHOrO cepTudiikata
Tpenginr BiAANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
Nimiteq BiANOBIAHOCTI €BpoNeNichbkili hapmakonei: Ans

A®I; onsa BUXigHOro
maTepiany/peareHTy/npomMiXKHOro NPoAyKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUii
cepTuduikar Bif y)ke 3aTBepAKEHOro BUpobHMKa -
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

MoaaHHA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
€® Ne R1-CEP 2002-214-Rev 04 (3aTBEpOXEHO
R1-CEP 2002-214-Rev 03) ansa A®I
MapaueTamony Bif, BXe 3aTBepKeHOro
BMpobHuka NOVACYL (WUXI)
PHARMACEUTICAL CO., LTD., China, y 38'A3ky
3i 3MIHOK HanucaHHs agpecu BUpobHuka Adl,
hakTnyHe MicLe po3TallyBaHHA He 3MIHIOETLCS.
[Oitoua pepakuis: Novacyl (Wuxi) Pharmaceutical
Co., Ltd. 8 Guang Shi Xi Road China-214 185
Wuxi, Jiangsu Province NponoHoBaHa pefakuis:
NOVACYL (WUXI) PHARMACEUTICAL CO.,
LTD., 16, Guangshi Road, Meijing Village, Luoshe
Town, Huishan District China-214 185 Wuxi,
Jiangsu Province. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONEeiChbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BW/IyYeHHs cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ansa
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; onsa [ONOMIXKHOT pevoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BUPOGHMKa - MNogaHHA OHOB/IEHOro cepTudikaty
BignosigHocTi €E® Ne R1-CEP 2003-100-Rev 04
(3aTBepmkeHo R1-CEP 2003-100-Rev 03) ans
A®| KogeiHy docdpaty remirigpaTty Big, BXe
3aTBEepAXeHOro BupobHrka SUN
PHARMACEUTICAL INDUSTRIEL (AUSTRALIA)
PTY LTD., Australia, Ta ik HaCNifoK NPpUBEAEHHS Y
BiANOBIAHICTb MOKAa3HMKIB «[TMTOMa ONTUYHa
rycTuHay, «KinbkicHe BU3Ha4YeHHs», «CynpoBigHi
OOMILLKU».

168.

CONNAQAEIH

Tabnetku, no 12
Tabnetok y 6nicrepi;
no 1 6nictepy B
KapTOHHI KopooLi

nakcoCwmitT
Knsaiin
KoHcbomep
Xernckep
(FOK)
TpewngiHr
Nimiten

Benuka
BpuTaHis

"nakcoCwmiTKnaiH
[aHrapsaH JlimiTes

Ipnangis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
Bi4MNOBIAHOCTI ab60 BUyYeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
AdI; onsa BUXigHoro
marepiany/peareHTy/npoMikHOro NPOAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHU (cepTudikar BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBEHWI

3a
peyenmom

UA/4740/03/01
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n/n

JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

169.

TA®DIH/AP®

cepTudikaT Bif ke 3aTBepAKeHOro BUPO6HUKa -
MopaHHA oHOBMEHOro cepTudlikaTy BiANOBIAHOCTI
€d Ne R1-CEP 2002-214-Rev 04 (3aTBEpAXEHO
R1-CEP 2002-214-Rev 03) ana Ad®l
MapaueTamony Bif BXxe 3aTBepKeHoro
Bupo6HMka NOVACYL (WUXI)
PHARMACEUTICAL CO., LTD., China, y 3B'A3ky
3i 3MiHOIO HanucaHHA agpecy BUpobHuka AdI,
hakTnyHe MicLie po3TallyBaHHSA He 3MIHIOETbLCS.
[itoua pepaxkuis: Novacyl (Wuxi) Pharmaceutical
Co., Ltd. 8 Guang Shi Xi Road China-214 185
Wauxi, Jiangsu Province MponoHoBaHa pegakLis:
NOVACYL (WUXI) PHARMACEUTICAL CO.,
LTD., 16, Guangshi Road, Meijing Village, Luoshe
Town, Huishan District China-214 185 Wuxi,
Jiangsu Province. 3miHu | Tuny - 3MiHu 3 SKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKii
hapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYYEHHS cepTudikaTta BifAnoBigHOCTI
€Bponevicbkinn hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/NpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; Ans fONOMIXHOT peyoBUHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif, yXe 3aTBEPIAKEHOrO
BMPOGHMKa - MNogaHHs OHOBMEHOro cepTudikaTy
BignosigHocTi €E® Ne R1-CEP 2003-100-Rev 04
(3aTBepmxkeHo R1-CEP 2003-100-Rev 03) ansa
A®| KogeiHy docdhaty remirigpaty Big, BXe
3aTBEepAXeHoro Bupo6Hnka SUN
PHARMACEUTICAL INDUSTRIEL (AUSTRALIA)
PTY LTD., Australia, Ta ik HaCnioK NpUBEAEHHS Y
BiANOBIAHICTb NOKa3HMKIB «[TMTOMa oNTUYHa
rycTuHa», «KifibkicHe BU3HaYeHH:», «CynpoBigHi
[LOMILLIKM».

Karncynu Teepgi no
50 mr; no 120
Kancyn y cpnakoHax

Hosapric
dapmva Al

LLiseiiuapi
o

nakco Bennkom C.A.,
Icnanis (BUPOBHUK ANns
nakyBaHHS Ta BUMyCKy
cepii); Fnakco OnepeiilHc
IOK Nimiten, Benuka
BpuTaHis (BMpOGHUK
Hepo3dhacoBaHOT NPoAyKLi);
JNlex ®apmacbloTuKaUic 4.4,.,
CnoBeHia (albTepHaTuBHa
LOinbHUUA BiANOBIAa/IbHA 3a

nepByHHE Ta BTOPUHHE

Icnanis/
Benuka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUny - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBa/PKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/THOUAOUN,
3a HeobXigHOCTI, MicLle NPOBEAEHHSA KOHTPO/THO
AKOCTI), @60 BnacHuka macTep-chaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMikHOro NPOAyKTy, Lo
3aCTOCOBYHTbCH Y BUPOOHULTBI AD| (AKLLO
3a3Ha4YeHo y A0CbE Ha JlikapCbKuii 3acib) 3a

BiICYTHOCTI cepTudpikarta BignoBigHOCTI

3a
peyenmom

UA/14420/01/01




148
Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
nakyBaHHs); HoBapTic €Bponeicbkiin hapmakonei y 3aTBepaKeHOMY
®apmacbiotuka C.A., [ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
IcnaHis (anbTepHaTuBHa PEYOBUHM (SKLLO 3a3HAYEHO Y OCLE) - 3MiHA
OiNbHMUSA BignosiganbHa 3a HalimeHyBaHHs BUpobHuka Ad®I (JabpadeHidy (y
BMPOGHMLTBO hopMi fabpadeHiby Me3unnaty)), BignoBiganbHOro
Hepo3dhacoBaHO! NpoAayKLii 3a quality control testing, 6e3 3miHV Micus
Ta KOHTPOJIb SIKOCTI) BMpo6HUMUTBA: 3aTBepaeHo: Novartis
International Pharmaceuticals Ltd Branch Ireland
Ringaskiddy, Co Cork Ireland DUNS: 989669874
3anponoHoBaHo: Novartis Integrated Services
Limited - International Service Laboratory
Ringaskiddy, Co. Cork Ireland DUNS: 985756561
170. | TADIHNAP® Karcynu Teepgi no HoBaprTic LLiseiiuapi Brpo6HWK Hepo3dhacoBaHoi Benuka BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/14420/01/01
50 mr; no 120 dapmva Al A npoaykuii: Fnakco BpuTaHis/ 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHU. 3MiHa peuyenmom
Kancyn y chnakoHax OnepeiiwHc HOK flivites, Icnanis/ HalilMeHyBaHHs Ta/abo agpecu Micud
Benuka BpuTaHisi; BUpo6HMK CnoBeHis NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYaouM,
AN NakyBaHHA Ta BUNYCKY 3a Heob6XiAHOCTI, MiCLie NPOBEEHHSA KOHTPOSIIO
cepii: Cnakco Bennkom C.A., SIKOCTI), @60 BnacHvka macTtep-chaina Ha A®l, abo
Icnanis; AnbTepHaTMBHa noctavansHvka A®l/BuxigHoro
LOinbHUUA BiANOBIAa/IbHA 3a matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
NepBUHHE Ta BTOPUHHE 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO
nakyBaHHs: Jlek 3a3HayeHo y A0CbE Ha fikapcbkuii 3acib) 3a
dapmacbloTukanc g.4., BiCYTHOCTI cepTudikata BignoBigHOCTI
CnoBeHis; AnbTepHaTMBHa €sponelicbkin dhapmakonei y 3aTBepaKeHOMY
LOiNbHULS BiANOBiAa/IbHA 3a [oCbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOT
BUPOGHMLTBO PEYOBUHM (AKLLO 3a3HAYEHO Y [JOCLE) - 3MiHa
Hepo3dhacoBaHoi NpoayKLii Ha3BM Ta agpecy BUPOGHMKa BiANOBIA&IbHOIO 3a
Ta KOHTPOJIb SIKOCTI: KOHTpOsb fkocTi Ad| (JabpadieHidy (y chopmi
HosapTic ®apmacbloTrka nabpacdeHiby mesunary)), 6e3 3miHu Micus
C.A., IcnaHis BMpo6HMUTBa: 3aTBepakeHo: Novartis Integrated
Services Limited — International Service
Laboratory Ringaskiddy Co. Cork Ireland DUNS:
985756561 3anponoHoBaHo: SGS International
Services Laboratory (ISL) Limited Ringaskiddy,
Cork, P43 FR63, Ireland DUNS: 985785798
171. | TA®PIHNAP® Karncynu Teepgi no HosaprTic LLiseiiuapi nakco Bennkom C.A., Icnanis/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: UA/14420/01/02
75 wr; no 120 dapmva Al A Icnanisa (BUpO6HUK Ans Benvka 3MiHK | TUNY - AOMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
Kancyn y gpnakoHax nakyBaHHs Ta BUNYCKy BpuTaHis/ HalilMeHyBaHHs Ta/abo agpecy Micus
cepii); Fnakco OnepeiilHc CnoBeHis NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatouK,
tOK Nimiteq, Benuka 3a HEeOOXIiAHOCTI, MicLie NPOBEAEHHS KOHTPOJ/TH0
BpuTaHis (BUpo6HMK sIKOCTi), abo BnacHuka macTep-chaiina Ha A®l, abo
Hepo3dhacoBaHOT NPoAyKL,ii); noctavanbHuka Adl/BuxigHoro
ek ®apmacbloTukaUic 4.4,., marepiany/peareHTy/nPoOMKHOIO NPOAYKTY, O
CnoBeHisa (anbTepHaTMBHA 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO
AiNbHMUA BignosiganbHa 3a 3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
nepBuHHE Ta BTOPUHHE BiZJICYTHOCTI cepTudikata BignosigHOCTI
nakyBaHHs); HoBapTic €Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
Papmacbiotnka C.A., [0Cbe, ab0 BUPOGHMKA HOBOT AOMOMIKHOT
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
IcnaHia (anbTepHaTuBHa PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - 3MiHa
LinbHUUSA BigNOBiAa/IbHA 3a HaliMeHyBaHHs BUpo6HUka A®I (JabpadeHidy (y
BVMPOGHNLTBO chopmi AabpacheHiby me3sunnary)), BignosigasbHOro
Hepo3dhacoBaHoi NpoayKLil 3a quality control testing, 6e3 3miHM micus
Ta KOHTPO/1b AKOCTI) BMpobOHUUTBa: 3aTBepmkeHo: Novartis
International Pharmaceuticals Ltd Branch Ireland
Ringaskiddy, Co Cork Ireland DUNS: 989669874
3anponoHoBaHo: Novartis Integrated Services
Limited - International Service Laboratory
Ringaskiddy, Co. Cork Ireland DUNS: 985756561
172. | TA®PIHNAP® Kancynu Teepgi no Hosapric LLiseiiuapi Brpo6HuK Hepo3hacoBaHol Benvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14420/01/02
75 wr; no 120 dapmva Al A npoaykuii: Fnakco Bputanis/ 3MiHM | TUny - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom
Kancyn y cpnakoHax OnepeiiwHc HOK flimiTes, Icnanis/ HalilMeHyBaHHs Ta/abo agpecu Micud
Benvika BpuTtaHisi; BUpo6HMK CnoseHis NPOBa/PKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/THOHAOUN,
[O19 NaKyBaHHA Ta BUMNYCKY 3a HeobXigHOCTI, MicLle NPOBEAEHHSA KOHTPO/THO
cepii: nakco Bennkom C.A., AKOCTI), @60 BnacHuka macTep-chaiina Ha A®l, abo
IcnaHis; AnbTepHaTVBHa nocravanbHuka Adl/BuxigHoro
AiNbHMUA BignosiganbHa 3a marepiany/peareHTy/npoMikHOro NPOAYyKTy, Lo
NepBUHHE Ta BTOPVHHE 3aCTOCOBYIOTLCA Y BUPOOHULTBI ADI (AKLLO
nakyBaHHs: Jlek 3a3Ha4YeHo y A0CbE Ha JlikapCbKuii 3acib) 3a
PapmacsloTukanc 4.4., BiICYTHOCTI cepTucpikata BignoBigHOCTI
CnoBeHis; AnbTepHaTMBHa €Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
LOinbHUUA BIANOBIAa/IbHA 3@ nocbke, abo BUPOOHMKA HOBOI LONOMIXHOT
BUPOBHMLTBO PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCLE) - 3MiHA
Hepo3dhacoBaHoi NpoayKLii Ha3BM Ta agpecy BUpOGHVKa BiANOBIAa/ILHOIO 3a
Ta KOHTPO/b AKOCTI: KOHTpONb AKkocTi A®I (JabpadeHiby (y dhopmi
HoBapTic ®apmacbioTuka fabpacheHiby mesnnaty)), 6e3 3miHu micus
C.A., IcnaHis BMpOGHMUTBA: 3aTBepakeHo: Novartis Integrated
Services Limited — International Service
Laboratory Ringaskiddy Co. Cork Ireland DUNS:
985756561 3anponoHoBaHo: SGS International
Services Laboratory (ISL) Limited Ringaskiddy,
Cork, P43 FR63, Ireland DUNS: 985785798
173. | TUMOIrNOBYNI | niocpinizoBaHnii [xeHzaim HigepnaH BVPOGHMLTBO PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15575/01/01
H® NOPOLUOK ANs HOpon B.B. aomn Hepo3dghacoBaHOro Ipnangis 3MiHu | TUny - 3MiHK 3 skocTi. A®l. KoHTponb AdI. peyenmom
NPUroTyBaHHA NpoAyKTy, A03BIN HA BUMYCK 3MiHa y meTogax BunpobysaHHsa Ad| abo
KOHUEeHTpaTy Ans cepii: JxeHszaiim BUXIZAHOrO MaTepiany/npomiKHOro
po34nHy Ans Moniknonanc CAC, NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
iHdpysiin no 25 mr Ne ®paHLis; nepBMHHa Ta npoueci BupobHuutea APl (He3HauHi 3MiHW y
1: no 1 donakoHy B BTOPWHHA yNakoBKa, [03Bi/ 3aTBEPAKEHNX METOAAX BUNPOGYBaHHS) - 3MiHU
KapTOHHiiA KopooLyi Ha BMUNycK cepii: JxeH3anm [10 aHaNiTUYHOTO MEeTOAY L0 BU3HAYEHHS
Ipnang Niviteq, Ipnangais 6GiOHaBaHTaXKEHHS, L0 BUKOPUCTOBYETLCA A/1S
TECTyBaHHS aKTUBHOIO IHTPegiEHTY
174. | TIOTPUASOMIH | po3unH ans iH'eKLiA, MAT Ykpaina MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/2931/01/02
® 25 mr/mn, no 2 Mn B "Tannudap 3MiHM | TMNy - 3MiHK 3 AKOCTI. [OTOBWUIA NikapCbkni peuyenmom
amnyni; no 10 M" 3aci6. 3MiHM y BUPO6HULTBI. 3MiHW BUNpPoOYyBaHb

amny”n y KOHTYPHii
YapyHKOBIl

ab0 fonNyCTUMUX MEX, BCTAHOB/IEHUX Y
cneungikauisx, nig 4ac BUpOObHMLTBA FOTOBOr0
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
ynakosuj; no 1 nikapcbKoro 3acoby (foNoBHEHHs abo 3amiHa
KOHTYPpHilA BMNPOGYBaHHS B NPOLIECi BUPOOHULITBA 3@
YapyHKOBIl ynakoBLi pesynbTatamun gocniipkeHb 3 6e3neku abo SKocTi)
B Mauuj; no 4 mn B BHECEHHS 3MiH 10 KOHTPOJIIO Mif Yac BUpOOHNLTBA
amnyni, no 5 amnyn roTOBOrO fliKapcbKoro 3acoby, 30kpema: -
Y KOHTYpHIlA BBE/EHHS1 KpUTepIiB NpUIAHATHOCTI (He Ginblue 100
YapyHKOBIli KYO B 100 m/1) 38 NOKa3HUKOM
ynakoBLi; rno 2 "BioHaBaHTaxeHHs" Ha CTagii ®inbTpauis
KOHTYPHi YapyHKOBI PO3YMHY; - BUTYYEHHS NMOKa3HMKa
yMakoBKM B MauLi "MikpobionoriyHa uncroTta" Ha CTagii
MpuroTyBaHHA PO34nHy
175. | TONOTEKAH KOHUeHTpaT ans AkKopg, Benuvka Brvpo6HMLTBO rOTOBOrO IHpis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/17720/01/01
AKKOPJ, PO34nHy Ans Xenckea BputaHis nikapcbkoro 3acoby, Benuka 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii peyenmom
iHdpysin, 1 mr/mn; no NimiTen nepBuvHHE, BTOPUHHE BpuTaHis/ 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
1 mn a6o no 4 mn nakyBaHHs1, KOHTPO/Ib SIKOCTi YropwmHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHLUeHTpaTy y cepil: KOHTPOJTH0 AKOCTi FOTOBOTO J1iKapCbKOro 3acoby
CKISAHOMY (D/1aKOHi; IHTac ®apmacbloTikan3 (3amiHa abo fofaBaHHS AiNbHULI, Ha SKilA
no 1 conakoHy y Nimiten, HAis; 3[iICHIOETLCA KOHTPOL/BUNPOBOYBaHHA cepil) -
KapTOHHI KopooLli BTOpuHHE nakyBaHHs: [0AaBaHHA AiNbHULL 3 KOHTPOSO SKOCTI cepii
Akkoppg, Xenckea Jlimiteq, SAPMABAIA NTa. MikpobionoriyHa
Benuka BputaHis; nab6oparopis, YropwwuHa / PHARMAVALID Ltd.
BignoBiganbHuii 3a BUNycK Microbiological Laboratory, Hungary 3a agpecoto:
cepit: Byn. Tatpa 27/6., bBypganewT, 1136, YropwuHa /
Akkopg, Xenckea Jlimiteg, Tatra u. 27/b., Budapest, 1136, Hungary fo Bxe
Benuka BpuTaHis; 3aTBEPAXEHNX
KoHTponb skocTi:
AcTpoH Pesbopu JliviTes,
Benuka BpuTaHis;
KoHTponb skocTi:
BeccniHr XaHrepi K.,
YropuuHa;
KoHTponb skocTi:
SAPMABANIA NTL,.
Mikpob6ionoriyHa
naboparopisi, YropLimHa
176. | TPUMICTUH® - | ma3sb no 14 ry Ty6i; MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 6e3 UA/6123/01/01
AAPHULUA no 1 Ty6i B nayui "®apmaueBT hipma "OapHuus” 3MiHu | TNy - 3MiHK 3 aKocTi. A®I. KoHTposb AdI. peyenma
nyHa pipma 3miHa y napameTpax cneuudikayii Ta/abo
"AapHnus” O0NYyCTUMUX MEX, BUSHAYEHMX Y crieumdikalisix

Ha A®l, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci Bupo6HuuTea Ad| (BUIyYEHHSN
He3Ha4yHOro nokasHuka SKocTi (Hanpuknag
BWU/TyYEHHS 3aCTapisioro NokasHuka)) aMiHa y
napameTpax crneundikauiii, a came BUTyUYEHHS
nokasHuka «Badki MmeTasiv» BiANoBiAHO A0
mMaTtepianis BUpo6Hvka Ta sumor ICH Q3D
Guideline for Elemental Impurities.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

3miHu | TMny - 3miHu 3 AkocTi. APl KoHTponb Ad®I.
3miHa y napameTpax cneuudikadin Ta/abo
[0NYyCTUMUX MEX, BUSHAYEHMX Y creumdikaLisax
Ha A®l, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK)
3MiHM A0 cneuudikauii Ta MeToaiB KoHTpono Ad|
3a nokasHukamu: -«pH po3unHy» Ta «KinbkicHe
BM3HAYEHHS» HOPMYBaHHSA 3a/IMLLIEHO 6e3 3MiH.
BHeceHi pefakuiliHi npaBku, Ski 0chopMIeHi
BiANOBIAHO [0 pekoMeHAaLiin Ta cTunictukn AoY.
-TecT «Po3unHHICTb» BignosigHo fo BumMor JdY
1.4 «MoHorpadpii» Mae pekomeHAauinHniA
XapakTep, Ha niAcTasi YOro 3anponoHoOBaHO
BUKOHYBaTV TECT Ti/lbKW AN PO34YMHHWKIB BoAa P
Ta eTaHon (96 %) P, o He cynepeunTb BUMOram
LY. CynyTHA 3MiHa - 3MiHW 3 AKOCTi. AdI.
KoHTponb A®l. 3miHa y meTogax B1npobyBaHHSA
A®| abo BMXigHOrO MaTepiany/MpoMiXXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTea APl (He3HauHi 3MiHW y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS) -
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTposib AdI.
3MiHa y napameTpax crneuudikaiin Ta/abo
O0NYCTUMKX MEX, BUSHAYEHMX y crieumdikalisix
Ha A®I, abo BMXigHWUA/NPOMIKHWIA
NpPoAyKT/peareHT, Lo BUKOPUCTOBYIOTHCH Y
npoueci BupobHuuTea AP (iHWwi 3MiHK)
HopmyBaHHs TecTy «CynpoBigHi JOMILLKM»
BCTaHOB/IEHO BifMOBIAHO A0 HACTAHOBU «[JOMILLKM
B HOBWX NKAPCbKMX PEYOBMHaX Ta HOBUX
nikapceknx npenapatax» 42-3.9:2014 ta
BIANOBIAHO A0 MaTepianis BUPO6HUKa. [jtoyua
pepakuis ConyTtcTeytowme npumecn He 6onee
0,5%. (F'Py 2.2.27, metop TCX) MNponoHoBaHa
pepakuis CynposigHi AoMilLky Jomiwkn 1 — He
6inbwe 0,15% [omiwkn 2 - He Ginbe 0,15%
Byab-aKoT iHLWOT AOMIWKK - He 6inbwe 0,1 % Cyma
OOMILLIOK — He Ginblue 1,0%. (4PY, 2.2.29, meTog,
BEPX).

CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KOHTposib
A®l. 3miHa y meTofdax BunpobysaHHs A®| abo
BMXigHOrO Matepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea API (iHWwi 3MiHM Yy meTogax
BMNpo6yBaHHSA (BK/TKOYaoumM 3amiHy abo
[0NoBHEHHs)) APl abo BMXiAHOrO/NMPOMIXXHOIO
npoAykTy) 3MiHu | TMny - 3miHK 3 sKocTi. API.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

KoHTponb Adl. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXifHOrO MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (He3HauHi 3MiHW y
3aTBEPMAKEHNX METOAAX BUNPOGYBaHHSA) ANs
TecTy «lgeHTudikavis» MeToanKM KOHTPOI0
3a/IMLLKOBI 6€3 3MiH. BHeceHi pefakuiiiHi npasku,
sIKi ochopMeHi BiANOBIAHO 1O pekoMeHaaLiin Ta
ctunictukn APY. 3miHn | Tmny - 3MiHW 3 AKOCTI.
A®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI Y 3aTBEPKEHOMY
[0Cbe cepTudikaTa BignoBigHOCTI EBPONECHKIi
dhapmakonei, LWwo BKIoYa€e nepiog NOBTOPHOIO
BMNPOGYBaHHS) (Nepiog NOBTOPHOroO
BMNpo6yBaHHsA/nepios 36epiraHHs) - 3miHa ymMmoB
36epiraHHa A®I - YmMoBY 36epiraHHs ans
cy6CcTaHLUjii BCTaHOBMNEHO BiAMNOBIAHO A0
aKTya/lbHUX MaTepiasiiB BUPOGHYMKa. 3aTBEpKEHO:
«B MNOTHO YKYNopeHHo Tape Npu Temneparype
He Bbilwe 25 ° C» 3anponoHoBaHo: «B
opuriHanbHii ynakoBLji Npy TemMneparypi He BuLle
25 ° C». 3MiHu | TUny - 3MiHK 3 AKkocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLiii
Ta/abo JoNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BYXiZHWUIA/NPOMIKHWIA
NpPoAyKT/peareHT, Lo BUKOPUCTOBYIOTHCH Y
npoueci BupobHuutea A®| (iHwi 3mMiHK)
HopmyBaHHsi Ta METOAUKY KOHTPO/IO TECTY
«MikpobionoriyHa uncToTa» npuBeLeHo
BiANOBIAHO A0 BUMOr €®, 2.6.12, 5.1.4. CynyTHs
3MiHa - 3MiHK 3 AkocTi. APLl. KoHTposnb APl 3miHa
y MeTogax sunpobysaHHA A®l abo BuxigHoro
marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa Ad|
(He3HauHi 3MiHM y 3aTBEPIKEHUX MeTogax
BMNPOGYBaHHSA) 3MiHW | TMny - 3MiHW 3 AkocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax BUNPO6YyBaHHs
A®| abo BMXigHOro Matepiany/npPoMiXXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHULTBa AP| (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNpobyBaHHs) TecT
«Bofa» AOMOBHEHO YTOUHEHHAM LLIOAO
BUKOPVCTOBYBAHOIO PeakTUBY: «OKPIM
opcipuncToro peaktnBy P MOxHa
BVIKOPVICTOBYBATU OACIPUMCTUIA peakTus
HYDRANAL Composite 5 (kat. Ne 34805)
METOAMNKY KOHTPOJIHO 3a/IMLLIEHO 6€e3 3MiH. 3MiHu |
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Tmny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeToAax BunpobysaHHsA A®l abo BuxigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdI
(He3HauHi 3MiHK y 3aTBEpPXXEHNX MeToax
BMNpo6yBaHHSA) [nsa TecTy «KonbopoBicTb
PO34YMHY» METOAUKN KOHTPOIIO 3a/MLLEH] 6e3 3MiH.
BHeceHi pefakuiliHi npaBku, ski 0chopM/IeHi
BiJNOBIAHO [0 pekoMeHAaLii Ta ctunicTvkm AdY.
3miHu | Tvny - 3miHu 3 AkocTi. APl KoHTponb Ad®I.
3MiHa y MeTofax BUNpobyBaHHs AD| abo
BMXiAHOrO Matepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHULTBa APl (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNPoOyBaHHS)

[nsa TecTy «po30piCTb PO3UNHY» METOANKN
KOHTPOJIH0 3a/MLLEHI 6e3 3MiH. BHeceHi pefakuiiiHi
npasku, siki ochopmIIeHi BifNOBIAHO JO
pekomeHAaLjin Ta cTuaicTukm AdY. 3miHu | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHA A®l abo BuxigHOro
marepiany/npomiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
(iHWi 3miHM y MeToAax BUNpobyBaHHA (BKIKOYAOUM
3amiHy abo JonoBHeHHs) Ad| abo
BUXiAHOro/NPOMIXHOro NpoAaykTy) B TecTi
«3a/TNLLKOBI KiSIbKOCTi OpraHiyHnX PO3UNHHUKIB»
METOAMKY KOHTPOJTIO 3a/TNLLEHO 6€3 3MiH.
BignosigHo [0 pe3ynbTartiB Basijauii MeToauka
[0MNOBHEHA TEPMIHOM NPUAATHOCTI PO3UUHY
MOPIBHSAHHS, YTOYHEHO OAMH 3 NapameTpis
npuaaTHocTi XpoMaTorpadiyHol cucTeMm (CTyneHb
po3gineHHsa He MeHLwe 1,5), a Takox foAaHo
fopjaTkosi napameTpu napadasHoi NpucTaBku Ta
TemnepartypHi napamMeTpu. BHeceHo pefakuiiHi
npasku, siki ochopmIIeHi BifNOBIAHO JO
peKkoMeHAaLin Ta ctuaicTukn JPY.

177.

TPUTALE®

Tabnetkv no 5 mr,
Ne 28 (14x2): no 14
TabneTtok y 6nictepi,
no 2 6nictepu B
KapTOHHI KOpo6Lii

TOB
"CaHodi-
ABeHTIC
YKpaiHa"

YKpaiHa

CAHO®I C.P.J1.

ITanisa

3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHs abo 3miHv o
y3arasibHeHNX JaHnx nNpo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHNX
npo cuctemy dpapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3AificCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHuKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0CO6MU, BiANOBiLabHOI 3a
3fjicHEeHHs hapmakoHarisay (BKIYakum

3a
peyenmom

UA/9141/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-haiina cucremu chapmakoHarnsgy). 3miHa
MicLie3HaxXoKeHHs1 MacTep-thaiina cuctemu
dhapmakoHarnsgy.
3MiHa Micus 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.

178.

TPUTALE®

Tabnetku no 10 wmr,
Ne 28 (14x2): no 14
TabneTok y 6nictepi,
no 2 6nictepv B
KapTOHHI Kopobui 3

TOB
"CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

CAHO®I C.P.J.

ITanis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnx nNpo cucTemy
dhapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHuX
npo cuctemy dpapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[iicCHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asBHVKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0cO6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs dhapmakoHarsay (BKIvarum
KOHTaKTHi AaHi) Ta/abo 3MiH1 Y PO3MiLLEHHI
MacTep-haiina cucremu chapmakoHarnsgy). 3miHa
MicLie3HaxXoMKeHHs macTep-haiina cuctemm
dhapmakoHarnsagy.
3MiHa MicLs 34iICHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.

3a
peyenmom

UA/9141/01/03

179.

TPILE®-C

MOPOLLIOK A/1A
PO3YUHY ANst iH'EKLii
no 1 a6o 10
hnakoHiB y
KapTOHHI KopooLli

AAP
PAPMA ®3-
nnc

O6'eaHaHi
Apabebki
Emipatn

3eiicc dapmac’toTikenc MeT.

nra.

IHAja

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI
Ta thapmakoHarnagy. 3miHa y KopoTkii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeAnYHOro
3acTOCyBaHHS Ha MiacTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepiog,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCIAKEHD,
npoBeAeHWX BigNoBIAHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHom) 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginu:
"Ocob6nmBoCTi 3acTocyBaHHSA", "TMobiuHi peakwii”
BiANOBIAHO A0 OHOB/EHOT iH(hopMmaLlii 3 6e3neku
Aito4oi peyvoByHN. 3MiHK | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiAcTasi peryisapHo
OHOB/IIOBAHOIO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo Aoc/igKeHb 3 6e3nekn 3acTOCyBaHHS

3a
peyenmom

UA/17543/01/01
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Ymosu

Homep

n/n

JliKapcbKO20

Hassa

(nikapcbka ¢hopma,

Popma sunycky

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

IHais

nikapcbKoro 3acoby B Mic/iApeecTpavyiiiHvii nepios,
a60 AK pe3ysibTaT OLiHK/ 3BITY 3 AOCNILKEHD,
npoBefeHnX BigNoBIAHO [0 NNaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVWM OpraHom) 3miHu
BHECEHO 10 IHCTPYKL,i 4158 MegnyHOro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3gin
"Mo6iyHI peakujii" BiANOBIAHO 4O OHOBMEHOI
iHchopMmawii 3 6e3neku fityoi pevyoBUHM.
BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:

3a

UA/17525/01/01

180.

TPILE®-T3

MOPOLUOK A/1s

PO3UUHY ANs1 iH'EKLi
no 1 a6o 10
o1aKoHIB Yy
KapTOHHI KopooLii

AAP

OAPMA ®3-

nnc

O6'eaHaHi
Apabebki
Emipatn

3eiicc dapmac’toTikenc MNeT.

nra.

3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI
Ta thapmakoHarnagy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeAnyYHOro
3acTOCyBaHHS Ha MiacTasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B Mic/iApeecTpavyiiiHuin nepiog,
abo K pe3ynbTaT OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHWX BignoBigHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginu:
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakw,ii”
BiANOBIAHO 0 OHOB/EHOT iH(hopMaLlii 3 6e3neku
Ai040oT peyoBrHN. 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA Ha NiAcTasi peryisapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKu NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavjiiiHuii nepiog,
a60 K pe3ysibTaT OLiHK/ 3BITY 3 AOCAILKEHD,
npoBefeHnX BigNoBIAHO [0 NAaHy negiaTpuyuHmX
pocnigxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVWM OpraHom) 3miHu
BHECEHO 0 iHCTPYKLi 415 MegnyHoro
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3gin
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopMmawii 3 6e3neku Aityoi pevyoBUHM.

peyenmom

3a

UA/2556/01/01

181.

DAPMAAUMIH
®

Kpanni opanbHi 2 %,
no 5 mn abo 25 mny
cnakoHi; no 1

hnakoHy B navuj

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM Il TUny - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKMii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHW BUNPOOYyBaHb
abo [0MyCTUMUX MEX, BCTAHOB/IEHNX Y

crneundikaisx, nig yac BUPO6HMLTBA FOTOBOr0O

peyenmom

NiKapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHSA 3MiH
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
[10 KOHTPO/IH0 BUPOGHNYOTO NpoLiecy, 30kpema: Ha
eTani NPMroToBaHOro PO34nHY BUMYYUTU PYTUHHUIA
KOHTPO/b 3a NOKa3HMKOM "KifibkicHe BU3HAYEHHS.
Hidbeaunin". KoHTposib 3a AaHUM NOKa3HUKOM
BUKOHYETbLCS Ha CTafii HeMapkoBaHOT NpoayKLii Ta
nif, Yac BMMYCKy JlikapCbKOro 3acoby
182. | ®APMAAUNIH Kpanni opasibHi 2 %, AT YkpaiHa AT "dapmak" YkpaiHa 3MiHuW Il TUny - 3MiHW 3 AKOCTIi. [OTOBWIA NiKapCbKMiA - UA/8119/01/01
® in bulk: no 420 kr y "papmak” 3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
KOHTelHepax; no abo fonyCTUMUX MeX, BCTAHOBMIEHNX Y
120 kr y 604kax cneumdikauisix, nig yac BUPOOHULTBA rOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHSA 3MiH
[0 KOHTPO/O BUPOGHMYOTO MpoLecy, 30Kpema: Ha
eTani NPMroToBaHOro PO34nHY BUMYYUTU PYTUHHUI
KOHTPO/b 3a Noka3HMKOM "KifibKicHe BU3HAYEHHS.
Hidbeaunin". KoHTposib 3a gaHnM nokasHUKOM
BVKOHYETbCS Ha CcTafii HeMapKoBaHOT MPOAYKLi Ta
nif, Yac BMMNYCKY JliKapCbKOro 3acoby
183. | PITONISNH® nacrta gns PapmaLesT Monbwa TOB lep6anonb Bapliasa MonbLia BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 6e3 UA/0471/01/01
NpUroTyBaHHA WNYHWIA 3aBOf 3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKuii peyenma
cycneHsii ans "MONb®AP 3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
OpasIbHOro MA" C.A. (iHLWi 3MiHW) OHOBNEHHSA BXe 3aTBEPAKEHNX
3aCToCyBaHHA Mo MeTogjiB KOHTPOt0 KocTi /13, a came
100 ry Ty6i; no 1 BUKNAAEHHS TEKCTY AepXKaBHOK MOBOO 3rifHO
Ty6i B KAPTOHHiIl Cy4yacHuX BUMOT
Kopo6Ui
184. | ®IYHON® Kancynu, no 50 mr, HOBE/ TypeyunH HOBE/ I/1A4 CAHAI BE TypeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/3784/01/01
no 3 abo 7 kancyny INAY CAHAI a TIOKAPET A.LL. 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTBHOCTI peuyenmom
6nicTepi, no 1 BE Ta (hapmakoHarnagy. 3MiHa y KopoTkiii
6nictepy B TIOXKAPET XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapTOHHIN ynakoBLii A.LL. MapKyBaHHS Ta iHCTPYKL,ii 4S8 MeguyHoro
3aCcToCyBaHHS Ha nigcTasi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkun Nikapcbkoro
3acoby, abo Joc/igpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKK 3BITY 3 fOCNIMKEHD,
NpoBeAEeHNX BigMNoBigHO A0 MaHy negiatpudHnx
pocnipkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVM OpraHoM) - 3MiHu
BHECEHIi [0 iIHCTPYKUii AN MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ainm
"PapmMakonoriyHi BnactusocTi”, "OcobnnBocCTi
3acTocyBaHHS", "3acTocyBaHHS Y nepiog,
BariTHocTi abo rogyBaHHs rpyaato”, "Mo6iyHi
peakuji" BiANOBIAHO A0 OHOBMEHOI iHGhopmaLii 3
6e3nekun 4ityoi pevyoBMHN BeBegeHHs 3MiH
NPOTArom 6-Tu MicsILB NicNs 3aTBepAXXEHHS
185. | P/IYHON® Kancysnu, no 150 wr, HOBE/ TypeyunH HOBE/ I/1A4 CAHAI BE TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: Ne 1 - 6es UA/3784/01/02
no 1 a6o 2 kancysm INAY CAHAI a TIAXXAPET A.LL. 3MiHuM | TMNY - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI peyenma;
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
y 6nicTtepi; no 1 BE Ta hapmakoHarnagy. 3mMiHa y KopoTkiii Ne 2 - 3a
6nictepy B TIOXKAPET XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi peyenmom
KapPTOHHI ynakoBLi A.LL. MapKyBaHHS Ta iHCTPYKLi A8 MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavyjiiiHuiiz nepiog,
a60 K pe3ysibTaT OLiHK/ 3BITY 3 AOCNILKEHD,
npoBefeHnX BigNoBIAHO [0 NNaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom) - 3mMiHu
BHECEeHI 10 IHCTPYKLIT 4719 MeANYHOro
3acTOCyBaHHS NiKapCbKoro 3acoby y po3aim
"®apmakonorivHi BnactmsocTi”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHocTi abo rogyBaHHsa rpyaato”, "Mo6iyHi
peakuii” BignoBigHO A0 OHOBNEHOT iHchopmMaLi 3
6e3nekun fjtoyoi pevoBrHN BeeAeHHS 3MiH
NpoTSArom 6-Ty MiCcsILiB Mic/si 3aTBEPAKEHHS
186. | POPTALE®D NOpPOLLOK AN [bxeHodhapm Benvka HCIMC Xe6ei XyamiH Kutaii BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16854/01/01
pO34nHYy AN nrtp, BputaHis dapmacbioTikan Komnani 3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii peyenmom
iH ekuiiA, mo 500 mr, Nimiteq 3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
no 1 a6o no 5 aéo 3miHa napameTpiB cneyudikaii Ta/abo
no 10 chnakoHiB 3 O0NyCTUMMX MEX FOTOBOTO J1iKapCbKOro 3acoby
MOPOLLKOM Y (monoBHeHHs cnevmdikaLii HOBUM NOKa3HUKOM 3
KapTOHHI KopooLli Bi4NOBiAHMM METOLO0M BUNPOGYBaHHS) -
[OMNOBHEHHSA cneumdikaii Ta MeToAiB KOHTPOSTIO
N3 nokasHukoMm «lgeHTndikauis» (metog Y&
cnekTpogoToMeTpil) Bi4NOBIAHO O BUMOT Ail0HOro
BUAgaHHa USP
187. | POPTALE®D NOpOLUOK ANs [bkeHodhapm Benuvka HCIC Xeb6ei XyamiH Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: - UA/16853/01/01
pO34nHy oNns ntp, BpuTaHis PapmacbioTikan KomnaHi 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
iH ek, no 500 mr Nimiteq 3aci6. KoOHTpOosib rOTOBOro NiKapcbKoro 3acooby.
in bulk: no 10 3miHa napameTpiB cneuudikauii Ta/abo
hnakoHIB 3 L0NyCTUMKX MEX rOTOBOTO J1iKapCbKOro 3acoby
NOPOLLKOM B (monoBHeHHsA cnevmdikavii HOBUM NOKa3HUKOM 3
KapTOHHI KopooLli BiAMNOBIAHMM METOA40M BUNPOBYBaHHS) -
[ONOBHEHHS cnevmdikalii Ta MeTOAiB KOHTPO/IO
N3 nokasHukoMm «lgeHTundikauis» (metog Y&
cnekTpogoToMETPIl) Bi4NOBIAHO A0 BUMOT Ail0HOro
BugaHHa USP
188. | POPTALE®D NOPOLLOK A5 [bxeHodhapm Benvka HCMC Xebeit XyamiH Kutaii BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16854/01/02
pPO34nHy N nrp, BpuTaHis PapmacbloTikas1 KomnaHi 3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapcbKuii peyernmom

iH"ekwjiA, no 1000 mr
no 1 a6o no 5 a6o
no 10 chnakoHiB 3
NMOPOLLKOM Y
KapPTOHHI Kopobui

Nimiten

3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
3MmiHa napameTpiB cneundikauii Ta/abo

[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby

(monoBHeHHA cnevmdikaLii HOBUM NOKa3HUKOM 3
Big4MNoOBigHYM METO40M BUNPOOYBaHHSA) -
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
[OMNOBHEHHS creumdikauii Ta MeToAiB KOHTPO/TIO
['N13 nokasHuKoM «laeHTudikauis» (metog Y
cnekTpodoToMeTpiT) BIANOBIAHO A0 BUMOT Ail04Oro
BugaHHa USP
189. | POPTALE® NOpPOLLOK AN [bxeHodhapm Benvka HCIMC Xeb6ei XyamiH Kutaii BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/16853/01/02
PO34mMHYy Ans nrg BpuTaHis dapmacbtoTikann KomnaHi 3MiHK | TUny - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii
iH ekuiiA, mo 1000 mr Nimiteq 3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
in bulk: no 10 3miHa napameTpiB cneyudikalii Ta/abo
hnakoHIB 3 O0NyCTUMMX MEX FOTOBOTO J1iKapCbKOro 3acoby
NOpPOLLKOM B (monoBHeHHs cnevmdikaLii HOBUM NOKa3HUKOM 3
KapTOHHI KopooLli Bi4NOBiAHVM METOLOM BUNPO6GYBaHHS) -
[OMNOBHEHHA cneumdikaii Ta MeToAiB KOHTPOSTIO
N3 nokasHukoMm «lgeHTndpikauis» (metog Y&
cnekTpogoToMeTpil) Bi4NOBIAHO O BUMOT Ail0HOro
BUgaHHAa USP
190. | PYUUC® Tabnetku no 50 wr, KYCYM IHAjA KYCYM XENTXKEP MNBT IHAja BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/7617/01/01
no 4 a6o no 10 XENTXKEP nTa 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuyenmom
TabneTtok y 6nictepi; MBT NTA, Ta thapmakoHarnagy. 3MiH1 y KOpoTkiii

no 1 6nictepy B
KapTOHHI ynakoBLi

XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCYBaHHSA reHepUYHNX/TiIBPMAHNX/6I0N0AIGHNX
nikapcbkyx 3aco6iB Micns BHECEHHSA Tiei camol
3MiHV Ha pethepeHTHWi npenapart (3MiHa He
noTpebye HajaHHS XO4HUX HOBMX A0AATKOBUX
AaHunx). 3MiHW BHECEHI A0 IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHSA NIKapCbKOro 3acoby y
po3sgainu: "®apmakosnoriyHi BnactueocTi”,
"Moka3aHHA" (YTOYHEHHS), "TpoTunokasaHHA",
"B3aemogif 3 iHWMMU NikapcbKuMun 3acobamm Ta
iHLWI BMAW B3aemogii", "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHs Yy nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”, "MobiyHi
peakuii” 3rigHo 3 iHhopMaLji€ro LWOA0 MeANYHOrO
3acTocyBaHHS pethepeHTHOro NikapCbKoro 3acoby
ONPTHOKAH.BBeeHHA 3MiH NpOTArom 3-X MicsuiB
nicns 3aTBepkeHHsA. CynyTHS 3MiHa- 3MiHM Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) [o 3060B'A3aHb Ta yMOB
BMAAYi peecTpaviiHoro NocBiAYeHHs, BKIOYaoum
MnaH ynpasniHHA pu3vkamu (3aCTocyBaHHSA
TEKCTY, SKMIA NOroKeHUli 3 KOMNETEHTHUM
opraHom). 3asiBHMKOM HafaHO OHOBEHUI MNnaH
ynpas/iHHA pusmkamu Bepcisa 2.1.
3MiHM BHeceHo Ao yactuH: I, V,VILVIl y 38’a3ky 3
OHOB/IEHOO iH(pOpMaLLiEto 3 6e3nekn Aitouoi
pevoBUHU, Ta 3rigHo 3 iHhopMaLjieto Woa0
Me[MYHOro 3aCTOCYBaHHA pediepeHTHOro
nikapcbkoro 3acoby AMPIKOKAH. Pestome MaHy
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

ynpasniHHA pu3nkamu Bepcis 2.1 goaaeTbes.
TepMmiH BBEAEHHS 3MiH He pekomeHoBaHuii. MYP
Mae 6yTv BNPOBaAKEHWIA NicNsi 3aTBEPIKEHHS.
3miHu | TUNY - 3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLiT 415 MeAn4HOro
3aCcToCyBaHHS Ha MigcTasi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKK 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHIi [0 iHCTPYKLiT 4519 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainm
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHI peakw,ii”
BiAMOBIAHO A0 OHOBNEHOI iHChopMaL,i 3 6e3neku
Lito4oi pevyoBuHU. BBeeHHSA 3MiH NPOTArom 3-x
MicsLiB NicNs 3aTBEPAKEHHS.

191.

®YLUC®

Tabnetkn no 100 wmr,
no 4 a6o no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakoBLi

KYCYM
XENTXKEP
NBT ATA,

IHais

KYCYM XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHuM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnagy. 3MiH1 y KOpoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA reHepUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNikapcbKyx 3acobiB Micns BHECEHHS Tiei camol
3MiHV Ha pethepeHTHW npenapart (3MiHa He
noTpebye HafaHHS XOL4HWUX HOBMX A0AATKOBUX
[aHvx). 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby y
po3sgainu: "®apmakosnoriyHi BnactueocTi”,
"MokaszaHHsa" (yTOYHeHHs), "MpoTunokasaHHsa",
"B3aemogis 3 iHWNMU NikapcbkuMun 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobnmnsocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”, "MoobiyHi
peakuii” 3rigHo 3 iHhopMaLielo LWOA0 MeANYHOrO
3acTocyBaHHA pethepeHTHOro NikapCbKoro 3acoby
ON®THOKAH.BBeeHHA 3MiH NPOTArom 3-X MicsuiB
nicns 3aTeepmkeHHsA. CynyTHS 3MiHa- 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta YMOB
BMAaYi peecTpaLiiHoro NOCBigYeHHs, BKIYaum
MnaH ynpasniHHA pyu3nkamm (3acTocyBaHHS
TEKCTY, SIKMIA NOTOAKEeHUIA 3 KOMNETEHTHUM
opraHom). 3asiBHMKOM HafaHO OHOBAEHUI MNnaH

3a
peyenmom

UA/7617/01/02
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Homep

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

ynpaBniHHA pu3vkamu Bepcis 2.1.
3MiHM BHeceHo Ao yactuH: I, V,VIL VIl y 3B’A3Ky 3
OHOB/EHOO iH(pOpMALLiEto 3 6e3nekun Aito4ol
pevoBUMHM, Ta 3rigHO 3 iHchopmauieto Wwoao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby AVNPIFOKAH. Pestome MnaHy
ynpaseniHHA pu3nkamu Bepcis 2.1 goaaeTbes.
TepMmiH BBEAEHHS 3MiH He pekomeHoBaHuii. MYP
Mae 6yTv BNPOBaAKEHWIA Nic/si 3aTBEPIKEHHS.
3miHu | TUNY - 3MiHW Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3aco6y B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKN 3BITY 3 fOCNIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigpkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHIi [0 iHCTPYKLiT 4719 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainm
"Ocob6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakw,ii”
BiANOBIAHO A0 OHOBMEHOI iHhopMaLi 3 6e3nekn
Litoyoi pevyoBuHU. BBeeHHSA 3MiH NPOTAroMm 3-x
MicsLiB NiCNs 3aTBEPAKEHHS.

UA/7617/01/03

192.

®YLUC®

Tabnetkn no 150 wmr,
no 1 a6o no 2, abo
no 4 Tabnetkny
6nicTepi; no 1
6nictepy B
KapTOHHI ynakosLi

KYCYM
XENTXKEP
NBT ATA,

IHais

KYCYM XENTXKEP MBT

nTa

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnagy. 3MiH1 y KOpoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKL,iT 415 MeAnyYHOro
3aCTOCYBaHHSA reHepUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNikapcbKyx 3acobiB Micns BHECEHHS Tiei camol
3MiHV Ha pethepeHTHW npenapart (3MiHa He
noTpebye HafaHHS XO4HWUX HOBMX A0AATKOBUX
[aHvx). 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHA /ikapCbKoro 3acoby y
po3sgainu: "®apmakosnoriyHi BnactmeocTi”,
"MokaszaHHsa" (yTouHeHHs), "MpoTunokasaHHsa",
"B3aemogis 3 iHWNMU NikapCcbkuMun 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobnmnsocTi
3acTocyBaHHS", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”, "MobiyHi
peakuii” 3rigHo 3 iHhopMaLjiero LWOA0 MeANYHOrO
3acTocyBaHHA pethepeHTHOro NikapCbKoro 3acoby
ON®THOKAH.BBeeHHA 3MiH NPOTArom 3-X MicsLiB

nicns 3aTeepakeHHs. CynyTHs 3MiHa- 3MiHM Wwoao

Ne 1 - 6e3
peuyenma;
No 2; Ne 4 -
3a
peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta yMOB
BMAAYi peecTpaviiHoro NocBifAYeHHs, BKIOYaoum
MnaH ynpasniHHA pyu3nkamm (3acToCyBaHHS
TEKCTY, KM NOroKeHuli 3 KOMNEeTEHTHUM
opraHom). 3asiBHUKOM HaflaHO OHOBJ/eHWIA MNnaH
ynpaBniHHA py3vkamu Bepcis 2.1.
3MiHM BHeceHo Ao yactuH: I, V,VILVIl y 3B’A3Ky 3
OHOB/EHOO iH(pOpMALLiEto 3 6e3nekun Aito4oi
pevoBUMHM, Ta 3rigHO 3 iHchopmauieto Wwoao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby AVNPIFOKAH. Pestome MnaHy
ynpasniHHA pu3nkamu Bepcis 2.1 gogaeTbes.
TepMmiH BBEAEHHS 3MiH He pekomeHoBaHuii. MYP
Mae 6yTv BNPOBaAKEHWIA Nic/si 3aTBEPIKEHHS.
3miHu | TUNY - 3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLiT 415 MeAnYHOro
3acToCyBaHHS Ha MigcTasi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKK 3BITY 3 fOCNIMKEHD,
npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHIi [0 iHCTPYKLiT 4719 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y posainm
"Ocob6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakw,ii”
BiAMOBIAHO A0 OHOBNEHOI iHChopMaL,i 3 6e3nekn
Lito4oi pevyoBuHU. BBeeHHSA 3MiH NPOTAroMm 3-x
MicsLiB NicNs 3aTBEPAKEHHS.

193.

®YLUC®

Tabnetkn no 200 wmr,
no 4 a6o no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakoBLi

KYCYM
XENTXKEP
NBT ATA,

IHais

KYCYM XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnagy. 3MiH1 y KOpoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs1 Ta iHCTPYKLiT 415 MeAnyYHOro
3aCTOCYBaHHSA reHepUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNikapcbKyx 3acobiB Micns BHECEHHS Tiei camol
3MiHV Ha pethepeHTHW npenapart (3MiHa He
noTpebye HafaHHs XXOAHNX HOBUX AOAATKOBUX
[aHvx). 3MiHV BHECEHI [0 iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby y
po3sgainu: "®apmakosnoriyHi BnactmeocTi”,
"MokaszaHHsa" (yTOYHeHHS), "MpoTunokasaHHsa",
"B3aemogis 3 iHWNMU NikapcbkuMun 3acobamm Ta
iHLWI BMAW B3aemogiin", "OcobmnsocTi

3a
peyenmom

UA/7617/01/04
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHocTi abo rogyBaHHs rpyaato”, "Mo6iyHi
peakui™ 3rigHo 3 iHthopmaLjieto Woa0 MeanyHOro
3acTocyBaHHA pethepeHTHOro NikapCbKoro 3acoby
ON®HOKAH.BBeeHHA 3MiH NPOTArom 3-X MicsuiB
nicns 3aTeeppkeHHsA. CynyTHS 3MiHa- 3MiHW Woa0
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta yMOB
BMAAYi peecTpaviiHoro NocBifAYeHHs, BKIOYaoum
MnaH ynpasniHHA pyu3nkamm (3acToCyBaHHS
TEKCTY, KM NOroAKeHUli 3 KOMNETEHTHUM
opraHom). 3asiBHUKOM HaflaHO OHOB/IEeHWIA MNnaH
ynpaBniHHA py3vkamu Bepcis 2.1.
3MiHM BHeceHo Ao yactuH: I, V,VIL VIl y 3B’A3Ky 3
OHOB/EHOO iH(pOpMALLiEto 3 6e3nekun Aito4ol
peyoBUMHM, Ta 3rigHO 3 iHchopmauieto Wwoao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby AVNPIFOKAH. Pestome MnaHy
ynpasniHHA pu3nkamu Bepcis 2.1 goaaeTbes.
TepMmiH BBEAEHHS 3MiH He pekomeHoBaHuii. MYP
Mae 6yTv BNPOBaAKEHWIA NicNsi 3aTBEPIKEHHS.
3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCcToCyBaHHS Ha MigcTasi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3aco6y B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKK 3BITY 3 fOCNIMKEHD,
npoBefeHnX BigNOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHIi [0 iHCTPYKLiT 4719 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainm
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHI peakw,ii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito4oi pevyoBuHW. BBeeHHSA 3MiH NPOTAroMm 3-x
MicsLiB NiCNs 3aTBEPAKEHHS.

194.

XEJEH3A

cynosuTopii
pekTasibHi; No 5
CynosuTopiie y
6nicTepi, no 1
6nictepy y
KapTOHHI Kopo6Lii

AsbneH
®apma Al

LLiseiiuapi
A

BMPOOHUK BiANOBIAA/IbHNI
3a KOHTPO/Ib SIKOCTi, BUMYCK
cepii: Mepy, ®apma M'v6X i
Ko. KlraA, HimeuuuHa;
BMPOBHUK BiANOBiAA/IbHNI
3a BMPOGHMLTBO in bulk,
nepBUHHE Ta BTOPVIHHE
nakysaHHs: AMKA®APM
dapmacbtoTikan FM6X,

HimeuyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NiKapCbKUi
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (3MEHLLUEHHSI TEPMiHY
nNpuAaTHOCTI FOTOBOTO JliKapCbKOro 3acoby) - Ans
TOProBOi YMaKOBKYW - 3MEHLUEHHS TEPMiHY
NPUAATHOCTI FOTOBOTO JIIKAPCLKOro 3aco0y.
3arBepmKeHo: 5 pokiB. 3anponoHOBaHO: 3 POKU.

6e3
peyenma

UA/18373/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Himeuunna
195. | XE/INEKC® NOPOLLIOK ANsi TOB «MoBi YkpaiHa MOBHWI LMK BUPOGHMTLBA: Lsenuapis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais: 6e3 UA/16014/01/01
AHTUKONA, 0pa/IbHOTO PO3YUHY Xenc» Annekc ®apma CA, ITanisa 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWii peyenma
HEO MAKC 3 J/IMMOHHUM LLIBefiLapisi; nepBMHHE Ta 3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo
CMakom, no 4 r BTOPVHHE NakyBaHHA: Jlamn BBEEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA A5
MOPOLLKY B calue; no CanH Mpocnepo CMA, Itanisa 4acTuHK abo BCbOro BUPOOHNYOro npouecy
10 cawe y roTOBOrO NikapcbKoro 3acoby (AiNbHUUS ons
KapTOHHIN nayui BTOPUHHOTO NakyBaHHS) - BBEAEHHS A04aTKOBOI
AiNbHUL ANA BTOPMHHOTO NakyBaHHA - Jlamn CaH
Mpocnepo CIA, Itania. 3miHn | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AaTKOBOI
OiNbHAL BUPOBGHULTBA A1 YACTUHN ab0 BCbOro
BMPOBHMYOro NpoLLecy roToBOro J1ikapCbKoro
3acoby (AiNbHWUSA A5 NEPBMHHOTO MakKyBaHHS) -
BBEJEHHA [04aTKOBOI AiNlbHUL A5 NePBUHHOIO
nakyBaHHs - Jlamn CaH lMpocnepo ClA, ITanis.
196. | XE/INEKC® NOpPOLUOK ANA TOB «MoBi Ykpaina NOBHWIA LMK/ BUPOOHMTLBA! LLBeiiuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/16015/01/01
AHTUKONA OpasIbHOro PO3UYUHY Xenc» Annekc ®apma CA, ITanis 3MiHY | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenma
HEO MAKC 3 M&JIMHOBUM LLiBefiuapis; nepeuHHE Ta 3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
CMakom, no 4 r BTOPWHHE nakyBaHHSA: Jlamn BBEJEeHHA [0AaTKOBOI AiNlbHUL BUPOGHMLITBA A1
NOPOLLKY B calle; no CaH Mpocnepo CNA, Itanis 4acTUHM ab0 BCbOro BUPOBHUYOrO npouecy
10 cawe y rOTOBOrO /iKapCbKoro 3acoby (ainbHnusa ans
KapTOHHI naui BTOPWHHOTO MakKyBaHHS) - BBeAEHHS A0AaTKOBOI
AiNbHUL AN BTOPMHHOTO NakyBaHHS - Jlamn CaH
Mpocnepo CIA, Itania. 3miHn | TNy - 3MiHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMLTBI. 3amiHa abo BBeAEeHHS A04aTKOBOT
AiNbHULI BUPOBHMLTBA 419 YacTUHM abo BCbOro
BUPOGHMYOro NpoLiecy roTOBOro NiKapCbKoro
3acoby ([inbHULUSA AN18 NEPBUHHOIO NakyBaHHS) -
BBE/lEHHS A0AATKOBOI AiNbHULI A58 NEPBUHHOIO
nakyBaHHs - Jlamn CaH Mpocnepo CIIA, ITanis.
197. | UENYNAP PO3YMH N8 iH eKUil MpuBatHe YkpaiHa MpuBaTHe aKuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/17259/01/01
no 2 mna B amny/ii; akuioHepHe TOBapuCTBO “Jlekxim — 3MiHK | TUny - 3MiHK 3 ikocTi. CepTudikar peuyenmom
no 5 amnyny TOBapuCcTBO Xapkis” BignosigHocTI/TE-cepTudpikat BignosigHoCTi
6nicTepi; no 1 “Nekxim — €Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
6nicTtepy B navui XapkiB” HOBOr0 abo OHOB/IEHOTO cepTudikaTa

BiANOBIAHOCTI 260 BUNyYeHHs cepTudikata
BiZJNOBIAHOCTI €BponeNchbkii thapmakonei: ans
Adl; gns BUXigHOTO
marepiany/peareHTy/nPoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
[0MOMIKHOT peyoBMHK (cepTudpikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuaikaT Bif yXe 3aTBepAKeHOro BUpoOHUKaA.
[MogaHHsA OHOBNEHOTO cepTudlikaTa BignoBigHOCTI




164

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
€Bponevicbkinn hapmakonei Ne R1-CEP 1998-140 -
Rev 05 (3atBepmxeHo: R1-CEP 1998-140 - Rev
04) pns Ailoyoi pevoBUHM LiaHOKOGanaMmiHy Big,
BXe 3aTBepmxeHoro BupobHuka SANOFI CHIMIE,
France, sikuii 3miHMB Ha3By Ha EUROAPI
FRANCE, France.
198. | ULE®PTPUAKCO | nopoLuok gns MpuBaTHe YkpaiHa BMPOGHMLITBO Ta NEPBUHHE YkpaiHa/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/17943/01/02
H 1000 PO34MHY ONs1 iH'EKLA | aKLioHepHe nakyBaHHs PO34YNHHUKIB; KuTalicbka 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI peuyenmom
nolr1la6o5, abo TOBapuCTBO BTOPVHHE NakKyBaHHS, HapogHa Ta thapmakoHarnagy. 3miHa y KopoTkii
50 chrakoHiB 3 "Mlekxim- KOHTPO/b Ta BUMYCK cepil Pecny6nika XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
NopoLLKOM Y nauui; 1 Xapkis" roTOBOrO J1iKapCbKOro MapKyBaHHA Ta IHCTPYKLii ANA MeguyHoro
o1aKOH 3 MOPOLLKOM 3acoby: MpusatHe 3aCTOCyBaHHA Ha MigcTasi perynspHo
Talawvnyna 3 aKLioHepHe TOBapuCTBO OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn MikapCbKoro
PO3UYMHHWKOM "NekxiM-Xapkis", YkpaiHa,; 3acoby, abo focnimkeHb 3 6e3nekn 3acToCcyBaHHsA
(nipokaiH, po3uvH BMPOGHMLITBO Ta NEpPBUHHE nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuin nepiog,
ons iH'ekuiid, 10 naKyBaHHS MOPOLLKY: PetoHr abo K pe3ynbTaT OLiHKK 3BITY 3 JOCMIAKEHD,
mr/mn no 3,5 mn B dapmacbtoTvkan Ko., /114,., npoBeAeHWX BignoBigHO A0 NnaHy neaiatpuydHmnx
amnyni) y 6nictepi, Kuralicbka HapogHa pocnigxeHb (PIP) (3MiHy y3rogpkeHo 3
no 1 6nictepy y Pecny6nika KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) 3MiHu
naJui; 1 dpnakoH 3 BHECEHO A0 [HCTPyKLii Ana MeguyHoro
nopowkom Ta 1 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny
amnyna 3 "Mo6iuHi peakyji" Wwoao 6e3neky 3acToCcyBaHHS
PO34MHHKKOM (BOAA [ito40oi peyoBrHY, BiANOBIAHO A0 peKOMeHaaLliii
ONs iH'ekuii no 10 PRAC. OHoBneHo MNnaH ynpaeniHHA pu3nkamu,
M B amnyni) y Bepcis 2.1. 3MiHM BHeCeHO A0 YacTuH: V «3axoamn
6nictepi; no 1 3 MiHimMi3auii pusunkie» (Mmogyns V.1, V.3) ta VI
6nictepy y nauuj «Pe3tome nnaHy ynpasiHHA pusmkamu» (Mogysib
VI.1., po3ginu VI.1.1., VI.1. 4., mogynb VI.2.,
po3ain V1.2.7). CynyTHS 3MiHa - 3MiHY W00
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro NocBiAYeHHs, BKOUaum
MnaH ynpaeniHHA pUsmkKamMm (3acTOCyBaHHS
TEKCTY, KNI NOTrOKeHUIi 3 KOMNETEHTHUM
opraHom)
199. | UE®TPUAKCO NOPOLUOK ANA MpusatHe Ykpaina BMPOGHMLITBO Ta NEpPBUHHE YkpaiHa/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/17943/01/01
H 500 PO3UMHY NS iH'EKUIA | aKLioHepHe nakyBaHHS PO34YNHHUKIB; KuTaiicbka 3MiHu | TUNY - 3MiHKM Woa0 6e3nekn/edeKTUBHOCTI peyenmom
no0,5r; 1a6o 10 TOBapUCTBO BTOPUHHE NakyBaHHS, HapogHa Ta (papmakoHarnsgy. 3miHa y KopoTkiii
ab6o 50 dhnakoHis 3 "Nekxim- KOHTPO/b Ta BUMYCK cepil Pecny6nika XapaKkTepucTuLi Nikapcbkoro 3acoby, TeKCTi
NopoLLKOM Y navui; 1 Xapkis", roTOBOrO J1iKapCbKOro MapKyBaHHA Ta IHCTPYKLi AN1A MegUuYHOro
h/1aKoH 3 NOPOLLKOM YkpaiHa 3acoby: MpuBaTHe 3aCTOCyBaHHS Ha MigcTasi perynsapHo

Ta l amnyna 3
PO34MHHKKOM (BOAA
Ons iH'ekuii no 5 mn
B amnyni) y 6nictepi;
no 1 6nictepy B
nauuji

aKujioHepHe TOBapuCTBO
"Jlekxim-XapkiB", YkpaiHa;
BMPOOHULITBO Ta NepBUHHE
nakyBaHHS MOPOLLKY: PetoHr
dapmacbioTvkan Ko., /11a,.,
Kutalicbka HapogHa
Pecny6nika

OHOB/IOBAHOrO 3BiTY 3 6e3NeKkn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHnii nepios,

abo K pe3ynbTaT OLiHKK 3BITY 3 AOCAIAKEHD,
npoBeAeHWX BifnoBigHO A0 NnaHy negiatpuydHmnx
pocnipkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHVM YNOBHOB&XEHVM OpraHoM) 3MiHu
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

BHECEHO A0 IHCTPYKUiT 4518 MeanYHOro
3acToCcyBaHHSA NikapcbKoro 3acoby A0 po3gainy
"Mo6iuHI peakui" Wwoao 6e3nekn 3acTocyBaHHSA
[ilo40i peyoBVHY, BiANOBIAHO A0 pEKOMeHaaLii
PRAC. OHoBneHo MnaH ynpasiHHA py3nkamu,

Bepcis 2.1. 3MiHM BHeCeHO [0 YacTuH: V «3axoamn
3 MiHimi3auii pusukie» (Mogynb V.1, V.3) Ta VI
«Pestome nnaHy ynpasniHHA pusnkamu» (Mogynb
VI.1., po3ginn VI.1.1., VI.1. 4., mogynb VI.2.,
po3ain VI.2.7). CynyTHS 3MiHa - 3MiHM Wo40
6e3nekn/edekTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
BVAAui peecTpaviiHoro NoCcBiAYEHHS, BK/OYaUn
MnaH ynpaBniHHA pyu3nkamm (3acTocyBaHHSA
TEKCTY, SIKUIA NOTOAXKEHUIA 3 KOMNETEHTHUM
OopraHom)

200.

LIAHOKOBATA
MIH (BITAMIH
B12)

PO34MH NS iH'EKLi
no 0,5 mr/mnno 1
M B amnyri, no 10
amnyn B navi 3
neperopogkamu, no
1 mn B amnyni, no 5
amnyn B
0HOGIYHOMY
6nicTepi, no 2
6nictepu B nauLli

MpuBatHe
aKuioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

YKpaiHa

MpuBaTHE akuioHepHe
TOBapuCTBO "JIEKXiM -
XapkiB"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | Tuny - 3MiHK 3 skocTi. CepTudiikat
BignosigHocTi/l E-cepTudikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBIEHOTO cepTudiikaTa
BiANOBIAHOCTI @60 BUNyUYeHHs cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByXigHOro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMOMDKHOT peyoBMHY (CepTuddikaTt BifgnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTuaikaT Bif ye 3aTBepIKeHOro BUPoOHUKa.
MoaaHHA OHOBMIEHOTO cepTudikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 1998-140 -
Rev 05 (3aTBepmxeHo: R1-CEP 1998-140 - Rev
04) pns Aitoyoi pevoBUHM LjiaHOKOGaiaMiHy Big,
BXe 3aTBepmxeHoro BupobHuka SANOFI CHIMIE,
France, sikuii 3miHMB Ha3By Ha EUROAPI
FRANCE, France.

3a
peyenmom

UA/12784/01/01

201.

IOHOPM®

PO3YUH NS iH'EKLN,
2,0 mr/mn; no 2 mn
abono4Mmny
6e36apBHX
CK/ISIHMX amnynax;
no5amnyny
KOHTYpHIlA
YapyHKOBIli ynakoBLi

TOB "tOpis-
Papm”

YKpaiHa

TOB "tOpia-Papm”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHY | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTposib roToBOro NikapcbKoro 3acoby.
3MmiHa y MeTogax BUNpobyBaHHA roTOBOrO
niKkapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpOoGYBaHb (BKIOYaouM 3amiHy abo
[LOMNOBHEHHS)) - BHECEeHHS pefakuiiiHux Ta
CTUNICTUYHMX NpaBoK o Cneundikadii/ MeTtogis
KOHTPOtO AKOCTi /13 3a N. «CTEPUNIBbHICTb»; 3MiHK |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUA 3aci6.
3MiHa po3mipy ynakoBKu1 roTOBOro MikapCbKoro

3a
peyenmom

UA/13974/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

3ac06y (BWyYEHHS YMaKOBKM MEBHOTO PO3MIpy) -
BunyuyeHHs ynakoBok rno 4 M Ta 8 mn y cpnakoHax
CKNSAHWX Y KOMNEKTi 3 PO3YNHHUKOM 3
BiANOBIAHMMY 3MiHAMW 4,0 PO34iny «YnakoBKa».
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHSA NikapCbKoro 3acoby y po3ain
"YnakoBka" (BWyYEHHS yMakoBOK Mo 4 M Ta 8 mn
y hniakoHax CKNSHUX 3 PO3UYUHHUKOM), SIK HAcC/ifoK
3MiHM y po3ginax "Oco6MBOCTi 3aCTOCyBaHHA",
YmoBu 36epiraHHs". 3MiHN BHECEHO [0 KOPOTKOI
XapaKTepuUCTUKM NiKapCbKoro 3acoby y po3ain
"Tun Ta BMICT NEPBUHHOI YNakoBKW" (BUNYyYEHHS
yNakoBoOK N0 4 M Ta 8 My dh/1akoHaxX CKASHUX 3
PO3YMHHUKOM), K HACNILOK 3MiHW Y po3ainax
"Oco6nuBi 3acTepexeHHs Ta 3anobixHi 3axoam
npu 3actocyBaHHi", "Ocob6mBi 3anobixHi 3axoau
npu 36epiraHHi". BBeAEHHA 3MiH NPOTSAroM 6-Tu
MicALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TURY - 3MiHK
3 AKocTi. [oTOBWMIA Nikapcbknii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHS TOTOBOrO NiKApCbKOro 3acoby (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOoBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW) - BHeceHHs 3MiH 40
Cnevyucpikauii/MeToais KOHTPONtO AKOCTI /13 3a
nokasHukamu «lgeHTtudpikauis. HaTpiii» i
«lpeHTudikayis. Xnopuau», a came- npuBeAeHHS
0o A®Y/Ph. Eur. ; 3miHW | TUNy - 3MiHW 3 AKOCTI.
["oTOBWMIA Nikapcbkunii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS TOTOBOrO NiKApCbKOro 3acoby (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHK 3 SKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHW) - BHeceHHA 3MiH A0
Cnevyucpikauii/MeToais KOHTPONtO AKOCTI /13 3a
NoKasHMKOM «MexaHiuHi BK/TIOYEHHSs», a came-
npusefeHHsA o APY/Ph. Eur. Po3gin «MexaHiyHi
BK/IOYEHHS. HOpMyBaHHS» 3a/MLLEHi 6e3 3MiH.
MeToguka nokasHuka «MexaHiuHi BK/TIOUYEHHS.
HeBuayMi 4acTuHKM» 3anuLieHa 6e3 3MiH.
MeToanKN nokasHuka «MeXaHiuHi BKNHOUYEHHS.
Buaumi yacTrHku» npusegeHo Ao sumor APY/Ph.
Eur., a came: BunyyeHa hpasa «[onyckaercs
Hanmuue, 1 ynakoBku 13 20 ynakoBOK, C OfHOW
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

nnm 6onee BUANMbIX YaCTUL;
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHK) CynyTHSA 3MiHa -
3MiHK 3 siKoCTi. FoToBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBoro fikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTUMmx
MEX rOTOBOrO /iKapCbKoro 3acoby (iHLUi 3MiHW).
BHeceHHs 3MiH Ao Cneuundikauii/MeTopgis
KOHTPO/H0 AKOCTi J13 33 NOKa3HUKOM «JloMiLlika
B.». HopmyBaHHS | MeTofuka 3amLieHi 6e3 3MiH.
AkTyanizoBaHi Ha3BM peakTUBIB i CTaHJapTHOro
3pasky BignosigHo APY/Ph. Eur. Po3gin
npusegeHo o AdY/Ph. Eur.;
3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roTOBOro NikapcbKoro 3acoby.
3miHa y MeTofax BUNpobyBaHHs rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHn) CynyTHSA 3MiHa -
3MiHu 3 SKoCTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeXX r0TOBOr0 NiKapCbKoro 3acoby (iHLi 3MiHu).
BHeceHHs 3MiH o Cneuvndikauii/MeTogis
KOHTPO/HO AKOCTi J13 3a nokasHukom «CynyTHi
LOMiLLKM». HOpMyBaHHSA 3anuweHo 6e3 3MiH. Ans
TOYHOCTI OLiHKM pe3ynbTaTiB aHasli3iB MeTOAUKA
[OMOBHEHA YTOYHEHHAMMN B YMOBW MPUAATHOCTI
XpomatorpagiyHoi cuctemu. Po3gin npusegeHo
£o AdY/Ph. Eur.; 3mMiHK | TUny - 3MiHM 3 SIKOCTI.
["oTOBWMIA Nikapcbkunii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS TOTOBOrO NiKApCbKOro 3acoby (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHK 3 SKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW). BHECEHHS 3MiH A0
Cnevyucpikauii/MeToais KOHTPONtO AKOCTI /13 3a
MoKa3HNMKOM «KinibKiCHe BU3HaYEeHHS.

OHZaHCEeTPOH». HOpMYBaHHS 3a/ULLEeHO 6e3 3MiH.

Y meToauLi onTuMi30BaHO NPo6oniAroToBKY
PO34MHY MOPIBHSHHS | BHECEHO TEPMIH
npuaaTHoOCTI Ta YMOBU 36epiraHHs po3unHy
NOPIBHSAHHS HA OCHOBI OHOBJ/IEHWX BaiAaLiiHNX

BMNpo6yBaHb. Po3ain npueeaeHo ao A®Y/Ph. Eur.
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B.o. l'eHepanibHOro gupekropa Aiupekropary
chapmaueBTUUHOro 3a6e3nevyeHHsA IBaH 3AABOPHUNX



Aopatok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
3p0poB’Aa YKkpaiHn «[po  pepaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKNUX 3aco6iB (MeanUHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiiHux
MaTepianie»

Bif 02 nunHa 2022 poky Ne 1142

NEPENIK
NIKAPCbKNX 3ACOBIB, SIKUM BIAMOB/EHO B AEP)XABHIN PEECTPALYI, NEPEPEECTPALLII TA BHECEHHS 3MIH A0 PEECTPALINHNX MATEPIANIB
Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby

1. AIPTEK aepo30/1b ANA iHranauii 4O30BaHNIA, rneHmapk IHAiA neHmapk IHAis 3acigaHHs BiagmoBUTM Yy 3aTBepMKEHHi - 3MiHW | Tuny - 3MiHM 3 akocTi. AdI.
25/250 mkr/go3y, no 120 gos B dapmach dapmacbioT HTP Ne 18 Brpo6HMUTBO. 3MiHM B npoueci BMpo6HMUTBa A®| (HEe3HauyHa 3MmiHa y
QTIOMIHIEBOMY KOHTEHEpI 3 A03Y0UMM 0TUKan3 vkans Jitg Big, npoueci BupobHuutBa A®Il) (B.l.a.2. (&) IA) - ockinbks 3asiBneHa
KlanaHoMm i PO3NWJIHOIHO HAcagKow 3 nTg 16.06.2022 HEKOPEKTHO, TOMY L0 HEe BUKOHYETbCSI YMOBa 2, a camMe 3MiHM Yy
3aXMCHMM KOBMAYKOM; Mo 1 KOHTeliHepy BMPOGHMLTBI APl nonsraoTb Y BUKOPUCTOBYBaHHI HOBMX peareHTiB Ta

B KapTOHHI kopo6Lyi PO3YUHHVIKIB
2. AIPTEK aepo30/1b ANS iHransALin [030BaHWIA, rneHmapk IHAi FneHmapk IHAiA 3acifaHHs BiagmMoBUTM Yy 3aTBepMKEHHi - 3MiHW | Tuny - 3MiHM 3 akocTi. AdI.
25/50 mkr/go3y, no 120 fos B dapmack dapmackioT HTP Ne 18 Brpo6HMUTBO. 3MiHM B npoueci BupobHMUTBa A®I (HesHauyHa 3miHa y
/IIOMIHIEBOMY KOHTEHEepI 3 A03younm 0TUKan3 vkans Jitg Bif, npoueci BupobHuutBa A®Pl) (B.l.a.2. (a) IA), ockifbku 3asBneHa
K/1anaHoMm i pO3MnWIOYO00 HACAAKOK 3 nrtp 16.06.2022 HEKOPEKTHO, TOMY LWO HE BUKOHYETbCA YMOBa 2, a came 3MiHu Yy
3aXMCHUM KOBMa4KoM; No 1 KoHTelHepy BMPOOHMLTBI AP| nonsraloTb y BUKOPUCTOBYBaHHI HOBUX peareHTiB Ta

B KAPTOHHIlA KOpOGL PO3YMHHVIKIB
3. AIPTEK aepo30/b ANS iHransALin [030BaHWIA, rnexHmapk IHAis FnexHmapk IHAis 3acifjaHHs BigmoBuUTN y 3aTBEPAXEHHiI - 3MiHM | Tuny - 3MiHM 3 aKocTi. Adl.
25/125 wmkr/go3y, no 120 fos B dapmacsk dapmackioT HTP Ne 18 Brpo6HMUTBO. 3MiHM B npoueci BupobHuuTBa A®I (HEe3HauyHa 3miHa y
a/IIOMIHIEBOMY KOHTEHepi 3 403younM loTMKan3 nkans Jitg, Big, npoueci BupobHuutBa A®Pl) (B.l.a.2. (a) IA), OcCkifbku 3asBneHa
K/1anaHoMm i po3nuIYO00 HACaAKoK 3 Nt 16.06.2022 HEKOPEKTHO, TOMY LWO HE BUKOHYETbCA YMOBa 2, a came 3MiHW Yy
3aXMCHUM KOBMa4KoM; No 1 KoHTelHepy BMPOOHMLTBI AP| nonsraioTb y BUKOPUCTOBYBaHHI HOBUX peareHTiB Ta

B KapTOHHIi Kopo6Lyi PO3UYMHHUKIB
4, KAHABIT pO34uH ANs iH'ekuid, 10 mr/mn; no 1 mn B | BB ®apma Yecbka EAYBIEM CnoBsaubka | 3acigaHHs BiagmMOBUTY y 3aTBEePMKEHHI - 3MiHU || TUMY - 3MiHK 3 AKocTi. [oTOBWIA
amny/i KOPUYHEBOTO CKNa; no 5 amnyn a.c. Pecny6nika Papma Pecny6nika | HTP Ne 11 nikapcbkuii 3aci6. 3MiHM y BUPOGHWLTBI. 3MiHW y Npoueci BUpoGHMLTBA
BMIiLLYytOTb B yNakoBky 3 nnisku PVC; no c.p.o. Bif, roTOBOro /iKapCbKOro 3acoby, BK/IYAKUM MPOMDKHWIA NPOAYKT, LWO
1 nnacTVKOBIl YNakoBL,j B KAPTOHHIlA 28.04.2022 3aCTOCOBYETbCA MNPU  BUPOOHMUTBI  FOTOBOrO  JliKAPCLKOrO  3acoby
Kopoobui (BBeAeHHA abo 36inbLeHHsA npunycTumoro Hagavwky A®l) (B.11.6.3. ()

1), ocKiNlbkK 3asiB/1IeHa NOMU/IKOBO

5. KAHABIT pO34uH ANs iH'ekuid, 10 mr/mn; no 1 mn B | BB ®apma Yecbka EAYBIEM CnoBsaubka | 3acigaHHs BiagmMoBUTY y 3aTBEpPAXEHHI - 3MiHU | TUMY - 3MiHW 3 AKOCTi. FOoTOBUIA
amny’sli KOPUYHEBOrO ckNa; no 5 amnyn a.c. Pecnybnika dapma Pecny6nika | HTP Ne 11 nikapcbkuii  3aci6. Onuc Ta cknag. 3MmiHa y cknagi  (AOMOMIKHUX
BMILLYIOTb B YNakoBKy 3 nnisku PVC; no c.p.o. Bif, pevoBMHaX) roTOBOrO /liKapCbKOro 3acoby (iHLUi AOMOMiXHI pe4YOBUHM) -
1 nNacTVKOBIl yNakoBLj B KAPTOHHIi 28.04.2022 Byab-fika He3HauyHa 3MiHa KifIbKICHOro cknagy AOMOMIKHUX PEYOBUH Yy
Kopoobui roToBOMy nikapcbkomy 3acobi (B.1l.a.3. (6)-1. IA) - ockinbku 3asBneHa

NOMW/IKOBO
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KAHABIT PO34urH N8 iH'ekuin, 10 mr/mn; no 1 mn B | BB ®apma Yecbka ENubiEm CnoBaubka | 3acigaHHs BigmoBUTK y 3aTBEpMKEHHI - 3MiHM Il Tuny - 3miHM 3 AkocCTi. FoToBWIA
amnyni KOPUYHEBOTO CKNa; no 5 amnyn a.c. Pecny6nika Papma Pecny6nika | HTP Ne 11 nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHW y Npoueci BUpoGHMLTBA
BMIiLLYIOTb B YNakoBKy 3 nniskn PVC; no c.p.o. Big, roTOBOrO JliKapCbKOro 3acoby, BKIOYAKUM MPOMDKHUIA MNPOAYKT, L0
1 nnacTyKoBIl yNakoBLj B KAPTOHHIlA 28.04.2022 3aCTOCOBYETbCA MNPU  BUPOOHMUTBI  FOTOBOrO  JliKAPCLKOrO  3acoby
Kopoobui (BEAEHHs1 HecTaHAApTHOrO MeToay KiHueBoi ctepunisaduii) (b.11.6.3. (r) 1)

- OCKifIbKM 3asiB/iEHa NOMUWJIKOBO

KAHABIT pO34uH AN iH'ekuiid, 10 mr/mn; no 1 mn B | BB ®apma Yecbka EAYBIEM CnoBsaubka | 3acigaHHs BiagmMOBUTY y 3aTBEpPAXEHHI - 3MiHM | TUNY - 3MiHW 3 AIKOCTi. FOTOBUIA
amnyni KOpMYHEBOro ckna; nNo 5 amnyn a.c. Pecny6nika Papma Pecny6nika | HTP Ne 14 nikapcbkuii  3aci6. KoHTposib roTOBOro Jlikapcbkoro 3acoby. 3miHa
BMILLYIOTb B YnakoBKy 3 nnisku PVC; no c.p.o. Big, napameTpiB  crneuudikauii Ta/abo  [OMYCTMMUX MEX  T[OTOBOroO
1 nnacTuKoBiii ynakoBLi B KAPTOHHIiA 19.05.2022 nikapcbkoro 3acoby (3ByxeHHs pgonyctummnx mex) (B.l.r.l. (a) IA) -
Kopo6ui OCKiNIbKM 3asiBNieHa NoMWIKOBO

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmarieBTUUYHOr0 3abe3neyeHHs

Isan 3AZIBOPHUX
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