MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

22 xBiTHA 2025 poKy Ne 699

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

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peectpaliii (repepeecTpaiiii) JiKapcbKHUX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pepakuii nmocraHoBu Kabinety MinicTpiB Ykpainu Bifg 26 kBiTHs 2024
poky Ne 529), a63aily ABaflATh I’STOr0 MiANyHKTY 12 TyHKTY 4 ITono)KeHHs TIpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBeppKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poky Ne 267 (B pejakiiii 1OCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 10 TIOfaHi Ha [Iep)KaBHY  peecTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TNPOBeJAeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKClepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 eheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jlep>KaBHOI peectpaljii (mepepeectpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH [0 peeCTpalliiHUX MaTepianiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPY JiKapChKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd JmiKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rigHO 3
JIOJJaTKOM 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 JOAATKOM 3.

4. dapmareBTHUHOMY yripaBiiHHIO (Onekcanzapy I'pitjeHKy) 3abe3meunTtu
OTIPU/TFOJHEHHSI 1[bOTO Haka3dy Ha odiliiiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

5. KoHTpOJIb 38 BUKOHAHHAM L[bOI'0 HaKa3y IOK/IaCTy Ha 3acTyrHuka MiHicTpa
Enema ApnamaHoBa.

MinicTp BikTop JIAIIKO



Aopatok 1

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

Bif, 22 KBiTHA 2025 poky Ne 699

ITEPEJIIK

3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOTI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYyeHHs1
1. | AKPUNTErA TabneTkn, BKpUTI MaiinaH IHAis MaiinaH IHAain PeecTpauis Ha 5 pokis 3a He UA/20826/01/01
nniBkoBOK 060/10HKOI, 50 | Jlabopatopi3 Na6opatopis peyenmom nionsizae
Mr/300 mr/300 mr; no 30 Nimiten Nimiteq Pestome MYP Bepcia 0.1 gofaeTtbes.
TabneTok, BKpUTHX MepioanyHICTb NOAAHHSA PErynsipHoO
NMiBKOBOK 060M0HKOM, Y OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
donakoHi 3 ocyLlyBayeM; BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
no 90 TabneTok, BKpUTHX thapmakoHarnagy, 3aTBepaKeHoro
NiBKOBOK 060/I0HKOKD, Y Haka3oM MiHicTepcTBa 0XOPOHHM
donakoHi 3 ocyLlyBayeM; 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
no 180 TabneTok, BKpUTUX poky Ne 898, 3apeecTpoBaHoro B
NiBKOBOK 060/I0HKO, Y MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
donakoHi 3 ocyLlyBayem 2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMN Y NepiogMyYHOCTI NoJaHHSA
PEerynsipHux 3BiTiB 3 6e3neku.
2. | EKBEMECTAH TabneTtku, BKPUTI HOpxus IHAis Opxia ®apma IHAin [10 BBEZIEHHSA B [1it0 3aKoHy YKpaiHu Bif, 3a He UA/20828/01/01
NNiBKOBOK 060/1I0HKOH), MO dapma Cnewienitis 28 nnnHsa 2022 p. Ne 2469-1X “TMpo peuyenmom nionsieae
25 mr; no 30 TabneTok y CnewwmaniTic Nimiten nikapcbki 3acobun”
nnacTMKOBOMY Nimiten
KOHTeliHepi, no 1 Pestome nnaHy ynpasriHHA pusmkamu
KOHTEiHepY B KapTOHHIl Bepcia 0.1 gogaetbes. MepiognyHiCTb
KOpOO6Li nofAaHHA perynspHo OHOB/IHOBAHOTO
3BiTYy 3 6e3neku, BignosigHo fo Mopsaaky
3piicHeHHs chapmakoHarnsgy,
3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 340pPOB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuii Ykpainum 29 ciuHg 2007 poky 3a




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMM,
3a3HayYeHUMKM y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
3. | KAnbLUIO PO34uH A1 iH'eKLin abo AT Narteis BVPOGHWK, SKWiA Narsisi/ [0 BBEAEHHSA B fjt0 3aKoHy YKpaiHu Big, 3a He UA/20827/01/01
®DONMIHAT iHcpysiii 10 mr/mn, no 5 mn "Kanuekc" Bignosigae 3a TypeyunHa 28 nunHa 2022 p. Ne 2469-1X “IMpo peyenmom niosnsieae
KANUEKC a60 10 mn y donakoHi, 10 KOHTPONb nikapcbki 3acobn”
chnakoHiB B kopobui 3 cepii/Bunpo6ysa
KapToHY HHSA: Pestome MYP Bepcia 1.0 gogaeTtbes.
AT "I'piHgekc", MepioanyHICTb NOAAHHSA PErynsipHo
Nartsis; OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3neku,
BUPOGHWK, SKWiA BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
BignoBsigae 3a hapmakoHarnsay, 3aTBepLKeHoro
BWMYCK Cepil: Haka3oM MiHicTepcTBa 0XOPOHHM
AT "Kaunuekc", 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
Natsis; poky Ne 898, 3apeecTpoBaHoro B
BCi cTagii MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
BUPOBHMYOTrO 2007 poky 3a Ne 73/13340 (y pepaxuii
npovecy, Kpim Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
KOHTPO/I0 Ykpainu Big 26 BepecHs 2016 poky Ne
cepii/Bunpobysa 996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
HHS | BUNYyCKY 3a3HayYeHMN Y NepiogMyYHOCTI NoJaHHSA
cepii: perynsipHux 3BiTiB 3 6e3neku.
ME®AP IN1AY
CAHAIA.C,,
TypeyynHa
4. | TEPNINPECUHY nopoLUoK (cybeTaHuis) y AT YkpaiHa XYBEW KuTai peecTpauist Ha 5 pokis - He UA/20825/01/01
ALIETAT noABiHNX "dapmak” SAPMACBIOTIK niosisi2ae
noslieTUNEHOBUX NakeTax AJl (BYXAH)
Ons hapmaleBTUYHOro KO., NTA.

3aCToCyBaHHs

B.o. Haua/bLHUKA

dapmaneBTUYHOr0 ynpaB/IiHHSA

Onekcangp I'PINEHKO




IIEPEJIIK

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Big 22 KBiTHA 2025 poky Ne 699

ITEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IKI
BHOCSATBHCS /10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Hassa

Popma sUNYyCKY

3asiBHUK

Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
1. | ABABIP PO34MH OpasibHUI leTepo IHgis [eTepo /1a63 IHgis MepepeecTpavis Ha HEOOMEXEHWNIA TEPMIH 3a He UA/14957/02/01
20 mr/mn no 240 mn Na63 NimiTen OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom niosnsieae
y thnakoHi; no 1 Nimiten MeAMYHOro 3aCTOCYBaHHSA MikapCbKoro 3acoby y

onakoHy pasom i3
wnpuuom (10 mn) i
afanTepom y

KapTOHHI KOpOoOLyi

po3ainax: "®apmakosoriyHi BNacTuBoCTi",
"MokasaHHA", "B3aemogis 3 iHWMMK NikapCbKMun
3acobamu Ta iHWi Buay B3aemogiii", "OcobnnBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peakuii" BiANoBigHO A0 iHhopmaL,i Wwoao
MeAMYHOro 3acTOCyBaHHS pethepeHTHOro
nikapcbkoro 3acoby (Ziagen, oral solution, 20
mg/ml), a Takox y po3gini "Mo6iuHi peakyjii" wono
BaXX/IMBOCTI 3BiTyBaHHsI NPO NOGIYHI peakuil.

Pestome nnaHy ynpasniHHa pu3ukamu Bepcis 1.1
fofjaeTbes.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignosiAHO [0
Mopsigky 34iicHeHHs thapmakoHarnsgy,
3aTBEPMAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpaiuu Bif, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCTuLji
Ykpainum 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU 3[40pPOB'A
YKpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4eHmMn y
nepiogMYHOCTI NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.
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Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

A3BECTIB

TabneTtku, BKPUTI
nNiBKOBOIO
obonoHkoto; no 10
Tabnetok y 6nictepi;
no 6 6nictepis y
nauui

AT
"KNIBCbKW
"
BITAMIHHI
" 3ABOA"

YKpaiHa

AT

"KMIBCbKWI

BITAMIHHUIA
3ABOA"

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH

OHOoB/eHo iHdhopMaL,ito B IHCTpyKLUii Ans
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
posginax "MpoTunokasaHHsa", "B3aemogis 3
IHLIMMKW NikapcbKMKW 3aco6amMu Ta iHLWi BUam
B3aemogiit”, "Mepeno3yBaHHA" BiANOBIAHO A0
iHchopmawii 3 6e3nekn 3aCTOCyBaHHS NikapCbKoro
3acoby Ta po3ain "MobiyHi peakuii" 4ONOBHEHO
iHbopMaieto Woao 3BiTyBaHHA NPO NOGIYHI
peakujii.

Pestome nnaHy ynpasniHHa pu3ukamn Bepcis 1.1
[fofaeTbes.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BITY 3 6€3neKku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepioguYHOCTI NOAAHHSA PEerynsapHUX 3BITIB 3
6e3neku.

6e3
peyenma

nionsieae

UA/18149/01/01

KAPZIOCE/,

Kpanni opasibHi; no
25 mn, no 40 mn,
abono 50 mny
donakoHi; no 1
donakoHy B nauui 3
KapToOHy

AT
"ly6Hnhap
M

YKpaiHa

AT
"Nly6Hnchapm”

Ykpaina

MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH.
OHOBEHO iHhopMaLito y po3ginax
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSIii",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs Yy
nepiog, BaritTHoCTi abo rogyBaHHs rpygat”,
"Mo6ivHI peakuil™ IHCTPYKLUIT A1a MeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby BignoBigHO 40
OHOBJIEHOT iHdhopMalLii Woao 6e3neku
3aCTOCYBaHHSA Ail0UNX PEYOBUWH, Ta 'y po3aini
"Mo6iuHi peakuii" LWOAO0 BXNMBOCTI 3BITYBaHHS
npo NoGiyHi peakuii.

Pestome nnaHy ynpaBniHHA pu3ukamu Bepcis 1.1
O0Ja€EThCS.

MepiognyHICTb NOAAHHS PErynspHo
OHOB/OBAHOrO 3BITY 3 6e3NeKku, Bi4NOBIAHO A0
Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEpPKEHOro Haka3oMm MiHicTepcTBa OXOPOHHU
340pOB’A YKpainu Big 27 rpyaHs 2006 poky Ne

6e3
peuyenma

nionsieae

UA/18003/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHmn y
nepiogMYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.
4. | OPANTEK cnperi IHMYHOTE IcnaHis IHMYHOTEK, IcnaHis MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/17857/01/01
(MOHOANEP | cy6niHrBanbHwWii K, C.J. C.n. OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans peyenmom nionsizae
FEH) 30000 TO; no9 mny MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B

donakoHi, no 2
h1akoHu 3
Hacagkoto 3
NOBOPOTHUM
HOCVIKOM, LU0
obnagHaHa
BOYOBaHNM
posnuoBayem B
Kopobui

po3ginax "Cknag" (pefaryBaHHsi TEKCTY po3giny
6e3 hakTUYHOI 3MiHU cknagy),
"®apmakoTepanesTnyHa rpyna. Kog ATX"
(peparyBaHHs TeKCTy po3giny 6e3 hakTuyHoi
3MmiHK kogy ATX), "®apmakosoriyHi BnacTneocTi",
"MokasaHHA" (pegaryBaHHs TEKCTY po3ainy Ta
YTOUYHEHHS iHhopMauii LWOoA0 3aCTOCYBaHHA AiTAM
BikoM Bif 5 pokiB), "lMpoTunokasaHHs", "B3aemogis
3 HWKMMK NikapCbkMMK 3acobamu Ta iHWi BUAu
B3aemMogiin", "Ocobnuei 3axogmn 6esnekn”,
"Oco6NMBOCTI 3aCTOCyBaHHSA", "3acToCcyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHsA rpyaa”
(peparyBaHHsA TEKCTY Ta YTOUHEHHS iHchopmalii),
"34aTHICTb BNAMBATY Ha LWIBWAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK
MexaHismamu" (pegaryBaHHs TEKCTY Ta YTOUHEHHS
iHdpopmawii), "Cnoci6 3acTocyBaHHS Ta fo3un"
(peparyBaHHsi TEKCTY Ta YTOUHEHHS iHhopmalii),
"[liTn" (pegaryBaHHs TEKCTY Ta YTOUYHEHHS
iHchopMmawii LLoAo 3acToCyBaHHA AiTAM BikOM Big 5
pokiB), "lMo6iYHI peakuii" BiaNoBiAHO A0 MaTepianis
peecTpaLinHoOro 4oche.

Pestome nnaHy ynpasniHHA pu3ukamn Bepcis 1.2
[ofaeTbes.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BITY 3 6€3neKku, Bi4NOoBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’A YKpaiHnu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepfaxuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamK, 3a3HaveHnmn y
nepioguYHOCTI NOAAHHS PErynsapHUX 3BITIB 3
6e3neku.
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Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

OPANTEK
(Cymil
ANEPTEHIB)

cnpeit
Cy6niHrBaUIbHUI
30000 TO; no 9 mny
donakoHi; no 2
donakoHu 3
Hacafkoto 3
NOBOPOTHUM
HOCUKOM, LLIO
obnagHaHa
BOYy0BaHNM
po3nuoBavyem B
Kopobui

IHMYHOTE
K, C.J1.

IcnaHis

IHMYHOTEK,
Cc.n.

IcnaHis

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH.
OHOB/EHO iHG)OpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby B
po3ginax "Cknag" (pefaryBaHHs TEKCTY po3giny
6e3 thakTUuHOI 3MiHU cknagy),
"PapmakoTepaneBTuyHa rpyna. Kog ATX"
(peparyBaHHs TeKCTy po3ainy 6e3 hakTUYHOI
3MiHK kogy ATX), "®apmakonoriyHi BnactTneocTi",
"Moka3aHHs" (peparyBaHHS TEKCTY po3giny Ta
YTOYHEHHS iHhopMaLii LWoA0 3aCTOCyBaHHA AiTAM
BikOoM Bif 5 pokiB), "lMpoTunokasaHHsa", "B3aemogis
3 iHWMMWU fliKkapCbKMMK 3acob6amu Ta iHLWi BUAn
B3aemogiit", "Ocobnmsi 3axoan 6e3nekn”,
"Oco6nMBOCTI 3acTOcyBaHHSA", "3acToCyBaHHS Yy
nepiog, BaritTHocTi abo rogyBaHHs rpyaar”
(peparyBaHHsl TEKCTY Ta YTOUHEHHS iHhopmalii),
"34aTHICTb BNAMBATY Ha LWBWAKICTb peakLii npu
KepyBaHHi aBTOTpaHCMopToM abo iHWMMK
MexaHiamamun” (pegaryBaHHs TEKCTY Ta YTOUHEHHS
iHbopmawii), "Cnoci6 3acTocyBaHHs Ta fo3n"
(pefaryBaHHs TEKCTy Ta YTOYHEHHS iHchopmalii),
"Oitn" (pegaryBaHHA TEKCTY Ta YTOYHEHHS
iHchopmawii LWoAo 3acTocyBaHHA AiTAM BIKOM Big 5
pokiB), “lMo6ivHi peakuii" BiANOBIAHO A0 MaTepiasiB
peecTpaLiiHoro AocCbe.

Pestome nnaHy ynpasniHHA pusukamu Bepcisa 1.3
fojaeTbes.

MepiognyHiCTb NOAAHHA PErynspHo
OHOBJIHOBAHOrO 3BITYy 3 6e3neku, BignoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHMW
300pOB’A YKpaiu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULI
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOPOHY 3[0PO0B'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKamu, 3a3HauYeHUMN Y
nepiogMYHOCTI MOAAHHSA PEryNAPHMX 3BITIB 3
6esneku.

3a
peyenmom

He
nidnsieae

UA/17858/01/01

NAHTOrAM

TabneTku no 250 wmr,
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y
KapTOHHI nayw,i

TOB
"POKET-
PAPM"

YKpaiHa

MAT
«MoHdpapm»

YkpaiHa

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans
MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby y
po3gini “Mo6ivHi peakuii" BiANOBIAHO [0 OHOBEHOT
iHbopMmawii 3 6e3neku Aitoyoi pevyoBuHU Ta
iHchopmawii LLoA0 BaX/IMBOCTI 3BITyBaHHSA Npo

3a
peyenmom

He
nionsieae

UA/15416/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

nob6iyHi peakuii.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHW
300pOB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULI
YKkpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 3[0P0B'S
Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKamu, 3a3Ha4YeHUMU Y
nepiogMYHOCTI MOAAHHS PEryNspHUX 3BITIiB 3
6e3neku.

B.o. Haua/ILHUKA
dapMaiLeBTUYHOI0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO




Moparok 3

[0 Haka3y MiHicTepcTBa OXOPOHU
3A00poOB’A YKpaiHu «po aepxaBHY
peecTpauilo (nepepeecTpadiio)
NiKapcbK1UX 3aco06iB (MeguYHUX

TIEPEJIIK
JIIKAPCBKUMX 3ACOBIB (MEJUUYHUNX IMYHOBIOJIOI'TYHUX ITPEIIAPATIB), IIIO/10 AKX BYJI1 BHECEHI
3MIHMU 10 PEECTPAIIMHNX MATEPIAJIIB, IKI BHOCSTBHCS /10 TEPJKABHOI'O PEECTPY JIIKAPCHKHNX
3ACOBIB YKPATHA

iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpavliiiHux
MaTepianis»
Big 22 KkBiTHA 2025 poky Ne 699

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
1. | ABE/TOKC® TabneTku, BKpUTI Baiiep Al HimeuunHa BECb LMK/ BUPOGHMLITBA Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/4071/01/01
060s10HKo0, No 400 (BMpPOGHMLTBO ITanis marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom
Mr; no 5 TabneTok y Hepo3dhacoBaHOl A®I. BUpo6HMLTBO. 3MiHA BUPOGHMKA

6nictepi; no 1
6nictepy B
KapTOHHI KopooLli

NpoAyKLii, NnepBuHHa
ynaKkoBka, BTOPYHHA

ynakoBka, KOHTPO/b

AKOCTI, BUMYCK cepil):
Baiiep Al', HimeuunHa;

BVIXiZLHOr0/MPOMiXXHOr0
npoayKTy/peareHTy, WO
BMKOPUCTOBYHOTLCS Y BUPOOHUYOMY
npoueci Ad®l, abo 3miHa BUpO6HMKa
(Bkntovatoun, ae HeobxigHO, MicLe

aNlbTepHaTUBHWIA npoBeeHHSA KOHTPOo AkocTi) AdI (3a
BMPOGHUK (BUPOGHMLITBO BiICYTHOCTI cepTudikarta BignoBigHOCTI
Hepo3dacoBaHoi €Bponeiicbkili hapmakonei y

NpoAayKLUii, NepBuUHHa
yNakoBKa, BTOPUHHA
yrnakoBKa, KOHTPO/Tb
AKOCTI, BUNYCK cepil):
Baiep Xenckep
ManydakTypiHr C.P.J1.,
ITania; anbTepHaTUBHWI
BMPOGHWK (BTOPMHHA
ynakoBka): LLIteremaHH
vm6X i Ko. KI', HimeuunHa

3aTBEpPXEHOMY [10CbE)(3MIHM [0 3axofiB,
noB'si3aHnx 3 koHTponem A®l, abo
fofaBaHHA AiNbHUL, Ae NPOBOANTLCS
KOHTPONb/BUNPOGYBaHHS cepii)
[ofaBaHHA OiNbHUL, Aie NPOBOANTLCA
KOHTPO/b/BMNPOGYBaHHS cepii Aitoyoi
PeyOoBMHN MOKCUADIOKCALIMHY
rigpoxnopugy Currenta GmbH & Co.
OHG, Leverkusen, Germany Ta Eurofins
Biolab Srl, Italy no Bxe 3aTBepmxeHoil
AinbHuui Bayer AG, Wuppertal, Germany.
- 3miHu | TNy - 3MiHKU 3 SKOCTI.
CepTtudikat BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/moHorpadii. NogaHHS HOBOTO
ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiAMNOBIAHOCTI
€Bponelicbkiin dhapmakonei) - Hoswia
cepTuagikaT Bif HOBOro BUpobGHUKa (3amiHa
ab0 A0NOBHEHHSA) NOAAHHA HOBOrO
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei Ne CEP 2021-411 - Rev 00
ana A®| mokcudbnokcauuHy rigpoxnopuay
Bifj HOBOIO &/IbTEPHATVIBHOIO BUPOGHMKA
Zhejiang NHU Company Ltd., China.
2. | ABEHOMA-TPAH rpaHym no 10 r MpAT Ykpaina MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiHnX 6e3 UA/8296/01/01
rpaHyn y neHani "HauioHanb FomeonatnyHa Cninka" marepianis: 3miHu | Tuny - 3mMiHK Woao peyenma
nonimepHomy; no 1 Ha 6e3nekun/edekTBHOCTI Ta
neHany B nauui 3 FomeonaTtny thapmakoHarnsgy. BeegeHHs abo 3miHu
KapToHy a6o no 10 r Ha Cninka" [0 y3araslbHEHNX AaHnX Npo cuctemy
rpaHyn y prakoHi 3 thapmakoHarnagy (BBefeHHs
KpuLLKoto; no 1 y3araslbHeHUX AaHunx Npo cuctemy
dhnakoHy B nauui 3 thapmakoHarnsgy, 3mMmiHa yrnoBHOBaXeHOI
KapToHy, abono 5r ocobu, BignoBifasbHOI 3a 3AiACHEHHS
rpaHysn y KOHTeliHepi thapmakoHarnsgy; KOHTakTHOT 0cobm 3
3 103yBaHHAM; M0 2 chapmakoHarnsgy 3asBHuka gns
KOHTEelHepy B nauui 3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
3 KapToHYy AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapMakoHarnaay (BkN4YatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAabHOI 3a thapmakoHarnsg,
[itoua pepakuisi: TkayeHko TeTaHa
MeTpiBHa. MponoHoBaHa pefakuis: Enb
Kasnb Hatanis KOpiisHa.
3. | AJEHYPIK® 120 TabneTku, BKpUTI MeHapiHi Mokcembypr | Bupo6HMUTBO «in bulk» Ta PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/13527/01/01
Mr nNiBKOBOKO IHTepHeLLOoH KOHTpPO/b cepili: MNaTeoH HimeuuunHa/ mMaTepianis: 3miHu Il Tuny - 3MiHW WoA0 peuenmom
o60onoHkKoto, no 120 an ®paHuin, PpaHuis; Yexis 6e3nekn/edeKTMBHOCTI Ta
Mr; no 14 TabneTok OnepeiwoH Brpo6HMUTBO «in bulk», thapmakoHarnagy. BHeceHHsi abo 3miHa(n)
y 6nicTepi; no 2, abo c nepBrHHE Ta BTOPUHHE [0 3060B'A3aHb Ta yMOB BuAadi
no 4, abo no 6 Jokcembypr nakyBaHHs, KOHTPO/Ib Ta peecTpaLiiHOro NoCBiAYEHHS, BKIHOYAOUN
6nictepiB y C.A. BMMNYCK cepiii: MeHapiHi- MnaH ynpasniHHA pr3nkamu (iHLWi 3MiHK) -

KapTOHHI KopooLli

®oH XeipeH Mv6X,
HimeyunHa; KoHTposib

cepiil roTOBOro NPoayKTy,

BUrOTOB/IEHOTO TiflbKN
MeHapiHi-®oH XeligeH

3asiBHUKOM HaZaHO OHOB/IEHWIA MnaH
ynpasniHHA pu3nkamu Bepcia 11.0. 3MiHn
BHECeHO0 A0 yacTuH: Il «Cneumdikauisa 3
6e3neku», Il «MnaH 3 hapmakoHarnsgy»,
V «3axoau 3 MiHimizauii pusukis», VI
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
M6X (KisibkicHe «Pe3ome nnaHy ynpas/iiHHA pusmkamm»
BW3HAYEHHS, 3rigHO BUMOTr A0 IHTerpoBaHoro gopmaty
iaeHTudiKayis, cynyTHi MYP (Rev.2.0.1 accompanying GVP
PEYOBUHM | PO3YMHEHHS): Module V Rev.2, Human Medicines
AJ1C Yecbka Pecnybnika, Evaluation Guidance on the format of the
c.p.o., Yexia risk management plan (RMP) in the EU —
in integrated format). Pe3tome MNnaHy
ynpasiHHA pusnkamu Bepcia 11.0
[0a€ETbCA.
4. | ADEHYPIK® 80 MI' | TabneTku, BKpUTI MeHapiHi Mokcembypr | Brpo6HMUTBO «in bulk» Ta dpaHuis/ BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/13527/01/02
NNiBKOBOKO IHTepHeLLoH KOHTpO/b cepili: MNaTeoH MaTepianis: 3miHu Il TMny - 3MiHK WoA0 peuenmom
060/10HKO10, No 80 an dpaHuisn, PpaHuis; 6e3nekn/edpeKTNBHOCTI Ta
mr; no 14 TabneTok OnepeiwoH Brpo6HMUTBO «in bulk», thapmakoHarnagy. BHeceHHsi abo 3miHa(n)
y 6nicTepi; no 2, abo c nepBrHHE Ta BTOPUHHE [0 3060B'A3aHb Ta yMOB BuAadi
no 4, abo no 6 Nokcembypr nakyBaHHs, KOHTPO/Ib Ta peecTpaLinHOro NoCBiAYEHHS, BKIHOYAOUN
6nictepiB y C.A. BUMNYCK cepiii: MeHapiHi- MnaH ynpaBniHHA py3vkamu (iHWi 3MiHn) -
KapTOHHI KopooLii ®oH XeigeH Mv6X, 3asiBHUKOM HaZlaHO OHOBJIEHMIA MnaH
HimeuunHa; KoHTponb ynpasniHHA pu3nkamu Bepcia 11.0. 3MiHn
cepiii roTOBOro NpoayKTy, BHECEHO A0 YacTuH: |l «Cneuudikauis 3
BUrOTOB/IEHOIO TiNbKM 6e3neku», Il «MnaH 3 hapmakoHarnagy»,
MeHapiHi-®oH XeligeH V «3axoau 3 MiHimizauii pusukis», VI
M6X (KisibkicHe «Pe3ome nnaHy ynpasiiHHA pusmkamm»
BW3HAYEHHS, 3rigHO BUMOTr A0 IHTerpoBaHoro gopmaty
iaeHTndiKayisa, cynyTHi MYP (Rev.2.0.1 accompanying GVP
PEUYOBUHM | PO3YMHEHHS): Module V Rev.2, Human Medicines
AJ1C Yecbka Pecnybnika, Evaluation Guidance on the format of the
c.p.o., Yexia risk management plan (RMP) in the EU —
in integrated format). Pe3tome MNnaHy
ynpasniHHA pusnkamu Bepcia 11.0
[J0a€ETbCA.
5. | ASAPTA® Kpansi o4Hi no 5 mn Hosapric LLiBeiiuapis ANKoH KyBpbop Benbris BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/10400/01/01
y thnakoHi- dapma Al mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuenmom

KpanenbHuui; no 1
hnakoHy-
KpanesibHuLj y
KOpo6Li 3 KApTOHY

CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBMEHOTO cepTudlikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI API; NSt AONOMIKXHOT
peyoBuHU (cepTuddikat BiAMNOBIAHOCTI
€Bponelicbkiin hapmakoner) - HouiA
cepTudikaT Bif BXe 3aTBEpPIKEHOr0
BMPOGHMKa - [oAaHHs HOBOTO
cepTudpikaTa BifnoBiAHOCTI EBpoONeiiChKii
dapmakonei Ne R1-CEP 2014-300 - Rev
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
00 (Process Il) (3atBepaxeHo: R1-CEP
1996-049 - Rev 06 (Process 1)) ans A®l
TMMOI0Yy Masiearty Bif 3aTBEPAYKEHOrO
BMpo6HUKa PCAS.
6. | A3non TabneTku, BKPUTI AT Monbwa AT «Apamep dapma», MonbLia BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/14380/01/01
nAiBKOBOO «Apaves MonbLa; BignoBigabHUI marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI. peyenmom
060710HKOI0, No 250 dapma» 3a KOHTpO/b cepii: TOB CepTudikaT BignosigHocTi/l E-cepTudikar
Mr no 3 TabneTku B "MT labopaTtopiec", BiANOBIAHOCTI EBpONeichbkili
6nicTepi; no 2 Monbua thapmakonei/moHorpadii. NMogaHHsA HOBOTO
6nictepu B abo oHoBNEHOTO cepTuddikaTa
KapTOHHI KopooLli BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€sponelicbkin dhapmakonei) - Hosuii
cepTudikaT Big HOBOro BUPOGHYMKa (3aMiHa
ab0 [ONOBHEHHS) - NOAAHHSA HOBOMO
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
hapmakonei Ne R1-CEP 2007-165 - Rev
04 nns piroyoi peyosnHn Azithromycin,
Dihydrate Big HOBOro BUpo6HvKa
ALEMBIC PHARMACEUTICALS LIMITED
(4ONOBHEHHS).
7. | A3vnon TabneTku, BKpUTI AT Monbua AT «Apaveg ®apma», MonbLa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/14380/01/02
NNiBKOBOO «Agamvefq Monbuwa; BignoBiganbHN mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom
060/10HKOH0, 1Mo 500 Papmax» 3a KOHTpO/b cepii: TOB CeptudpikaT BignosigHocTi/l E-cepTudikar
Mr no 2 a6o 3 "MT JlabopaTtopiec”, BiAMNOBIAHOCTI €BpONeicbkil
Tabnetkv B 6nicTepi, Monbwa thapmakonei/MoHorpadii. NMogaHHsA HOBOro

no 1 6nictepy B
KapTOHHI KOpo6Lii

ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBponeiichkii
hapmakonei: ana A®l; ans BUxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPO6HULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hoswii
cepTugikaT Bif HOBOro BUPO6GHMKaA (3amiHa
ab0 [ONOBHEHHS) - NOAAHHSA HOBOTO
cepTudikaTa BignoBiAHOCTI EBponeiichkii
hapmakonei Ne R1-CEP 2007-165 - Rev
04 onA pjtouoi peyoBuHn Azithromycin,
Dihydrate Big HOBOro BUpo6HuKa
ALEMBIC PHARMACEUTICALS LIMITED
(OONOBHEHHS).
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
8. | ASTEK TabneTkn, BKpUTI €Bpo IHais ®AC Nimiteq, IHgis BHECEHHS 3MiH [0 peecTpavyiiiHnX - UA/6636/01/01
nNiBKOBOKO Naiidokep mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
o60s10HKot0, No 500 MpavisiT [oToBWMI NikapCbknii 3aci6. KOHTponb
mr, in bulk: no 1000 NimiTen

Tabnetok y
NNacTMKOBUX BGaHkax

rOTOBOrO /1iKapCbKOro 3aco6y (iHLUi 3MiHW)
nepeknag Tekcty MKA ykpaiHcbKoto
MOBOI0. BBEIEHHSA 3MiH NPOTArOM 6-Tn

- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (fONOBHEHHS
cneundikauii HOBUM NMOKa3HNKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
[OMNOBHEHHA crieymdikalii HoBUM
nokasHUKoM «laeHTudikauisa A.
A3nTpomiumH (MeTogom 1Y) 3 BignoBigHUM
MEeTOA0M KOHTPO/O Y BifNOBIAHOCTI J0
MeTOAVKN BUPOOHMKa. BBEAEHHA 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) - CynyTHA 3MiHa -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA roTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHM y meTogax
BMMNpo6yBaHb (BK/OYakUM 3amiHy abo
[ONOBHEHHS)) 3MiHa BUMOT crnieuudikauii
N3 3a noka3HMKOM «CynpoBigHi
AoMiLKn». Mexi cneundikauii
BCTaAHOBJIEHO Y BiANOBIAHOCTI MOHOrpadii
BP Azithromycin Tablets BeefeHHs 3miH
npoTArom 6-T1 MicAuiB nicns
3aTBepXEHHSA. 3MiHY | TUny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHwi 3MiHN) - CynyTHA 3MiHa -
3MiHK 3 SKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax

MiCALIB MiC/1A 3aTBEpKEHHSA. 3MiHu | Trny

BMNpo6yBaHb (BK/OYaym 3amiHy abo
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

ASTEK

[OMOBHEHHS)) - 3MiHa BUMOT crieumdikawii
Ta OHOB/IEHHSA METOAMKY BUNPOBYBaHHSA
'N3 3a nokasHKoMm «KinbkicHe
BM3Ha4eHHs» (BEPX). BBeaeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) - CynyTHA 3MiHa -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO MiKapCbKoro 3acoby
(iHWi 3MiHW) pefakuiiiHi NpaBkn B
cneumdikauii Ta MeTogax KoHTponio M3,
y BigMNOBigHOCTI fO MaTepianis BUPO6HMKa
3a nokasHukamu «laeHTudikayis b.
A3nTpoMiLmMH», «laeHTudikauis. B.MoHco
4R», «OHOPIAHICTb Macu»,
«OfHOPIAHICTb [030BaHUX OAVHULB,
«MikpobionoriyHa unctota». BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEePMKEHHSA. 3MiHN | TUNy - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS
3MiHN A0 po3ainy «MapkyBaHHs». [itoya
pegpakuis: TekcT
mMapkupoBsku.Mpunaraetcs. MponoHoBaHa
pefakuis: BignosifHO [0 3aTBEpPKEHOr0
TEKCTYy MapKyBaHHS - 3MiHN BHECEHO B
TEKCT MapKyBaHHS1 BTOPMHHOT yNakoBKu
nikapcbKoro 3acoby y nyHktun 2, 3, 4, 8, 9,
11, 12, 13, 14, 17 Ta B TEKCT MapKyBaHHA
NepBUHHOT YNakoBku y NyHkTK 3, 4, 5, 6.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs

nocsi0o4YeHHs

TabneTku, BKpUTI
nniBKOBOIO
060/10HKO0, 1Mo 500
Mr, no 3 TabneTtkn y
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

€Bpo
Naiidokep
Mpaisit
NimiTen

IHais

®AC Nimiteq,

IHgis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOoBWIA Nnikapcbkumit 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHW)
nepeknag Tekcty MKA ykpaiHCcbkoto
MOBOI0. BBEieHHS 3MiH NpPOTArom 6-Tn
MicALIB MicnA 3aTBepKEHHSA. 3MiHu | Tuny
- 3MiHK 3 IKOCTi. FOTOBUIA NiKapChKUiA
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikawii
Ta/abo fonyCTUMUX MEX rOTOBOIO

nNikapcbKoro 3acoby (40NOBHEHHS

3a
peyenmom

UA/6635/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
cneupndikauii HOBUM NMOKa3HNKOM 3

BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
[OMNOBHEHHA crieymdikalii HoBUM
nokKasHUKOM «laeHTudikauisa A.

MEeTOA0M KOHTPO/O Y BifNOBIAHOCTI J0
MeTOAVKN BUPOOHKKa. BBEAEHHA 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX r0TOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHK) - CynyTHA 3MiHa -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y meTogax
BMMNpPOoOGYBaHb (BK/OYaUM 3amiHy abo
[ONOBHEHHS)) 3MiHa BUMOT crnieuudikauii
'N3 3a noka3HMKOM «CynpoBigHi
AoMiLKn». Mexi cneundikauii
BCTaAHOBJIEHO Y BiANOBIAHOCTI MOHOrpadii
BP Azithromycin Tablets BeefeHHs 3miH
npoTArom 6-Tn MicAuiB nicns
3aTBepXeHHSA. 3MiHW | Tuny - 3MiHKn 3
AKOCTIi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHwi 3MiHN) - CynyTHA 3MiHa -
3MiHK 3 SKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHW y MeTogax
BMNpo6yBaHb (BK/OYaoum 3amiHy abo
[OMOBHEHHS)) - 3MiHa BMMOT crieuudikawii
Ta OHOB/IEHHSA METOAMKY BUNPOBYBaHHSA
'N3 3a nokasHKoMm «KinbkicHe
BM3Ha4eHHs» (BEPX). BBeaeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) - CynyTHA 3MiHa -

3MiHK 3 sikocTi. FoToBMIA NiKapcbkuii 3aci6.

A3nTpomiumH (MeTogom 1Y) 3 BignoBigHUM
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTpO/1b roTOBOrO MiKapCbKoro 3acoby
(iHWi 3MiHW) pefakuiiiHi NpaBkn B
cneumdikauii Ta MeTogax KoHTponio M3,
y BigMOBIgHOCTI A0 MaTepianis BUPO6HMKa
3a nokasHukamu «laeHTudikayis b.
A3nTpoMiLmMH», «laeHTudikauis. B.MoHco
4R», «OAHOPIgHICTb Macu»,
«OfHOPIAHICTb [030BaHUX OAUHULB,
«MikpobionoriyHa unctota». BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEepPMKEHHSA. 3MiHN | TUNy - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS
3MiHN A0 po3ainy «MapkyBaHHs». [iloya
pegakuis: TekcT
mMapkuposku.Mpunaraetcs. MponoHoBaHa
pefakuis: BignosifHO [0 3aTBEpPKEHOr0
TEKCTYy MapKyBaHHS - 3MiHN BHECEHO B
TEKCT MapKyBaHHS1 BTOPMHHOT yNakoBKu
nikapcbKoro 3acoby y nyHktn 2, 3, 4, 8, 9,
11, 12, 13, 14, 17 Ta B TEKCT MapKyBaHHA
NepPBUHHOT YNakoBku y NyHkTK 3, 4, 5, 6.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs

10.

AKBAMAKC

cnpeii HazanbHUiA
0,65 %, no 20 mny
dnakoHax 3
KanaHoM-HacocoMm,
Hasa/lbHO
HacafKoto-
posnunoBayem; no
1 donakoHy B
KOpOO6Lii 3 KapTOHY;
no 50 mn a6o no
100 mn y chnakoHax
3 K1anaHoMm-
Hacocom,
Hasa/lbHO
HacafKoto-
posnunoBayem; no
1 donakoHy B
KOpOO6Lii 3 KapTOHY;
no 50 mn, no 100 mn
abo no 150 mny
6aU10Hi 3 Knana-
nakeTom,
Hasa/lbHO
HacafKoto-

TOBAPUCT
BO 3
OBMEXXEH
[e]0)
BIANOBIOA
NbHICTHO
«KOPIMOPA
LA
«30POB’A

»

YKpaiHa

ToBapnCTBO 3 0OMEXEHOIO
BiANOBIAANBLHICTIO
"PapmaueBTnyHa

KommMaHisa "3p0poB's",
YkpaiHa
(Bci cTagji BUpobHMLTBA,
KOHTPO/b AKOCTI, BUNYCK
cepir)

ToBapucTBO 3 0OMEXEHOI0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa

KomMaHisa "30poB'a",
YkpaiHa (Bci cTtagii
BMPOOHULITBA, OKPIM
KOHTPOSIO SIKOCTi Ta
BUMYCKy cepil)

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
3MiHV BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOI (N. 5, 6) Ta BTOpMHHOI (. 11,
17) ynakoBOK fikapCcbkoro 3acofy, a Takox
BWJIyYeHO iHdhopMaLito, 3a3HadeHy
POCIICbKOK MOBOIO; BHECEHO HE3HAYHI
pepakuiiHi npaBku. TepMiH BBEAEHHS 3MiH
NpOTArom 6 MicALiB Micna 3aTBepAKeHHs

6e3
peyenma

UA/12832/02/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

posnunoBayem Ta

3aXMCHUM

KOoBMa4ykom; rno 1

6as10Hy y kopobui 3

KapTOHY
11. | AKHECTOMN® Kpem, 200 mr/r; no MAT Ykpaina MAT "KniBmegnpenapat" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/7011/01/01

30 ryTy6i, mo 1 Ty6i | “"KuiBmegnp marepianis: 3miHu | Tuny - 3miHK Woao peyenma

B nauuj enapar” 6e3nekun/edekTBHOCTI Ta

hapmakoHarnagy (iHwi 3miHun). 3miHn
BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(NyHKT 6) Ta BTOPUHHOI (MyHKTK 3, 8, 17)
yMakoBOK NikapcbKoro 3acoby. TepMiH
BBE/EHHS 3MiH - NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHS.

12. | AKTEMPA® KOHUEeHTpaT ans TOB «Pouw Ykpaina Brpo6HMLUTBO AnoHis/ BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/13909/01/01

pOo34nHy AN YkpaiHa» Hepo3dhacoBaHol CLA/ mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom

iHdpy3iia, 20 mr/mn; NpoAyKLii, NepBNUHHE LLiBeiiuapis A®I. KoHTponb A®L. 3miHa y meTogax

no 80 mr/4 mn abo
200 mr/10 mn a6o
400 mr/20 mny
hnakoHi; no 1 a6o 4
hnakoHn y
KapTOHHI KopooLli

nakyBaHHs: Yyraii ®apma
MaHydektypuHr Ko. 114,
AnoHis; BUpO6HULTBO
Hepo3dacoBaHOl
NpoAyKUiT (4N ynakoBKu
no 400 mr/20 mn),
BMNPOGYBaHHSA KOHTPO/II0
AKOCTI (415 yNnakoBku no
400 mr/20 mn): [xeHeHTek
IHk., CLUA; BunpobysaHHs
KOHTPOIO SAKOCTI (815
ynakosku no 400 mr/20
MA): [DkeHeHTek IHK.,
CLA; BtopuHe
nakyBaHHs, BUNPO6YBaHHS
KOHTPOJIH0 AIKOCTI, BUMYCK
cepii: ®.XohdpmaHH-/15
Pow /ta, LWBeliyapis

BMNpobyBaHHA APl abo BMXigHOTO
mMartepiany/npomiKHOro
NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BupobHuytBa A®| (iHLWi 3MiHW y
mMeToAax BUNpobyBaHHA (BKIOUatoUn
3amiHy abo fonoBHeHHS) AD| a6o
BVIXiZHOro/MpOMKHOro NPOAYyKTY) -
JopnasaHHa meTtogy MNJ1P B peasibHOMY
yaci Ha NapBOBIpYC rPU3YHIB SK
anbTepHaTMBHOIO 0 MOTOYHOTO MeToay
Ha OCHOBI KNiTWH (TecT 324 K) ansa
KOHTPOIO B NpoLieci BUpo6HuLTBa AdI
Toumnizymady (PHCCF) BBegeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHKM 3
akocTi. A®l. KoHTponb A®I. 3miHa y
mMeToAax BunpobyBaHHs A®| abo
BUXIAHOrO MaTepiany/npomixkHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BupobHuytBa A®I (iHLWi 3MiHW y
MeToAax BUNpobyBaHHA (BK/IHOYa0UN
3amiHy abo gonoBHeHHs) A®| abo
BUXiAHOIO/MPOMIXHOr0o NPOAYKTY) -
[opasaHHa meToay YP-cnekTpockonii 3a
HaxuoM siK anbTepHaTUBHOIO A0
NoTOYHOro Y®-metoay 3 oikCoBaHO
[OBXWHOIO LUASXY 415 BUSHAYEHHSA BMICTY
6inka B aKTUBHIV cybcTaHLi
Touunisymady. BeeieHHA 3MiH NpoTArom
6-TN MicALIB NicnA 3aTBEPLKEHHSA. 3MiHN |
T1ny - 3MiHu 3 skocTi. A®Il. Bupo6bHuMuTBO.
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHu BUNpobyBaHb abo AOMYCTUMMX MEX
y npoueci Bupo6HuuTea Adl, wo
BCTaHOB/EHI y creuudikayisx (BUnyYeHHs
HecyTTeBOro BUNpobyBaHHs) - BunyyexHs
Tecty MNP Ha nenTocnipy A/19 KOHTPO/O B
npoLeci BUPOOHULITBA aKTUBHOT cybcTaHLii
Toumnizymady (PHCCF) BBegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS

13.

ANMTE3NKAM®

PO3YUH ANS iH'EKLN,
10 mr/mn no 1,5 mn
B amnyni, no 5
amnyn y 6nictepi, no
1 6nicTepy B nauui

MpuBartHe
akuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MprBaTHe akuioHepHe
TOBapUCTBO "J1eKXiM-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii. NMogaHHs HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro

Marepiany/peareHTy/npomMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOr0

BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiickkiii

thapmakonei CEP 2014-261-Rev 02 Big,
3aTBEpAXEHOro BMpobHuka SWATI

SPENTOSE PVT. LTD gito4oi pe4yoBuH®
MesIoKCMKaMm Yy 3B'3Ky 3 HE3HAYHO
3MiHOI0 agpecu BUpOGHKMKa, a came

BBe/leHHs JOAAaTKOBOro cknaay 3
HomepoMm A-2/2120, micLe BUPOGHNLTBA
He 3miHunoch (3atBepmxeHo: CEP 2014-
261-Rev 01; 3anponoHosaHo: CEP 2014-

261-Rev 02).

3a
peyenmom

UA/16968/01/01

14.

ANEKEH3A®

Kancynv Teepai no
150 mr; no 8 kancyn
TBEPAMX Y BricTepi;
no 7 6nictepiB y
KapTOHHI nayui, no
4 naykn y KapTOHHIl
Kopoo6Li

TOB «Pow
YKpaiHa»,
Ykpaina

YKpaiHa

BUNYCK cepil:
®.XodpcpmaHH-/151 Pow
Na, Weeiiuapis;
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNPO6YBaHHS
CTabiNbHOCTI, BUMYCK
cepii: ®.XohdpmaHH-/15
Pow Nta, Weeliyapis;
BMNPOGYBaHHSA
CTabiNIbHOCTI
(mikpo6ionoriyHa
yucroTa): ®.XodpmaHH-

LLBeriuapis/
ITania/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTepianis: 3miHu Il Tuny - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3MiH1 y KOpoTkili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeZMNYHOro 3aCTOCYBaHHA y 3B’A3KY i3
HOBUMUW A @HWMK 3 AKOCTI, AOKNIHIYHUMU,
KNIHIYHUMW A@HMKU Ta JaHuMn 3
hapmakoHarnsgy - 3MiHnm BHECEHO [0
IHCTPYKLUiT ANA MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis

3a
peyenmom

He
nionsieae

UA/16997/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
Na Pow N1a, Weeiiuapis; "Oco6nMBOCTI 3aCTOCYBaHHSA",
BMNPOGYBaHHSA "3acTocyBaHHSA y nepiof BariTHOCTi abo
cTabiNbHOCTI, NepBUHHE rogyBaHHs rpygro" BianosigHo o
Ta BTOPVHHE NaKyBaHHS: iHchopmawii 3 6e3neku nikapcbkoro 3acoby,
[enbthapm MinaHo, fiKa 3a3HayeHa B MaTepianax
C.P.N., Itanis; peecTpauiiiHoro focbe. BBeAeHHA 3MiH
BMNPOGYBaHHSA KOHTPOJTI0 npoTArom 6-Tn MicAuiB nicns
sKocTi (MikpobionoriyHa 3aTBEPKEHHS
unctoTa): Jlabop /IC CE
eHpa Ko. KIM, HimeuunHa;
BUMPOOYBaHHA KOHTPOSIO
AKOCTI (eTunxnopua):
EBoHik OnepeiiwH3 M6X,
HimeyumHa; BUpOOHWLTBO
Hepo3dacoBaHOl
npoayKLii, BUNpobyBaHHs
KOHTpONto AKocTi: Ekcenna
'M6X eHa Ko. K,
Himeyynna
15. | AJICOKAM PO3YUH NS iH ek, MpuBaTHe Ykpaina MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/18067/01/01
10 mr/mn no 1,5 mn akuioHepHe TOBapUCTBO "J1ekXiM - martepianis: 3MiHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
B amnyni; no 5 TOBapuCTBO Xapkis" CepTudpikaT BignosigHocTi/l E-cepTudikar
amnyn y 6nictepi; no "Jlekxim - BiANOBIAHOCTI EBpONeiichbkili
1 6nicTepy B nauui Xapkis" thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNEHOTO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHU (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikat Bif yXe 3aTBepKEHOro
BMPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTucpikaTy BignoBigHOCTI €EBponeicbkiii
thapmakonei CEP 2014-261-Rev 02 Big
3aTBEpKEeHOro BMpo6Hnka SWATI
SPENTOSE PVT. LTD gitouoi pe4oBuHn
MesIoKCMKaM Y 3B’A3KY 3 HE3Ha4YHOH0
3MiHOI afpecy BUpobHUKa, a came
BBEJEHHS 40aTKOBOro ckiagy 3
Homepom A-2/2120, micue BUpobHNLTBA
He 3MmiHunock (3atBepaxeHo: CEP 2014-
261-Rev 01; 3anponoHoBaHo: CEP 2014-
261-Rev 02).
16. | AlIb®AXONIH® PO3YUH N5t iH'EKLN, MpAT Ykpaina MpAT "®apmaveBTuyHa YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17917/02/01
1000 mr/4 mn, no 4 "®GapmaveBT dipma "AapHuus" marepianis: 3miHu | TMny - 3MiHM 3 AKOCTI. peyenmom
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
M/ B amnyni; no 5 nyHa chipma [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
amnyJs y KOHTYpHii "OapHnus" BUPOBHMUTBI. 3MiHK y npoveci
YapyHKOBI BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
ynakosui; no 1 3ac006y, BK/I0HAKUM NPOMDKHUIA NPOAYKT,
KOHTYpHIli LLI0 3aCTOCOBYETHCS MPW BUPOOHULTBI
YapyHKOBIl ynakoBLi rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
B nauuj 3MiHu B po3ginn 3.2.P.3.3 12 3.2.P.3.4: 3
TeXHO/OorivyHoi cxemu Ha Ctagii 4
BW/TYyYUTN OfUH i3 CNOCO6IB KOHTPO/IHO
amnys Ha repMeTUYHICTb, a came:
BUTYYUTU KOHTPO/b aMnys Ha
TePMETUYHICTb Ha IHCNEKLMHINA NiHil;
OCKi/TbkM BUA, 06nafHaHHs, Lo 6yB
3afisHNiA y JaHOMY NpOLEc, He
3aCTOCOBYETLCA AN151 KOHTPO/IIO aMnys Ha
repMeTUYHICTb Ans npenapary. KoHTposb
amnysn Ha repMeTUYHICTb 3AJCHIOETbCA 3a
[ONOMOrO0 KOHTPOSIbHOT PifNHN Y
aBTOKMaBi. 3 METO ONTMMI3aLil Ta
petanisauii TeXHOMO0r4YHOI CXeMU BHECEHO
pefakLiiiHi Ta CTUNICTUYHI YTOYHEHHS 3
METOI YCYHEHHS! Pi3HOUMTaHHA Y po3ginax
3.2.P.3.3 Ta 3.3.P.3.4 Ha onepaujsax 1.2
MpurotyBaHHA po3uunHy, 1.3 dinbTpauis
po3unHy, 2.1 Linpuuesa muiika amnyn, 2.2
CyLuKa | cTepunisauis amnysn, a Takox Ha
cTagii 5 MapkyBaHHs, ynakoBska,
BifJBAHTXXEHHS rOTOBOTO MPOAYKTY.
17. | AMIKCV/H® IC TabneTku, BKPUTI ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 niossieae UA/2559/01/01
o060710HKo0, Nno 0,06 3 [0[aTKOBOKO marepianis: 3miHu | TRy - 3mMiHK Woao peyenma
r, no 3 Tabnetkn y [04aTKOBOK BiANOBiAA/IbHICTIO 6e3nekn/edreKTBHOCTI Ta
6nictepi; no 1, 2 a6o | Bignosigaib "IHTEPXIM" thapmakoHarnsagy (iHwi 3miHn) - BHeceHHs
3 6nicTepun B nauyy; HiCTIO 3miH o MKA N13 (po3giny "MapkyBaHHs")-
no 5 tabnetok y "IHTEPXIM" 3rigHO 3aTBEPAXKEHOr0 TEKCTY

6nictepi; no 2
6nicTepy B nayy,

MapKyBaHHS. 3MiHW 40 TEKCTY MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby LWoao
BWyYEHHS iHhOpMaLii poCiicbKo0 MOBOKO
Ta OHOB/EHHA N.17 IHWE BTOPUHHOI
ynaxkoBKu A5 f03yBaHHA 60 Mmr.
BBefeHHS 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs. 3MiHu | Tvny -
AfMiHicTpaTMBHI 3MiHW. (IHLLi 3MiHW) -
3MiHa Ha3Bw J13 aHrNiNCcbLKOI MOBOIO, @
came gofaBaHHa cumsony "®". Aitoya
pefakuisi:

AMIXIN IC
AMIKCUH® IC
MponoHoBaHa pefakuis:
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

AMIXIN® IC
AMIKCVH® IC

3MiHN [0 IHCTPYKUIT 419 Mean4Horo
3acTOCyBaHHA NikapcbKoro 3acoby Ta

TEKCTY MapKyBaHHS yNaKoBKM LLL0A0
HanMcaHHs Ha3BW NikapCbKOro 3acoby
aHrNiNCcbKO MOBOK) i3 CMMBOJIOM "®" 3
MeTOH0 YHithikauii HanMcaHHA Ha3Bu B

peecTpauiiHux maTepianax.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB
nicns 3aTBepAXeHHS.

18.

AMIKCUH® IC

TabneTkn, BKPUTI
060/10HKOI0, N0
0,125r,no 3
Tabnetkn y 6nictepi;
nol, 2 a6o 3
6nictepu B nauuj; no
5 Tabnetok y
6nicTepi; no 2
6nictepun B nauui

ToBapucTeo
3
[04,aTKOBO
Bignosigaib
HicTI0
"IHTEPXIM"

Ykpaina

ToBapucTeo 3
[04aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) - BHeceHHs
3miH o MKA N3 (po3giny "MapkyBaHHS")-
3rifiHO 3aTBEPAXKEHOr0 TEKCTY
MapKyBaHHS. 3MiHWN [0 TEKCTY MapKyBaHHS
yNakoBKM /iKapCbKOro 3acoby oo
BWYYEHHS iIHGDOpMaLii poCiicbkol MOBOHD
Ta OHOB/IeHHA N.17 IHLUE BTOPMHHOT
yrnaxkoBKu AN f03yBaHHA 60 Mr.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmkeHHs. 3MiHu | Tuny -
AfMiHiCTpaTWBHI 3MiHW. (iHLLi 3MiHW) -
3MiHa Ha3Bw J13 aHrnincbKo MOBOIO, @
came gogasaHHs cumBony "®". [litoua
pepakuis:

AMIXIN IC
AMIKCVH® IC
MponoHoBaHa peaakuis:
AMIXIN® IC
AMIKCVH® IC
3MiHU J0 IHCTPYKUIiT 4519 MeAnYHOro
3aCTOCYBaHHSA /likapCbKoro 3acoby Ta
TEKCTY MapKyBaHHS YNakoBKM LL0A0
HanncaHHA Ha3BW NiKapCcbKoro 3acoby
aHrnilicbkol MOBOIO i3 CMBO/IOM "®" 3
METOH0 YHichikauii HanMcaHHA Ha3BM B
peecTpauiiHux maTepianax.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs.

6e3
peyenma

nidnsieae

UA/2559/01/02

19.

AMILN®

niodpinizat ans
PO3YUHY NSt iH'EKLil
no 0,5 r; hakoHn 3
niocpinizatom

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT "KuiBmegnpenapat"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNYy - 3MiHKU WOA0
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO Y TEKCT MapKyBaHHSA NEPBUHHOI
yMakoBKM SlikapcbKoro 3acoby, a came

3a
peyenmom

UA/1036/01/03
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHeHo iHchopmauito y n. 4 "[laTta
3aKiHYeHHs1 TepMiHy npuaaTHocTi" Tay n. 6
"IHLLIE" KOHKpeTn30BaHOo NoroTun
3asBHUKa, a TakoX NPUBELEHHS TEKCTY
MapKyBaHHS NEPBUHHOI YNakoBKW
(eTukeTka Ha priakoH) y BiANOBIAHICTb A0
3aTBepmxeHol hopmu. TepMiH BBEAEHHS
3MiH NpOTArom 6 MicsLiB nicns
3aTBEPKEHHS.

20.

AMILN®

niodpinizat gns
PO3YUHY NSt iH'EKLii
no 1,0 r; hnakoHu 3
niodpinizatom

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT "KuiBmegnpenapat"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHu
BHECEHO Y TEKCT MapKyBaHHA NEPBUHHOI
ynakoBKM fikapcbKoro 3acoby, a came
3MiHeHo iHchopmauito y n. 4 "[laTta
3aKkiHYeHHs1 TepMiHy npuaaTHocTI" Tay n. 6
"IHLLE" KOHKpeTn30BaHO N1OroTun
3anBHUKa, a TakoX NPUBEAEHHS TEKCTY
MapKyBaHHs1 NEPBUHHOI YNaKkoBKM
(eTvkeTka Ha hriakoH) y BiANOBIAHICTb A0
3aTBepmxeHol hopmun. TepMiH BBEAEHHS
3MiH NpOTArom 6 MicsLiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/1036/01/04

21.

AMILN®

niodpinizat ans
PO3YUHY NSt iH'EKLil
no 250 mr, hsiakoHn
3 niogpinizatom

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT "KuiBmegnpenapat"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNYy - 3MiHKU WOA0
6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO Y TEKCT MapKyBaHHsI NepBUHHOT
ynakoBKM fikapcbKoro 3acoby, a came
3MiHeHo iHdhopmauito y n. 4 “fata
3aKiHYeHHs TepMiHy npugartHocTi" Tay n. 6
"IHLLE" KOHKpeTn30BaHO N10roTun
3asBHUKa, a TakoX NpUBELEHHs TEKCTY
MapKyBaHHS NEPBUHHOI yNakoBKW
(eTvkeTka Ha priakoH) y BiANOBIAHICTb A0
3aTBepAXeHoi hopmn. TepMiH BBEAEHHSA
3MiH NpoTArom 6 MicsLiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/1036/01/02

22.

AMILUTPOH®
®OPTE BE3
LYKPY

NOPOLLOK A/1A
0paIbHOro PO3YUHY
no 13 ry cawe; no
13 ry cawe, no 10
cawle y nauui 3
KapToHY

ToBapucTeo
3
[04aTKOBO
Bignosigasb
HicTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | TUny - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) - OHOBNEHO
TEKCT MapKyBaHHs NepBNHHOT Ta
BTOPVHHOT YNakoBKM JiKapCbKOro 3acoby,
a came BW/Iy4YeHO iH(popmaLilo, 3a3HadYeHy
pOCiiiCbKOl0 MOBOI. BBEEHHSA 3MiH
npoTsirom 6-TM MicsiWiB micnas

6e3
peyenma

UA/14117/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3aTBEPAKEHHS.
23. | AMOKCULUWUNIH- NOPOLLOK A/1A MicTtpan AHrnisA Crepwunisauis gjtouoi KuTaii/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/20228/01/01
KNABYNAHAT- PO3UUHY ANS iH'EKLA Kenitan pPeyoBMHU, BUPOOHUK Icnanis marepianis: 3miHu | TNy - 3MiHM 3 AKOCTI. peyenmom
BICTA abo iHdysiii no 1000 | MeHemkmeH MPOMiXXHOIO NPOAYKTY [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
Mr/200 mry T NimiTeq, (cTepunbHOI cymiLli) ans BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
dnakoHi; no 10 rOTOBOrO NPOAYKTY: [OMYyCTUMUX MEX, BCTAHOB/EHNX Y
donakoHiB B YKYXA FOHAUTE/, cneuudikauisix, nig yac BUpobHULTBA

KapTOHHI KopooLli

NABOPATOPI3 KO, NTA,
Kutaii; Imnoptep
MPOMIDXHOIO NPOAYKTY
(cTepunbHa cymil),
BMPOGHWK rOTOBOI
npoayKuii, NnepBrHHa Ta
BTOPMHHA YyNakKoBKa,
KOHTPO/b AKOCTI
(XimMiYHWA/i3NYHNIA,
6iooriYHNM Ta
MiKpOOBIONOriYHWIA:
CTEPUNIBHICTb), BUMYCK
cepi:
JIABOPATOPIO PEWVI
XO®PE, C.A., Icnanis

roTOBOrO NiKapCbKOro 3acoby (3BY)XXeHHS
[ONYyCTUMUX MEX) 3BYXXEHHS [OMYCTUMUX
MeX 3a/TMLLKOBOr0 PO3UMHHMKA
awnisonponinamidy 3 3000 ppm o 2500
ppm B cneumdikaLii NPOMKHOTO NPOAYKTY
BiANOBIAHO A0 OHOBJIEHOT crieumdikavi
A®I| Zhuhai United Laboratories Co., Ltd.,
Kutaii. 3minm | Tvny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/EHNX Y
cneuudikauisix, nig yac BUpobHULTBA
roTOBOro NikapcbKoro 3acoby (foAaBaHHsA
HOBOro MeTofy BMNpobyBaHHA Ta
[0MyCTUMMX Mex) [logaBaHHA HOBOTO
mMeToAy BUNPOBYBaHHA Ta fONyCTUMOI
MeXi 411 KOHTPOsIH0 AoMiLkn Amoxicillin
penicilloic ethyl ester gns npomikHoro
NPOAYKTY Yy crneungikaL,ii NpoMiXHOro
npoaykty 3 mexeto <0,3%. 3MiHn | Tuny -
3MiHu 3 SKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHK BUNpobyBaHb
ab0o gonycTMMUX MeX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
3MiHa hopmynn po3paxyHKy 3arasibHol
KifIbKOCTi [JOMILLOK MPOMDKHOrO MPOAYKTY
nve B aHaiTMYHUX MeTofax BUPoBHMKa
A®I Zhuhai United Laboratories Co., Ltd.,
Kutaii. dopmyna po3paxyHky 3arasibHuUX
[OOMILLIOK 3MIHIOETLCA 3 METOHO
BiOOPaXEHHS BMICTY amMOKCULWIHY B
[0CNigpKyBaHin pevoBuHi. 3miHu | Tuny -
3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acooby.
3miHa napameTpiB cneuudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro
3aco6y (AONOBHEHHS cneuudikauii HOBUM
NOKa3HMKOM 3 BifJNOBIAHUM METOAO0M
BMNPO6YBaHHs) [JonoBHEeHH: cneuudikauii
Ha roToBWin NPOAYKT AN BUNPOOyBaHHSA
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
"CynpoBigHi gomiwwkmn" < 0,3% HOBUM
nokasHukom Amoxicillin penicilloic ethyl
ester 3 BifnNoBiAHUM METOA0M
BMNPOGYBaHHSA. 3MiHu Il Tuny - 3miHn 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHVX Y
crneundikalisx, nig yac BUPo6GHULTBA
roTOBOrO NikapCbKOro 3acoby
(po3WmMpeHHs 3aTBEPMKEHNX AONYCTUMUX
MeX O/151 NOKa3HWKIB, AKi MOXYTb MaTu
iCTOTHWIA BNAMB Ha 3arasibHy SKiCTb
roTOBOrO JliKapcbkoro 3acoby)
Po3LwmpeHHsa gonycTuMoi mexi
eTunauetarty B cneuudikaLii NPOMKHOTo
npoaykty (3 500 ppm go 4000 ppm) 06
BiAMNoBiAaTN OHOBIEHUM crneLundikalisgm
BMpo6HUKa Zhuhai United Laboratories
Co., Ltd., Kuraii
24. | AHANbIIH- PO3YUH NS iH'EKLN, TOBAPUCT Ykpaina ToBapuCcTBO 3 0OMEXEHOI Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/5706/02/01
340POB'A 500 mr/mn, no 1 mn BO 3 BiANOBIAA/ILHICTIO martepianis: 3MiHu | TMNy - 3MiHK WoA0 peyenmom
abo 2 mn B amnyni; OBMEXXEH "®apmavneBTUYHa 6e3nekn/edreKTMBHOCTI Ta
no 10 amnyny oK KoMnaHis "3gopos'a” thapmakoHarnsgy (iHwi 3miHu)
KapTOHHI KOpO6Lj; BIAMOBIOA 3MiHV BHECEHO Y TEKCT MapKyBaHHS
no 1l mna6o?2wmnB NbHICTIO nepBuHHOI (N. 5, 6) Ta BTOpMHHOT (M. 11,
amnyni; no 5 amnyn «KOPIMOPA 17) ynakoBOK NiKapCbKoro 3acoby, a Takox
y 6nicTepi; no 2 UiA BWJTy4YEHO iHhOpMALLito, 3a3HaueHy
6nictepn y «3[0POB'A POCIliCbKOK0 MOBOIO; BHECEHO HE3HAYHI
KapTOHHI kopobLyj; » pepakLiiHi npaBku. TepMiH BBEAEHHS 3MiH
no 10 amnyny - NpoTArom 6 MicAuiB nmicns
6nicTepi; no 1 3aTBEPIKEHHS.
6nictepy y
KapTOHHI Kopo6Lii
25. | APKOKCIA® TabneTku, BKpUTI OpraHoH LLiBeiiuapis BMPOGHUK Icnanis/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/10704/01/02
nNiBKOBOIO CeHTpan Ict Hepo3dhacoBaHOl Higepnanaun mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuenmom
060/10HKO10, Mo 60 m6X npoAyKLUii, KOHTPO/Ib | Benebris [oToBMIA nikapcbkuii 3aci6. 3MiHK Yy

Mr: Mo 7 TabneTok y
6nictepi; no 1 a6o 4
6nictepn y
KapTOHHI KopooLli

AKOCTI, NaKyBaHHA:
Posi ®apma IHaacTpian
Cepsicec, C.A., IcnaHis;

nakyBaHHs1, BUMYCK cepii:

Mepk Wapn i Joym B.B.,
Higepnaxgu;

nakyBaHHs1, BUMYCK cepii:

OpraHoH XelicT 68,
Benbris

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/II0
SIKOCTi FOTOBOTO NliKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHUL, Ha SKil
3[iICHIOETLCSI KOHTPO/IL/BUNPOBYBAHHS
cepii). flogaBaHHs ginbHuLi Mepk Wapn i
Joywm JINC, 4633 Mepk Poyg, BincoH, HK
27893, CLUA, ik NOTOYHOI AiNbHULI, Ha
AKili 34iiCHI0ETLCA BUNPOBYBaHHSA
cTabinbHOCTI. [laHnii BUPOOHNK BHOCUTBLCS
Tinbkn B p 3.2.p.3.1 BUPOGHUK(M). 3MiHK |
TMMy - 3MiHK 3 AKOCTI. [0TOBWIA NikapCbKuii
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYOTLCS BUMYCKY
cepii Ta KOHTPOJO SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0faBaHHA AiNlbHUL, Ha SKii
3.iACHIOETLCA KOHTPO/b/BUNPOGYBAHHS
cepii). JogaBaHHss OpraHoH ®apma (HOK)
Nimiten, LUOTTOH, JleiiH, KpamniHIToH,
HI23 3 0xHO, Benvka BputaHis, sk
NOTOYHOI AiNIbHML, Ha AKil 34iNCHI0ETLCS
BMNPO6YBaHHA CTabisIbHOCTI. JaHwii
BVMPOGHMK BHOCUTLCSA TiNbkn B p 3.2.p.3.1
BMPOGHMK(M). 3MiHN | TURY - 3MiHN 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HULITBI. 3amiHa abo BBeAEHHSA
[04aTKOBOI [i/TbHNL BUPOGHMLTBA A5
4acTuHK abo BCbOro BUPOBGHNYOTO
npotiecy roToBOro NikapcbKoro 3acoby
(BiNbHUUSA 0NS BTOPMHHOTO MakKyBaHHS) -
[LopnasaHHA OpraHoH XelicT 6B, Benbris sk
[04aTKOBOT AiNbHULI 4715 BTOPUHHOIO
nakysaHHsa ans 13 60 mr, 90 mr, 120 wmr.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTUHK abo BCbOro BUPOOHNYOTO
npoLecy roToBoro Nikapcbkoro 3aco6y
(AiNbHUUA ANA NEPBMHHOIO NakyBaHHS).
[JopnasaHHsa OpraHoH XelicT 6B, Benbris sk
[04aTKOBOI AiNbHUL 415 NePBUHHOIO
nakysaHHs ans 13 60 mr, 90 mr, 120 wmr.
BBeaeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynopoBasibHUI
3aci6. 3miHa chopmu abo po3mipy
KOHTEeWHepa un 3aKynoptoBaslbHOIO 3acoby
(NepBWHHOI ynakoBku) (HECTEPUIIbHI
nikapcbki 3acobu). 36ibLIEHHS 06'eMy
BiNIbHOr0 NpocTopy 6nicTepa Haz
nikapcbkM 3aco60M NprM6n3HO Ha 21%
ons Tabnetok no 60 mr, 90 Mr i
3MEHLLEHHS 06'EMY BifIbHOro NPOCTOPY
6nicTepy Haf NikapCbKMM 3ac060M
npu6au3Ho Ha 4,5 % ansa Tabnetok no 120
Mr 1718 0A8TKOBOI AiNbHUL OpraHoH




27

n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

XelicT 6B, Benbria. 3aTBepmkeHo: blister
pocket design feature:

Punch diameter (mm) 60 mg /90 mg: 18.0;
120 mg: 19.40. Punch depth (mm) 60
mg /90 mg 5.60; 120 mg 6.10.
3anponoHoBaHo: blister pocket design
feature: Punch diameter (mm) 60 mg /90
mg /120 mg: 18.90. Punch depth (mm) 60
mg /90 mg /120 mg: 6.10. 3minu | Tvny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHI B TEKCT MapKyBaHHs NepBUHHOT Ta
BTOPVHHOT YNakoBOK /1iKapCbKOro 3acoby,
a came: - 3aTBEPMKEHHS TEKCTY
MapKyBaHHS ynakoBOK /likapCbKoro 3acoby
OKpPeMO A7 ABOX BUPOOHUKIB y 3B’A3KY i3
BBEAEHHAM HOBOI AiNbHUL,
BiANOBIAaIbHOI 3a (PYHKLt0 NakyBaHHS; -
YTOYHEHHS iHdhopMaLii Woao norotuny
3asBHUKa. BBeAEeHHA 3MiH NpOTArom 6-Tu
MicsLiB NiCNs 3aTBEPAYKEHHS.

26.

APKOKCIA®

TabneTkn, BKpUTI
nniBKOBOIO
060/10HKO0, 10 90
Mr: Mo 7 TabneTok y
6nictepi; no 1 a6o 4
6nictepn y
KapTOHHI KopooLli

OpraHoH
CeHtpan Ict
6X

LLiseiiuapis

BMPOGHUK
Hepo3dhacoBaHOl
NpoAyKUii, KOHTPONb
AKOCTI, NaKyBaHHA:
Posi ®apma IHaacTpian
Cepsicec, C.A., IcnaHis;

nakyBaHHs1, BUNYyCK cepi:

Mepk Wapn i Joym B.B.,
Higepnangy;

nakyBaHHs1, BUNYyCK cepi:

OpraHoH XelicT 68,
Benbris

Icnanis/
HigepnaHnaun
| Benbris

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWI Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHS AiNbHUL, Ha SKil
3[iICHIOETLCSI KOHTPO/IL/BUNPOBYBAHHS
cepii). flogasaHHs AinbHuLi Mepk Wapn i
[oym NINC, 4633 Mepk Poyg, BincoH, HK
27893, CLUA, ik NOTOYHOI AiNbHULI, Ha
AKili 34iiCHI0ETLCA BUNPOBYBaHHSA
cTabinbHOCTI. [laHnii BUPOOHNK BHOCUTBLCSA
Tinbkn B p 3.2.p.3.1 BUPOGHUK(M). 3MiHK |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0faBaHHA AiflbHUL, Ha SKil
3[iICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA
cepii). JogaBaHHs OpraHoH ®apma (HOK)
Nimiten, LUOTTOH, JleiiH, KpamniHIToH,
HI23 3 0xHO, Benvka BpuTaHis, sk
NOTOYHOI AiNbHMLi, Ha AKil 34iNCHIOETLCSA
BMNPO6YBaHHA CTabisIbHOCTI. JaHwii
BVMPOGHMK BHOCUTBCSA TiNlbkn B p 3.2.p.3.1

3a
peyenmom

UA/10704/01/03
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPOGHMK(M). 3MiHN | TURY - 3MiHN 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HULTBI. 3amiHa abo BBeAEHHSA
[04aTKOBOI [i/TbHNL BUPOGHMLTBA A5
4acTuHK abo BCbOro BUPOBHNYOTO
npotiecy roToBOro NikapcbKoro 3acoby
(BiNbHUUSA 0NS BTOPMHHOTO MakKyBaHHS) -
[opnasaHHA OpraHoH XelicT 6B, Benbris sk
[04aTKOBOT AiNbHULI 4715 BTOPUHHOIO
nakysaHHsa ans /13 60 mr, 90 mr, 120 wmr.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3aMiHa ab0 BBeAEHHS
[04aTKOBOI fiNTbHUL BUPOGHMLTBA 415
4acTUHK abo BCbOro BUPOOHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHULUA ANA NEPBMHHOIO NakKyBaHHS).
[JopnasaHHsa OpraHoH XelicT 6B, Benbris sk
[04aTKOBOI AiNbHUL 415 NEePBUHHOIO
nakysaHHs ans 13 60 mr, 90 mr, 120 mr.
BBeaeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynopoBasibHUI
3aci6. 3miHa chopmu abo posmipy
KOHTEeWHepa un 3aKynoptoBaslbHOIO 3aco6y
(NepBWHHOI ynakoBku) (HECTEPUIIbHI
nikapcbki 3acobu). 36ibLIEHHS 06'eMy
BiNIbHOr0 NpocTopy 6nicTepa Haz
nikapcbkM 3ac060M NprM6N3HO Ha 21%
ons Tabnetok no 60 mr, 90 Mr i
3MEHLLEHHS 06'EMY BifIbHOro NPOCTOPY
6nicTepy Haf NikapCbKMM 3ac060M
npu6ausHo Ha 4,5 % ansa Tabnetok no 120
Mr 418 [04aTKOBOI AinbHUL OpraHoH
XelicT 6B, Benbria. 3aTBepmkeHo: blister
pocket design feature:

Punch diameter (mm) 60 mg /90 mg: 18.0;
120 mg: 19.40. Punch depth (mm) 60
mg /90 mg 5.60; 120 mg 6.10.
3anponoHoBaHo: blister pocket design
feature: Punch diameter (mm) 60 mg /90
mg /120 mg: 18.90. Punch depth (mm) 60
mg /90 mg /120 mg: 6.10. 3miHu | Tvny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHI B TEKCT MapKyBaHHsI NepBUHHOT Ta
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BTOPVHHOT YNakoBOK /1iKapCbKOro 3acooy,
a came: - 3aTBEPMKEHHS TEKCTY
MapKyBaHHS yNakoBOK /likapCbKoro 3acoby
OKpPeMO A7 ABOX BUPOOHUKIB y 3B’A3KY i3
BBEAEHHSM HOBOI AiNbHWL,
BiANOBIAaIbHOI 3a (PYHKLt0 NaKyBaHHS; -
YTOYHEHHS iHdopmaLii Woao norotuny
3asBHMKa. BBeEHHA 3MiH NpOTArom 6-Tu
MicsLiB NiCNs 3aTBEPAKEHHS.
27. | APKOKCIA® TabneTku, BKpUTI OpraHoH LLiseiiuapis BMPOGHUK Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/10704/01/04
NNiBKOBOKO CeHTpan Ict Hepo3dhacoBaHOl Benbris mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuenmom
o60noHKoto, no 120 6X NpoAyKUii, KOHTPO/b [oTOBWIN NikapcbkWii 3aci6. 3MiHN Y

Mr: Mo 7 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI KopooLli

AKOCTI, NaKyBaHHA:
Posi ®apma IHaacTpian
Cepsicec, C.A., IcnaHis;

nakyBaHHs1, BUNYyCK cepil:

Mepk Wapn i Joym B.B.,
Higepnangy;

nakyBaHHs1, BUNYyCK cepi:

OpraHoH XelicT 68,
Benbris

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/II0
SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHS AiNbHUL, Ha SKil
3[iICHIOETLCSI KOHTPO/IL/BUNPOBYBAHHS
cepii). flogasaHHs AinbHuLi Mepk Wapn i
[Joym NIN1C, 4633 Mepk Poyg, BincoH, HK
27893, CLUA, ik NOTOYHOI AiNbHULI, Ha
AKili 34iiCHIOETLCA BUNPOBYBaHHSA
cTabinbHOCTI. [laHnii BUPOOHNK BHOCUTBLCS
Tinbkn B p 3.2.p.3.1 BUPOGHUK(M). 3MiHK |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0faBaHHA AifIbHUL, Ha SKii
3[iICHIOETLCSA KOHTPO/Ib/BUNPOBYBAHHSA
cepii). JogaBaHHss OpraHoH ®apma (HOK)
Nimiten, LUOTTOH, JleiiH, KpamniHIToH,
HI23 3 0xHO, Benvka BpuTaHis, sk
NOTOYHOI AiNbHML, Ha AKil 3QiNCHIOETLCSA
BMNPOOGYBaHHA CTabisIbHOCTI. JaHwii
BVMPOGHMK BHOCUTBCSA TiNbkn B p 3.2.p.3.1
BMPOGHMK(M). 3MiHN | TURY - 3MiHN 3
AKocCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOI [i/TbHUL BUPOGHMLTBA AN1S
4yacTuHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby
(AiNbHUUSA ONS BTOPMHHOIO MakKyBaHHS) -
[LopnaBaHHA OpraHoH XelicT 6B, Benbris sk
[04aTKOBOT AiNIbHULI 47151 BTOPUHHOTO
nakysaHHsa ans 13 60 mr, 90 mr, 120 wmr.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB

nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3 AKOCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTUHK abo BCbOro BUPOOHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHUUA ANA NEPBMHHOIO NakKyBaHHS).
JopnasaHHsa OpraHoH XelicT 6B, Benbris sk
[04aTKOBOI AiNbHUL 415 NePBUHHOIO
nakysaHHs ans 13 60 mr, 90 mr, 120 wmr.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
CucTtema KoHTelHep/3aKynopoBasibHUI
3aci6. 3miHa chopmu abo posmipy
KOHTEeHepa un 3aKynoptoBaslbHOIO 3acoby
(NepBWHHOI ynakoBku) (HECTEPUIIbHI
nikapcbki 3acobu). 36ibLIEHHS 06'eMy
BiNIbHOr0 NpocTopy 6nicTepa Haz
nikapcbkM 3ac060M NprM6N3HO Ha 21%
ons Tabnetok no 60 mr, 90 Mr i
3MEHLLEHHS 06'EMY BifIbHOro NPOCTOPY
6nicTepy Haf NikapCbKMM 3ac060M
npu6an3Ho Ha 4,5 % ansa Tabnetok no 120
Mr 415 [0AaTKOBOI AinbHUL OpraHoH
XelicT 6B, Benbria. 3aTBepmkeHo: blister
pocket design feature:

Punch diameter (mm) 60 mg /90 mg: 18.0;
120 mg: 19.40. Punch depth (mm) 60
mg /90 mg 5.60; 120 mg 6.10.
3anponoHoBaHo: blister pocket design
feature: Punch diameter (mm) 60 mg /90
mg /120 mg: 18.90. Punch depth (mm) 60
mg /90 mg /120 mg: 6.10. 3minHu | Tvny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHI B TEKCT MapKyBaHHs NepBUHHOT Ta
BTOPVHHOT YNakoBOK /1iKapCbKOro 3acoby,
a came: - 3aTBEPMKEHHS TEKCTY
MapKyBaHHS yNakoBOK /ikapCbKoro 3acoby
OKpPeMO A7 ABOX BUPOOHUKIB y 3B’A3KY i3
BBEAEHHSM HOBOI AiNbHWL,
BiANOBIAabHOI 3a (PYHKLt0 NaKyBaHHS; -
YTOYHEHHS iHdopmaLii Woao norotuny
3asBHUKa. BBeEeHHA 3MiH NpOTArom 6-Tu
MicsLiB NiCNs 3aTBEPAYKEHHS.

28.

APKOKCIA®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, No 30

OpraHoH
CeHtpan Ict
66X

LLiseiiuapis

BMPOGHUK
Hepo3dhacoBaHOl
npoaykKuii, KOHTPO/b

Icnanis/
Benbris

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[0TOBWI1 NikapcbKWii 3aci6. 3MiHK Y

3a
peyenmom

UA/10704/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

MF: N0 7 TabneTok y
6nicTepi; no 1 a6o 4
6nictepn y
KapTOHHI KopooLi

AKOCTI, NaKyBaHHA:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis
nakyBaHHs1, BUNycCK cepii:
Mepk Wapn i Joym B.B.,

HigepnaHgm
BVNYCK Cepil:
OpraHoH XelicT 68,
Benbris

BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHS AiNbHNL, HA SKil
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBAHHS
cepii).

[opasaHnHsa ginbHuUi Mepk LWapn i Joym
NNC, 4633 Mepk Poyg, BincoH, HK 27893,
CLUA, Ik NOTOYHOI AiNbHUL, Ha SAKIA
3[iICHIOETbCS BUMPOGYBaHHS
cTabinbHOCTI. [laHnii BUPOOHNK BHOCUTbLCS
Tinbku B p 3.2.p.3.1 BUPOGHMK(M). 3MiHM |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa
iMnopTepa/3aMiHK, L0 CTOCYIOTLCA BUMYCKY
cepii Ta KOHTPO/IHO AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHA AinbHUL, Ha AKIRA
3[iICHIOETLCS KOHTPO/Ib/BUNPOBYBaHHSA
cepii). JoaaBaHHs OpraHoH ®apma (FOK)
Nimiten, LUOTTOH, JleiiH, KpaMniHrToH,
HI123 3 0xtO, Benuka Bputanis, sk
NOTOYHOI AiNbHUL, Ha SIKilA 34iAICHI0ETLCA
BUNPOOYBaHHA cTabinbHoCTi. JaHuii
BVMPOGHMK BHOCUTBCSA TiNbkn B p 3.2.p.3.1
BUpO6HUK(K). Mepk LWapn i Joym JI1C,
4633 Mepk Poyp, BincoH,HK 27893, CLLUA
(BUNpobyBaHHsA Ha CTabiNbHICTb). 3MiHU |
TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnagy (iHwi 3mMiHn). 3MiHn
BHECEHI B TEKCT MapKyBaHHsI NepBUHHOI Ta
BTOPVHHOT yNakoBOK /1iKapCbKoro 3acoby,
a came: - 3aTBEPKEHHS TEKCTY
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby
OKpemo AN ABOX BUPOOHUKIB y 3B'A3KY i3
BBEIEHHAM HOBOI [i/TbHNL,
BiANOBIAAIbHOI 3a (PYHKLt0 NaKyBaHHs; -
YTOUYHEHHS iHchopMaLii LWoao norotuny
3asBHVKa. BBefeHHs 3MiH NpoTArom 6-tu
MicAILiB Mic/1A 3aTBEPAKEHHS.

29.

APOKCUKAM

Tabnetku no 7,5 wr,
no 10 TabneTtok y
6nicTepi; no 1
6nictepy y
KapTOHHI nayui

AypobiHa0
Papma /114

IHais

AypobiHao ®apma Jlimites,
- FOHiIT Il

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHK Woa0
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT

3a
peyenmom

UA/11516/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

0cobw, BignoBigaibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
hapMakoHarnagy 3asBHuUka ans
3[jiCHEeHHs1 hapmakoHarisay B YKpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI
0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKIoyaum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
(haiina cuctemu chapmakoHarnsgy) -3miHa
KOHTaKTHOi 0CO6U 3asBHUKA,
BiANOBIA&/ILHOT 3a hapmakoHarnsg, B
YKpaiHi.

[itoua pegakuis: CamoiineHko Aptem
Masnosuy. MponoHoBaHa pefakuis:
CaBueHko Amutpo CeprilioBnd. 3MiHa
KOHTaKTHUX JaHVX KOHTaKTHOT 0cobu
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxX0MKeHHs MacTep-ghainna
cuctemu papmakoHarnsgy Ta moro
Homepa.

30.

APOKCUKAM

TabneTku no 15 wr,
no 10 Tabnetok y
6nictepi; no 1
6nictepy y
KapTOHHIN nayui

Aypo6iHao
®apma /114

IHais

Aypo6iHgo ®apwma Jlimites,

- OHiT I

IHgis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobm 3
chapmakoHarnsgy 3asaBHuka ans
3[jiCHEeHHS hapmakoHarnaay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
hapmakoHarnsay (Bk1HYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
(haiina cuctemu chapmakoHarnsay) -3miHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BiANOBIAa/bHOI 3a hapMakoHarnsg B
YKpaiHi.

[itoua pepakuis: CamoiineHko Aptem
MasnoBu4. NMponoHoBaHa pegakuis:
CaBuyeHko AmuTtpo CepriioBny. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLile3Hax0MKEHHS MacTep-dainna

3a
peyenmom

UA/11516/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
cuctemu chapmakoHarnsgy Ta rioro
Homepa.
31. | APTPO-TPAH rpaHym, no 10ry MpAT Ykpaina MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/8451/01/01
neHani nonimepHomy | "HauioHasnb FomeonatnyHa Cninka" marepianis: 3miHu | Tuny - 3miHK Woao peyenma
abo hnakoHi 3 Ha 6e3nekun/edekTBHOCTI Ta
KPULLIKOIO; Mo 1 FomeonaTtny thapmakoHarnsgy. BeegeHHs abo 3miHu
nexasy abo Ha Cninka" [0 y3araslbHEHNX AaHnX Npo cuctemy
hnakoHy B naywi 3 thapmakoHarnagy (BBefeHHs
KapToHy abono 5 r y3araslbHeHUX AaHunx Npo cuctemy
rpaHys y KOHTeliHepi thapmakoHarnsgy, 3miHa ynoBHOBaXeHO|
3 103yBaHHAM; no 2 ocobu, BignoBifasibHOI 3a 3AiACHEHHS
KOHTelHepy B nauui thapmakoHarnsgy; KOHTakTHOT 0cobm 3
3 KapTOHY chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapmakoHarnaay (BkIYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAabHOI 3a thapmakoHarnsg,
[itoua pepakuisi: TkayeHko TeTAHa
MeTpiBHa. MponoHoBaHa pefakuis: Enb
Kasnb Hatanig KOpiisHa.
32. | ATOMOKCUH® Kancynu Teepgi, no TOB Ykpaina BVMPOGHMLTBO, MakKyBaHHS, peuis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/18978/01/01
10 mr, no 7 kancyny "ACIHO KOHTPO/b AKOCTi Ta BUMYCK mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuenmom
6nicTepi; no 1 YKPAIHA" cepii nikapcbkoro 3acoby: CepTudikaT BignosigHocTi/l E-cepTudikar

6nictepy B
KapTOHHIN nayui

SAPMATEH
IHTEPHELUHN C.A.,
['peuis; nakyBaHHs,

KOHTPO/b SKOCTi Ta BUNYCK
cepii nikapcbkoro 3acoby:
®APMATEH C.A., Ipevis

BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MmoHorpadii. NMogaHHs HOBOroO
ab0 OHOBEHOTO cepTudlikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI API; NSt AONOMIKHOT
peyoBuHM (cepTuddikar BiAMNOBIAHOCTI
€Bponelicbkiin hapmakoner) - HouiA
cepTugikaT Bi HOBOrO BUPOBGHMKA (3amiHa
ab0 [JONOBHEHHS) - NOAAHHA HOBOrO
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
hapmakonei Ne R1-CEP 2015-150 - Rev
00 gns A®l aToOMOKCETUHY rigpoxsiopuay
Bifj HOBOTO a/lbTEPHATVBHOIO BUPOGHMKA
ZCL CHEMICALS LTD., IHgisi. 3miHn |
T1ny - 3MiHn 3 AkocTi. CepTudpikat
BignosigHoCTI/lE-cepTucpikat
BiANOBIAHOCTI EBpoONechbkil
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BUPOOHUUTBI A®I; Ana AONOMDKHOT
peuosuHm (FE-ceptudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npomMikKHOro NpPoayKTy
abo oonoMmiXHOT peyoBrHY) - HoBwid
ceptudikaT 415 BUXiAHOTO
marepiany/peareHTy/npoMikKHOro NpPoayKTy
ab0 [ONOMIXKHOI peyoBUHU Bif, HOBOrO abo
BXE 3aTBEePA)KEHOro BUPO6HMKa - MOJaHHSA
HoBoro 'E-cepTucbikaTa BiANOBIAHOCTI
€poneiicbkii hapmakonei Ne R1-CEP
2015-138 - Rev 00 ans xenatuHy Big
HoBOro BMpo6Huka GELITA AG,
HimeyymnHa.

33.

ATOMOKCUH®

Kancynv TBepaj, no
18 mr no 7 kancyny
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa,
YkpaiHa,
YKpaiHa

BMPOGHULTBO, NaKyBaHHs,
KOHTPO/Ib SIKOCTi Ta BUNYCK
cepii nikapcbkoro 3acoby:

PAPMATEH
IHTEPHELIHN C.A,,
peList; nakyBaHHS,

Mpeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNEHOrO cepTuddikaTa

3a
peyenmom

UA/18978/01/02

BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€sponelicbkin dhapmakonei) - Hosuii
cepTudikaT Big HOBOro BUPOGHYMKa (3aMiHa
ab0 [ONOBHEHHS) - NOAAHHSA HOBOMO
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
hapmakonei Ne R1-CEP 2015-150 - Rev
00 gns A®l aToMOKCETUHY rigpoxsiopuay
Bifl HOBOIO a/lbTEPHATUBHOIO BMPOGHMKA
ZCL CHEMICALS LTD., IHgjsi. 3miHn |
TUny - 3MiHK 3 AkocTi. CepTudpikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOB/IEHOTO cepTudiikaTa

KOHTPO/1b SIKOCTi Ta BUNYCK
cepii nikapcbkoro 3acoby:
®APMATEH C.A., Ipevis
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

BiANOBIAHOCTI 260 BUY4YEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peuoBuHm (FE-cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMikHOro NPoAyKTy
ab0o oonoMiXHOT peyoBrHY) - HoBwid
ceptuddikat AN BUXigHOTO
marepiany/peareHTy/npoMikHOro NpPoAyKTy
ab0o 40NOMDKHOT pevyoBMHU Bif, HOBOro abo
BXE 3aTBEP)KEHOro BUPOGHUKA - MOLaHHS
HoBoro E-cepTudikaTa BigNOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP
2015-138 - Rev 00 gns xenatuny Bif
HOBOro BMpo6Huka GELITA AG,
HimeuunHa.

34.

ATOMOKCUH®

Karncynu Teepgi, no
25 Mr no 7 kancyny
6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHI nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa,
YkpaiHa,
YKpaiHa

BVMPOGHMLTBO, NakKyBaHHS,
KOHTPO/b SKOCTi Ta BUNYCK
cepii Nnikapcbkoro 3acoby:

PAPMATEH
IHTEPHELLUH C.A.,
peLis; nakyBaHHs,

KOHTPO/Ib SIKOCTi Ta BUNYCK
cepii nikapcbkoro 3acoby:
®APMATEH C.A., MpeLjs

pevjs

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

BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHS HOBOTO
ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBigHOCTI EBpoONeiChKii
hapmakonei: ana A®l; ans BuxigHoro
mMaTepiany/peareHTy/npomMiKHOro

NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y

BUPOGHUUTBI ADI; Ana AONOMDKHOT

peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hoswii
cepTugikaTt Bif HOBOro BUPOBHMKA (3amiHa
ab0 [ONOBHEHHS) - NOAAHHSA HOBOTO
cepTudpikaTa BignoBigHOCTI EBpoONeiChKii
hapmakonei Ne R1-CEP 2015-150 - Rev
00 ansa A®| aTomMOKCeTHHY rigpoxniopuay
Bifj HOBOIO &/IbTEPHATVBHOIO BUPOGHMKA
ZCL CHEMICALS LTD., IHaisi. 3MiHu |
TMny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €BponeiichbkKil

3a
peyerimom

UA/18978/01/03
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCA Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHu (ME-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei ans
Adl/BnxigHoro
Martepiany/peareHTy/NPoMiKHOIo NPoAyKTY
abo [oNOMIKHOT peyoBuHK) - HoBuid
ceptuduikat Ans BUXigHOTO
Martepiany/peareHTy/NPoMiKHOIo NPoAyKTY
ab0 [0NOMIXHOI pevyoBUHU Bifg, HOBOrO abo
BXE 3aTBEPA)KEHOro BUPO6OHWMKA - MOJaHHSA
HoBoro ME-cepTucpikata BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP
2015-138 - Rev 00 gns xenaTtuHy Bif
HOBOro BMpoGHuKa GELITA AG,
HimeuunHa.

35.

ATOMOKCUH®

Kancynv Teepgai, no
40 Mr no 7 kancyny
6nictepi; no 1 abo
no 2 6nictepv B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

PAPMATEH

BMPOBHMLTBO, NaKyBaHHs,
KOHTPO/1b SIKOCTi Ta BUNYCK
cepii nikapcbkoro 3acoby:

IHTEPHELUHN C.A,,
['peuist; nakyBaHHs,

KOHTPO/b SKOCTi Ta BUNYCK
cepii Nnikapcbkoro 3acoby:
®APMATEH C.A., Mpevis

pewis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONechbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro

Marepiany/peareHTy/npomMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - HouiA
cepTugikaT Bi HOBOrO BUPO6GHMKA (3amiHa
ab0 AOMNOBHEHHS) - NOJaHHS HOBOTO
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
chapmakonei Ne R1-CEP 2015-150 - Rev
00 ona A®| aTomMOKCeTVHy rigpoxiopuay
Bifj HOBOTO a/IbTEPHATVBHOIO BUPOGHMKaA
ZCL CHEMICALS LTD., IHgisi. 3MiHu |
TNy - 3miHK 3 sikocTi. CepTudpikat
BignosigHocCTI/IE-cepTudcpikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/moHorpadii. NogaHHS HOBOTO
ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBigHOCTI EBpoONeiChKii
hapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/npomiKHOro

3a
peyenmom

UA/18978/01/04
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peuyosuHm (FE-ceptudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npomMikHOro NPoayKTy
abo oonoMmiXHOT peyvoBrHY) - HoBwid
ceptudikaT 415 BUXiAHOTO
marepiany/peareHTy/npomMikHOro NpPoayKTy
ab0 [ONOMIXXHOI peyoBUHU Bifg, HOBOrO abo
BXE 3aTBEeP)KEHOro BUPO6HMKa - MOJaHHSA
HoBoro 'E-cepTucbikaTa BiANOBIAHOCTI
€poneiicbkii hapmakonei Ne R1-CEP
2015-138 - Rev 00 ans xenatuHy Big
HoBOro BMpo6Huka GELITA AG,
HimeyymnHa.

36.

AYPOKCETUN

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKOI0, No 500
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI KopooLli

AypobiHao
Papma /114

IHais

Aypob6iHgo ®apma 114,
tOHIT VI, Bnok D

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cuctemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoOHTaKkTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHS hapMakoHarsay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNIOBHOBaXXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIoyakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asiBHYIKA,
BiANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YkpaiHi. [itoua pegaxuisi: CaMoinneHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuisi: CaBueHko AmuTtpo CepriiioBuy.
3MiHa KOHTaKTHWUX AaHNX KOHTaKTHOT
0Cco6y 3as1BHMKA, BiAnoBiAa/bHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxoMKeHHs macTep-ainna
cuctemn chapmakoHarnsgy Ta ioro
Homepa.

3a
peuyenmom

UA/12973/01/02

37.

AYPOKCETWUN

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, No 250
mr; no 10 TabneTok

Aypo6iHao
®apma /114

IHais

Aypob6iHgo ®apma 14,
HOHIT VI, Bnok D

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0
6e3nekn/edekTBHOCTI Ta
hapMakoHarnisgy. BeefeHHs abo 3miHu

3a
peyenmom

UA/12973/01/01




Hasga siikapcbko20

38

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

38.

AYPOKCOH

y 6nictepi; no 1
6nictepy B
KapTOHHiiA KopooLyi

NOpOoLUOK Ans

Aypo6iHao

[0 y3araslbHEeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX AaHunx npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT
ocobu, BignoBifasbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3assHuka gis
3[jiCHEeHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKn4YatoUuy KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYIKA,
BiANOBiAabHOI 3a hapmakoHarnsag B
YkpaiHi. [itova pegakuis: CamoinnieHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuis: CaByeHko Amutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3asBHKKA, BiANOBIAAILHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3Hax0MKeHHs1 MacTep-ghainna
cuctemn papmakoHarnsgy Ta moro
Homepa.

nocsi0o4YeHHs

PO3YUHY ANs1 iH'EKLLIA
abo iHdyasii, no 500
Mr, no 1 donakoHy y
nauui 3 KapToHy

®apma /114

IHais

Aypo6iHgo ®apma J11g,

IHgis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT
ocobu, BignoBifasibHOI 3a 3MjACHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm 3
chapmakoHarnsgy 3asaBHuka ans
3[jiCHEeHHs hapmakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBa)XKeHOT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
hapmakoHarnsay (BKIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBiAaNbHOI 3a hapMakoHarnsg B
YkpaiHi. [itova pegakuis: CamoitfieHko
Aptem MNasnosuy. MNMponoHosaHa
pepakuis: CaBueHko AmuTtpo CepriioBuy.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOT

0cobu 3asBHKKA, BiANOBIA&/ILHOI 38

3a
peyenmom

UA/11624/01/01




39

n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

hapmakoHarnsg B YkpaiHi. 3miHa

MiCLie3HaxX0MXeHHs1 MacTep-gpaiina

cucTemu hapmakoHarnsgy Ta imoro
Homepa.

39.

AYPOKCOH

NOpOLLOK AN
PO34UHY ANS iH'EKLRA
abo iHdysii, no
1000 mr, no 1
dhnakoHy y nauuj 3
KapToHYy

AypobiHa0
®Papwma /114

IHais

AypobiHgo dapma /114

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHSs hapMakoHarnsay B YKpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIoyakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asiBHYIKA,
BiANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YkpaiHi. [itoua pegaxuisi: CaMoinneHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuisi: CaBueHko AmuTtpo CepriiioBuy.
3MiHa KOHTaKTHWUX AaHNX KOHTaKTHOT
0Cco6y 3as1BHMKA, BiAnoBiAa/IbHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxoMxeHHs macTep-ainna
cuctemu chapmakoHarnsgy Ta ioro
Homepa.

3a
peyenmom

UA/11624/01/02

40.

AYPOKCOH

NOPOLLIOK ANs
PO3YUHY ANS iH'EKLI
abo iHdysiid, no
2000 mr, no 1
hnakoHy y nauui 3
KapTOoHY

Aypo6iHao
®apma /114

IHais

Aypo6iHgo ®apma /114,

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHoT
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBa)XKEHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (BkNoUYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLleHHI MacTep-

3a
peyerimom

UA/11624/01/03
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYIKA,
BiANOBiAabHOI 3a hapmakoHarnsag B
YkpaiHi. [itova pegakuis: CamoiifieHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuis: CaByeHko Amutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3asBHKKA, BiANOBiAAILHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxX0MKeHHs1 MacTep-ghainna
cuctemu hapmakoHarnsgy Ta moro
Homepa.

41.

AYPOMITA3

MOpPOLLOK AN1A
PO3YUHY ANs1 iH'EKLLI
no 1000 wmr; 1
h/1aKOH 3 NOPOLLKOM
Y KapTOHHiIli KopoobLi

Aypo6iHao
®apma /114

IHais

Aypob6iHgo ®apma
Nimitea, KOHIT-VI

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobm 3
chapmakoHarnsgy 3asaBHuka ans
3[jiCHEeHHs dhapmakoHarnsay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
hapmakoHarnsay (BKIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAa/bHOI 3a hapMakoHarnsg B
YkpaiHi. [itova pegakuis: CamoitfieHko
Aptem MNasnosuy. MNMponoHosaHa
pepakuis: CaBueHko AmuTtpo CepriioBuy.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOT
0cobu 3asBHKKa, BiANOBIAAILHOI 3a
hapmakoHarnsg B Ykpaini. 3miHa
MiCLie3HaX0MKEHHs1 MacTep-ghaiina
cuctemu chapmakoHarnagy Ta rioro
Homepa.

3a
peyenmom

UA/13165/01/01

42.

AYPOIMOAOKC

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO0, Mo 100
mr, no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI KopooLli

AypobiHao
Papma /114

IHais

Aypob6iHgo ®apma 14,
tOHIT VI, Bnok D

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX fiaHnx npo cuctemy
dhapmMakoHarnsgy, 3MiHa yrnoBHOBaXEHOT

3a
peyenmom

UA/13403/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

0cobw, BignoBigaibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
hapMakoHarnagy 3asBHuUka ans
3[jiCHEeHHs1 hapmakoHarisay B YKpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI
0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKIoyaum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asIBHYIKA,
BiANOBIA&/ILHOT 3a hapmakoHarnsg, B
YkpaiHi. [itova pegakuis: CamoitneHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuisi: CaBueHko AmuTtpo CepriiioBuy.
3MiHa KOHTaKTHWUX AaHNX KOHTaKTHOT
0Cco6y 3as1BHMKA, BiANoBiAa/IbHOI 3a
thapmMakoHarnag B Ykpaini. 3miHa
MiCLle3HaxopKeHHs1 macTep-aiina
cuctemu chapmakoHarnsgy Ta rioro
Homepa.

nocsi0o4YeHHs

AYPOIMOAOKC

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 200
mr, no 10 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHI KOpo6Lii

Aypo6iHao
®apma /114

IHais

Aypob6iHgo d®apma 114,
HOHiIT VI, Briok D

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx Npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapMakoHarnaay (BkNYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CObM 3asiBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg B
YkpaiHi. [itova pegakuis: CamoiifieHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuis: CasueHko AmuTtpo Cepriiosuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBIAAbHOT 38
hapmakoHarnsg B Ykpaini. 3miHa
MiCLie3HaxoMKeHHs macTep-ghaina
cuctemu hapmakoHarnsgy Ta moro
Homepa.

3a
peyerimom

UA/13403/01/02
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Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

AYPOTAS-P

MOPOLLOK AN1A
pO34nHY AnA
iH'ekuili, no 2,251
MOPOLLKY Y th/1aKoHi;
no 1 dpnakoHy B
KapTOHHiiA Kopo6Lyi

Aypo6iHao
®apma /114

IHais

Aypo6iHgo ®apwma Jlimites,

HOHIT XII

IHgis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
hapmakoHarnagy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT
0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkIYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YkpaiHi. [itova pegakuis: CamoitnieHko
Aptem MNasnosuy. MNMponoHosaHa
pepakuis: CaBueHko AmuTtpo CepriioBuy.
3MiHa KOHTaKTHUX OaHUX KOHTaKTHOI
0cobu 3asBHKKa, BiANOBIA&ILHOI 3a
hapmakoHarnsg, B YkpaiHi. 3miHa
MiCLie3HaxX0MXeHHs1 MacTep-gaiina
cucTemMu hapmakoHarnsgy Ta ioro
Homepa.

3a
peyenmom

UA/12809/01/01

45,

AYPOTAS3-P

NOpOLLOK AN
pO34nHy Ans
iH'ekUjiin, no 4,5 T
NOPOLLKY Y (hN1aKoHi;
no 1 conakoHy B
KapTOHHI KopooLi

AypobiHao
®Papwma /114

IHais

AypobiHao ®apma Jlimites,

HOHIT XII

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TRy - 3mMiHK Woao
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[10 y3arasibHEHNX AaHNX NPo CUcTeMy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
hapmMakoHarnagy, 3aMiHa yrnoBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHSs hapMakoHarsay B YKpaiHi,
SKLLO BOHA BigMiHHA Bif, yNIOBHOBaXXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHSA
thapmakoHarnagy (BKIovakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asiBHYIKA,
BiANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YkpaiHi. [itoya pegakuisi: CaMonaeHkKo

3a
peyenmom

UA/12809/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
ApTtem Nasnosuy. NponoHoBaHa
pepakuis: CaBueHko AmuTtpo CepriiioBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6y 3as1BHMKA, BiANoBiAa/IbHOI 3a
thapmMakoHarnag B Ykpaini. 3miHa
MiCLle3HaxopKeHHsi macTep-aiina
cuctemn chapmakoHarnsgy Ta roro
Homepa.
46. | APNTYBIH® Kpem 1 %;no2rs TOB Ykpaina BMPOOHULITBO 3a MOBHUM Benbris BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/7440/01/01
NEHUWMKNOBIP Ty6i, no 1 Ty6i y «MEPPIFO uuKnom: MemxeHikc marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenma
KapTOHHI KopooLli YKPAIHA» BeHentokc HB A®|. Bupo6HuLTBO. 3MiHa BUPOGHMKA

BVIXiZLHOro/MPOMiXXHOr0
npoayKTy/peareHTy, Wo
BUKOPVCTOBYIOTHCS Y BUPOBGHUYOMY
npoueci Adl, abo 3miHa BUpO6HMKa
(Bkntovatoun, ge HeobxigHO, MicLe
npoBeAeHHSA KOHTPONo AkocTi) AdI (3a
BiICYTHOCTI cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(3anponoHOBaHWi
BMPOGHUK HANeXuTb 0 Tiei camol
BMPOGHMYOT rpynu NigNpUEMCTB, WO I
3aTBEPAKEHNI) AOAABaHHA HOBOTO
BMPOGHMKA Ajt0H0T pevoBmHU TiEi camoi
BMPOGHMYOT rpynu NigNPUEMCTB, WO i
3aTBepaxeHuin — Zhejiang Charioteer
Pharmaceutical Co., Ltd., China (Fengxi
West Road No.5, Modern Industry Zone,
Xianju, Zhejiang Province, 317300, P.R.
China), BignoBiga/IbHOro 3a BUPOBHNLTBO
Bif, BVXiZHOI CMPOBMHN A0 NPOMDKHOIO
NPOAYKTY HEOUMLLEHWI NEHLMKNOBIP.
3aTBepmkeHuin BUpobHuk Zhejiang
Charioteer Pharmaceutical Co., Ltd.,
China (Tongyanxi, Dazhan, Xianju,
Zhejiang Province, 317321, P.R)
3[jicHIOBaTMME BMPOGHULTBO Bif
NMPOMIDKHOTO HEOUMLLEHOTO NEHLMKIOBIPY
00 KiHueBoro Adl.

BBefeHHS 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHS. - 3MiHn | Tuny -
3MiHn 3 akocTi. A®I. CTabinbHiCTb. 3MiHa
nepiogy NOBTOPHUX BUMPOGYyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHa APl (3a
BiCYTHOCTI y 3aTBEpP)KEHOMY [0ChE
cepTudpikaTa BignoBigHOCTI EBpoONeiChKii
hapmakonei, Lo BK/IoYae nepios
NMOBTOPHOTO BUNPOGyBaHHS) (nepiog
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

NMOBTOPHOTrO BMNpOGYBaHHs/Nepiog,
36epiraHHs) - 36inblUeHHst abo BBEAEHHS
nepiogy NOBTOPHOro
BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/ibTaTiB J0C/iAXeHb Y
peasibHOMY Yaci 36i/bLUEHHSA TEPMiHY
nepekoHTposnto AdI (retest period).
3aTtBepmxkeHo: 36 Mic, 3anponoHoBaHo: 48
Mic. BBefieHHs 3MiH NpoTsArom 6-Tv Micsuis
nicns 3aTBepmkKeHHs. - 3MiHn | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb AdI. 3miHa
y NapameTpax crneuudikauiin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMpoOHULUTBa AP| (BUTYYEHHS HE3HAYHOTO
nokasHuka sIKocTi (Hanpuknag BUny4YeHHs
3acTapifnioro noKkasHMkKa)) BUyYEHHS 3i
cneumaikauii A®I nokaszHuka «ACP» (2-
Amino-6-chloropyrine) 3 HopmyBaHHAM <5
ppm. BBefeHHA 3MiH NpoTArom 6-Tn
MicALiB Nicna 3aTBepXeHHS. - 3MiHu |
TMny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3miHa y napameTpax cneuudikauin Ta/abo
[0MyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AP| (BUIYYEHHA HE3HAYHOTO
nokKasHuka AKOCTi (Hanpuknag BUIyYeHHs
3acTapifioro NokasHuka)) BUNyYEeHHs 3i
cneupndikauii A®I nokasHnka «<DMAP» 3
HOpMyBaHHAM <180 ppm. BBefeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS. - 3MiHK | TUny - 3MiHK 3
akocTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVXiHUA/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUIyYeHHs
3acTapifioro NokasHMka)) BUNYyYEHHS 3i
cneuudikayii A®I nokasHuka LOD (Loss of
drying) (EP 2.2.32). B cneuudikauii A®I

NPO/IOBXXYE KOHTPO/IHOBATUCA MOKA3HMK
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

«Water» (2.5.12). BBefieHHsI 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPIKEHHS.

- 3miHu | TNy - 3MiHKW 3 AKocTi. AdI.
KoHTpornb A®I. 3miHa y napameTpax
cneumdikaLin Ta/abo AonNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BVXiHUA/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y NPOLLECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOTO
nokasHuKa SKOCTi (Hanpuknag BUIyYeHHs
3acTapifioro NokasHMka)) BUNYyYEHHS 3i
cneundikauii A®I nokasHuka «Residual
solvents». BBeeHHs 3MiH NpOTAromM 6-u
MicALIB MiCNA 3aTBEPLKEHHS. - 3MiHM |
Tuny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHU/NPOMDKHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y NPOLLEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM) 3MiHU B
n.3.2.S.2.3.KoHTponb mMaTepianis 1a
n.3.2.5.2.4.KOHTPO/b KPUTUYHKX CTagin Ta
NPOMDKHOI NPOAYKLl, & came pO3LUNPEHHS
MeX creundikaLii napameTpa «related
substances» npu BUNpobyBaHHA peareHTy
AnxiopmeTaHy (3akpuTa yactuHa ASMF).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. - 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa
y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha Adl, abo
BVXiHUA/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NpOLLeCi
BMPOGHMLUTBA ADI (iHLWI 3MiHM) 3MiHU B
n.3.2.S.2.3.KoHTponb mMaTepianis ta
n.3.2.5.2.4.KOHTPO/b KPUTUYHKX CTagin Ta
NPOMDKHOI NPOAYKLl, a came pO3LUNPEHHS
MeX crneumdikauii napameTpa peareHTy
«/lekapboKcuboBaHa Crnosyka» 3a
MOKa3HMKOM flekapboKkcuboBaHa crnosyka
A (3aKkpuTa yactuHa ASMF). BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS. - 3MiHW | TMny - 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudikalii Ta/abo
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM) 3MiHU B
n.3.2.S.2.3.KoHTposb MaTepiasiis Ta
n.3.2.S.2.4.KOHTPO/Ib KPUTUYHUX CTagili Ta
NPOMIXHOI NPOAYKLi, @ caMe PO3LUNPEHHS
MeX cneundikauii napameTtpa «Boga»
npv TecTyBaHHI nokasHuka «Recovered
DMF» (3akpuTta yactuHa ASMF).
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. - 3MiHn | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb AdI. 3miHa
y NapameTpax crneuudikauiin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuundikauisx Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS AOMYCTUMUX
MeX, BU3HauYeHuX y crneumdikadii) 3miHm B
n.3.2.S.2.3.KoHTponb mMaTepiasis, a came
3BY)XXEHHS [OMYyCTUMMUX MEX MpW
TeCTyBaHHi BOAM OYMLLEHOI 3a MOKA3HUKOM
«HiTpaTn» (3akputa yactnHa ASMF).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepipkeHHs. - 3MiHu | Tuny -
3miHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMixHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHA) BHECEHHS 3MiHU 10
po3ainy 3.2.S.2.3 KoHTposib MaTepianis B
MeTofax BUNPo6yBaHHA peareHTy (kanito
KapboHaTy) (3akputa yactuHa ASMF).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.

- 3miHu | TNy - 3MiHKW 3 AKocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHmuTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BUNPOBYBaHHS)

BHECEHHS 3MiHM A0 po3giny 3.2.5.2.3
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

KoHTponb maTepianis, a came fo
npoueaypu BunpobysaHHs DMF Ha
BVXifJHy PEYOBUHY, LLIO CTOCYHOTLCA

nepernsgy onucy MeTogy po3paxyHky Ta
YTOYHEHHS Yacy BUTPUMKU (3akputa
yacTmHa ASMF). BBefeHHs 3MiH NpoTsrom
6-TV MicALIB MiC/1A 3aTBEPKEHHS. - 3MiHM
I Tuny - 3MiHu 3 akocTi. API. KoHTposib
A®I. 3miHa y meTofax BunpobysaHHs API
abo BuxigHOro matepiasy/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHmUTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BUNPOGYBaHHS) BHECEHHSA 3MiHU [0
po3giny 3.2.S.4.2 AHaniTM4HI MeToankn 3a
nokasHukom «Related substances», a
came 3MiHa Ha3B pyxomoi ¢hasm A i
pyxomoi hasu B. BBeieHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHS. - 3MiHK | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs A®| abo

BUXIAHOrO MaTepiany/npomixkHOro

NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HauHI
3MiHW Y 3aTBEPAKEHUX METoAax
BUNPOGYBaHHA) BHECEHHS 3MiHU [0
po3gainy 3.2.S.2.3 KoHTposib MaTepiasis.
3miHa npoueaypu «BTpatu B maci npu
BUCYLLYBaHHi» 3 meTogy ChP Ha «meTop,
CYLLIHHA» A1 aKTVBOBAHOTO BYTiN/IA»
(3akputa yactuHa ASMF). BBefieHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. - 3MiHM | TMNy - 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHs A®| abo

BMXigHOro martepiany/npomMixHOro

NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHmUTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BUNPOGYBaHHS) BHECEHHSA 3MiHU [0
po3ainy 3.2.S.2.3 KoHTposib maTtepianis.
3miHa npoueaypw «BTpaTu npu
BUCYLLYBaHHi» 3 meTogy ChP Ha «meTof
CYLUIHHA» ANS ounLLLEHOT eTepuddikoBaHOl
cnonyku (3akputa yactuHa ASMF).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkeHHs. - 3MiHu | Tuny -
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3MmiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMixHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHNX MeTofax
BMNPOGYBaHHA) BHECEHHS 3MiHU 10
po3giny 3.2.S.5 CtaHfapTHi 3pa3ku Ta/abo
npenapatn. OHOBNEHHA MeToAy
BMNPOGYBaHHA po6GoUNX CTaHAAPTIB
LOMiLKK E i gomilkm F.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. - 3MiHn | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax sunpobysaHHa APl abo
BMXigHOro martepiany/npomMixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6HmUTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BUNPOGYBaHHS) BHECEHHSA 3MiHU [0
po3ainy 3.2.S.2.3 KoHTposib maTtepianis.
OHOB/IEHHS MeToAy BUMPOOyBaHHSA
CYNYTHIX PEYOBWH i YACTOTU NS 2-
amiHOXopnypuHY (3akputa YyacTuHa
ASMF). BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicna 3aTBepAKeHHs. - 3MiHu |
TMny - 3MiHK 3 akocTi. A®L. KoHTponb AdL.
3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HaYHI
3MiHW Y 3aTBEPAKEHUX METoAax
BUNPOGYBaHHA) BHECEHHS 3MiHU [0
po3giny 3.2.S.2.4 KOHTPOb KPUTUYHUX
cTafiii Ta NPOMiXHOT NPOAYKL,i
OHOB/EHHSA MeToAy BUNPOOyBaHHSA
CYNYTHIX PEYOBUH i YNCTOTK AN1s
HeoYMLLEHOTO MEHLMKNOBIPY. (3akpuTa
YyacTmHa ASMF). BBefeHHs 3MiH NpoTsrom
6-TV MicALIB MiC/1SA 3aTBEPKEHHS. - 3MiHM
I Tuny - 3MiHu 3 AkocTi. APl KOHTposib
A®I. 3miHa y meTofax BunpobysaHHs API
abo BuxigHOro matepiasy/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHmuTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BUNPOGYBaHHS) BHECEHHSA 3MiHU [0
po3ainy 3.2.S.4.2 AHaNITUYHI METOAMKN.
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
OHOB/IEHHSA ONKCY METOAY BU3HAYEHHS

[OMILLOK, a came pedhepeHTHOro PO3ymnHY,
pO34KHY 3paska, Yacy yTpumyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepaKeHHs.

- 3MiHu | TNy - 3MiHK 3 AkocTi. ADI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOOYBaHHS)

BHECEHHS 3MiHn Ao po3giny 3.2.S.3.2
[Jomiwkn. OHOBNEHHS MeToay
BMNPOGYBaHHSA BUXiZAHOTO Matepiany
TpueTtun 3-6pomnponax-1,1,1-
Tprykapbokcmnar (3akpuTa yactmHa
ASMF). BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicna 3aTBepXeHHs. - 3MiHu |
TMny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HauHI
3MiHW Y 3aTBEPAKEHUX METoAax
BUNPOGYBaHHA) BHECEHHS 3MiHU [0
po3giny 3.2.S.2.4 KOHTPOb KPUTUYHUX
cTafliii Ta NPOMiXHOT NPoAYKL,i
OHOBEHHSA NpoLeaypu BUNPobyBaHHA
CYNYTHIX PEYOBUH i YNCTOTK AN1A
[AekapbokcnnboBaHoi Cronyku. (3akputa
yacTmHa ASMF). BBefeHHs 3MiH NpoTsrom
6-TV MicALIB MiC/1A 3aTBEPKEHHS. - 3MiHM
| Tuny - 3miHK 3 skocTi. A®I. CTabiNbHICTb.
3MiHa nepiofly NOBTOPHMX
BMNpobyBaHb/nepiogy 36epiraHHs abo
yMmoB 36epiraHHsa A®I (3a BigcyTHOCTI y
3aTBEPAKEHOMY [OCLE cepTuduikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonel,
LLIO BK/IKOYAE Nepiof, NOBTOPHOTO
BUNPOBYBaHHA) (3MiHa y 3aTBEPAKEHOMY
NPOTOKO/i CTabiNIbHOCTI) BHECEHHS 3MiHN
0o po3sginy 3.2.S.7.2 NpoTokon
nicnsipeecTpaLiiHoro BUBYEHHS
CTabiNbHOCTI Ta 3060BA3aHHS LWOA0
cTabinbHocTi. commitment 1. Stability

protocol, a came 36inbLIEHHs nepiogy




50

n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

[ocnigpKeHHs [OBroCTPOKOBOI
cTabinbHocTi 3 36 A0 48 micsauis.
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepmkKeHHs. - 3MiHu | Tuny -
3MiHu 3 sKocTi. A®I. KoHTponb AdI. 3miHa
y NapameTpax cneuudikauiin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpo6GHULUTBa AP| (BUTYYEHHS HE3HAYHOTO
nokasHuka sIKocTi (Hanpuknag BUnyYeHHs
3aCcTapisioro NokasHyKa)) BHECEHHS 3MiHU
0o po3ainy 3.2.S.2.3 KOHTpo/b
marepianis, a came BUAANEHHSA
BMNpo6yBaHHA HaTtpito Boporigpuay
(3akputa yactuHa ASMF). BBefieHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. - 3MiHM | TMNy - 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpoOHULUTBa AP| (BUTYYEHHS HE3HAYHOTO
nokasHuKa sIKocTi (Hanpuknag BUnyyYeHHs
3aCcTapifioro NokasHyKa)) BHECEHHS 3MiHU
0o po3ainy 3.2.S.2.3 KoHTpo/b
marepianis. BuganeHnHs napametpa
cneumdikaLii akTMBOBaHOr0 BYTiNA
«HekapbifgHa, KNCN0TOPO34YMHHA peyYoBUHA
Ta pH" (3akpuTa yactuHa ASMF).
BBeaeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.

47.

AUETUNUNCTEIH

Tabnetkv no 200 wmr,
no 10 TabneTok y
6nictepi, no 2
6nicTepn y KOpobky
3 KapTOHY

ToBapucTeo
3
06MEeXEHO
Bignosigaib
HicTI0
"®apmaueBT
nyHa hipma
"BepTekc"

YkpaiHa

ToBapucTBO 3 0OMEXEHOI0
BiANOBiAA/IbHICTIO
«PapmMaveBTnyHa ipma
«BepTeKke», YkpaiHa
(BUPOBOHMLTBO 3 MPOAYKL,i
in bulk BUpo6HKKa
ToBapucTBa 3 06MEXEHO0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomnaHisa "30pos'a",
YKpaiHa)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpec 3asBHMKa
(BNacHvka peecTpauiiHoro nocBig4YeHHs) -
3MiHa aApecu 3asBHUKA

Ges
peyenma

UA/16936/01/01

48.

ALETUIUNCTEIH

Tabnetkn no 600 mr,
no 10 TabneTtok y

ToBapucTeo
3

YKpaiHa

ToBapunCTBO 3 06MEXEHOID
BiANOBIAA/ILHICTIO

Ykpaina

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

bes
peyenma

UA/16936/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
6nicTepi, no 1 o6MexeHo «®bapmaueBTUyHa ipma AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nicTepy y KOpobky Bignosigab «BepTeke», HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
3 KapToHYy HiCTIO YkpaiHa (BnacHuka peecTpauiiHoro nocBifgYeHHs) -
"®apmaueBT (BUPOBHMLTBO 3 MPOAYKL,i 3MiHa agpecu 3asBHUKa
nyHa chipma in bulk Bupo6HUka
"BepTekc" ToBapucTea 3 06MEXEHO0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomnaHisa "30pos'a",
YKpaiHa)
49. | BEPNINPUN® 10 Tabnetku no 10 mr BEP/IH- HimeyunHa MakyBaHHA: MeHapiHi-PoH HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/7553/01/01
no 10 TabneTok y XEMI AT XeligeH MM6X, marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom
6nicTepi; no 3 HimeuunHa; BEPNIH-XEMI CepTudpikaT BignosigHocTi/l E-cepTudikar
6nictepn y Al’, HimeuunHa; Knoke BiANOBIAHOCTI EBpONeiichbkili
KapTOHHI KOpo6Lii depnakyHrc-Cepsic TM6X, thapmakonei/moHorpadii. NogaHHsA HOBOTO
HimeuumnHa; abo oHoBNEHOTO cepTuddikaTa
Bupo6HumuTeo "in bulk" Ta BiANOBIAHOCTI ab0 BUTyYEHHS
KOHTpO/b cepili: BEP/TIH- cepTudiikaTa BignoBiAHOCTI EBPONENCHKIi
XEMI AT, HimeuyuunHa; thapmakonei: ana A®l; gns BuxigHoro
Knoke ®apma-Cepsic MaTepiany/peareHTy/npomMiKHOro
vM6X, HimeuuunHa; NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
KoHTposb Ta Bunyck BMPO6HUUTBI A®I; NS 4ONOMIXHOT
cepiii: peyoBuHU (cepTudikat BiAMNOBIAHOCTI
BEPNIH-XEMI AT, €Bponeiicbkiin hapmakonei) - OHOBEHWIA
HimeuunHa cepTudikat Bif yXe 3aTBepKEHOro
BMPOO6HMKa. MogaHHA OHOBMEHOro
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
hapmakonei Ne CEP 2000-053-Rev 07
(3aTBepaxeHuii: R1-CEP 2000-053-Rev
06) ana A®l enananpuny manearty Big
BXe 3aTBepAKEeHOro BUPO6HMKa
ZHEJIANG HUAHAI PHARMACEUTICAL
CO,, LTD,, China.
50. | BE-CTEA|I TabneTtky no 16 mr Aypo6iHao IHAjA Aypo6iHao ®apwma Jlimites, IHAjs BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/11611/01/02
no 10 TabneTtok y dapma /114 (FOHIT 111) mMartepianis: 3MiHu | TUNYy - 3MiHKU WOA0 peuenmom

6nictepi; no 3
6nicTepu y nauui 3
KapTOHY

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MiHu
[10 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHux Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXeHOT
ocobu, BignoBifanbHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asaBHuka ans
3[jiCHeHHs hapmakoHarnsay B YkpaiHi,
AKLWO BOHA BiAMIHHA Bif, YNOBHOBaXKEHOI
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
dhapMakoHarnsay (BkIYaum KOHTaKTHI
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YkpaiHi. [itova pegakuis: CamoitnieHko
Aptem MNasnosuy. MNMponoHosaHa
pepakuis: CaBueHko AmuTtpo CepriioBuy.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIA&/ILHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxX0MKeHHs1 MacTep-ghaiina
cucTemMu hapmakoHarnsgy Ta moro
Homepa.

51.

BE-CTEALI

Tabnetku no 24 mr
no 10 TabneTtok y
6nicTepi; no 3
6nictepu y nauui 3
KapTOHY

Aypob6iHao
Papma /114

IHais

(FOHiT 1)

AypobiHao ®apma JlimiTes,

IHAis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny - 3miHK Woa0
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHS hapMakoHarsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnsgy (BKIo4yakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYIKA,
BiANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YkpaiHi. [itoua pegaxuisi: CaMonneHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuisi: CaBueHko AmuTtpo CepriiioBuy.
3MiHa KOHTaKTHWX AaHNX KOHTaKTHOT
0Cco6y 3as1BHMKA, BiAnoBiAa/IbHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxoMKeHHs macTep-hainna
cuctemu chapmakoHarnsgy Ta ioro
Homepa.

3a
peuyenmom

UA/11611/01/03

52.

BE-CTEAI

Tabnetkv no 8 wmr,
no 10 TabneTtok y
6nictepi; no 3
6nicTepn y nauui 3
KapToHYy

Aypo6iHao
®apma /114

IHais

(FOHIT 1)

Aypob6iHgo ®apwma Jlimiteq,

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0
6e3nekn/ed)eKkTBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs abo 3miHu
[0 y3araslbHEeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araJibHeHWX AaHunx Npo cuctemy

3a
peyenmom

UA/11611/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asasHuka gis
3[jiCHEeHHS1 hapMakoHarsay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0cobw, BignoBigaibHOI 3a 34iACHEHHS
hapmakoHarnagy (BKI4YatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYIKA,
BiANOBIAabHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuis: CamoinnieHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuis: CaByeHko Amutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3asBHKKA, BiANOBIAAILHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxX0MKeHHs MacTep-ghainna
cuctemu papmakoHarnsgy Ta moro
Homepa.

53.

BINATIC

Tabnetkv no 20 wr,
no 10 Tabnetok y
6nictepi; no 1 a6o 3
6nictepy y nauui

AT
"®apmak”

YKpaiHa

AT "dapmak”, YkpaiHa
(BTOpUHHE NakyBaHHs,

MapKyBaHHs, BUNYyCK cepii
3 npogykuii in bulk cipmu-

BUPOGHMKA
NNTABOPATOPIOC

HOPMOH, C.A., IcnaHis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TMNYy: 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax

cneumdikauin Ta/abo AoNyCTUMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVXiZHWA/NPOMDKHWIA NpoAYyKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpO6HMLUTBA AD| (LONOBHEHHSA
cneuudikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOOYBaHHS)
[lonoBHeHHs cnevumdikavii BUpo6HUKa
npogaykuii in bulk (TABOPATOPIOC
HOPMOH, C.A., IcnaHisi) HOBUM

NOKa3HWKOM SIKOCTi Ta BiZnoBigHNM

MeToA0M BUMPOOYBaHHS, a came

KOHTPO/b ifeHTUdikauii MeToaom

peHTreHiBcbKoi audppakuii (PXRD) Ta
MeToA0M AndepeHLianibHO CKaHy4ot
kanopomeTpii (DSC) ansa HoBOro
BUpo6HUKa AdI(6inacTuH, nonimopdHa
opma 1) Symed Labs Limited, IHgis.
3MmiHu | TMny: 3MiHK 3 akocTi. AdI.
KoHTponb A®L. 3miHa y MeToax
BunpobysaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci BupobHuyTBa A®I (iHLWi 3MiHW y

3a
peyenmom

UA/19043/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

MeToAax BUNPOoGyBaHHSA (BK/IHOHYAKUM
3amiHy abo fonoBHeHHS) A®| a6o
BWXi4HOr0/MPOMIXXHOro NPoAyKTy) 3MiHn B
mMeTodax BMNpobyBaHHs AD|, JoaaHHsA
BU3HA4YeHHs gomiliku BIM/BIM-IV ans
HOBOro BMpo6Huka A®I (binacTuH,
nonimopdpHoi popmu |) Symed Labs
Limited, IHais. 3miHu | Tuny: 3miHm 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs A®| abo
BUXIAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BupobHuytBa A®| (iHWi 3MiHW y
MeToAax BUNpPobyBaHHA (BK/IHOYaUn
3amiHy abo gonoBHeHHs) Ad| abo
BWXi4HOro/MpoMiXXHOro NpoAaykTy) JoaaHHs
anbTepHaTUBHY METOAMKY BU3HAYEHHS 3a
nokasHnkoM «CynpoBigHi OMILLKW» AN
HOBOro BMpo6Huka A®I (6inacTuH,
nonimopdHoi chopmu 1) Symed Labs
Limited, IHgis.
3miHu | TMny: 3MiHK 3 akocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci BupobHuyTBa A®| (iHLWi 3MiHW y
MeToAax BUNPoGyBaHHSA (BK/IHOHYAKUM
3amiHy abo fonoBHeHHS) A®| a6o
BWXi4HOro/MpoMiXHOro NpoAaykTy) fogaHHs
albTePHATUBHY METOAMKY BU3HAYEHHS 3a
MOKa3HNKOM.
«KifibkiCHe BU3HAYEHHS» 47151 HOBOTO
BMpOGHMKa AP (6inacTuH, noniMopdHoi
hopmu 1) Symed Labs Limited, IHgis.
3MiHn Il TUny: 3miHn 3 AkocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKaA
BUXiQHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPUCTOBYIOTHCS Yy BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(BrNtovatoun, ae HeobxigHoO, MicLe
npoBefEeHHs KOHTpOsIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [JOCbE)(BBEAEHHS HOBOIO
BMpOGHMKa AP| 3 HafaHHAM MacTep-
dhaina Ha A®I) BBefeHHSA HOBOrO
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

anbTepHaTUBHOIO BUPOGHMKaA cybcTaHLil
6inactuH (nonimopdoHoi dhopmu 1) Symed
Labs Limited, IHgis fo Bxe
3aTBEPAXEHOro BUpO6HUKa cybCcTaHLi
6inactuH (nonimopdpHoi chopmm 1) MSN
Life Sciences Private Limited 3 HagaHHAaM
macTep - haiina Ha A®l, BignoBsigHi 3MiHK
B MeToAax B1NpobyBaHHS, a came
BBEEHHSI METOAMKN BU3HAYEHHS
PO34YMHHOCTI A8 nonimopdHoi hopmu |
A®I, meToauKn BU3HavyeHHs 3KOP
(3a/IMLLKOBOT KiNbKOCTI OpraHivyHmx
PO3YMHHWKIB) AN noniMopdoHoi dhopmu |
ADI.

54.

BINATIC®

Tabnetkv no 20 mr
in bulk: no 10
Tabnetok y 6nictepi,
no 84 6nictepny
NPOMiXHI kopobuyj,
no 4 a6o 8
NPOMDKHNX KOPOGOK
y TPaHCMOpPTHIl
KopoobLi

AT
"®apmak”

Ykpaina

NNABOPATOPIOC

HOPMOH, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | TUMy: 3MiHW 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax

crneungikauii Ta/abo JoNycTUMMX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHUA/NPOMIKXHWIA NpoAyKT/pearexT, Wo

BMKOPMCTOBYHOTbCS Y NpPOLLeCi
BMPOGHMLTBA AD| (ONOBHEHHS

crneuudikaLii HOBUM MOKa3HUKOM SIKOCTI Ta

BIANOBIAHUM METOA0M BUNPOBYBaHHS).

[lonoBHeHHs crneumdikaLii BUpobHuka

npogykuii in bulk (JABOPATOPIOC
HOPMOH, C.A., IcnaHis) - HoBUM
NOKa3HMKOM SIKOCTi Ta BifgnoBigHNM
MeTOA0M BUNPOGYBaHHSA, a came
KOHTPO/b ifeHTudikauii metogom
peHTreHiBcbkoi audpakyii (PXRD) Ta
MeToA0M AndepeHLiasibHO CkaHy4oT
kasopomeTpii (DSC) gns HoBOro
BMpo6HMKa A®I(6inacTuH, noniMopdHa
hopma 1) Symed Labs Limited, IHgis.
3MmiHu | TMny: 3MiHK 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuLTBa A®I (iHLWi 3MiHK Y
mMeTodax BUNPo6yBaHHSA (BKIHOUYAKOUM
3amiHy abo gonoBHeHHs) APl abo

BUXiZAHOrO/NPOMIXXHOr0 NPOAYKTY).

3miHu B MeTogax BunpobysaHHA AdI,
[L0[aHHSA BU3HAYEeHHs goMmilikm BIM/BIM-
IV ans HoBoro BUpoGHuKa APl (6inacTuH,

nonimopdHoi coopmm 1) Symed Labs

3a
peyenmom

UA/19042/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

Limited, IHgjis. - 3MiHn | TUNY: 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHs A®| abo
BMXigHOro martepiany/npomMixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHuyTBa A®| (iHLWi 3MiHW y
MeToAax BUNpo6yBaHHSA (BK/IHOHYAKUM
3amiHy abo fonoBHeHHS) ADI| a6o
BWXiHOro/MPOMIXXHOro NPOAYKTY). -
JlofgaHHa anbTepHaTUBHY METOANKY
BU3HAYEHHS 32 MOKa3HNKOM «CynpoBiaHi
[OMILLKW» 7191 HOBOTO BUPO6HUMKa API
(6inacTuH, nonimopdHoi dhopmm ) Symed
Labs Limited, IHAis. - 3MiHK | TUNY: 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs A®| abo
BUXIAHOrO MaTepiany/npomixkHOro
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETHLCS
y npoueci BupobHuytBa A®| (iHWi 3MiHW y
MeToAax BUNPobyBaHHA (BK/IHOYa0Un
3amiHy abo gonoBHeHHs) APl abo
BWXi4HOrO/MPOMIXXHOIO NPOAYKTY). -
[JlofgaHHa anbTepHaTUBHY METOAMKY
BU3HAYEHHSA 3a NOKa3HUKOM «KifnbkicHe
BU3HAYEHHSA» /19 HOBOro BUPOOHMKa Ad|
(6inactuH, nonimopdHoi popmu 1) Symed
Labs Limited, IHgis. - 3minn Il TURY: 3MiHK
3 AkocTi. A®l. BupobHuLTBO. 3MiHa
BMpPOOHUKA BMXiAHOrO/NMPOMIXXHOro
npoaykTy/peareHty, Lo
BUKOPUCTOBYIOTHCS Yy BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(BrNtovatoun, ae HeobxigHoO, MicLe
npoBefEeHHs KOHTpOsIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [JOCbE)(BBEAEHHS HOBOIO
BMpOGHMKa AP| 3 HafaHHAM MacTep-
thaiina Ha A®l). BBegeHHsi HOBOro
anbTepHaTUBHOIO BUPOGHMKa cybcTaHLil
6inacTuH (nonimopdHoi dhopmu |)
Symed Labs Limited, IHgis go Bxe
3aTBEPIXEHOro BUpOobHUKa cybcTaHLi
6inactuH (nonimopdHoi chopmm 1) MSN

Life Sciences Private Limited 3 HagaHHAaM
macTep - haiina Ha A®l, BignoBsigHi 3MiHK
B MeToAax B1NpobyBaHHS, a came
BBE/IEHHSI METOMKN BU3HAYEHHS
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

PO3YMHHOCTI Ta METOAVKN BU3HAYEHHSA
3KOP (3a11LLKOBOT KifIbKOCTi OpraHiuHmnx
PO3UMHHWKIB) o151 nonimopdoHOT chopmu |

A®I| BupobHuka Symed Labs Limited,

IHais.

55.

BINATIC®

Tabnetkv no 20 mr
in bulk: no 10
Tabnetok y 6nictepi,
no 84 6nictepn y
NPOMiXHI kopobuyj,
no 4 a6o 8
NPOMDKHNX KOPOGOK
y TPaHCMOpPTHIl
KopoobLi

AT
"®apmak”

Ykpaina

NNTABOPATOPIOC
HOPMOH, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK
nNikapcbkoro 3acoby. 3MiHa TOProBoi Ha3Bu
NiKapcbKoro 3acoby — fofaBaHHA 3HaKy
TOprosoi Mapku. 3aTeBepaxeHo: binaric.
3anponoHosaHo: binaric®. BeBefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEpKEHHS. 3MiHY | TUny - 3MiHKM 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
CucTema KoHTelHep/3aKynopoBasibHUIA
3aci6 (iHWi 3MiHK) - foAaBaHHsA
[04aTKOBOT BTOPMHHOI ynakosky (in bulk),
3 BHECEHHS BiAMOBIAHMX 3MiH A0 p.
«YnakoBka», a came NpPOMNOHYETLCSA
po3wmpeHHs chopmarty ynakosku in bulk 3
8 MPOMIXHMX OAMHMLb Y KOpo6Li Ha: 4
NPOMIiXHi KOPOBKU Ta 8 NPOMIKHMX
KOPOBOK B TPAHCMOPTHI KOpoobLi —
BiANOBIAHO A0 BUPOOHMYMX NOTPeL Ta
OTPUMaHKX aHuX Bifg, BUpoOHUKa in bulk
Laboratorios Normon S.A., IcnaHis.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs. 3MiHW | Tuny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHNn)- BunyyeHHs
POCiAiCbKOT MOBW 3 TEKCTY MapKyBaHHS
NnepBUHHOI ynakosku /13, a came 3 METOI
BUKNAAEHHSA TEKCTY MapKyBaHHSA nie
YKpaiHCbKOH MOBOIO, 3arpOnNoOHOBaHO
BUYy4nTN Ay60BaHHA iHopmaLit
POCIICbKO0 MOBOIO 3 TEKCTY MapKyBaHHS
nepByHHOT ynakoBku J13. BBeAeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBep/KeHHS. 3MiHM | Tuny - 3MiHK WoAo
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS
3MiH [0 TeKCTy MapKyBaHHs ynakoBku bulk
(YyTOUHEHHs iHchopMaLii TeKCTY
MapKyBaHHs). BBegeHHs 3MiH npoTsarom 6-
TV MicALiB Nic/1a 3aTBepAKEHHSs!

UA/19042/01/01

56.

BINTATIC®

Tabnetkn no 20 mr,
no 10 TabneTtok y

AT
"Papmak”

YKpaiHa

AT "®apmak”, YkpaiHa
(BTOpVHHE NMakKyBaHHS,

Ykpaina

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

3a
peyenmom

He
nidnsieae

UA/19043/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepi; no 1 abo 3
6nicTepu y nauui

MapKyBaHHs, BUNycK cepii
3 npogykuii in bulk dipmu-

BMPOGHMKA
NABOPATOPIOC

HOPMOH, C.A., IcnaHis)

AAMIHICTPaTUBHI 3MiHN. 3MiHa Ha3BU
niKapcbKoro 3acoby - 3MiHN BHECEHI LWoa0
Ha3BW NikapcbKoro 3acoby. 3aTBepikeHo:

BINATIC (BILAGIS). 3anponoHoBaHo:

BINNATIC® (BILAGIS). BBeaeHHS 3MiH

npoTArom 6-T1 MicAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) - 3MiHK
BHECEHO B TEKCT MapKyBaHHS YNakoBOK
NikapcbKoro 3acoby, a came BUTyUYeHHS
ay6niotoyy iHchopMaLito POCiiCbKoo
MOBOIO. BBEIEeHHSA 3MiH MPOTAroM 6-Tu
MicaLiB nicna 3aTBepiKeHHs. 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnagy (iHwi 3MiHK) - 3MiHK
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
ynakoBKM NikapcbKoro 3acoby y n.17,
NepBUHHOT YNakoBku y n. 6. BBefeHHA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.

57.

BNEMAPEH®

TabneTku Wwunyi; no
20 wmnyymx
Tabnetok y
noninponizieHoBoMy
KOHTeliHepi; no 4
ab6o 5 koHTelHepiB y
KapTOHHI KopooLli
pasom 3
iHAVKaTOPHUM
nanepom i
KOHTPO/IbHUM
KaneHgapem

Ecnapma
M6X

HimeyunHa

Na6opatopioc
MegikameHTOC

IHTepHacboHasec, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(BKtOHAOUM, 3a HEOBXiIAHOCTI, Micue
NpoBeLeHHS KOHTPO/TIO SKOCTI), abo
BNacHuKa macTep-thaiina Ha A®l, abo
noctavyanbHuka Adl/BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, LU0 3aCTOCOBYHTLCA Y
BMPOGHMLTBI AP (SKLLO 3a3HAYEHO Y
[0CbE Ha JlikapCbkuii 3acib) 3a BifgCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
hapmakonei y 3aTBep)KEHOMY [OChE,
ab0o BUpO6GHMKa HOBOT AOMOMIXHOT
PeYOoBMHM (SIKLLLO 3a3HAYEHO Y [JOCLE) -
3MiHa 3anBieHa y 3B8’A3Ky 3i 3MiHOK Ha3Bu
BMpo6HuKa A®| (Kncnota nMmoHHa
6e3B0Ha), MiCLIe3HaXOMKEHHS
BMPOGHMWKA, BUPOBGHMYA AiNbHULSA Ta yCi
BMPOGHMYI onepaLii 3a1mwwaTbes
He3MiHHUMW. [itoya pefakuis:
S.A. Citrique Belge N.V., Belgium
IMponoHoBaHa pepakuis: Citribel, Belgium

6e3
peyenma

UA/9419/01/01

58.

BOM-BEHI'E MA3b

Masb, Mo 251y
KOHTeliHepax

MpAT
PapmauesT

YKpaiHa

MpAT ®apmauesTuyHa

(pabpuka "Biona"

Ykpaina

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

6e3
peyenma

UA/7622/01/01




59

Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
naacTMacoBux; no N4yHa AAMiHICTpaTUBHI 3MiHW. BunyueHHs
20ryTy6ax; no20r thabpuka BUPOBHUYOT AiNbHULL (BKIHOYAOUN
y Ty6i; no 1 1y6i y "Biona" AinbHUUI Ana A®l, NpoMiXHOro NpoAyKTy
naui 3 kKapToHy; Nno ab0o roToBOro fiKkapcbLKoro 3acooy,
20 r abo no 25 r a6o OiNbHULI ANS NpoBeAEeHHS NakyBaHHS,
no 30 r y Ty6ax BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
namiHaTHux; o 20 r cepiid, MmicLe NpoBeaeHHsI KOHTPOSO cepii)
abo no 25 r abo no abo nocTavyasibHMKa BUXIQHOTO mMarepiany,
30 ry Ty6i peareHTy abo L,ONOMiXHOI pe4OBUHYU
namiHaTHii, no 1 (AKWO 3a3HauYeHo y J0CbE). BunyueHHs
Ty6i y nauui BMpO6HUKa A®I| (neBoMeHTON), a came:
IND-SWIFT LABORATORIES LIMITED,
India. 3aTBepmxeHo : KAIZEN ORGANICS
PVT. LTD., India,
IND-SWIFT LABORATORIES LIMITED,
India, SILVERLINE CHEMICALS, India
Bhagat Aromatics LTD., India,
3anponoHosaHo : KAIZEN ORGANICS
PVT. LTD., India, SILVERLINE
CHEMICALS, India, Bhagat Aromatics
LTD., India
59. | BPIAEKC PO3YUH NS iH'EKLN, K.T. PymyHis K.T.POM®APM KOMIMAHI PymyHis BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a He UA/20284/01/01
100 mr/mn; no 2 mn POM®APM C.P.J1., PymyHis mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peuenmom | niosnsizae
y chnakoHi, no 5 KOMMAHI (BTOpMHHE MakyBaHHS, 6e3nekn/edeKTMBHOCTI Ta
donakoHiB B C.P.N. KOHTPO/Ib KIHL,EBOTO hapmakoHarnsgy. 3miHa y KopoTkili
KOHTYpHilA NpoAYKTY Ta BUMYCK cepii; XapakTepucTuLi Nikapcbkoro 3acooby,
YapyHKOBIl BMPOGHULITBO Ta TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
ynakosLij, no 2 NepBUHHE MakKyBaHHS MeAMYHOro 3acTOCyBaHHSA Ha NiacTasi
ynaKkoBKu B nikapcbKoro 3acoby) perynsapHo OHOB/IOBAHOIO 3BITY 3 6e3neku
KapTOHHIN nayui nikapcbkoro 3acoby, abo focniaxeHb 3
6e3nekn 3acToCcyBaHHs /iKapCbKoro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTart OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ain "MobivHi peakuii”
BifNOBIAHO 1O OHOB/EHOT iH(hopmaLlii 3
6e3neku Aito4oi pevoBrHN. BBefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
60. | BPYCTAH TabneTku, BKpUTI CaH IHAis CaH dapmacbloTukan IHAjiA BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/4617/01/01
NNiBKOBOKO dapmacbioT IHpacTpi3 flimiteq, mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0 peyenma
06010HKO10; no 10 nkan 6e3nekn/edekTBHOCTI Ta
TabneTok y 6nictepi; IHoacTpi3 dhapmakoHarnsgy (iHwi 3mMiHu) - 3miHn
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

no 1 6nictepy B
KapTOHHI KopooLii

NimiTen

BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(NyHKTK 4, 6) Ta BTOPUHHOI (MYHKTK 3, 8,
17) ynakoBOK nikapCbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHS.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeTofax BUNpobyBaHHs) - He3HauHi 3MiHu
B METOAax KOHTPOJIH0 3a NOoKa3HMKamMm
«KinbKicHe BU3HAUEHHsA» Ta
«laeHTudikauis — bapBHUK YXK0BTWIA 3axia
FCF». 3a nokasHukom «KinbkicHe
BM3HAYEHHS» 3MIHIOETLCA chopmyna Ans
po3paxyHKy i3 BpaxyBaHHAM Macu
CTaHAapPTHMX 3pa3kiB Ta BBOAUTLCS
npUMITKa LWOoA0 CTabiNbHOCTI TECTOBOTO
pPO34MHY. 3a NoKa3HUKOM «laeHTudikauis
— BapBHuK YXXoBTuiA 3axia FCF» nofaetbcs
iHchopmauis woao Temnepatypu BOAAHOI
6aHi.

61.

BYTUKOPT

Masb 1 mr/r; no 10 r
a6o no 30 r B Ty6i,
no 1 Ty6i B nayui 3
KapTOHY

NPAT
"XIMOAPM3
ABO/
"YEPBOHA
3IPKA"

Ykpaina

MPAT "XIMGAPM3ABO/[,
"UEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiHOro NocBigYeHHs).
3MiHa HalilMeHyBaHHS 3asiBHUKA Ta 3MiHN Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiHoro nNocBig4yeHHs1). 3miHu |
TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN LiTbHAL
BWMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJO SIKOCTI. (AIS/IbHICTb, 3a Ky
BiAgnosigae BUpo6HuK/iMnopTep,
BK/IOUA0UM BUMYCK cepiii). 3MiHa
HaliMeHyBaHHs BUPO6HUKa /13 Ta 3MiHn y
HanucaHHi agpecu BMpoGHuKa M13. 3miHn
BHECEHO B iHCTPYKL,iO 419 MEANYHOIO
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainv «BupobHuk» Ta
«MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca MicLsi NPoBapKeHHs Moro
[ISNbHOCTI» 3 BigNOBIAHNMM 3MiHAMU Y

3a
peyerimom

He
nidnsieae

UA/17097/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
TEKCTi MapKyBaHHS YNakoBK/ NikapCbKoro
3acoby. BBefieHHsA 3MiH NpoTArom 6-tu
MicsLiB NiCNs 3aTBEPAYKEHHS.
62. | BA3OCTAT- TabneTku, BKpUTI TOBAPUCT Ykpaina BCi CTafii BAPO6HMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/3579/01/02
3400POB'A NNiBKOBOKO BO 3 KOHTPO/b SAKOCTI, BUMYCK mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuenmom
060/10HKOI0, Mo 20 OBMEXEH cepii: ToBapucTeo 3 CepTudikat BignosigHocTi/l E-cepTudikar
mr; no 10 TabneTok (e]}e} 06MEXeEHO BiANOBIAHOCTI EBpONeichbkili
y 6nicTepi; no 3 BIANOBIOA BiANOBIAANBLHICTIO thapmakonei/MoHorpadii. NMogaHHsA HOBOro
6nicTepu B KOPOOLL JNIbHICTHO "hapmMaueBTUYHA ab0 OHOBEHOTO cepTudikaTa
«KOPIMOPA KommMaHisa "3p0poB's", BiANOBIAHOCTI 260 BUyYEHHS
LA YkpaiHa ( Bci cTagii cepTudpikaTa BifnoBiAHOCTI EBpoONeiichKii
«300POB'A BMPOGHMLTBA, KOHTPO/b thapmakonei: ana A®l; gns BuxigHoro
» AKOCTI, BUMYCK cepil); Marepiany/peareHTy/npomiKHOro
ToBapunCTBO 3 06MEXEHOID NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BiANOBIAA/TLHICTIO BMPO6HULTBI API; ANt 4ONOMIKHOT
"®APMEKC rPym", peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
YkpaiHa ( Bci cTagii €Bponeiicbkiii hapmakonei) - OHOBIEHWIA
BUPOOHMLTBA, KOHTPO/Tb cepTmdikaT Bif y)xe 3aTBepaAKeHoro
SIKOCTI, BUNYCK cepil) BMPOGHMKA NOJaHHSA OHOB/IEHOMO
cepTudikaTa BifnNoBiAHOCTI EBpoNeiichkii
thapmakonei Ne CEP 2005-300 - Rev 06
(3atBepaxeHo: R1-CEP 2005-300 - Rev
05) ana APl CumacTaTuHy Bif
3aTBEpPAKEHOro BUpo6HMKa SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD.,
China, sikni1 3miHMB Ha3By Ha SHAOXING
JINGXIN PHARMACEUTICAL CO., LTD.,
China.
63. | BA3OCTAT- TabneTku, BKPUTI TOBAPUCT YkpaiHa BCi CTafii BUPOGHMLITBA, YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/3579/01/03
3400POB'A NNiBKOBOKO BO 3 KOHTPO/b SIKOCTi, BUMYCK mMartepianis: 3MiHu | TMNy - 3MiHKU 3 AKOCTI. peyenmom
060/10HKOI0, N0 40 OBMEXEH cepii: ToBapuCTBO 3 CepTudpikat BignosigHocTi/lE-cepTudikar
mr; no 10 TabneTok (e]}6} 06MeXeHo BiANOBIAHOCTI EBpONechbkili
y 6nictepi; no 3 BIANOBIOA BiANOBIAALHICTIO thapmakonei/moHorpadii. NMogaHHsA HOBOTO
6nicTepy B KOpOoOLi NBHICTHIO "papmMaueBTNYHa abo oHOBNEHOrO cepTuddikaTa
«KOPIMOPA KoMnaHis "3gopos'a”, BiANOBIAHOCTI 260 BUyYEHHS
LA Ykpaina ( Bci cTagii cepTudiikaTa BignoBiAHOCTI EBpONENCHKIi
«3[0POB’A BMPOGHMLTBA, KOHTPO/b thapmakonei: ana A®l; ons BUxigHoro

»

AKOCTI, BUNYyCK cepil);
ToBapucTBO 3 0OMEXEHOI0
Bi4noBigaNbHICTIO
"®APMEKC IPYn",
YkpaiHa ( Bci cTagii
BUPOGHNLTBA, KOHTPO b
SKOCTI, BUNYCK cepil)

MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y
BMPOGHULTBI ADI; NSt 4ONOMIXHOT

peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBepXeHoro

BMPOGHMKA NOJaHHSA OHOB/IEHOrO

cepTudikaTa BignoBigHOCTI €Bponeiichbkili

thapmaxonei Ne CEP 2005-300 - Rev 06

(3aTBepmxeHo: R1-CEP 2005-300 - Rev
05) ana A®l CumBacTaTuHy Big
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3aTBepxeHoro BupobHnka SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD.,
China, sikuit 3MiHMB Ha3By Ha SHAOXING
JINGXIN PHARMACEUTICAL CO., LTD.,
China.
64. | BASOCTAT- TabneTku, BKpUTI TOBAPUCT Ykpaina BCi CTagii BUpO6HMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/3579/01/01
300POB'A nniBKOBOIO BO 3 KOHTPO/Ib SKOCTi, BUMYCK marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenmom
06010HKO10, no 10 OBMEXEH cepii: ToBapucTBO 3 CepTtudikat BignosigHocTi/lE-cepTudikat
mr; no 10 TabneTok [e]0) 06MEXeHOo BiAMOBIAHOCTI €BpONencbKil
y 6nictepi; no 3 BIAMOBIOA BiANOBIAA/TLHICTIO thapmakonei/moHorpadii. NogaHHS HOBOTO
6nicTepu B KOPO6LL NbHICTHIO "papMaueBTUYHA ab0 OHOBNEHOrO cepTudikaTa
«KOPIMOPA KommnaHis "30poB'a", BiANOBIAHOCTI 260 BUYYEHHS
LA Ykpaina ( Bci cTagii cepTudikaTa BignoBiAHOCTI EBpoONeChKii
«3[0POB’A BUPOOHMLTBA, KOHTPO/Ib thapmakonei: ana A®l; gns suxigHoro
» AKOCTI, BUMNYCK cepil); marepiany/peareHTy/npomiKHOro
ToBapunCTBO 3 0OMEXEHOIO NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BiANOBIAANBLHICTIO BUPOGHUUTBI ADI; Ana AONOMDKHOT
"®APMEKC Irpyn-, peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
Ykpaina ( Bci cTagii €Bponeiicbkii hapmakonei) - OHOBNEHWIA
BUPOOHMLTBA, KOHTPO/Ib cepTudikaT Bif yxe 3aTBepAKeHoro
AKOCTI, BUNYCK cepil) BMPOGHMKA NOJaHHSA OHOB/IEHOrO
cepTudpikaTa BignoBiAHOCTI EBpoONeiChKii
hapmakonei Ne CEP 2005-300 - Rev 06
(3aTBepmxeHo: R1-CEP 2005-300 - Rev
05) ana A®l CumBacTaTvHy Big,
3aTBepKeHoro Bupo6Hnka SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD.,
China, sknin 3miHMB Ha3By Ha SHAOXING
JINGXIN PHARMACEUTICAL CO., LTD.,
China.
65. | BANoAain TabneTku, BKpUTI KPKA, a.4a., CnoseHis BiANOBiAa/IbHWIA 3a CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a He UA/14358/01/01
nNiBKOBOKO HoBo mecTo BUPOGHMLTBO "in bulk", mMartepianis: 3MiHu | TUNYy - 3MiHKU WOA0 peuenmom | niosnsizae

060/10HKO0 N0 5
Mr/160 mr; no 7
Tabnetok y 6nictepi,
no 2, no 4, no 8 aéo
no 14 6nictepis y
KapTOHHI kopobLyj;
no 10 TabneTtok y
6nicTepi, no 3, no 6,
no 9 a6o no 10
6nictepiB y
KapTOHHI KopooLli

nepBuHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/1b Ta
Bunyck cepii: KPKA, a.4.,
Hoso mecTo, CnoBeHis;
BiANoBiAa/IbHWIA 3a
KOHTpONb cepii: KPKA,
n.4., HoBo mecTo,
CnoseHis

6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /iKkapCbKoro
3acoby B nicnspeecTpaviliHnii nepios, abo
AIK pe3ynbTaTt OUiHKM 3BIiTYy 3 AOCNIAKEHb,
npoBeeHVX BifnoBigHO 40 niiaHy
negiatpnyHmx gocnimpxkers (PIP) (iHwi
3MiHK) 3MiHWM BHECEHO [0 IHCTPYKLUiT 4115
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3zinis "Oco6MBOCTi
3actocyBaHHs", "lNo6ivHi peakui”
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BiAMOBIAHO 40 OHOBMEHOI iHChopMaLi 3
6e3neku gjloyoi pevoBuHN (BasicapTaHy)
3rigHo 3 pekomeHgauismn PRAC. TepMiH
BBEJEHHS 3MiH MpoTArom 6 micauis nicns
3aTBEPKEHHS.
66. | BANnoain TabneTku, BKpUTI KPKA, a.4., CnoBeHis BiANOBIAaIbHNIA 3a CnoseHis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/14357/01/02
nniBKOBOIO Hoso mecTo BMPOGHMLUTBO "“in bulk", marepianis: 3miHu | Tuny - 3miHK Woao peyenmom | nidnsizae
060/10HKOI0 1Mo 10 nepBrHHE Ta BTOPUHHE 6e3nekun/edekTBHOCTI Ta
Mr/160 mr no 7 nakyBaHHs, KOHTPO/1b Ta hapmakoHarnsgy. 3miHa y KopoTkili
TabneTtok y 6nictepi, Bunyck cepii: KPKA, g.4., XapaKkTepucTuLi Nikapcbkoro 3acoby,
no 2, no 4, no 8 abo HoBo mecTo, CnoBeHis; TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
no 14 6nictepis y BiANOBIAaIbHNIA 3a MeJMYHOro 3aCTOCyBaHHA Ha MigcTasi
KapTOHHI kopobuyj; KOHTpOsb cepii: KPKA, perynsipHo OHOB/IOBAHOTO 3BiTYy 3 6e3neku
no 10 Tabnetok y 4.4., HoBo mecTo, nikapcbkoro 3acoby, abo gocnimpkeHs 3
6nicTepi, no 3, no 6, CnoBeHis 6e3nekn 3acTocyBaHHS NiKapCbKoro
no 9 a6o no 10 3acoby B micnsipeecTpaviiiHiin nepios, abo
6nictepiB y K pe3ynbTar OLiHKW 3BITY 3 LOC/NILKEHb,
KapTOHHI KOpOOL; npoBeAeHVX BigNoBIgHO 40 NaHy
nepiatpuyHux gocnimpkeHb (PIP) (iHwi
3MiHK) - 3MiHW BHECEHO A0 IHCTPYKUIT ANns
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis "OcobmBocCTi
3acTocyBaHHs", "lMo6ivHi peakuii”
BiAMOBIAHO A0 OHOBNEHOI iHChopMaLi 3
6e3neku gjloyoi pevoBuHN (BavicapTaHy)
3riiHO 3 pekoMmeHpauismm PRAC. TepMmiH
BBEJEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAXKEHHSA
67. | BANoAin TabneTku, BKPUTI KPKA, a.4., CnoseHisa BiANoBiganbHUIA 3a CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/14357/01/01
NNiBKOBOKO HoBo mecTo BUPO6GHMLTBO "in bulk", mMartepianis: 3MiHu | TMNy - 3MiHK WoA0 peyenmom nidnsieae

060/10HKO0 N0 5
mr/80 mr, no 10
Tabnetok y 6nictepi,
no 3, no 6, no 9 abo
no 10 6nicTepis y
KapTOHHI kopobuyj;
no 14 tTabneTtok y
6nictepi, no 1,no 2,
no 4 ao no 7
6nictepiB y
KapTOHHI KopooLli

nepBUHHE Ta BTOPVHHE
nakyBaHHs1, KOHTPO/Ib Ta
Bunyck cepii: KPKA, a.4.,
HoBo mecTo, CroBeHis;
BiAnNoBiganbHUIA 3a
KOHTpONb cepii: KPKA,
4.4a., Hoso mecTo,
CnoseHis; Bupo6HuK,
BiANOBIAaIbHNIA 3a
BMPOGHMLUTBO "“in bulk™:
HiHr6o MeHoBo TiaHkaHr
dapmacbioTmkanc Ko.,
Nta, Kutai

6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT 41
MeJMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BITy 3 6e3neku
nikapcbkoro 3acoby, abo foCnigKeHb 3
6e3nekn 3acToCyBaHHs /likapCbKoro
3acoby B nicnspeecTpauiiiHnii nepios, abo
AK pe3ysibTar OLiHKV 3BIiTY 3 [OCNIIKEHD,
npoBeAeHVX BigNoBigHO A0 NaHy
negiatpuyHux gocnimpkeHs (PIP) (iHwi
3MiHK) - 3MiHVW BHECEHO [0 IHCTPYKUIT ANns
MeJMNYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis "OcobanBoCTi
3actocyBaHHs", "MobiuHi peakwi
BiANOBIAHO O OHOB/EHOT iH(hopmaLlii 3
6e3nekmn A4ityoi pevyoBuHK (BaicapTaHy)
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3rigHo 3 pekomeHgauismm PRAC. TepMiH
BBEJEHHS 3MiH NMPOTAroM 6 micAuiB nicns
3aTBEPAXKEHHS
68. | BA/IbIMPOKOM 500 | Tabnetku, BKpuUTI TOB Ykpaina TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnX 3a He UA/2169/01/02
XPOHO NNiBKOBOKO "ACIHO mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peuenmom | niosnsizae
060/10HKOIO, YKPAIHA" 6e3nekn/eddeKTUBHOCTI Ta

NPOJIOHroBaHoI fii,
no 500 wmr, no 10
TabneTtok y 6nictepi;
nol, 3a6o6
6nictepis B
KapTOHHIN nayui

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji Ans
MeAMYHOro 3acTOCyBaHHSA Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCcyBaHHs /iKapCbKoro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTart OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHmx gocnimpxkers (PIP) (iHwi
3MiHW).
3MiHU BHECEHO B IHCTPYKLil0 AN
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby [0 po3giny "3acTtocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaar”
BifNOBIAHO 1O OHOB/EHOT iH(hopmaLlii 3
6e3nekun fjloyoi pevyoBUHN 3rigHO 3
pekomeHgauieto PRAC (wozo
3aCTOCyBaHHA Ba/bNpoaTy nig vac
BariTHOCTI, A4iTAM XIHOYOI cTaTi Ta XiHKam
penpoayKTVBHOrO BiKy). BBeAeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3arBepKeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLji 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOIO 3BITy 3 6e3nekn
nikapcbkoro 3acoby, abo AociAxKeHb 3
6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
npoBeAeHVX BigNoBIiAHO A0 NiaHy
negiatpuyHux gocnimpkens (PIP) (iHwi
3MiHM). 3MiHV BHECEHO B iHCTPYKLi0 An1A
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ginis: "Oco6MBOCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHOCTi abo rogyBaHHsA rpyaat”,
"Cnocib 3acTocyBaHHA Ta g03mn"
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

BiAMOBIAHO 40 OHOBMEHOI iHChopMaLi 3
6e3nekun 4jt4oi pevyoBuHY 3rigHo 3
pekomeHgauieto PRAC (wogno nnvmey
Ba/lbNpoaTy Ha YOJI0BIKIB Ta PU3NKY
nopyLUEeHb HEPBOBO-NCUXIYHOTO PO3BUTKY
y Hawaakis, HAPOMKEHNX Bif, NaLEHTIB
4O/I0BIYOI CTaTi, AKi OTPUMYBa/N
Ba/IbNpoaT NpoTArom 3 micALiB nepes
3a4aTTaAM, a Takox LoA0 PU3MKY
BPOKEHUX Baf, PO3BUTKY A71S AiTel, [Ki
3a3Ha/IM BHYTPILLUHLOYTPOGHOrO BNINBY
Bas/lbnpoaris). BBefeHHA 3MiH NpoTArom 6-
TU MIiCALIB NiCNA 3aTBEPMAKEHHS. 3MiHM |
TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta (papmakoHarisgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
MeAUYHOro 3aCToCcyBaHHA Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo AoCniAXeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKOro
3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
nepiatpuyHux gocnimpkenb (PIP) (iHwi
3MiHK). 3MiHM BHECEHO B iHCTPYKLjO AN
MEJMNYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ginis: "B3aemogis 3 iHWnMm
nikapcbknMK 3acobamu Ta iHWi B1uam
B3aemogiit”, "OcobMBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakuyii" BigNoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku Aitoyol
pPeyoBUHM 3rigHO 3 pekoMeHaalielo PRAC
(wozo B3aemogii 3 kN103aniHOM; PO3BUTKY
TSKKMX LUKIPHUX NOBGIYHMX peakuii (TLUMNP)
Ta aHrioHeBPOTUYHOTO HabPAKY) pU3NKiB
PO3BUTKY €03UHOINbHOT MHEBMOHIT Ta
rinepnirmeHTauii). BBefeHHsA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
3MiHu | TUNy - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y KOpoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeJNYHOr0o 3acCTOCYBaHHS
reHepuyHuX/ribpuaHnx/6ionoibHNX
Nikapcbknx 3acobiB nicns BHECEHHS Tiel
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3MiHa He NOTpebye HafaHHSA XOOHUX
HOBWX A0AATKOBUX AaHWX) . SMiHN
BHECEHO B iHCTPYKL,iO 419 MEANYHOIO
3aCTOCYyBaHHSA MikapcbKkoro 3acoby Ao
posgainis: "MokasaHHsA" (pegaryBaHHs),
"®apmakonorivyHi BnacTmeocTi”,
"MpoTunokasaHHA", "B3aemogis 3 iHWMK
nikapcbknMmn 3acobamu Ta iHWi BUAm
B3aemogiin, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHs rpyagr”, "Cnocié
3acTocyBaHHsa Ta gosu", "ditn"
(yTouHeHHs1), "Mo6ivHi peakuii” BiaNoOBIgHO
[0 OHOBNEHOI iHhopMaL,i Npo MeanyHe
3acToCyBaHHA pehepeHTHOro MikapCbKoro
3acoby (JenakiH XpoHo 500 mr, Tabnetku
BKPUTi 060/T0HKOI0, NPOSIOHTOBaHOI Aii).
BBeaeHHS 3MiH NpoTArom 6-Tu MicAuiB
nicns 3aTBepKeHHs.

69.

BA/NIbTPOBIP

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 500
mr, no 10 TabneTok
y 6nictepi; no 1 abo
no 5 6nictepis y
nauui

MAT
"Kuismegnp
enapar”

Ykpaina

MAT "KuiBmegnpenapat"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) OHOBEHHSA
TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
3acoby BignoBigHO A0 BMMOT Hakaly MO3
Ykpainu Big 23.07.2015 p. Ne 460. Takox
3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPMHHOI YNaKoBKWN y NyHKTN 3, 8, 17 Ta B
TEKCT MapKyBaHHs NEPBUHHOT YNAKOBKW Y
NyHKTU 4, 6. BHeceHHs 3miH o MKA
(po3giny "MapkyBaHHS") — 3riiHO
3aTBEPMKEHOMY TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns sarsepaKeHHs

3a
peyerimom

UA/2951/01/01

70.

BO/IbTAPEH
EMYNbIE/Nb

emynbresnb gns
30BHILIHLOIO
3acTocyBaHHsA 1 %;
no20r,abono50r,
abo no 75, abo no
100 ry Ty6i, no 1
Ty6i B KAPTOHHIl
Kopoo6Li

XaneoH KX
CAPN

LLiseiiuapis

BMPOGHULITBO NiKapCbKOro

3acoby, nepBuHHe Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/Ib SIKOCTi, BUNYCK

cepiii: XaneoH KX C.a.p.n.
, LBeliuapisn; nepsrHHe Ta

BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI, BUNYCK
cepiii: XaneoH Itani
ManydekuypiHr C.p.J1.,
ITanisa

LLIseliyapisi/
ITanisa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y napameTpax

crneungikauiii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiZHWUIA/NPOMIDKHWIA NpoAyKT/pearexT, Wwo
BMKOPMCTOBYOTLCS Y MpoOLLeCi
BMPO6HMLTBA AP| (BUIYYEHHS HE3HAYHOTO
nokasHuKa sIKoCTi (Hanpuknag, BU1yYeHHs
3acTapinioro NokasHuka)) - BUAAIEHHS
nokasHuka «Baxki MeTann» 3i
cneumaikauii A®I BupobHuka N3y
3B'A3KY i3 BU/TyYEHHSIM BUPO6HUKIB AdI

6e3
peyenma

UA/1811/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
KoHLepHy HoBapTic (y cneumdikauii skmx
[aHunii nokasHWK 6yB NPUCYTHIM). 3MiHK |

™Mny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/moHorpadii. 3mMiHW, NoB's3aHi
3 HEOOXiHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHOI hapmakonei gepxasu €C
(3miHa y cneuudikauisix, nos'asaHa 3i
3miHamu B dY, abo €Bponeiicbkiii
hapmakonei, abo iHLIA HaLioHaNbHIi
thapmakonei gepxasu €C) - BUNYyYEHHS
nokasHuka «Temneparypa niaBfieHHs» 3i
cneuudikauii A®| Bupo6Huka Unique
Chemicals, India y 3B’A3Ky i3 OHOB/IEHHAM
MoHorpadii BP. 3MiHu | Tuny - 3miHn 3
akocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BiAMNoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHOI hapmakonei agepxasu €C
(3miHa y cneuudikauisix, nos'asaHa 3i
3miHamu B dY, abo €Bponeiicbkiii
hapmakonei, abo iHLIA HaLioHaNbHIl
thapmakonei gepxasu €C) BUNYYEHHS
nokasHuka «lgeHTudikadis metogom
TWX>» 3i cneyudikayii A®| BMpobHuka
Unique Chemicals, India y 38’a3ky i3
OHOBJ/IEHHAM MOHorpacii BP. 3miHu | Tuny
- 3miHu 3 AkocTi. CepTuddikart
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkili
hapmakonei, abo iHLUi HalioHaNbHIl

BMNpobyBaHHA A®I 3a NOKa3HUKOM

thapmakonei gepxasu €C) 3MiHM B MeTOA|

«CnopigHeHi fomilwku metogom BEPX»
BMpo6HMKa Unique Chemicals, India, a
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
came 3MiHEHO Ko/ToHKy BEPX, KisibkicTb
opTOdhOCHOPHOT KUCNOTU Ta HATPI
ourigpodpocdaty, yacy

xpomaTorpadpyBaHHs. 3MiHn | Tuny - 3MiHK
3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasn €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkil
hapmakonei, abo iHLUiI HaLioHaNbHIl
hapmakonei gepxasu €C) 3MiHN B
npo6oniAroToBLi BUNPO60BYBAHOrO 3pa3ka
y MeTogj BunpobysaHHs AdI 3a
nokasHukom «KinbkicHe BU3HAYEHHS»
BMpo6Huka Unique Chemicals, India y
BiNOBIAHOCTI OHOB/1IEHOT MOHOrpadii BP.
3MiHn | TUnYy - 3MiHKn 3 AkocTi. API. (iHwwi
3MiHW) - OHOBJIEHHA MacTep-hainy Ha Ad|
BMpo6HuKa Unique Chemicals, India
3aTtBeppxeHo: AP/08/2022-11-28
(November 2022) 3anponoHoBaHo:
AP/09/2023-04-17 (April 2023) 3MiHu |
T™Mny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHOI hapmakonei agepxasu €C
(3miHa y cneuudikauisix, nos'asaHa 3i
3miHamu B dY, abo €Bponeiicbkiii
hapmakonei, abo iHLIA HaLioHaNbHIl
thapmakonei gepxasu €C) - BUNYyYEHHS
nokasHuka «Temneparypa niaBfieHHs» 3i
cneuudikauii A®l Bupo6Hmka Amoli
Organics Private Limited, India y 38’A3ky i3
OHOBJ/IEHHAM MOHorpacii BP. 3miHu | Tuny
- 3miHu 3 AkocTi. CepTuddikart
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit

thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi

3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
€Bponeiicbkoi thapmakonel, abo iHLOoi

HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo EBponeiichbkil
hapmakonei, abo iHLUi HalioHaNbHIl
hapmakonei gepxasun €C) - BUNyYEHHS
nokasHuka «lgeHtudikayis metogom
TWX>» 3i cneyudikauii A®| BUpobHuKa
Amoli Organics Private Limited, India'y
3B'A13KY i3 OHOB/IEHHAM MOHorpadii BP.
3MiHu | TUNy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadii. 3mMiHW, NOB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLLOoi
HaujioHasIbHOT dhapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3MiHamu B 1Y, abo €Bponeiichbkili
hapmakonei, abo iHLi HaLioHaNbHIl
thapmakonei gepxasu €C) - 3MiHM B
MeTogi BunpobysaHHA AP| 3a NOKa3HNKOM
«CnopigHeHi fgomilkn meTogom BEPX»
BMpo6Huka A®l Amoli Organics Private
Limited, India, a came 3MiHEHO KOJTIOHKY
BEPX, KinbkicTb opTohoCcthopHOT KNCNOTH
Ta Hatpito gurigpodhocdaTty, yacy
XpomatorpadyyBaHHs. 3MiHu | Tuny - 3miHn
3 AKocTi. CepTudikar signosigHocTi/lE-
cepTuduikaT BiAMNoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. 3mMiHK, NoB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3MiHamu B 1Y, abo €Bponeiichbkili
hapmakonei, abo iHLi HaLioHaNbHIl
thapmakonei gepxasu €C) - 3MiHM B
npo6oniaroToBLji BUNPO6OBYBAHOr0O 3paska
y MeTogj BunpobysaHHsa Ad| 3a
NokasHUKOM «KinbKicHe BU3HaYEeHHSI»
Bupo6HuKa Amoli Organics Private
Limited, India y BifgnoBiAHOCTi OHOBNEHOI
MoHorpadii bp.®apm. 3miHu | Tuny -
3MiHu 3 aKocTi. A®I. (iHLi 3MiHK)

OHOB/IEHHsA MacTep-thaiiny Ha Ad|
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BMpo6Huka Amoli Organics Private limited,
India. 3aTBepxeHo:
AOPL-VAP/RDDA/AP-BP/09/2022-07
3anponoHosaHo: AOPL-VAP/RDDA/AP-
BP/10/2023-06 - 3MiHu | TNy - 3MiHKM 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHLCS Y NPOLEC
BMPOGHULTBA AD| (JONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
[ofaBaHHA NnokasHuka «TonepaHTHi 4o
)KOBYi rpamMHeraTvBHi 6akTepii» oo
cneuunagikauii A®I BupobHuka Amoli
Organics Private Limited, India. 3miHu |
TMNy - AQMIHICTPaTVBHI 3MiHW. BunyyeHHs
BUPOBHUYOT AiNbHULL (BKIHOHYAOUN
AinbHUUI Ana A®l, NpoMiXHOro NpoAyKTy
ab0o roToBOro iKkapcbLKoro 3acooy,
AiNbHULI NS NPOBEAEHHS NakyBaHHS,
BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, MmicLe NpoBeaeHHsI KOHTPOSO cepii)
abo nocTavyasibHMKa BUXIQHOTO mMarepiany,
peareHTy abo [ONOMiXHOI pe4OBUHU
(AKLWO 3a3Ha4YeHO Y A0CbE) BUTYYEHHS
OinbHUUBL KOHLEepHY HosapTic - Novartis
Grimsby Ltd., Novartis Pharma Stein AG,
Novartis Pharma AG, SGS International
Services Laboratory (ISL) Limited y
3B'A3KY i3 3MiHaMW y CTPYKTYPi KOMNaHii
3aaBHMKa. 3MiHW | TMNy - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkili
hapmakonei, abo iHLUi HalioHaNbHIl
thapmakonei gepxasu €C) BugasieHHs
anbTepHaTMBHOI METOAMKM ifeHTudikav,i
MeTogom TLUX 3i cneumdikauii AdDI
BMpPO6HUKa /13 y BIANOBIAHOCTI A0 3MiH y
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

MoHorpadii BP. 3minu Il Tuny - 3miHm 3
AKOCTi. A®I. (iHLWi 3MiHWX) OHOBJ/IEHHSA
macTep-aiiny Ha A®| Bupo6Huka Unique
Chemicals, India 3aTtBepgxeHo: AP/001-
10/2010-06-01 (February 2011)
3anponoHoBaHo: AP/08/2022-11-28
(November 2022) - 3miHu Il Tuny - 3miHK 3
AKOCTi. A®I. (iHLWi 3MiHW) - OHOBJIEHHS
mMacTep-galiny Ha A®I Bupo6Hmka Amoli
Organics Private Limited, India
3arBepoxeHo: AOPL/DDA/AP/02/2013-04
3anponoHoBaHo: AOPL-VAP/RDDA/AP-
BP/09/2022-07

71.

BYrinna
AKTUBOBAHE

Tabnetkn no 0,25,
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 2 a6o no 10
6nicTepiB y navuj 3
KapTOoHY

NPAT
"“XIMOAPM3
ABO/,
"YEPBOHA
3IPKA"

YKpaiHa

MPAT "XIMOGAPM3ABO/

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
mMarepianis: YTOYHEHHSA cTartycy
peknamyBaHs B Haka3i MO3 YkpaiHu Ne
633 Big 11.04.2025 B npoueci BHeCeHHs
3MiH (3MiHK | TMNy - AOMiHiCTpaTWBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo
afpecy 3asBHMKa (BnacHuka
peecTpaLinHOro nNoceigyeHHs) 3miHa
HaliMeHyBaHHS 3as1BHVKa Ta 3MiHW Y
HanucaHHi agpecu 3asaBHUKa (BnacHuka
peecTpauiiHoro noceigyeHHs). TepMiH
BBEJEHHS 3MiH MpoTArom 6 micauis nicns
3aTBEPKEHHSA. 3MiHW | Tvny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AIS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL
BUNYyCKy cepii abo MicLie NpoBefeHHs
KOHTPO/IO AKOCTI. (ZisNIbHICTb, 3a Ky
BiANoBigae BUpo6HuK/imnopTep,
BK/1HOHAKUM BUMYCK cepiii) 3MiHa
HalilMeHyBaHHs BUPOOHUKa /13 Ta 3mMiHn y
HanucaHHi agpecy BUpobHuka NN3. 3miHn
BHECEHO B iHCTPYKL,it0 419 MEANYHOIO
3acToCcyBaHHSA NikapCcbKoro 3acoby y
po3ainv "BupobHuk" Ta
"Micue3Haxo4XeHHA BUPOOHUKaA Ta
ajpeca Micusi NPpoBaKEHHS 110r0
[ISNbHOCTI" Ta SIK HACNIAOK - Y BiANOBIAHI
po34inu TEKCTY MapKyBaHHS NepBUHHOT Ta
BTOPUHHOI YNakoBKM NikapCbKoro 3acoby.
TepMmiH BBEEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepxeHHs). Pefakuis B Hakasi -
He nignsrae. BipHa pepakuis - nignsrae.

6e3
peuyenma

nionsiea
€

UA/9148/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
72. | TABAHA® kancynv no 50 wmr; MAT YkpaiHa MAT "KniBmegnpenapat" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/14764/01/04
no 10 kancyny "Kuismeanp mMartepianis: 3MiHu | TUnNy - 3MiHK WoA0 peuenmom
6nictepi; no 2 enapar” 6e3nekn/edpeKTNBHOCTI Ta
6nictepy B navw,i thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
YyNaKoBKM NiKapCbKOro 3acoby y nNyHKTH 3,
8, 17 Ta B TEKCT MapKyBaHHs NepBUHHOT
yNakoBKM Yy NYHKT 6. BBeAEHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
73. | FAHIPENIKC PO34MH ANS iH'EKLi BAT YropwmHa BTOPVHHA yNakoBkKa, YropwuHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/20422/01/01
FEAEOH PIXTEP y nonepeaHL0 "l'epeoH BUMNyCK cepii: BAT marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom
HanoBHEHOMY PixTep" "lepeoH PixTep", [oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
wnpwui no 0,25 YropLimHa; BUpobHMLTBO roTOBOro Nikapcbkoro 3acoby. 3miHa y
mr/0,5 Mn; cKnsHWi Hepo3thacoBaHOro MeTofax BMNpoOyBaHHS rOTOBOTO
wnpuy, o6'emom 1 NPOAYKTY, KOHTPO/Ib AKOCTI nikapcbkoro 3acoby (He3HayHa 3MiHa y
MJ1 i3 3aKpinsieHo (kpim cTepunbHOCTI), 3aTBEPKEHNX METoAax BUNPOBYBaHHS)
TrOJIKOI 3 nepsuHHa ynakoska: BAT HesHauHi 3miHM 3a nokasHukom "KinbkicHe
HepxXasitouoi cTauli 3 "lepeoH PixTep", BM3HAYEHHS Ta igeHTudikauis gitoyor
YKOPCTKOIO YropLumHa; KOHTposb peyvosuHU" MeTogom YBEPX. BeefeHHs
HacafKow, 3aKpuTuii AKOCTI (CTEPUIBHICTB): peAakuiiHnX 3miH. 3MiHu | Tuny - 3miHu 3
Npo6KoI-NopLIHEM BAT "lepeoH Pixtep", SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3i WToKoM, no 1 abo YropwuHa KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby.
6 wnpuyis y 3MiHa y MeTofax BMNpo6yBaHHsi rOTOBOTO
KapTOHHI KopooLi nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
He3HauHi 3MiHM 3a NOKa3HMKOM
"CynpoBigHi gomiwwkun" metogom YBEPX.
BBefieHHs1 pefakLifiH1X 3MiH
74. | TAHPOPT® Kpanni ouHi, no 3,0 E66BI HimeuunHa AnnepraH IpnaHgis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/11121/01/01
MY do/1aKoHi- [oiuneng dapmacbioTikans lpnaHgis mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peyenmom
KpanesibH1Li 3 vbX i Ko. 6e3nekn/ed)eKkTBHOCTI Ta
nonietTuneHy, no 1 Kl hapMakoHarnsgy. 3miHa 4yactoTu Ta/abo

abo 3 donakoHu-
KpanesibH1Li B
KapTOHHI nayui

TEPMIHIB NOAaHHSA perynspHo
OHOB/tOBaHMX 3BITIB 3 6e3NeKn NikapCbknx
3ac06iB - 3MiHM Y YyacToTi Ta garax
NnoAaHHA perysispHoO OHOBJIIOBAHOTO 3BITY
3 6e3neku MaHdopT. ditova pegakuis:
YactoTa nofiaHHsa perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn 3 poku.
KiHueBa faTa 415 BK/IYEHHS AaHnX [0
PO3b - 19.11.2018 p. [aTta noAaHHs -
17.02.2019 p. NponoHoBaHa pejakuis:
YacToTa nogaHHsa perynsipHo
OHOB/IKOBAHOrO 3BiTY 3 6e3nekn 5 pokis.
KiHueBa faTa /15 BK/IOYEHHS AaHnX [0
PO3b - 19.11.2026 p. [laTta nogaHHA -
17.02.2027p. PekomeHA0BaHO [0
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3aTBEpMAKEHHS BIAMNOBIAHO A0
NepiofVYHOCTI MOJaHHA perynspHo
OHOB/IIOBAHUX 3BITiB 3 6e3neKu NiKapCbknx
3acobiBy €C.
75. | TENb renb, 1000 MO/r no ToBapucTBO Ykpaina ToBapuCcTBO 3 0OMEXEHOI Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/16419/01/01
FENAPVUHOBUIA 251 abo 50 ry Ty6i; 3 BiANOBIAA/TLHICTIO marepianis: 3miHu | Tuny - peyenma
no 1 Ty6i y kopo6ui 3 | obmMexeHot "®apmaueBTnyHa hipma AAMiHICTpaTUBHI 3MiHW. 3MiHa
KapToHY Bignosigab "BepTekc", HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKA
HiCTIO Ykpaina" (BNacHvka peecTpauiiHoro nocBig4YeHHs) -
"®apmaveBT (BUPOBOHMLTBO 3 MPOAYKL,i 3MiHa agpecu 3asBHUKa
nyHa chipma in bulk ToBapucTBa 3
"BepTekc" 06MEXeHOo
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomnaHisa "30pos'a",
YKpaiHa)
76. | FIHO®NOP Tabnetku MegiHoBa LLiseiiuapis BUPOGHMLTBO, NEPBUHHE HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/1851/01/01
BariHanbHi; no 2 Al Ta BTOPUHHE NakKyBaHHSA: LLiBeiuapis marepianis: 3miHu | Tuny - 3MiHK Woa0 peyenma
Tabnetkn y 6nictepi; Xaynt ®apma Amaper 6e3nekn/edeKTBHOCTI Ta
no 1 6nictepy B v6X, HimeuunHa,; thapmakoHarnagy (iHLwi 3MiHn) - 3MiHK
KapTOHHI kopobuyj; KOHTPO/b SKOCTi Ta BUMYCK BHECEHO B TEKCT MapKyBaHHS NMepBUHHOT
no 6 TabneTok y cepii: MegiHoBa AT, (n. 6) Ta BTOPMHHOT (N. 17) ynakoBOK
6nictepi; no 1 a6o 2 LBeiiyapis nikapcbKoro 3acoby Loao norotuny
6nictepu B 3asBHMKa. BBeeHHs 3MiH NpoTsArom 6
KapPTOHHI Kopobui MicSLIB MicNs 3aTBEPKEHHS.
77. | TNIBEHKNAMIA, Tabnetkv no 5 mr, MAT Ykpaina MAT "dapmax” YkpaiHa BHECEHHS 3MiH 10 peecTpavuintHnx 3a UA/6631/01/01
no 10 TabneTtok y "dbapmak” martepianis: 3MiHu | TMny - 3MiHK WoA0 peuyenmom
6nicTepi; no 5 abo 6e3nekn/edeKTBHOCTI Ta
no 10 6nictepis y thapmakoHarnagy (iHwi 3MiHu)
nauuj BHeceHO He3HauHi 3MiHM Y TeKCT
MapKyBaHHs NepBuHHOI (. 6) Ta
BTOPUHHOI (n. 11, 16, 17) ynakoBku
NiKapCbKoro 3acoby, a TakoX YTOYHEHO
iHdhopmauito woao norotuny. BeegeHHs
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBepKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). OHoBNEHO
TEKCT MapKyBaHHS NepPBUHHOI Ta
BTOPVHHOT yNakoBKM /1iKapCbKoro 3acoby,
a came BUIyYeHo iHhopmalLito, 3a3HauyeHy
POCICEKOI0 MOBOIO, Ta BUKNAAEHO i
aHrNilicbko MOBOIO.
BBefieHHs 3MiH NpoTArom 6-Tn MicALiB
nicns 3aTBepKEHHs.
78. | FNIBEHKNAMIA- Tabnetku no 5 mr; TOBAPUCT Ykpaina TOB "®dapmaueBTUYHA YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a UA/4647/01/01
3400POB'A no 10 TabneTok y BO 3 KomnaHis "3gopos'a” marepianis: 3miHu | TRy - 3MiHK Woa0 peyenmom
6nicTepi; no 5 OBMEXEH 6e3nekn/edPeKTNBHOCTI Ta
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
6nictepiB y (e]}0) thapmakoHarnagy (iHwi 3MiHu)
KapTOHHI kopobuyj; BIAMOBIOA OHOBNEHHA TEKCTY MapKyBaHHsA
no 50 TabneTok y NbHICTIO NnepBUHHOI Ta BTOPUHHOT YNakoBOK
KOHTeliHepi; no 1 «KOPTIOPA nikapcbKoro 3acoby, a came:
KOHTElHepy y LA - BUNy4YeHo iHdopmaLito, 3a3HaveHy
KapTOHHiiA KopobLyj; «300POB’'A POCiliCbKO0 MOBOIO;
no 50 TabneTok y » - YTOUYHEHO iHhOpMaLiio 040 /IoroTMny
KOHTelHepax 3asBHMKa Ta TEXHIYHOT iIHGhopMaLliT;
- BHECEHO He3HauHi pefakLiliHi npaBku B
TEKCT MapKyBaHHs MEePBUHHOI Ta
BTOPVHHOT yNakoBKM /1iKapCbKOro 3acoby.
TepMmiH BBELEHHSI 3MiH NPOTArom 6 MmicsuiB
nicns 3aTBepKEHHS.
79. | FMITENK niocpinizat ans MNAT Ykpaina MAT "KuiBmegnpenapat" Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHnx 3a UA/12177/01/01
po3unHy ans iv'ekuin | "Kvismegnp marepianis: 3miHu | Tuny - 3miHK Woa0 peyenmom
no 400 mr, 1 cpnakoH enapat” 6e3nekn/edreKTBHOCTI Ta
3 niodpinizatom B hapmakoHarnagy (iHwi 3MiHn) 3MiHK
KoMmnekTi 3 1 BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
amnysot yNaKoBKM MiKapCbKOro 3acoby y MyHKTU 3,
po3uMHHKKa (BoAa 8, 17 Ta B TEKCT MapKyBaHHA NepBUHHOI
ANs iH'ekui) no 3,2 yNakoBKM y NyHKT 6. BBeAeHHS 3MiH
M1 B KOHTYPHIfA npoTArom 6-Tu MicAuiB nicns
YapyHKOBIi 3aTBEPAXKEHHS
ynakosuj; no 1
KOHTYPHIlA
YapyHKOBIli ynakoBLyj
B NayLi 3 KAPTOHY
80. | rNoOAY HACTOUMKA | HacToiika no 25 mn MPAT Ykpaina MPAT "XIM®APM3ABO/ Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX bes niosnsiea UA/8383/01/01
a6o 100 mny "XIMPAPM3 "UEPBOHA 3IPKA" martepianis: 3miHu | TMny - peuyenma €
hnakoHax CKISHUX; ABO/[, AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 1 dpnakoHy B "YEPBOHA HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
nauui; no 25 mn a6o 3IPKA" (BNacHvKa peecTpauiiHoro nNocBigYeHHs) -

100 mn y chnakoHax
CKNsAHKX; no 100 mn
y 6aHkax;

no 100 mny
hnakoHax
nonimepHux; no 100
My doniakoHax
nonimepHux; no 1
hnakoHy B naywi 3
KapTOHY

3MiHa HaliMeHyBaHHS 3asBHUKA Y 3B’A3KY
3i 3MIHO OpraHi3aujiiiHo-NpaBoBoi hopMu
nianpuemMcTBa.BeefeHHs 3MiH NnpoTarom 6-
TN MiCALIB NiCNA 3aTBEPMAKEHHS. 3MiHK |
TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUAUM AiNTbHUL
BWMYCKy cepii abo MicLe npoBeaeHHs
KOHTPOJO SAKOCTI. (AiS/IbHICTb, 3a Ky
BignoBigae BMpOGHuK/iMnopTep,
BK/IHOUA0UM BUMYCK Cepilf)
3MiHa HaliMeHyBaHHA BUPOGHWMKA Y 3B’A3KY
3i 3MiHO OpraHi3aujiiiHo-npaBoBoi hopMu
nignpvemMcTaa. TakoX [OMNOBHIETbHCH




75

n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

HanvcaHHs agpecu y BignoBigHICTb A0
Aitoyoi niteHsii. BupobHnya AinbHuLA Ta
BCi BUPOGHWYI onepadiii 3anmwarTbes 6e3

3MiH.
3MiHM BHECEHO Y po3ainy "BupobHuk" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LiSNbHOCTI" B IHCTPYKLiO 418 MeguyHoro
3aCTOCYBaHHSA Ta K HACMifOoK - Y TEKCT
MapKyBaHHS YNakOBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NpoTArom 6-tu
MicsLiB NiCNs 3aTBEPAYKEHHS.

81.

AANMAKCIH

ma3sb, 20 mr/r; no 25
ry 1y6i; no 1 Ty6i B
nauj 3 KapToHy

MPAT
"XIMOAPM3
ABOJ,
"YEPBOHA
3IPKA"

YKpaiHa

MPAT "XIM®GAPM3ABO[,

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvika peecTpauiiiHoro nNocBigYeHHs).
3MiHa HaliMeHyBaHHS 3asiBHUKa Ta 3MiHW Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiiHoro nocBig4eHHs1). TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBepKeHHs. 3MiHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaPKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN LiTbHAL
BWMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJO SIKOCTI. (AIS/IbHICTb, 3a Ky
BiAgnoBigae BUpo6HMK/iMnopTep,
BK/IOUA0UM BUMYCK cepiii). 3MiHa
HaliMeHyBaHHs BUPO6HUKa /13 Ta 3MiHn y
HanucaHHi agpecu BMpoGHuKa M13. 3miHn
BHECEHO B po3Ainv "BupobHuk" Ta
"Micue3Haxo4KeHHA BUPOOHUKaA Ta
ajpeca Micusi NPoBaKEHHS 110r0
OISNBHOCTI" B IHCTPYKUitO AN MeAUYHOTo
3aCTOCYBaHHSA MiKapcbKoro 3acoby, sk
HacnifokK - BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby.

TepmiH BBEAEHHSA 3MiH - NpOTArom 6
MicALIB MicnA 3aTBepKEHHSA. 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu). 3miHun
BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(NyHKT 5) Ta BTOpUHHOI (NyHKTK 11, 17)
YNaKoBOK NIiKApCbKOro 3acoby; BUyYEHO

6e3
peyenma

niosnsiea
€

UA/4182/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
iHchopMmaLito, 3a3HaueHy poCiliCbKoo
MOBOI0. TepMiH BBEAEHHS 3MiH - NPOTAroM
6 micauis nicns 3aTBepAkeHHs
82. | ABALE 200 rpaHynv ans MpAT Ykpaina MpAT "®dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 UA/19261/01/01
FAPSUMIA HAMIA OpasIbHOro PO34UHY "®apmaueBT chipma "JapHuus” mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuyenma
no200mr/lr;nolr nyHa hipma [oTOBWI Nikapcbknii 3aci6. 3MiHN Y
y cawwe; no 20 cawe "OapHuusa” BMPOOHULTBI (iHLWi 3MiHW) - BHECEHHS 3MiH
B nauuj B po3ain 3.2.P.3.3. Onuc BUpo6HMYOro
npoLecy Ta KOHTPO/II0 NPOLECY, a came:
npoLec nakyBaHHs AOAATKOBO A0
3aTBEPAKEHOrO paHille NpoLecy py4YHOro
nakyBaHHS [JOMNOBHEHO aslbTEPHATUBHUM
METOA0M BTOPUHHOTO NaKyBaHHA
(nakyBasibHa fliHis).
83. | ABALE IOHI rpaHynun ans MpAT Ykpaina MpAT "®apmauesTuyHa Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHnx bes UA/19262/01/01
FAPSUMIA HAMIA OpasIbHOro PO34nHY "®apmaueBT chipma "OapHuus” mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenma
no 600 mr/3r; no 3r nyHa chipma [oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
y catue; no 6 cawe B "AapHnus” BMPOOHULTBI (iHLWi 3MiHW) - BHECEHHS 3MiH
nauuj B po3gin 3.2.P.3.3. Onuc BUpo6HUYOro
npoLecy Ta KOHTPO/II0 NpoLecy, a came:
npouec nakyBaHHs f0AaTKOBO [0
3aTBEPAKEHOrO paHille npoLlecy py4YHOro
nakyBaHHS JONOBHEHO aflbTePHATUBHUM
MeTOA0M BTOPMHHOMO NaKkyBaHHS
(nakyBasibHa NiHis).
84. | IXAPAIHC® TabneTku, BKpUTI BepiHrep HimeuunHa B1po6HMLTBO, NakyBaHHS, HimeuunHa BHECEHHS 3MiH 10 peecTpavuintHnx 3a UA/14980/01/01
NNiBKOBOKO IHrenbxanm MapKyBaHHs1, KOHTPOJ1b mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuyenmom
060/10HKOI0, N0 25 IHTEpHeLHN AKOCTI, BUMYCK cepil: A®I. KoHTposb A®I. 3miHa y meTogax
mr; no 10 TabneTok 6X BepiHrep IHrenbxaim BUNpo6yBaHHSA APl abo BUXigHOrO

y nepchopoBaHoOMy
6nicTepi; no 1 abo 3
6nictepn y
KapTOHHI KOpOOL;

dapma 'm6X i Ko. KI,
HimeyuunHa; MepBuHHe Ta
BTOPUHHE NakyBaHHs,
MapKyBaHHs: PoTTeHgopd
dapma 'm6X, HimeuunHa;
Brvpo6bHMUTBO TabneTok
"in-bulk", KOHTPO/Ib AKOCTI
(3a BUHAITKOM TeCTY
"Mikpob6ionoriyHa
yucToTa"), BUNycK cepi:
PotTeHgopc ®apma
'M6X, HimeyunHa

mMaTtepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci BupobHMUTBa AD| (HEe3HaYHI
3MiHW Y 3aTBEPKEHUX METoAAX
BMNPOOYBaHHS) -

HesHauHi 3miHn y meTogi I'X ans
KOHTPOJIH0 OpPraHiyHMX AOMILLIOK Y BUXIOHI
peyosuHi Glucono-delta-lactone, ska
BMKOPUCTOBYETLCA /18 BUPOGHMLTBA AD|
emnarnich1o3nH. HesHauyHa 3miHa y
NPUroTyBaHHI BUXiAHUX PO3YMHIB; 3MiHA
column stationary phase Ha ekBiBafIeHTHy;
He3HauHi pegakuiriHi 3MiHW. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax sunpobysaHHa APl abo
BUXIAHOTO MaTepiany/NpoMixKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci BupobHmUTBa AP| (HEe3HauHI
3MiHW Y 3aTBEPKEHUX METOAAX
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BMNPO6YBaHHSA) - He3HauHi 3mMiHM y MeTogi
"X AN KOHTPONIO OpraHiYHNX AOMILLOK Y
npomixkHoMmy npoaykTi TMS Lactone, sikuii
BUKOPVCTOBYETLCA 151 BUPOOHULTBA ADI
emnarnichN103nH. HezHayHa 3miHa y
NPUroTYBaHHI BUXiAHUX PO3UYMHIB; 3MiHA
column stationary phase Ha ekBiBasieHTHy;
He3HauHi pefakuiliHi 3MiHU. 3MiHK | Tuny -
3MiHn 3 aKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa A®l abo
BUXIAHOrO MaTepiany/npomixkHOro
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BUpo6HMUTBa AD| (HEe3HaYHI
3MiHWU Y 3aTBEPAKEHUX METoAaxX
BMNpPobyBaHHSA) - He3HauHi 3mMiHW y MeTogj
BEPX [7191 KOHTPOJTH0 OpraHiyHuX AOMILLIOK
y npomixHomy npoaykTi Bl 10733 lodide,
AKUIA BUKOPUCTOBYETLCS AN15 BUPOBHMLTBA
A®| emnarnidpno3vH. HesHauHi pegakuiiiHi
3MiHW.

85.

IPKAPAIHC®

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, Nno 10
mr; no 10 TabneTok
y nepdphopoBaHoMy
6nictepi; no 1 a6o 3
6nictepn y
KapTOHHI KopooLli

BepiHrep
IHrenbxanm
IHTEepHeLwHN

m6X

HimeuyunHa

BMpPOGHMLTBO, NakKyBaHHS,

MapKyBaHHS, KOHTPO/b
SKOCTI, BUMYCK cepil:
BepiHrep IHrenbxainm
dapma 'mbX i Ko. KI,

HimeyunHa; MepBuHHe Ta

BTOPWHHE MaKyBaHHS,

MapkyBaHHA: PoTTeHgopd
dapma M'm6X, HimeuyunHa,;

BrnpobHMuTBO TabneTok

"in-bulk", koHTpoOnb AKOCTI

(3a BUHAITKOM TecTy
"Mikpob6ionoriuHa
ymcToTa"), BUNyck cepii:
PotteHgopch ®apma
'm6X, HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®L. 3MiHa y meTogax
BunpobyeaHHA APl abo BMXigHOTO
mMarepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6HmuTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METoAAX
BMNPOBYBaHHS) -

HesrauHi 3miHn y meTogi I'X ans
KOHTPOJI0 OpraHiYHUX AOMILLOK Y BUXIAHINA
peyosuHi Glucono-delta-lactone, sika
BMKOPUCTOBYETLCA A8 BUPOGHMLUTBA AD|
emnarnichno3nH. HesHayHa 3MiHa y
NPUroTyBaHHiI BUXiAHUX PO3YMHIB; 3MiHA
column stationary phase Ha ekBiBa/fIeHTHY;
He3HauHi pefakuiliiHi 3MiH1. 3MiHW | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax sunpobysaHHa APl abo
BMXifHOro marepiany/npomixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6HmuTBa A®| (He3HauHi
3MiHW Y 3aTBEPAKEHUX METoAAX
BUNPOBYBaHHS) - He3HauHi 3MiHU y MeTogi
"X AN5 KOHTPOSIIO OPraHivyHNX AOMILLOK Y
npomikHoMy npoaykTi TMS Lactone, sikuii
BMKOPUCTOBYETLCA A/151 BUPOOHULTBA AdDI
emnarnido3vH. HesHayHa 3miHa y

3a
peyerimom

UA/14980/01/02




78

n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

NPUroTYBaHHI BUXiJHNX PO34YUHIB; 3MiHa
column stationary phase Ha eKBiBa/IeHTHY;
He3HauHi pefakuiliHi 3MiHU. 3MiHn | Tuny -
3MmiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa

y MeTogax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMixkHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPO6YBaHHS) - He3HauHi 3mMiHM y MeTogi
BEPX 47191 KOHTPO/I0 OpraHiyH1X AOMILLOK

y npomixHomy npogykTi Bl 10733 lodide,
AKUIA BUKOPUCTOBYETLCA A/15 BUPOOHMLTBA
A®| emnarnidpno3vH. HesHauHi pefakuiiiti

3MiHW.

86.

JVNKNO-®

Kpanni ouHi 0,1 % no
5 mn y chnakoHi-
KpanenbHuui; no 1
dhnakoHy-
KpanesibHULi B nauLi

CEHTICC
®APMA
MnBT. NTA.

IHais

CEHTICC ®APMA MBT.
nTa.

IHgis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA Ha NiacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /iKapCbKOro
3acoby B nicnsipeecTpaviiiHuii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTYy 3 AOCNIAKEHb,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpnyHux gocnimxkeHnb (PIP) (3MiHy
Y3rOZPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHUM OpraHoMm)
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby B po3fin "3acTocyBaHHS y nepios
BariTHOCTi abo rogyBaHHsA rpyaa”
BiAANOBIAHO [0 OHOBNEHOI iHChopMaLi 3
6e3neku Ailo4oi pevoBrHN. BBefeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3arBepKeHHs. 3MiHu | Tvny - 3MiHu Wwoao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO 10 IHCTPYKLi 415 MeanyHOro
3aCTOCYBaHHSA /liKapCbKoro 3acoby B
po3ain "Mo6iyHi peakuii WoA0 3BiTyBaHHSA
npo No6ivHI peakLii, a TakoX nepemilleHo
afpecy KOHTaKTHOT 0cobu 3
dhapmakoHarnsgy 3asBHUKa 3 po3giny
"Mo6iyHi peakui” B po3gin "3asBHuK".

3a
peyenmom

He
nionsieae

UA/2905/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BBeaeHHS 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepkeHHs
87. | ANKNODPEHAK renb 50 mr/r,no 40 r MPAT YkpaiHa MPAT "XIM®GAPM3ABO/ YKkpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 nidnsieae UA/0708/02/02
reno y Tyo6i "XIMOAPM3 "UEPBOHA 3IPKA" marepianis: 3miHu | Tuny - peyenma
a/tOMiHIeBIN Ne 1; y ABO[ AOMiHICTPaTUBHI 3MiHW. 3MiHa
nauuj 3 kKapToHy; Nno "YEPBOHA HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
100 ry Ty6i 3IPKA" (BNacHvkKa peecTpauiiHoro nocBig4YeHHs) -
namiHaTHiA Ne 1; y 3MiHa HaliMeHyBaHHs 3asiBHUKA Ta 3MiHW Y
nauvj 3 KapToHy HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiHoro nNocBig4yeHHs1). 3miHu |
TMNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHS AiANbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [iTbHNL
BMMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJO SIKOCTI. (AISSIbHICTb, 3a SIKy
BiAgnoBigae BUpo6HWK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHs BUPO6HUKa /13 Ta 3MiHM y
HanucaHHi agpecu BMPoGHuKa M13. 3MiHn
BHECEHO B iHCTPYKL,iO 419 MEANYHOIO
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBa/KEHHS NOr0 AisNIbHOCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BBefeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS
88. | ANKNO®DEHAK renb 50 mr/rno 40 r MPAT Ykpaina MPAT "XIM®APM3ABO/ Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX bes He UA/0708/02/02
rento y Ty6i "XIMPAPM3 "YEPBOHA 3IPKA" mMartepianis: 3MiHu | TUNYy - 3MiHKU WOA0 peuyenma nionsieae
antoMiHieBin Ne 1; y ABO/[, 6e3nekn/edeKTMBHOCTI Ta
nauui 3 KapToHy; Nno "YEPBOHA thapmakoHarnsgy. 3miHa y KopoTkili
100 ry Ty6i 3IPKA" XapakTepucTuLli Nnikapcbkoro 3acooby,

namiHaTHi Ne 1; y
nauui 3 KapToHy

TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /iKkapCbKoro
3acoby B nicnspeecTpaviliHnii nepios, abo
AIK pe3ynbTaTt OUiHKM 3BIiTYy 3 AOCNIAKEHb,
npoBeeHVX BifnoBigHO 40 niiaHy
negiatpnyHux gocnimxkeHns (PIP) (3MiHy
Y3rOZ)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHeceHOo A0 IHCTpykKuii ans
MeMYHOro 3acTOCyBaHHS NikapCbKoro
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3acoby Ao posginis: "lMpoTunokasaHHs",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” Wwoao 6esnekn
3aCTOCYBaHHS Ajil040i PeUYOBUHM
AvkiodeHak BifNoBiAHO 0 pekoMeHaaLliit
PRAC. BBefieHHS 3MiH NpoTArom 3-0x
MiCsILiB Micnsi 3aTBEPAKEHHSI
89. | AONIOKC PETAP/ TabneTku, BKPUTI "HOHIK IHais FOHiK PapmacbioTuKasl IHAis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a UA/3939/02/01
nAiBKOBOO dapmacsioT Na6opaTopi3 (BiagineHHs marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom
060/10HKOH, nkan chipmu "Ix. B. Kemikans [oTOBWIA Nnikapcbkumii 3aci6. KoHTponb

NPOJIOHroBaHoI Al
no 100 wmr, no 10
TabneTok y 6nictepi;
no 1, no 2, abo no
10 6nicTepiB y
Kopoo6Li

Nab6opaTtopi3

(BipgineHHs
hipmn " Ox.
B. Kemikans
eHf
PapmacbioT
nkans fitg.")

eHf, dapmacbioTukan3

nrat)

rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
OHOBJ/IEHHS BXE 3aTBEPKEHNX METOZIB
KOHTPOJI0 SIKOCTI Jlikapcbkoro 3acoby, a
came: BUKNAAEHHS TEKCTY AEePXaBHOK
MOBOHO 3lijHO Cy4aCHUX BUMOT.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepiKeHHs. 3MiHu | Tuny - 3MiHK
3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax 36epiraHHs
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
- NpMBeAEeHHs iHhopMaLlii 3a3Ha4YeHol y
po3aini “YmoBwu 36epiraHHA” A0 maTtepianis
BMPOGHMKA. 3aTBEPAKEHO: XpaHUTb Npu
Temneparype He Bbie 30°C B CyxoMm,
3alUMLLEHHOM OT cBeTa MecTe. XpaHuTb B
HefoCTYNHOM AnA feTei mecTe.
3anponoHoBaHo: 36epiratv B
opwuriHabHil ynakoBLji npy Temneparypi
He BuLe 30°C. 36epirati B HEAOCTYNHOMY
Ons pitei micui. BBegeHHs 3MiH MpoTSArom
6-TN MicALIB NicnA 3aTBEPLKEHHSA. 3MiHN |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro Nnikapcbkoro
3aco6y. 3miHa napameTpiB cneyudikadlii
Ta/abo fonyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHwi 3MiHK) - CynyTHSA
3MiHa - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTofax
BMNPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHwWi 3MiHM y meTogax
BMMNpo6yBaHb (BK/OYaoUM 3amiHy abo
[LOMNOBHEHHS)) NpUBEAEHHS creuudikaLi
Ta MeTOAiB KOHTPOJII0 A0 MaTepiasnis
BVPOGHMKA, pefaKTOPChbKi 3MiHU.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmXeHHs - 3MiHu | Tuny -
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) - 3MiHK
BHOCATLCA A0 po3ainy "MapkyBaHHA" B
3aTBepaxeHnx MKA y 3B'A3ky 3
OHOB/EHHAM iHGhopMaLiT.
3areepaxeHo:Mapkuposka Mpunaraetcs.
3anponoHoBaHo: MapkyBaHHS. 3rifgHO
3aTBEPKEHOro TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuis
nicns 3aTBepKEHHs.

90.

AONEriT®

Tabnetku no 250 wmr;
no 50 TabneTok y
donakoHi; no 1
hnakoHy B
KapTOHHI KOpo6Lii

3AT
PapmaLesT
NYHWIA 3aBOA

Eric

YropLmHa

3AT dapmaueBTUYHNIA
3asog ElIC

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
BUPOBHNYOT AiNbHULL (BKIHOYAOUN
AinbHUUi Ana A®l, npoMiXHOro NPoAyKTy
ab0o roToBOro fikapcbKoro 3acoby,
AiNbHUUI NS NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, MmicLe NpoBeaeHHSI KOHTPOSO cepii)
abo nocTavyasibHMKa BUXIAHOTO matepiany,
peareHTy abo fONOMiXHOI pEYOBUHN
(AKLLO 3a3HAYeHO Y A0CLE) - BunyyeHHs
BMPOGHMKA Ajil0H0T peyoBrHM MeTugona -
TEVA PHARMACEUTICAL INDUSTRIES
LTD, I3painb. 3anmwaroTbes
anbTepHaTVBHI 3aTBEepAKEHi BUPOOHUKM, a
came: Egis Pharmaceuticals PLC,
YropwwmHa Ta Zhejiang Chiral Medicine
Chemicals Co. Ltd., Kutaii.

3a
peyenmom

UA/9455/01/01

91.

AOTABICT

PO3UMH NS iH'EKLiN,
279,32 mr/mn (0,5
MMOb/M/);

no 5 mn a6o 10 mn,
a6o 15 mn, abo 20
mn, abo 60 mn, abo
100 mn y chiakoHi;
no 1 dpnakoHy B
nauui;

no 10 mn a6o15 mn,
abo 20 mny
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
wnpuuy y 6nictepi,
no 1 a6o 5 6nictepis
Y nayi 3 KApTOHYy;

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/ed)eKkTBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapakTepucTuL,i nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHs NikapCbKoro
3acoby B micnspeecTpaviiiHiii nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAILKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnimxkeHns (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom)
3MiHV BHeceHi A0 IHCTpyKUji ans
MeJMNYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby 0 po3ginis "OcobanBocCTi

3a
peyerimom

He
nionsieae

UA/16798/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

no 10 mn a6o 15 mn,
abo 20 mny
nonepeaHbLo
HanoBHEHOMY
wnpwui; no 1
nonepeaHbLo
HanoBHEHOMY
LUNpULY, 3 OKPEMO
BK/1aZIEHOH FOJIKOO
Y KOHTelHepi Ta
/abo ynopom ans
nanbLis y 6nictepi;
no 1 a6o 5 6nictepis
y nauli 3 KapToHy;
no 10 mn a6o 15 mn,
abo 20 mny
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
wnpuuy y 6nictepi 3
OKPeMO BK/1afeHOL0
rO/IKOt0 y
KOHTeliHepi Ta/abo
ynopom Ans nanbLis
y nayui; no 1 abo 5
61icTepiB y nayui

won

3acTocyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi a60 roAyBaHHs rpyaar” Woao
6e3nekn 3acTocyBaHHs Ajt040i Pe4YOBUHM
BiANOBIAHO A0 pekomeHgauin PRAC EMA.

BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepayKeHHs.

92.

JNOLETAKCEN
AKKOPJ,

KOHLeHTpaT ana
pO34nHy Ans
iHdpysii, 20 mr/m;
no 1 mn (20 mr) a6o
4 mn (80 wmr) a6o 8
M (160 mr) y
hnakoHax, no 1
hnakoHy B
KapTOHHI nayui

Akkopf,
Xenckea
C.Y.

IcnaHis

BMPOGHULITBO, KOHTPO/1b
AKOCTI, NEPBUHHE Ta
BTOPUHHE NaKyBaHHs:
IHTac ®apmacbloTikanc
Nimite, IHais;
IHTac ®apmacbloTikanc
Nimites, 1HAis;
BTOPUHHE NakyBaHHS:
Akkoppg, Xenckea Jlimiteg,
Benuka BpuTaHis;
CuHonTtus IHgacTpian Cn.3
0.0., Monbua;
KOHTPO/b AKOCTI cepii:
€spochiHc AHaniTikan
Cepgices XaHrepi K.,
YropumHa;
Papmagokc Xenckea /T4,
ManbTa,;
BMPOGHULITBO, NEPBUHHE
Ta BTOPVHHE NakKyBaHHS:

IHais/
Benvka
BpuTtaHis/
YropwmHa/
TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
BUPOBHNYOT AiNbHULL (BKIHOYAOUN
AinbHUUi Ana A®l, npoMiXHOro NPoAyKTy
ab0o roToBOro sikapcbKoro 3acooy,
AiNbHULI NS NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, MmicLe NpoBeaeHHSI KOHTPOSO cepii)
abo nocTavyasibHMKa BUXIAHOTO matepiany,
peareHTy abo fONOMiXHOI pe4OBUHN
(AKLLO 3a3HaYeHO Y AOCLE). BunyyerHs
BUPOBHMYOT AiNbHULI BiANOBIAANBHOI 3a
BMNyck cepii, a came AKKOP/, XE/ICKEA
NIMITEA, Benuka bputanis/ACCORD
HEALTHCARE LIMITED, United Kingdom.
3annwaeTbCs aslbTEPHATUBHUIA BUPOOHMK
Akkopg Xenckea lMoncka Cn. 3 0.0. Ckniag,
ImnopTtepa/Accord Healthcare Polska Sp.
z 0.0. Magazyn Importera. BeegeHHs 3MiH

3a
peyenmom

UA/17408/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

OHko Inak CaH. Be Tigx.
A.C., TypeyuunHa;
KOHTPO/b AKOCTI cepi:
SAPMABANIA NT4.
Mikpob6ionoriuHa
nabopartopis, YropLimHa,;
BiANOBIAa/IbHUI 32 BUMYCK
cepil:

Akkoppg Xenckea lMoncka
Cn. 3 0.0. Cknap,
IMnoptepa, MNMonblua

npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHS.

93.

JNPOBENIC

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKoOI0, 3
Mmr/14,2 wr, no 28
Tabs1eToK, BKpUTUX
NNiBKOBOKO
060/10HKOID, Y
6nicTepi (24 poxesi
aKTUBHI TabneTkn Ta
4 6ini TabneTkn
nnaue6o); no 1 abo
no 3, abo no 6, abo
no 13 6nictepis
pasoM i3 KapTOHHUM
dyTNspom ans
36epiraHHsa 6nictepa
Tal, 3,6 a60 13
caMoK/1eruMmMm
TUKHEBVMM
KaneHgapsMm-
cTukepamu y
KapTOHHI KOpo6Lii

BAT
"lepeoH
PixTep"

YropmHa

BMPOGHMLTBO rOTOBOI
nikapcbkoi hopmu,
chacoBka, ynakoBka,
KOHTPO/b AKOCTI (XiMiKO-
hi3NYHI MOKA3HWIKM),
BUNycK cepii: BAT
"l'epeoH PixTep",
YropLyHa; KOHTPOsb
AKOCTi (MiKpobionoris):
BAT "lepeoH Pixtep",
YropLyHa; BUpo6H1LTBO
roToBOI NiKapcbKoi
dopmu, thacoska,
ynakoBKa, KOHTPO/Ib AKOCTI
(XimiKo-pi3nyHi
nokasHukm): Xaynt ®apma
MtoHcTep MTM6X,
HimeyunHa; KOHTpONb
[aKocTi (Mikpo6ionoris):
TEX®apm 'm6X,
HimeyunHa; KOHTpOnb
AaKocTi (Mikpo6ionoris):
Na6op NIC CE eHg Ko. KT,
HimeyunHa

YropwmHa/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. 3mMiH1 y KOpoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeZMNYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMUW AaHVMMM 3 SIKOCTi, AOKiHIYHUMU,
KNIHIYHUMW fJaHUMK Ta JaHMu 3
hapmakoHarnsgy - 3miHM BHECEHO A0
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BnactnsocTi”
("®apmakokiHeTuka") Ta "Cnoci6
3acTocyBaHHA Ta 031". BBeAeHHS 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS

3a
peyenmom

He
nidnsieae

UA/20281/01/01

94.

APOTABEPVH

Tabnetkv no 0,04 r;
no 10 TabneTok y
6nictepi; no 1 a6o 2
6nicTepu B nayu;j 3
KapToHYy

NPAT
"XIMOAPM3
ABO/
"YEPBOHA

3IPKA"

Ykpaina

MPAT "XIMGAPM3ABO/[,
"UEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3MiHu | TUny -
AOMiHICTPaTNBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs)
3MiHa HaliMeHyBaHHS 3asiBHUKA Ta 3MiHN Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiHoro noceig4yeHHs). TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
AOMiHICTpaT1BHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNbHOCTI

6e3
peyenma

He
nionsieae

UA/2014/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPOGHMKa/imnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHYAKUN [iNTbHULL
BWMNYCKy cepii abo MicLe npoBefeHHs
KOHTPOJO SKOCTI. (ZisNIbHICTb, 3a Ky
Bignosigae BMpOGHuK/iMnopTep,
BK/IHOHAK0UM BUNYCK cepiil) 3MiHa
HaliMeHyBaHHs BUpo6HUka /13 Ta 3mMiHn y
HanucaHHi agpecu BUpobHuka MNN3. 3miHn
BHECEHO B IHCTPYKL,iO 4715 MEANYHOro
3aCTOCYBaHHS /ikapcbkoro 3acoby y
po3ainu "BMpo6HuK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaKeHHs Moro
OiSNIbHOCTI" Ta K Hacnifok - y BiANOBIAHI
pO34inv TEKCTY MapKyBaHHS NepPBUHHOI Ta
BTOPVIHHOT yNaKoBKM /TiKapCbKOro 3acoby.
TepMiH BBEAEHHS 3MiH — NPOTArom 6
MicsLiB NiCNs 3aTBEPAYKEHHS.

95.

LPOTABEPVIH-
JAPHULA

PO3YUH NS iH'EKLN,
20 mr/Mmnno 2 mn B
amnyni; no 5 a6o no
10 amnyny
KOHTYPHilA
YapyHKOBIl
ynakosui; no 1
KOHTYpHilA
YapyHKOBIli ynakoBLyi
y nauui

MpAT
"®apmaueBT
nyHa thipma

"fapHuua”

YKpaiHa

MpAT "dapmaueBTnyHa

chipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) OHOBEHHS
TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPUHHOI YNakoBOK NiKapCbKoro 3acoby,
a came: - BUTy4eHo iHhopmadito,
3a3HayeHy pociiicbKolo MOBOIO; - M. 3.
"MEPENIK AOMOMPKHNX PEHOBUH"; -
YTOYHEHO iHdhopMaLito Woao noroTuny
3as8BHUKA/BUPOGHUKA; -A0AaH0 QR-kog Ha
BTOPWHHII yNakoBL,i; & TAKOX BHECEHO
He3HauHi pefakuiiiHi NpaBkn B TEKCT
MapKyBaHHS YNakoBOK Nikapcbkoro
3aco6y. TepmiH BBEAEHHS 3MiH - NPOTArOM
6 MicALiB nic/1a 3aTBepAKEHHS.

3a
peyenmom

UA/7468/02/01

96.

E3OMEP

Tabnetku
racTpope3nCTEHTHI
no 40 mr; no 7
Tabnetok y 6nictepi;
no 2 a6ono 4
6nictepn y
KapTOHHI KopooLli

MEPPEPI
SAPMAYEY
TIYI CPN

ITanis

(BUNyck cepii, nepBrHHe
Ta BTOPVHHE NaKyBaHHS)
JTAMIN CAH NPOCNEPO

C.N.A., ITANA,

(NpUroTyBaHHs NPOAYKTY

in bulk) BAN®APMA

IHTEPHELWWNHA C.I.A.,

ITanisa

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BHeceHHst a6o 3miHa(1)
[0 3060B'A3aHb Ta YMOB BMAadi
peecTpauiliHoro NoCBifYEHHSs, BK/IIYa0UM
MnaH ynpasniHHA pr3nkKamu (iHLWi 3MiHK) -
3asBHUKOM HafaHO OHOB/EeHWA MnaH
ynpasiHHA pu3nkammn Bepcis 2.0. 3MiHu
BHECEHO 10 YacTuH: | «3aranbHa
iHdhopmavis» Il «Cneymdikayis 3
6e3nekn» Il «MnaH 3 chapmakoHarnagy»
V «3axoau 3 MiHiMi3ayii pu3aukis» VI
«Peslome nnaHy ynpas/iHHA pusmkamm»

3a
peyenmom

UA/16273/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

VIl «Qopatkun» (nogatku 1-8) y 3B’A3Ky 3
OHOBJIEHHAIM iHpopMaLii 3 6e3neku ajtoyol
peyoBMHN e30Menpason BiANoBIAHO A0
aKkTyasibHOI pechepeHTHOT iHdhopmaLii, a
TakoX y 3B'A3Ky i3 3MiHOWO hopmaTty
BignosigHo Ao sumor Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V
Rev.2 Human Medicines).

97.

EK30/IK

PO3UMH HaLLKIpHWIA 1
%; no 10 mn a6o no
20 Mn y donakoHi; no
1 chnakoHy B nayu,

NPAT
"XIMOAPM3
ABO/
"YEPBOHA
3IPKA"

Ykpaina

MPAT "XIMGAPM3ABO/[,

"UEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs).
3MiHa HalilMeHyBaHHS 3asiBHUKA Ta 3MiHN Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiHoro nNocBig4eHHs). 3miHu |
TMNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [iTbHNL
BWMYCKy cepii abo MicLe NnpoBeAeHHS
KOHTPOJO SIKOCTI. (AISSIbHICTb, 3a SIKy
BiAnoBigae BUpo6HMK/iMnopTep,
BK/IOUA0UM BUMYCK cepiii). 3MiHa
HaliMeHyBaHHs BUPO6HUKa /13 Ta 3MiHM y
HanucaHHi agpecu BMPoGHuKa M13. 3MiHn
BHECEHO B iHCTPYKL,itO 419 MEANYHOIO
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainv «BupobHuk» Ta
«MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca MicLsi NpoBapKeHHs Moro
[ISNbHOCTI» 3 BiANOBIAHNMM 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBK/ NikapcbKoro
3acoby. BBefieHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
yNaKoBKM MiKapCbKOro 3acoby y MyHKTU 3,
17. BBefieHHA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepKeHHs.

6e3
peyenma

nignarae

UA/16629/01/01

98.

ENIrAPA 22,5 MI'

NOPOLLIOK A/ist
NPUroTyBaHHs

pO34MHy Ans

Pekopparti
IHoacTpia
Ximika e

ITanisa

BiANOBIAa/IbHUI 32 BUMYCK

cepit:
Tonmap IHk., CLUA;

CLIA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[0TOBWI1 NikapcbKWii 3aci6. 3MiHK Y

3a
peyenmom

He
nionsieae

UA/5758/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
NiAWKIPHUX iH'EKUI dapmacesTi BiANOBIga/IbHNIA 32 BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
no 22,5 wr,; ka C.n.A. BTOPUHHY YNaKOBKY: [0NYCTUMUX MEX, BCTAHOBNEHUX Y

KOMMAEKT MIiCTUTb 1
NIOTOK Ta CTEPUSIBbHY
ronky. J1otok
MICTUTb NakeTuK 3
BOJ10roONoOr/iMHa0um
M areHTom Ta
nonepegHL0
3'ejHaHy LWnpuLeBy
cucTemy:
nonepegHL0
HanoBHEHWIA LNpULY
A 3 PO3YNHHUKOM,
nonepegHL0
HanoBHEHWIA LINPULY
B 3 nopotukom,
chikcytouni
3'egHyBay 4n1a
wnpuuis Atab 3
KHOMKO. Komniekt
Y KapTOHHIli KOpoobLi.

Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
BMPOGHMLTBO LWnpuua A,
wnpuua b, kiHueBy
yMakoBKy Ta KOHTPO/ib
SAKOCTI:

Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
KOHTPO/b/BMNPOGYBaHHS
cepii:

Tonmap IHk., CLUA,

BiZiNOBIgaNbHUIA 3a
KOHTPO/b/BMNPOGYBaHHS
cepi:

Tonmap IHk., CLUA;

BiANOBigabHUIA 3a
KOHTPONb/BMNPOGYBaHHSA
cepii:
Cnektpan Jata Cepsic,
IHK., CLLA

cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO J1iKapCbkoro 3acoby (BUIy4eHHs
HecyTTeBOro BUNpobyBaHHA B Npoueci
BMPO6HULTBA) - BunyuyeHHs 3 IPC (in-
process control) Bunpo6yBaHHs «Burst
testing of the thermoformed trays» (Tect
Ha MiLHICTb TEpMIYHO hopMOoBaHNX
KOHTelHepiB AnA wnprua A Ta wnpuua
B). 3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBWMIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHULTBI.
3miHu BUNpobyBaHb abo AoNyCTUMMX
MeX, BCTAHOBJ/IEHUX Y cneumdikauisx, nig
yac BUPOOGHMLTBA FOTOBOrO NiKapCbKoro
3ac06y (BWUyYEHHSI HECYTTEBOTO
BMNPO6YBaHHA B NPOLLECi BUPOGHMLTBA) -
BunyueHHs 3 IPC (in-process control)
napamMeTpiB KOHTPOJIIO, LLIO CTOCYHOTbCS
ramma-onpoMiHeHHs wnpuua A. 3MiHu |
™My - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisax, nig vyac
BMPOBHWLITBA FOTOBOTO JliKapPCbKOro
3aco0by (BW/IyYEHHSI HECYTTEBOIO
BMNpobyBaHHA B NPOLIECi BUPOBGHMLTBA) -
BunyuenHs 3 IPC (in-process control)
napamMeTpiB KOHTPOSIIO, LLIO CTOCYHOTbCS
cTepuvnizauiliiHoi dhinbTpavii npu
BMPO6HMUTBI Wwnpuua b. 3miHm | Tuny -
3MiHK 3 SKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNPOBYBaHb
ab0o [oMyCTUMUX MEX, BCTAHOB/IEHUX Y
crneundikalisx, nig yac BUPo6GHULTBA
roTOBOrO NiKkapCbKOro 3acoby (BUTy4YeHHs
HecyTTeBOro BUNpobyBaHHsA B Npoueci
BUpPO6GHULTBA) - BunyuyeHHs 3 IPC (in-
process control) napameTpis, LU0
CTOCYIOTbCS Bi3ya/IbHOr0 KOHTPO/IIO
wnpuua B. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMyCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BUpooHULTBA
rOTOBOrO J1iKapCbkoro 3acoby (BUIy4eHHs
HecyTTeBOro BUNpobyBaHHA B Npoueci
BMpPO6HULTBA) - BunyyenHs 3 IPC (in-
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Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
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Homep
peecmpayitiHo2o
nocsioYeHHs

process control) napameTpis, L0
CTOCYIOTbCS Bi3ya/IbHOro KOHTPOJIIO LLOAO0
nakyBaHHs wnpuua b. 3minm | Tuny -
3MmiHu 3 gKocTi. [oToBWMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHM BUNpobyBaHb
abo [oMyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBA
roToOBOro NikapcbKoro 3acoby (foAaBaHHs
HOBOro MeTOAY BUMNPOGYBaHHS Ta
O0NyCTUMKX MeX) - [JlofaHo HOBUA
napameTtp «Removal torque»
(BMMIipIOBaHHA KPYTHOTO MOMEHTY) 3
MeTOoA0M BUNPO6YBaHHA Ta AONYCTUMUMMU
mexamu go IPC (in-process control).
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHM BUNpO6yBaHb ab0 [0NYyCTUMUX
MeX, BCTaHOBMIEHUX Y crieuudikayisx, nig
4yac BMPOOHMLTBA FOTOBOTO /IKAPCHKOro
3acoby (goaasaHHs HOBOTO MeToAy
BUNPOBYBaHHA Ta JOMYCTUMUX MEX) -
[JopaHo HoBwih napameTp «Burst testing»
(TecT Ha MiLHICTb) 3 MeTOA0M
BUNPOOYBaHHA Ta AONYCTUMUMU MEXaMU
o IPC (in-process control), sike
BUKOHYETbLCA Ha KOHTElHepi, WO MiCTUTb
nonepeAHLo 3'eAHyBasIbHY CUCTEMY
wnpuuis. 3MiHu | TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNpOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPo6HULTBA
roTOBOrO NliKapcbKoro 3acoby (AoAasaHHA
HOBOro MeToAy BUNPObyBaHHSA Ta
[OMyCTUMMX MeX) - [logaHo HoBWiA
napameTp «Bioburden»
(bioHaBaHTaXKEHHS) 3 METOAOM
BUNPOBYBaHHA Ta AONYCTVMUMU MEXaMu
no IPC (in-process control), ske
BUKOHYETbLCA Ha nonepeaHL0
3'e/lHyBasIbHIll CUCTEMI LUNPULIB Nepeq
KIHL,EBOIO CTepuni3alieto 3a f4ONoOMOro
€/1eKTPOHHOro npomMeHs (E-beam). 3miHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHV y BUPOOHULTBI. 3MiHK
BMMPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneuundikauisx, nig yac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

3acoby (4oAaBaHHA HOBOTO MeToay
BUMPOOYBaHHA Ta JONYCTUMUX MEX) -
[JonaHo HoBwii napameTp «Delivered
radiation» (ONPOMiHIOBaHHS, L0
HaAxoAnTb) 3 METOAOM BMMPOBYBaHHSA Ta
ponyctummmn mexxamu o IPC (in-process
control). 3miHu | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNpOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHWX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHU KpUTEPIiB MPUAHATHOCTI 3a
napameTtpom «Target fill weight» (yinboBa
Maca 3anoBHEHHR) AN wnpuua A Ta
wnpuua b npn IPC. 3Minu | Tvny - 3MiHu 3
AKocTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOBNIEHWX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHU KpUTEPIiB NPUIAHATHOCTI 3a
napameTtpoM «Bioburden» ans Bulk
Leuprorelin Acetate Solution 3rigHo 3
pekomeHgauii €EC
EMA/CHMP/CVMP/QWP/850374/2015
N5 OCTAaTOYHO CTEPUI30BAHONO MPOAYKTY
npu IPC. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNpOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- BunyueHHs 3 posginy
3.2.P.3.4.KOHTPO/b KPUTUYHUX CTagil i
NMPOMIXHOI NpoAyKuii BUNpobyBaHb, Ak
BiAHOCATbCA A0 po3ainis
3.2.P.5.1.Cneundpikanis Ta
3.2.P.5.2. AHanitnuHi metogukn. 3miHu |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cnewumdikaiii
Ta/abo [oNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (3BYXXEHHsA
[ONYCTUMUX MEX) - 3BYXXEHHS
[OMYCTUMUX MEX 3a NOKa3HNKOM
«bakTepiasibHi €HLO0TOKCUHN» Y
cneuudikalisx ans wnpuua A ans BCixX
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

[03yBaHb. 3MiHM | TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkumit 3aci6. KOHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHA rOTOBOTO
niKkapcbKkoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MEeToAax BUNPOOYBaHHS) -
3MiHM METOAMKN 33 MOKA3HNKOM
«CTepWIbHICTb» Y METoAaxX KOHTPOSO ANst
wnpuua A Ta wnpuua b Ha meToguky ans
nonepeaHbo 3'€gHaHOT CUCTEMU LUNPULIB,
a came Jo4aHO Onuc Nepe.ipku
nonepegHLo 3'e€4HaHOi CUCTEMU LLNPULIB,

6e3 3MiHM MeTOAMKY, Aka NPOBOANTLCA Y
BiANOBIAHICTb A0 3arasibHOI cTaTTi EP
2.6.1.Sterility. 3minu | TUNY - 3MiHK 3

AKocTi. FoToBWIA Nikapcbkuii 3aci6.

KOHTpO/b roToBOro Nikapcbkoro 3acoby.

3miHa napameTpiB cneyudikayii Ta/abo

[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro

3aco0by (foMOBHEHHS crieuudikaLii HoBUM
NMOKa3HNKOM 3 BifNOBifH/M METOAOM
BMNpobyBaHHsA) - [lo cneundikauii ons

Bi]HOBNEHOr0 PO34MNHY A0AAaHO MOKa3HMK

«Onuc WnpuueBol cucteMmn» Ans BCIX
[03yBaHb 3 BifMNoBiAHM METOAOM
BUNPOBYBaHHA. 3MiHU | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS

[0[aTKOBOT AiNbHULL BUPOBHULTBA A5

4YacTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy roToBoro NikapcbKoro 3acoby
(ZinbHUUSA, Ha AKi NpoBOASATLCA ByAb-AKi

BMPOGHUYI CTagjl, 3a BUHATKOM BUMNYCKY
cepii, KOHTPOJII0 AKOCTi Ta BTOPUHHOIO

nakyBaHHS 4151 CTEPUNBHUX NiKAPCbKNX

3ac06iB (BK/1HOHAIOUN BUPOGNEHI
acenTUYHUM METOAOM), KPiM NiKapCbKmX
3aco6iB 6i0N10riYHOro/iMyHO/I0rNYHOro
NOXOPKEHHS) - 3amiHa BUPOOHUYOI
nOinbHuui Steris Isomedix Services, USA,
Lo Bignosigae 3a crepunizadito wnpuya A
raMMa-onpoMiHEHHSIM Ha HOBY BUPOGHMYY

AinbHuuo Smart World LLC, DBA Steri-
Tek, USA, wwo Bignosigae 3a KiHUeBy
cTepunisadlito nonepegHso 3'€gHaHol

CUCTEMM LLNPWLB €/1EKTPOHHUM
npomeHem (E-beam). 3miHu | TUny - 3MiHn
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

y BUPOGHMLTBI. 3MiHW y npoLieci
BMPOBHWLITBA FOTOBOTO NliKapPCbKOro
3aco0y, BK/OYakUy NPOMKHWA NPOAYKT,
LLIO 3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToOBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBA) - 3MiHK B
npoueci nakysaHHs /13, y 3B’A3Ky i3
3aMiHOI KOMMN/IEKTY 3 OKPeMMX LINPULLB
Ha nonepeHbO 3'€fHaHy cuctemy
wnpuuis. 3MiHu | TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHULITBI. 3MiHa po3mipy cepii
(BKIOYAtOUM diana3oH po3mipy cepii)
rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) - 3mMiHa po3Mipy cepii I'13.
3arsepaxeHo: ana ENFAPA 7,5 wmr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size: 3958.7 g
(3931.2 ml); ana ENIFAPA 22,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 6.5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:6598.3 g
(6539.4 ml); gna ENICAPL 45 mr: Syringe
A: ATRIGEL® Delivery System / Typical
Commercial Batch size: 4.0/5.66 kg /
Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:5.51/7.78
kg. 3anponoHoBaHo: ana ENIFAPA 7,5 mr:
Batch Formula for Syringe A (Atrigel
Delivery System) / Typical Commercial
Batch size: 6300 g / Batch Formula for
Syringe B (Lyophilised Leuprorelin
Acetate) / Typical Commercial Batch
size:4145 g; ana ENIFAP[, 22,5 mr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 7400 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size:6905 g; ansa ENIFAPA 45 mr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 6100 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size: 7780 g. 3miHu | Tuny -
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
AAMiHICTpaTUBHI 3MiHW. BunyueHHs
BUPOBHUYOT AiNbHULL (BKIHOYAOUN
AinbHUUI Ana A®l, NpoMiXHOro NpoAyKTy

ab0o roToBOro fiKkapcbLKoro 3acooy,

AiNbHULI NS NPOBEAEHHS NakyBaHHS,
BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, MmicLe NpoBeaeHHsI KOHTPOSO cepii)
abo nocTavyasibHMKa BUXIQHOTO mMarepiany,
peareHTy abo L,ONOMiXHOI pe4OBUHYU
(AKLLO 3a3HAYeHO Y A0CLE) - BunyyeHHs
BMPOBGHUYOI AinbHMLi Tonmap IHK., CLUA,
1201 KopHepcToHe [paiich, BiHa3op, Ko
80550, CLUA / Tolmar Inc, USA, 1201
Cornerstone Drive, Windsor, CO 80550
USA, Lo BignoBsigae 3a BUPOOHNLTBO
wnpuua b Ta lioro BTOPMHHY ynakoBky 4115
no3yBaHHs Enirapg 22,5 mr. 3miHn 1l Tuny
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA
npv BUPOGHULITBI FOTOBOTO NiKaPCbKOro
3aco6y (cyTTeBa 3MiHa y npoLeci
BUPOGHMLITBA, K& MOXe MaTV iCTOTHWI
B/IMB Ha SIKICTb, 6e3neky Ta e(peKTUBHICTb
nikapcbKoro 3acoby) - 3miHM B npoLeci
cTepunisadii npu Bupo6bHnYTBI MN3, a
came OKpeMi MeToau cTepunisauii ans
wnpuua A Ta wnpuuya b 3amiHeHo Ha
mMeTog cTepunizauii eNekTPoOHHNM
npomeHem (E-beam) ans nonepefHbo
3'efHaHOl cucTeMu Wwnpuyis. 3miHu Il Tuny
- 3MiHu 3 SKOCTi. FOTOBMIA NiKApCbKUiA
3aci6. 3MiHM Y BUPOBHULTBI. 3MiHW Y
npoweci BUPO6HULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCSA
npy BUPOBHULTBI FOTOBOTO NiKapCbKOro
3acoby (cyTTeBa 3MiHa y npoueci
BUPOGHMULITBA, K& MOXe MaT iCTOTHWIA
B/IMB Ha AKICTb, 6e3neky Ta eeKTUBHICTb
nikapcbKoro 3acoby) - 3miHa napameTpis

3MiHu |l Tuny - 3MiHK 3 IKOCTi. TOTOBWIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.

umkny niocpinisavii npy BUpoGHULTBI M13.

3MiHW y npoueci BUpO6HMLTBA FOTOBOrO
NiKapCcbKoro 3acoby, BKYaum
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA
npv BUPOGHULITBI FOTOBOTO NiKaPCbKOro
3aco6y (cyTTeBa 3MiHa y npoLieci
BUPOGHMLITBA, K& MOXe MaTu iCTOTHWI
B/IMB Ha SKICTb, 6e3neky Ta e(peKTUBHICTb
nNikapcbKoro 3acoby) - 3MiHW Y Ki/lbKOCTi
HanoBHEHHA Wwnpuuy A Ta wnpuuy b npun
BMPOGHUUTBI [N13. 3MiHu Il TUNy - 3MiHK 3
AaKocTi. MeguuHi npucTpoi. 3miHa
NPVCTPOIB A4/15 BUMIPIOBAHHS 403K abo
BBE/IeHHS NiKkapCbKoro 3acoby
(monaBaHHsA abo 3aMiHa NPUCTPOLD, AKUIA €
HEeBif'EMHOI0 YaCTUHO NEPBUHHOT
yMakKoBKK) - 3MiHa KOMMNEKTY, Kl
CKNafaeTbCsa 3 OKPEMUX LLINPULLB Ha
KOMMN/IEKT 3 NonepefHbo 3'€HaHy
cucTeMy LWNpuLis. 3MiHW BHECEHO A0
IHCTPYKUIT AN MEAWNYHOrO 3aCTOCYBaHHSA
nikapcbKkoro 3acoby Ao posginis "Cknag”,
"Cnoci6 3acTocyBaHHs Ta fo3u",
"YnakoBka" (3aMiHa KOMMIEKTY 3 OKPeMUX
LUNPUWLIB Ha NonepeaHLOo 3'€gHaHy
CUCTeMy LUNPULIB) Ta K HAacNifoK
[oAaBaHHS OHOBNEHOI iHGhopMaLii fo
TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
3acoby [0 BTOPVHHOI ynakosku n. 2, n. 3
Ta [0 NepBMHHOI ynakoBku n. 6 (wnpwu, A),
[0AaBaHHA TEKCTY MapKyBaHHSA NEPBUHHOI
yrnakoBKW (JI0TOK nonepeaHbo 3'egHaHol
Lwnpuuesoi cuctemn). 3minm Il Tuny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs1 a60 3MmiHa(1)
[0 3060B'A3aHb Ta YMOB BMAavi
peecTpauiiHoro NOCBIAYEHHS, BK/IHOHYAKUM
MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), sKi(a)
B/MaratTb(€) NogasbLIOro
06r'pyHTYBaHHSI HOBYMW AOAATKOBUM
[aHyMK, Lo MatoTb HaJasaTucs
KOMNETEHTHUM OpraHoOM, OCKi/TbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) - 3assBHUKOM
HaJaHO OHOB/EHWi NnaH ynpas/iHHA
pu3sukamu, Bepcis 7.9. 3MiHM BHECEHO A0
yacTuH: Il «Cneuudikauis 3 6e3neku», Il
«MnaH 3 dhapmakoHarnagy», V «3axoau 3
MiHimi3aLii pusuki», VI «Pe3tome nnaHy
ynpas/iHHA pusnkammn», VIl «logatkun», y
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3B’A3KY 3i 3MiHOIO KOMMJ/IEKCY 3 OKpEMUX
LUNpUWLB Ha NonepeaHLOo 3'egHaHy
CcMCTeMy LUNPULLIB, a TakoX Noc/igoBHA
3MiHa [0 IHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3gini "Cnocib 3acTocyBaHHsA Ta fo3mn",
Ha nmigcTasi MigTBEPAKEHHS
3aTBEPKEHHS 3MiH B KpaiHi
3asBHMKa/BMPOGHMKa. Pestome MnaHy
ynpaBniHHA py3nkamu Bepcis 7.9
[0[a€ETbCA. 3MiHU BHECEHO A0 IHCTpyKLi
ANS MeNYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby Ao posginy "Cnocio
3aCTOCyBaHHA Ta A031": A0AaBaHHA
iHcpopmauii fo IHCTpYKUiT Wwoao
3aCTOCYBaHHS | NOBOMKEHHS 3i LNpuLamm
(KpoK 3).
99. | ENIFAPA 22,5 MI' NOPOLLIOK ANA Pekopgaari ITanisa BiANOBIAa/IbHAI 38 BUMYCK CLIA BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/5758/01/02
NpUroTyBaHHs IHpacTpia cepii: marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. peyenmom | nidnsizae
pO34nHYy AN Ximika e Tonmap IHk., CLUA,; [oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
NiAWKIPHUX iH'EKUI dapmacesTi BiANOBIAaIbHNIA 3a roTOBOrO /liKapCcbkoro 3acoby. 3miHa y
no 22,5 wmr; ka C.n.A. BTOPWHHY YNakoBKY: MeTogax BUNpobyBaHHA rOTOBOTO
KOMMNNEKT MIiCTUTb 1 Tonmap IHk., CLUA,; nNiKapcbKoro 3acoby (He3HayHa 3MiHa 'y
JIOTOK Ta CTePU/IbHY BiANOBIAaIbHNIA 3a 3aTBEPMKEHUX MeToAax BUNPoOyBaHHS) -
ronky. Jlotok BUMPOGHMLTBO WNpuua A, 3MiHU METOAMKM 38 NOKa3HMKOM
MICTUTb NakeTuk 3 wnpuua b, KiHueBy «lpeHTudpikauis nonimepy» metogom NMR
BOJ10rOnNorinHaun yNakoBKy Ta KOHTPO/1b spectroscopy (wnpuy, A) (3MiHM B onuci
M areHTom Ta AKOCTI: npuaaTHoOCTI cuctemu. Kpim Toro, gns
nonepeaHL0 Tonmap IHk., CLUA,; rapMoHisauii posginis 3.2.P.5.2 ons Bcix
3'eflHaHy Wwnpuuesy BiANOBIAaIbHNIA 3a [03yBaHb /13, on1c Lboro BUnNpobyBaHHS
cucTemy: KOHTPO/b/BMNPOGYBaHHSA 6yno BkIOYeHo Ao posginis 3.2.P.5.2 ana
nonepegHL0 cepi: [o3yBaHb 7,5 Mr Ta 22,5 Mr), sikuii Hapasi

HaMOBHEHWI WNpUL,
A 3 PO3YNHHUKOM,
nonepegHL0
HaMOBHEHWI WNpUL,
B 3 nopotukom,
pikcyrounii
3'efHyBaYy Ansa
wnpuuiB Atab 3
KHOMKO. KoMnekr
Y KapTOHHIli KOPOO6Li.

Tonmap IHk., CLUA;

BiANoOBigabHUIA 3a
KOHTPO/b/BMNPOGYBaHHSA
cepii:
Cnektpan Jata Cepsic,
IHK., CLLA

MiCTUTbCA nuwe y posgini 3.2.P.5.2 ana
[03yBaHHs 45 Mr. 3miHu | Tuny - 3MiHKn 3
siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acooby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPAKEHNX MEeToAax BUNPoOyBaHHS) -
3MiHU METOAMKM 3a NOKa3HMKOM
«MonekynsipHa maca Moni(D,L-naktna-
Kornikoniga) PLG» MeTofoMm renb-
npoHukatova xpomarorpadis (GPC)
(wnpuy A) (3MiHM B onNuci NpUroTyBaHHs
PO34uHIB Ta TePMiHY iX NnpugaTHocTi. o
ymoB [TIX-aHasi3y Takox foAaHo yac
BMKOHaHHS, a iHthopmMauito Wwoao
NocNigoBHOCTI BBEAEHHA Ta NpuaaTHOCTI
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

cucTeMu nepedopmMaToBaHo B TabnnLio).
3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUNpPoGyBaHHS) -
3MiHU METOAMKM 3a NOKa3HMKOM
«KinbkicHe BU3HaueHHss N-meTun-2-
niponigoHy» MeToAoM rasosa
xpomatorpadis (wnpuy, A) (3MiHK g0
NPUroTYBaHHSA PO3YMHIB Ta TEPMIHY
npuAATHOCTI. MoMunKa B Yaci yTprMaHHs,
3a3HayYeHoOMy B METOZj, onMcaHoMy Ans
no3ysaHb Enirapay 7,5 mr Ta Enirapay
22,5 wr, 6yna BunpasneHa BifgnoBigHo Ao
iHbopmawii, 3a3HaveHol AN [03yBaHHSA
Enirapgy 45 wmr, a inpopmauis wono
NocnifoBHOCTI BBEAEHHS Ta NpuAaTHOCTI
cuctemu 6yna oHoBeHa Ta
nepedopmaToBaHa B TabMLI0 415 BCiX
[03yBaHb. Takox 6yn0 CNpoLeHo MeToA
po3paxyHky). 3MiHu | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOr0
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS) -
3MiHM METOAWMKM 38 NOKa3HMKaMm
«lgeHTundikauis», «KinbkicHe BU3Ha4YEeHHs
nennpopeniHy auetarty», «OAHOPIAHICTb
[03yBaHHS» Ta «CTOPOHHI AOMILLKN»
metogom BEPX (wnpuy, B) (3MiHM fo
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY 1X
npugatHocTi. YMoBu BEPX 6ynn oHOBEHI
LWNSXOM AoAaBaHHA «MakCMMaslbHOro
TUCKy» Ta «TemnepaTypu foTka gns
3paskiB». IHhopMaLis Lwono
nocnifoBHOCTI BBEAEHHS | NPMAATHOCTI
cuctemu 6yna oHoBfEHA i
nepecopmaToBaHa B TabnmL0. 3MiHU
TakoX GyNn BHECEHI B METO[, PO3paxyHKy).
A Tako BHECEHO pefakLiliHi npasku 3
MeTOK rapMoHi3aLii MeToAiB KOHTPOSI0
Ans Beix go3ysaHb /13 Enirapg, a came
AopaHo iHhopMaLio Woao igeHTudikai
nennpopeniny auetary metogom FT-IR
(I4-®yp’e) o posginis 3.2.P.5.2 ansa
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
[o3yBaHb 7,5 Mr Ta 22,5 mr, sika Hapasi
MiCTUTbCA Nuwe y po3aini 3.2.P.5.2 ans
[03yBaHHA 45 Mr. 3miHu | Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.

KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOGYBaHHS) -

3MiHU METOAMKM A1 BU3HAYEHHS
NPOSIOHIOBAHOTO BUBI/IbHEHHS
neiinpopeniHy aueTary 3a NokasHWKOM
«BuBiNbHEHHSI» MeTogoM BEPX
(BigHOBMEHUIA PO3UUH) (3MiHM A0
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY 1X
npuaaTtHocTi. YMoBu BEPX 6ynn oHoBNEHI
LLNSXOM [0AaBaHHA napameTpis
«MakcmmanbHuii TUCK» Ta «TeMnepartypa
noTKa A5 3paskie». IHghopmaLis woao
NocnifoBHOCTI BBEAEHHS Ta NpuAaTHOCTI
cuctemu 6yna oHoB/eHa i
nepedopmaTtoBaHa B TabML0. 3MiHU
TakoX Gy/n BHECEHI B METO[, PO3paxyHKy).
3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUMPOGYBaHHS) - 3MiHN
METOMKM 3a NOKa3HMKOM «KinbkicHe
BU3HAYEHHA NelinpopeniHy aleTaTy»
meTogom BEPX (BigHOBEHUIA pPO3UnH)
(3MiHM 00 NPUroTyBaHHA PO3YMHIB Ta
TepMiHy nNpugaTHocTi. IHdopmaLiito LWoao
TeCTyBaHHS iHAUBIAYaIbHUX OOUHULL
(n=1) 6yno BuganeHo, ockinbku MeToS
BMKOHYETLCA BifMoBigHO A0 npoueaypu
TECTYBaHHS CKNagHWUX oguHuLb (N=6).
YmoBu BEPX 6ynu rapmMoHi3oBaHi B onuci
MeToAy 3a TpbOMa [,03yBaHHSM.
IHhopmaLuis WoAo NocnifoBHOCTI
BBEJEHHSA Ta NpugaTHocTi cuctemn yna
OHOBJIEHA Ta nepedyopMaToBaHa B
Tabamuo. 3MiHM Takox 6ynn BHECEHI B
MeTOoZ, po3paxyHky). 3MiHu | Tuny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/TI0
SIKOCTi FOTOBOrO J1iKapCbKOro 3acoby
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

(3amiHa abo foAaBaHHSA AiNbHNL, Ha SKil
3[iICHIOETLCS! KOHTPO/IL/BUNPOBYBAHHS
cepii) - BBEAEHHA [iNbHUL, Ha AKIA
3[iICHIOETLCS KOHTPO/Ib/BUNPOBYBaHHS
cepii Tonmap IHk., CLLA 2409 Pecbopy
Boynesapg, ®opT Konninc, Ko 80526,
CLWWA / Tolmar, Inc., USA 2409 Research
Boulevard Fort Collins, Co 80526, USA.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCA
BUWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPO6HYKa, Lo Bignosigae 3a
BBE3eHHA Ta/abo BMNycK cepii) - He
BK/104AI0UM KOHTPOJIb/BUMPOGYBaHHSA cepii
- 3aMiHa BMPOGHWMKa, Lo Bignosigae 3a
BUMYCK cepii. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHu, LWo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/II0
AKOCTi rOTOBOrO JIiKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA AiNbHUL, Ha SKil
3.iACHIOETLCA KOHTPO/b/BUNPOGYBAHHS
cepii) - BBeAEHHSA AiNbHUL, Ha SKIiA
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBAHHS
cepii Cnektpan Jata Cepsic, IHk., 818
MioHep CtpiT WamnaHb, 11 61820, CLUA /
Spectral Data Services, Inc., 818 Pioneer
Street Champaing, IL 61820, USA. 3MiHu |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. 3MiHM y BUpo6HMLTBI. 3aMiHa abo
BBEJEHHS 40AaTKOBOT AifIbHUL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro
BMPOBHMYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (finbHUUA ANs
BTOPUHHOIO NakyBaHHSA) - 3aMiHa
BMPOBHUYOT AiNbHULI, WO Bignosigae 3a
BTOPWHHY ynakoBky J13.

100.

ENIrAPA 22,5 MI'

NOPOLLIOK AN1S
NPUroTyBaHHs
PO34nHy Ansi
NiALWKIPHUX iH €KL
no 22,5 wr;
KOMMNIEKT MICTUTb 1
NIOTOK Ta CTEPUITBbHY
ronky. J1otok
MIiCTUTb NaKeTuK 3

Pekopgaari
IHoacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITanis

BiANOBIAa/IbHUI 32 BUMYCK

cepit:
Tonmap IHk., CLUA;
BiANoBiAa/IbHWIA 3a

BTOPUHHY YMaKOBKY:

Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32

BUPOGHMLTBO LUNpuua A,

wnpuvua b, KiHueBy

CLIA

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOoBWIA Nnikapcbkumit 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y
MeToAax BUNPobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa 'y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
3MiHN METOAMKN 3a MOKa3HNKOM
«KinbkicHe BU3HauyeHHss N-meTnn-2-

3a
peyenmom

UA/5758/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BOJIOTOMOIIVHAIOUM YNaKkoBKy Ta KOHTPO/Ib niponigoHy» (NMP) meTofom rasosa
M areHToM Ta SAKOCTI: xpomarorpadis (wnpuy, A)
nonepegHL0 Tonmap IHK., CLUA, (npo6onigrotoBka (OCHOBHUIA PO34UH

3'ejHaHy Lwnpuuesy
cucTemy:
nonepegHL0
HanoBHEHWIA LUNPULY
A 3 PO3YNHHUKOM,
nonepegHL0
HanoBHEHWIA LINpULY
B 3 nopotukom,
chikcytouni
3'egHyBay 4n1a
wnpuuiB Atab 3
KHOMKO. Komniekt
Y KapTOHHIli KOpOo6L.

BiANOBiAa/IbHWIA 32
KOHTPO/b/BMNPOGYBaHHS
cepii:

Tonmap IHk., CLUA,

BiiNOBIgaNbHUIA 3a
KOHTPO/b/BMNPOGYBaHHS
cepi:

Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
KOHTPO/b/BUNPOBYBaHHS
cepii:
Cnextpan [lata Cepsic,
IHk., CLLA

BHYTPILWIHbOro cTaHaapTy (Stock Internal
Standard Solution (Stock ISTD);
BHYTPILLHIA CTaHAAPTHWIA PO34WH

po3uunHHuka (ISTD Diluent);0CHOBHI
po3uuHu ctangapty NMP 1 1a 2;poboui Ta

KOHTPONbHI CTaHJapTHI PO34nHUW; BiaHK

BHYTpiLWHbOro ctaHaapTy( Internal

Standard Blank); po3uunH 3paska). 3MiHu |

T™Mny - 3MiHW 3 IKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KoHTpo b roToBOro NMikapcbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHS
roTOBOro NikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOBYBaHHS) - 3MiHN METOAVKN 3a
nokasHukamm «laeHTudikauis», «KinbkicHe
BU3HAYEHHA NerinpopeniHy aueTary»,
«OfHOPIAHICTb [03YBaHHA» Ta «CTOPOHHI
Jomilkm» metogom BEPX (wnpuy, B)
(no6onigrotToBka craHgapTy PO3A4i/IbHOI
34aTHOCTI. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oToBWMIA Nikapcbknii 3aci6. KOHTponb
rOTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS) -
3MiHN METOAMKN 3a MOKa3HNKOM
«KinbkicHe BU3Ha4YeHHs nelinpopeniHy
auetaty» metogom BEPX (BigHOBneHwiA
PO34KH) (3MiHM 40 onucy NPo6oniAroToBKM
pO3unHy 3paska; 3MiHa napameTpy

«MakcumanbHuin TUCK» B ymoBax BEPX).

3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBUIA

NiKapcbknii 3aci6. 3MiHW y BUPOBHULTBI.

3miHa iMnopTepa/3MiHu, Lo CTOCYHTbCA

BUNYCKY cepii Ta KOHTPOIO AKOCTI
roToBOro NikapcbKoro 3acoby (3amiHa abo
[04aBaHHS AiNTbHULI, Ha SKil
3[iICHIOETLCS! KOHTPO/IL/BUNPOBYBAHHS
cepii) - BeegeHHs ginbHWUi Tonmap IHK.,

1201 KopHepcToHe [paiic, BiHazop, Ko
80550, CLWA / Tolmar, Inc., 1201

Cornerstone Drive, Windsor, CO 80550,

USA, Ha sIKili 34iCHI0ETbCS

KOHTPO/L/BUNPOBYBaHHSA cepii. 3MiHn |

TMny - 3MiHK 3 akocTi. CepTudiikat
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCA Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHU (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikaT Bif y)e 3aTBepKEHOro
BMPOGHUKa - MNoJaHO OHOB/IEHWIA
ceptudikar signosigHocTi E® No. R1-CEP
2011-274-Rev 01 gns Ajto40i pevyoBUHN
nennpopeniHy Big, 3aTBEPAXEHOT0
BMpo6HMKa Piramal Pharma Limited, India
Ha 3aMiHy cepTudikaTy BignoBigHOCTI EP
No. R1-CEP 2011-274-Rev 00, y 3B’s3ky 3i
3MIHOI Ha3BM BNIACHNKa/BMPOGHMKA
(3atBepmxeHo Hemmo Pharmaceuticals
Private Ltd., India) Ta yTouHEeHHsIM agpecu
BMPOGHUYOI AinbHUL (3MiHa PIN-kogy 3
400613 Ha 400703, Lo BHeceHa
perioHasIbHUM AepXXaBHUM OpraHoM npu
NpU3HaYeHHi Koy perioHy). PakTnyHa
agpeca BUPOGHMYOT AiNbHULI, cuctema
AKOCTIi, BUPOOHMYI NpoLecu Ta KOHTPOsb
AKOCTI 6€3 3MiH. 3MiHW | Tuny - 3MiHKn 3
akocTi. A®Il. KoHTponb A®L. 3miHa y
MeTofax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMixxHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS) - 3MiHW METOAMKM 3a
nokasHukamm «Assay», «ldentification» Ta
«Related Substances» metogom HPLC
AN BUXiAHOI CUPOBUHW neinponigy
auetaTty npu KOHTposi aKocTi A®I
(npo6onigrotoska (B ONWCi NPUrOTYBaHHSA
eTa/IOHHOTO Ta TeCTOBOrO PO34MHIB
[04aHO Mexi BIAXMIEHHA HaBaXKu
neiinpopeniny), oHoBMeHi ymosn BEPX
CTOCOBHO MaKCMMaJslbHOro TUCKY Ta
BUMOIN [0 NpuaaTHoCTi cuctemu). 3Minm |
TMny - 3MiHK 3 akocTi. A®I. KoHTposnb AdL.
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3miHa y meTogax BunpobyBaHHs Ad| abo
BUXIAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HaYHI
3MiHW Y 3aTBEPAKEHUX METoAax
BMUNPOOGYBaHHSA) - 3MiHW METOAMKM 3a
nokasHukom «Acetic Acid» metogom HPLC
(npo6onigrotoBka (B onuci NiarotoBka
3paska 404aHO MeXi BigXUNEeHHS
HaBaXKu), 3MiIHEHO Ha3BY BMPOGHUKa
KOSIOHKM, OHOBJIEHI BUMOTUN 10
npugaTHocTi cuctemu). 3MiHn | Tuny -
3MmiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa A®l a6o
BMXifHOro marepiany/npomMixxHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS) - 3MiHW METOAMKM 3a
nokasHukom «Residual Triethylamine»
metogom GC (npo6onigroToBka (B onuci
NPUroTyBaHHSA €Ta/TOHHOrO Ta TECTOBOIO
PO34MHIB A0AAHO MeXi BIAXUIEHHA
HaBaku)). 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTodax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTtepiany/npombKHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS) - 3MiHM METOAMKM 3a
nokasHukoM «Residual Methanol, Ethanol
and Acetonitrile» metogom GC
(npo6onigrotoska (B ONWCi NPUrOTYBaHHSA
eTasIoHHOr0 Ta TeCTOBOro PO34MHIB
[04aHO MeXi BiiXWIEHHS HaBaXkKM).

101.

ENIFAPA 45 MI'

NOPOLLIOK AN1S
NPUroTyBaHHs
pO34nHy ANns
NiAWKIPHUX iH'EKLI
no 45 Mr; KOMnAekT
MiCTUTb 1 NOTOK Ta
CTepUbHY rosiky.
JIOTOK MICTUTb

Pekopgaari
IHoacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITanis

BiANOBIAa/IbHUIA 32 BUMYCK

cepit:
Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
BTOPUHHY YNaKOBKY:
Tonmap IHk., CLUA;
BiANoBiAa/IbHWIA 3a

BUPOGHMLTBO LUNpuua A,

CLIA

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIN NikapcbkWii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0MyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO JliKapCcbkoro 3acoby (BUTy4eHHS
HecyTTeBOro BUNpobyBaHHA B Npoueci

nakeTuk 3 wnpuua b, kiHueBy BMPO6HMLTBA) - BunyyeHHs 3 IPC (in-
BOJIOTOMOIIVHAIOUM YNaKkoBKy Ta KOHTPO/Ib process control) BunpobyeaHHs «Burst
M areHToM Ta SAKOCTI: testing of the thermoformed trays» (Tect
nonepegHL0 Tonmap IHK., CLUA, Ha MiLHICTb TEpMiYHO hopMOBaHNX

3a
peyenmom

He
nionsieae

UA/5758/01/03
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

3'ejHaHy Lwnpuuesy
cucTemy:
nonepegHL0
HanoBHEHWIA LINPULY
A 3 PO3YNHHUKOM,
nonepegHL0
HanoBHEHWIA LUNPULY
B 3 nopotukom,
chikcyrounii
3'egHyBay 4n1a
wnpuuiB Atab 3
KHOMKO. KomniekT
Y KapTOHHIli KOpoobLi.

BiANOBiAa/IbHWIA 32
KOHTPO/b/BMNPOGYBaHHS
cepii:

Tonmap IHk., CLUA,

BiiNOBIgaNbHUIA 3a
KOHTPO/b/BMNPOGYBaHHSA
cepil:

Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
KOHTPO/b/BUNPOBYBaHHS
cepii:
Cnextpan [lata Cepsic,
IHk.,CLUA

KOHTelHepiB AnA wnpuua A Ta wnpuua
B). 3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBWMIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHULTBI.
3miHu BUNpobyBaHb abo AoNyCTUMMX
MeX, BCTAHOBJ/IEHUX Y cneumdikauiax, nig
yac BMPOOGHMLTBA FOTOBOrO NiKapCbKoro
3ac06y (BWUyYEHHS1 HECYTTEBOTO
BMNPO6YBaHHA B NPOLLECi BUPOGHMLTBA) -
BunyueHHs 3 IPC (in-process control)
napamMeTpiB KOHTPOJIIO, LLIO CTOCYHOTbCS
ramMmma-onpoMiHeHHs wnpuua A. 3MiHu |
T™Mny - 3MiHW 3 IKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisax, nig vyac
BMPOBHWLITBA FOTOBOTO JliKapPCbKOro
3aco0by (BW/IyYEHHSI HECYTTEBOIO
BMNpobyBaHHA B NPOLLECi BUPOBGHMLTBA) -
BunyuenHs 3 IPC (in-process control)
napamMeTpiB KOHTPOSIIO, LLIO CTOCYHOTbCS
cTepuvnizauiliiHoi dhinbTpavii npu
BMPO6HMUTBI Wwnpuua b. 3miHm | Tuny -
3MiHK 3 SKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHM BUNPOBYBaHb
ab0o [oMyCTUMUX MEX, BCTAHOB/IEHUX Y
crneundikalisx, nig yac BUPo6GHULTBA
roTOBOro NikapCbKOro 3acoby (BUTy4YeHHs
HecyTTeBOro BUNpobyBaHHsA B Npoueci
BUpPO6GHULTBA) - BunyuyeHHs 3 IPC (in-
process control) napameTpis, LU0
CTOCYIOTbCS Bi3ya/IbHOr0 KOHTPO/IIO
wnpuua B. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMyCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BUpooHULTBA
rOTOBOrO J1iKapCbkoro 3acoby (BUIy4eHHs
HecyTTeBOro BUNpobyBaHHA B Npoueci
BMPO6HULTBA) - BunyuyeHHs 3 IPC (in-
process control) napameTpis, L0
CTOCYIOTbCS Bi3ya/IbHOr0 KOHTPO/IHO LLOAO0
nakyBaHHs wnpuua b. 3minm | Tuny -
3MiHu 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHM BUNpobyBaHb
abo [oMyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULUTBa
roToOBOro NikapcbKoro 3acoby (foAaBaHHs
HOBOro MeToAy BUMNPOGYBaHHS Ta
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

O0NyCTUMKX MeX) - [JloaaHo HOBWA
napameTtp «Removal torque»
(BMMIipIOBaHHA KPYTHOTO MOMEHTY) 3
MeTOoA0M BUNPO6YBaHHA Ta AONYCTUMUMMU
mexamu go IPC (in-process control).
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHU Yy BUPOGHULTBI.
3MiHM BUNpPO6YyBaHb ab0 f0NYyCTUMUX
MeX, BCTaHOB/IEHUX Y crieumdikalisx, nig
4yac BMPOOHMLTBA FOTOBOTO /IKAPCHKOrO
3acoby (goaasaHHs HOBOTO MeToAy
BUNPOBYBaHHA Ta fOMYCTUMUX MEX) -
[JopaHo HoBwih napameTp «Burst testing»
(TecT Ha MiLHICTb) 3 MeToA0M
BUNPOOYBaHHA Ta AONYCTUMUMU MEXaMU
o IPC (in-process control), sike
BUKOHYETbLCA Ha KOHTElHepi, WO MiCTUTb
nonepeAHLo 3'eHyBasIbHY CUCTEMY
wnpuuis. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNpOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHVX Y
crneundikauisx, nig yac BUPo6HULTBA
roTOBOrO NliKapcbKoro 3acoby (AoAasaHHA
HOBOro MeToAy BUNPObyBaHHSA Ta
[OMyCTUMMX MeX) - [logaHo HoBWiA
napameTp «Bioburden»
(bioHaBaHTaXKEHHS) 3 METOAOM
BUNPOBYBaHHA Ta AONYCTVMUMU MEXaMu
fo IPC (in-process control), ske
BUKOHYETbLCA Ha nonepeaHL0
3'e/lHyBasIbHIll CUCTEMI LUNPULIB Nepeq
KIHL,EBOIO CTepuni3alieto 3a [4ONoMOro
€/1eKTPOHHOro npomMeHs (E-beam). 3miHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHV y BUPOOHULTBI. 3MiHK
BMMPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneuundikauisx, nig yac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3acoby (4oAaBaHHA HOBOTO MeToay
BUMPOOYBaHHA Ta JONYCTUMUX MEX) -
[JonaHo HoBwii napameTp «Delivered
radiation» (ONPOMiHIOBaHHS, L0
HaAxoAnTb) 3 METOAOM BUMPOBYBaHHSA Ta
ponyctummmn mexamu o IPC (in-process
control). 3miHu | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHK BUNpobyBaHb abo
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

[OMYyCTUMUX MEX, BCTAHOBNIEHWX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHU KpUTEPIiB NPUAHATHOCTI 3a
napameTtpom «Target fill weight» (yinboBa
Maca 3anoBHEHHN) AN wnpuua A Ta
wnpuua b npn IPC. 3Minu | Tvny - 3MiHu 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHWX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHU KpUTEPIiB MPUAHATHOCTI 3a
napameTtpom «Bioburden» ans Bulk
Leuprorelin Acetate Solution 3rigHo 3
pekomeHgauii €EC
EMA/CHMP/CVMP/QWP/850374/2015
N5 OCTAaTOYHO CTEPUI30BAHOO MPOAYKTY
npu IPC. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNpOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHVX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- BunyueHHs 3 posginy
3.2.P.3.4.KOHTPO/b KPUTUYHUX CTagil i
NMPOMIXHOI NpoAyKUii BUNpobyBaHb, Sk
BiAHOCATbCA A0 po3ainis
3.2.P.5.1.Cneundpikanis Ta
3.2.P.5.2. AHanitnuHi metogukn. 3miHu |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cnewumdikaiii
Ta/abo [oNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (3BYXXEHHsA
[ONYCTUMUX MEX) - 3BYXXEHHS
[OMYCTUMUX MEX 3a NOKa3HNKOM
«bakTepiasibHi €HLO0TOKCUHN» Y
cneuudikalisx gns wnpuua A ans BCixX
[03yBaHb. 3MiHM | TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO
niKapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MEeToAax BUNPOOYBaHHS) -
3MiHV METOAMKN 3a MOKA3HNKOM
«CTepusnbHICTb» Y MeToAax KOHTPOo A/1s
wnpuua A Ta wnpuua b Ha MeToamnky ans
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yrnakoska) nocsi0O4YeHHs1

nonepeaHbO 3'€gHaHOT CUCTEMU LUNPULIB,
a came Jo4aHO Onuc Nepe.ipku
nonepegHLo 3'e€4HaHOi CUCTEMU LLNPULIB,
6e3 3MiHM MeTOAMKY, AKka NPOBOANTLCA Y
BiANOBIAHICTb A0 3arasibHOI cTaTTi EP
2.6.1.Sterility. 3minu | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0by (4oMoBHEHHS creuudikaLii HoBUM
NMOKa3HNKOM 3 BifNOBifH/M METOAOM
BMNpobyBaHHsA) - [lo cneundikauii ons
Bi]HOBNEHOr0 PO34MHY A0AAaHO MOKa3HMK
«Onuc WnNpuLeBol cucTeMmn» Ans BCIX
[03yBaHb 3 BifMNoBiAHM METOLOM
BUNPOBYBaHHA. 3MiHU | TUNY - 3MiHK 3
AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA A5
4YacTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(ZinbHUUSA, Ha AKi NpoBOASATLCA ByAb-AKi
BMPOGHUYI CTagjl, 3a BUHATKOM BUMNYCKY
cepii, KOHTPOJII0 AKOCTi Ta BTOPUHHOIO
nakyBaHHS 4151 CTEPUNBHUX NiKAPCbKNX
3ac06iB (BK/HOHAIOUN BUPOGNEHI
acenTUYHUM METOAOM), KPiM NiKapCbKmX
3aco6iB 6i0N10riYHOro/iMyHO/I0rNYHOro
NOXOPKEHHS) - 3amiHa BUPOOHUYOI
nOinbHuui Steris Isomedix Services, USA,
Lo Bignosigae 3a crepunizadito wnpuya A
raMMa-onpoMiHEHHSIM Ha HOBY BUPOGHMYY
AinbHuuo Smart World LLC, DBA Steri-
Tek, USA, wwo Bignosigae 3a KiHueBy
cTepunisadlito nonepegHbo 3'€gHaHol
CUCTEMM LLNPWLB €/1EKTPOHHUM
npomeHem (E-beam). 3miHu | TUny - 3MiHn
3 AkocTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHW y npoLieci
BMPOBHWLITBA FOTOBOTO NliKapPCbKOro
3aco0y, BK/OYakUy NPOMKHWA NPOAYKT,
LLIO 3aCTOCOBYETLCS MPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBA) - 3MiHK B
npoueci nakysaHHs /13, y 3B’3Ky i3
3aMiHOI KOMM/IEKTY 3 OKPeMMX LINPULLB

Ha nonepefiHbO 3'€fHaHy cUcTemy
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

wnpuuis. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BKItOYAtOUM diana3oH po3mipy cepii)
rOTOBOrO JliKapCbKOro 3acoby (36ibLUEHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) - 3mMiHa po3Mipy cepii I13.
3arsepaxeHo: ans ENFAPA 7,5 wmr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size: 3958.7 g
(3931.2 ml); ana ENIFAPA 22,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 6.5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:6598.3 g
(6539.4 ml); gna ENICAPL 45 mr: Syringe
A: ATRIGEL® Delivery System / Typical
Commercial Batch size: 4.0/5.66 kg /
Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:5.51/7.78
kg. 3anponoHoBaHo: ana ENIFAPA 7,5 mr:
Batch Formula for Syringe A (Atrigel
Delivery System) / Typical Commercial
Batch size: 6300 g / Batch Formula for
Syringe B (Lyophilised Leuprorelin
Acetate) / Typical Commercial Batch
size:4145 g; ana ENIFAP[, 22,5 mr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 7400 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size:6905 g; ansa ENIFAPA 45 mr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 6100 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size: 7780 g. 3miHu | TUny -
AAMiIHICTpaTUBHI 3MiHW. BunyuyeHHs
BUPOBHUYOT AiNbHULL (BKIHOYAOUN
AinbHUUI Ana A®l, NpoMiXHOro NpoAyKTy
ab0o roToBOro fikapcbLKoro 3acooy,
AiNbHULI NS NPOBEAEHHS NakyBaHHS,
BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, MmicLe NpoBeaeHHsI KOHTPOSO cepii)
abo nocTavyasibHMKa BUXIGHOIO matepiany,
peareHTy abo 0NOMiXHOI pe4OBUHU
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yrnakoska) nocsi0O4YeHHs1

(AKLLO 3a3HAYeHO Y A0CLE) - BunyyeHHs
BMPO6GHUYOI AinbHMLi Tonmap IHK., CLUA,
1201 KopHepcToHe [paiicy, BiHa3op, Ko
80550, CLWA / Tolmar Inc, USA, 1201
Cornerstone Drive, Windsor, CO 80550
USA, Lo BignoBsigae 3a BUPOOHNLTBO
wnpuua b Ta lioro BTOPMHHY ynakoBky 4115
no3yBaHHs Enirapg 22,5 mr. 3miHn 1l Tuny
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOUaum
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA
npv BUPOGHMLITBI FOTOBOTO NiKaPCbKOro
3acoby (cyTTeBa 3MiHa y npoLieci
BUPOGHMULITBA, K& MOXe MaTV iCTOTHWI
B/IMB Ha SKICTb, 6e3neky Ta e(eKTUBHICTb
nikapcbKoro 3acoby) - 3miHM B npoLeci
cTepunisadii npu Bupo6bHnyTBI MN3, a
came OKpeMi MeToau cTepunisauii ans
wnpuua A Ta wnpuuya b 3amiHeHo Ha
mMeTog cTepunizauii eNeKTPoOHHNM
npomeHem (E-beam) ans nonepefHbo
3'efHaHOl cucTeMu Wwnpuyis. 3miHu Il Tuny
- 3MiHu 3 SKOCTi. FOTOBMIA NiKapCbKUiA
3aci6. 3MiHM Y BUPOBHULTBI. 3MiHW Y
npoweci BUPO6HULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCSA
npy BUPOBHNLTBI FOTOBOTO NiKapCbKOro
3acoby (cyTTeBa 3MiHa y npoueci
BUPOGHMULITBA, K& MOXe MaT iCTOTHWIA
B/IMB Ha AKICTb, 6e3neky Ta eeKTUBHICTb
nikapcbKoro 3acoby) - 3miHa napameTpis
umkny niocpinisavii npy BUpoGHULTBI M13.
3MiHu |l Tuny - 3MiHK 3 IKOCTi. TOTOBWIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHK y npoueci BUpO6HWLTBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaum
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA
npv BUPOGHULITBI FOTOBOTO NiKaPCbKOro
3acoby (cyTTeBa 3MiHa y npoLieci
BUPOGHMLITBA, K& MOXe MaTV iCTOTHWI
B/IMB Ha SKICTb, 6e3neky Ta e(peKTUBHICTb
nNikapcbKoro 3acoby) - 3MiHW Y Ki/TbKOCTi
HanoBHEHHA Wwnpuuy A Ta wnpuuy b npun
BMPOGHUUTBI ['N13. 3MiHu Il TUNy - 3MiHK 3
AKoCTi. MegunyHi npucTpoi. 3miHa
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
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NPVCTPOIB A4/15 BUMIPIOBAHHS 03K abo
BBE/leHHS NikapCbKoro 3acoby
(monaBaHHsA abo 3aMiHa NPUCTPOLD, AKUIA €
HEeBif'EMHOI0 YaCTUHO NEePBUHHOT
yMakKoBKK) - 3MiHa KOMMNEKTY, AKui
CKNafaeTbCs 3 OKPEeMUX LLINPULLB Ha
KOMMN/IEKT 3 NonepefHbO 3'€fHaHy
cucTeMy LWNpuLiB. 3MiHW BHECEHO A0
IHCTPYKUIT AN MEAWNYHOTO 3aCTOCYBaHHSA
nikapcbKkoro 3acoby Ao posginis "Cknag”,
"Cnoci6 3acTocyBaHHs Ta fo3u",
"YnakoBka" (3aMiHa KOMMNIEKTY 3 OKPeMUX
LUNPUWLIB Ha NonepeaHLo 3'egHaHy
CcUCTeMy LUNPULIB) Ta AK HacNifoK
[oAaBaHHS OHOBNEHOI iHGhopMaLii fo
TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
3acoby [0 BTOPVHHOI ynakoskuy n. 2, n. 3
Ta [0 NepBMHHOI ynakoBku n. 6 (wnpwu, A),
[0AaBaHHA TEKCTY MapKyBaHHA NEPBUHHOI
yrnakoBKW (JI0TOK nonepeaHbo 3'egHaHol
Lwnpuuesoi cuctemn). 3minm Il Tuny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs1 a60 3MmiHa(1)
[0 3060B'A3aHb Ta YMOB BMAadi
peecTpauiiHoro NOCBIAYEHHS, BK/IHOHYAKUM
MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), sKi(a)
B/MaratTb(€) NogasbLIOro
06r'pyHTYBaHHSI HOBYMW AOAATKOBUM
[aHyMK, Lo MatoTb HaJasaTucs
KOMNETEHTHUM OpraHoOM, OCKi/TbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) - 3assBHUKOM
HaJaHO OHOB/EHWi NnaH ynpas/iHHA
pu3ukamu, Bepcis 7.9. 3MiHM BHECEHO A0
yacTuH: |l «Cneuudikauis 3 6e3neku», Il
«MnaH 3 dhapmakoHarnagy», V «3axoau 3
MiHimi3aLii pusuki», VI «Pe3tome nnaHy
ynpaBsniHHA pusnkammn», VIl «ogatkun», y
3B’A3KY 3i 3MiHOIO KOMMJ/IEKCY 3 OKpEMUX
LUNpUWLB Ha NonepeaHLO 3'egHaHy
CcMCTeMy LUNPULLIB, a TakoX Noc/igoBHA
3MiHa [0 IHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3gini "Cnocib 3acTocyBaHHsA Ta fo3mn",
Ha nmigcTasi MigTBEPAKEHHS
3aTBEPKEHHS 3MiH B KpaiHi
3asBHMKa/BMPO6HMKaA. Pestome MnaHy
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yrnakoska) nocsi0O4YeHHs1
ynpaBniHHA py3nkamu Bepcisa 7.9
[0[a€ETbCA. 3MiHU BHECEHO A0 IHCTpyKLi
[ANA MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginy "Cnocio
3aCTOCyBaHHA Ta A031": AoAaBaHHA
iHchopmauii fo IHCTpYKUiT Wwoao
3aCTOCYBaHHS | NOBOKEHHS 3i LWNprLamm
(KpoK 3).
102. | ENIFAPA 45 MI’ NOPOLLIOK ANA Pekopgaari ITania BiANOBIAa/IbHAI 38 BUMYCK CLIA BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/5758/01/03
NpUroTyBaHHs IHpacTpia cepii: marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenmom | nidnsizae
pO34nHYy ANns Ximika e Tonmap IHk., CLUA,; [oTOBWiA Nnikapcbkumii 3aci6. KoHTpob
NiAWKIPHUX iH €KL dapmacesTi BiANOBIAaIbHNIA 3a roTOBOrO /liKapCbkoro 3acoby. 3miHa y
no 45 mr; KoMnaeKkT ka C.n.A. BTOPWHHY YNakKoBKY: MeTogax BUNpobyBaHHA rOTOBOTO

MicTUTb 1 noTok Ta
CTepUIbHY FOfIKy.
JloTOK MiCTUTb
nakeTuk 3
BOJIOroNor/iMHaym
M areHTom Ta
nonepeaHLo
3'eflHaHy Wwnpuuesy
cuctemy:
nonepeaHLo
HaMOBHEHWI WNpUL,
A 3 PO3YNHHUKOM,
nonepeaHLo
HaMOBHEHWI WNpUL,
B 3 nopotukom,
pikcyrounii
3'efiHyBaYy ansa
wnpuuiB Atab 3
KHOMKo. Komnnekt
Y KapTOHHIli KopoobLi

Tonmap IHk., CLUA;
BiANOBIAaIbHNIA 3a
BUMPOGHMLTBO LWNpuua A,
wnpuua b, KiHueBy
yNakoBKy Ta KOHTPO/Ib
AKOCTI:

Tonmap IHk., CLUA;
BiANOBIAaIbHNIA 3a
KOHTPO/b/BMNPOGYBaHHSA
cepi:

Tonmap IHk., CLUA;

BiANoOBigabHUIA 3a
KOHTPO/b/BMNPOGYBaHHSA
cepii:
Cnektpan Jata Cepsic,
IHK., CLLA

nNiKapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHUX MeToAax BUNPobyBaHHS) -
3MiHW METOAMKM 38 NOKa3HMKOM
«lpeHTudpikauis nonimepy» metogom NMR
spectroscopy (wnpuy, A) (3MiHM B onuci
npugatHocTi cuctemu. Kpim Toro, ans
rapMoHisauii posginis 3.2.P.5.2 ons Bcix
[03yBaHb /13, on1c Lboro BUnNpobyBaHHS
6yno BkYeHo Ao posginis 3.2.P.5.2 ana
[o3yBaHb 7,5 Mr Ta 22,5 Mr), sikuii Hapasi
MiCTUTbCA nuwe y posgini 3.2.P.5.2 ana
[03yBaHHs 45 Mr. 3miHu | Tuny - 3MiHKn 3
siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acooby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMAKEHNX MeToAax BUNPoOyBaHHS) -
3MiHU METOAMKM 3a NOKa3HMKOM
«MonekynsipHa maca Moni(D,L-naktna-
Kornikoniga) PLG» MeTofoMm renb-
npoHukatova xpomarorpadis (GPC)
(wnpuy A) (3MiHM B onNuci NpUroTyBaHHS
PO34uHIB Ta TepMiHyY iX NnpugaTHocTi. o
ymoB [TIX-aHasi3y Takox foAaHo yac
BMKOHaHHS, a iHthopmMauito Wwoao
nocnifoBHOCTI BBEAEHHS Ta NpuaaTHOCTI
cucTeMu nepedopmMaToBaHo B TabnuLio).
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKEeHNX
MeToAax BUNpPoGyBaHHS) -
3MiHU METOAMKM 3a NOKa3HWMKOM
«KinbkicHe BU3HauyeHHss N-meTnn-2-
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ynakoska)

niponigoHy» MeToAoM rasosa
xpomatorpadis (wnpuy, A) (3MiHK g0
NPUroTYBaHHSA PO3YMHIB Ta TEPMIHY
npuAATHOCTI. MoMunKa B Yaci yTprMaHHs,
3a3HayYeHoOMy B METOZj, onMcaHoMy AN
no3ysaHb Enirapay 7,5 mr Ta Enirapay
22,5 wr, 6yna BunpasneHa BignoBigHo Ao
iHbopmawii, 3a3HaveHol ANs [03yBaHHSA
Enirapgy 45 wmr, a inpopmauis wono
NocnifoBHOCTI BBEAEHHS Ta NpuAaTHOCTI
cuctemun 6yna oHoBeHa Ta
nepedopmaToBaHa B TabMLI0 415 BCIX
[03yBaHb. Takox 6yn0 CnpoLeHo MeToA
po3paxyHky). 3MiHu | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS) -
3MiHM METOAWMKM 38 NOKa3HMKaMm
«lgeHTundikauis», «KinbkicHe BU3Ha4YEeHHs
nennpopeniHy auetarty», «OAHOPIAHICTb
[03yBaHHS» Ta «CTOPOHHI AOMILLKN»
metogom BEPX (wnpuy, B) (3MiHM fo
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY 1X
npugatHocTi. YMoBu BEPX 6ynn oHOBEHI
LWNSXOM AoAaBaHHA «MakCMMaslbHOro
TUCKy» Ta «TemnepaTypu foTka gns
3paskiB». IHhopMaLis Lwono
nocnifoBHOCTI BBEAEHHS | NPUAATHOCTI
cuctemu 6yna oHoBfEHA i
nepecopmaToBaHa B TabnmL0. 3MiHU
TakoX GyNn BHECEHI B METO[, PO3paxyHKy).
A Tako BHECEHO pefakLiliHi npasku 3
MEeTOH rapMoHi3aLii MeToAiB KOHTPOSIO
Ans Beix go3ysaHb /13 Enirapg, a came
AopaHo iHhopMaLio Woao igeHTudikai
nennpopeniny auetary metogom FT-IR
(I4Y-dyp’e) po posginis 3.2.P.5.2 ana
[o3yBaHb 7,5 Mr Ta 22,5 mr, sika Hapasi
MiCTUTbCA Nuwe y po3aini 3.2.P.5.2 ans
[03yBaHHA 45 Mr. 3miHu | Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAaX BUNPOGYBaHHS) -
3MiHW METOAMKM A1 BU3HAYEHHS
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NPOSIOHIOBAHOTO BUBI/IbHEHHS
neiinpopeniHy aueTary 3a NokasHWKOM
«BuBiNbHEHHSI» MeTogoM BEPX
(BigHOBIEHUIA PO34UH) (3MiHK A0
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY 1X
npugaTtHocTi. YMoBu BEPX 6ynn oHoBNEHI
LLNSXOM [0AaBaHHA napameTpis
«MakcmmanbHuii TUCK» Ta «TeMnepatypa
noTKa A5 3paskie». IHopmaLis woao
NocnifoBHOCTI BBEAEHHS Ta NpuAaTHOCTI
cuctemu 6yna oHoB/eHa i
nepedopmaToBaHa B TabML0. 3MiHU
TakoX Gy/n BHECEHI B METO[, PO3paxyHKy).
3MmiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUMPOGYBaHHS) - 3MiHN
METOMKM 3a NOKa3HMKOM «KinbkicHe
BU3HAYEHHA NelinpopeniHy aleTaTy»
meTogom BEPX (BigHOBEHUIA PO3UnH)
(3MiHM 00 NPUroTyBaHHA PO3YMHIB Ta
TepMiHy nNpugaTHocTi. IHdopmMaLiito LWoAao
TeCTyBaHHS iHAUBIAYaIbHUX OOUHULL
(n=1) 6yno BuganeHo, ockinbku MeToS
BMKOHYETLCA BifMoBigHO A0 npoueaypu
TECTYBaHHS CKNagHWUX oguHuLb (N=6).
YmoBu BEPX 6ynu rapmMoHi3oBaHi B onuci
MeToAy 3a TPbOMa [,03yBaHHSM.
IHhopmaLuis WoAo NocnifoBHOCTI
BBEJEHHSA Ta NpugaTHocTi cuctemn yna
OHOBJIEHA Ta nepedyopMaToBaHa B
Tabamuo. 3MiHM Takox 6ynn BHECEHI B
MeTOoZ, po3paxyHky). 3MiHu | Tuny - 3MiHu 3
AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/TI0
SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHNL, HA SKil
3[iICHIOETLCS! KOHTPO/IL/BUNPOBYBAHHS
cepii) - BBEAEHHA [iNbHUL, Ha SAKIA
3[iICHIOETLCS KOHTPO/1b/BUNPOBYBaHHS
cepii Tonmap IHk., CLLA 2409 Pecbopy
Boynesapg, ®opT Konninc, Ko 80526,
CLWWA / Tolmar, Inc., USA 2409 Research
Boulevard Fort Collins, Co 80526, USA.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

nikapcbknii 3aci6. 3MiHU Yy BUPOGHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPO6HYKa, Lo Bignosigae 3a
BBE3eHHA Ta/abo BMNycK cepii) - He
BK/1H04AI0UM KOHTPOJIb/BUNPOGYBaHHSA cepii
- 3aMiHa BMPOGHWMKa, Lo Bignosigae 3a
BUMYCK cepii. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/I0
AKOCTi rOTOBOrO JIiKapCbKOro 3acoby
(3amiHa abo foAaBaHHA AiNbHUL, Ha SKil
3.iACHIOETLCA KOHTPO/b/BUNPOGYBAHHS
cepii) - BBeAEHHSA AiNbHUL, Ha SKIiA
3[iICHIETLCS KOHTPO/IL/BUNPOBYBAHHS
cepii Cnektpan Jata Cepsic, IHk., 818
MioHep CtpiT WamnaHb, 11 61820, CLUA /
Spectral Data Services, Inc., 818 Pioneer
Street Champaing, IL 61820, USA. 3MiHu |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. 3MiHM y BUpo6HMLTBI. 3aMiHa abo
BBE/EHHS 40AaTKOBOT AiNIbHULL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro
BMPOBHMYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (finbHUUA ANs
BTOPUHHOIO NakyBaHHSA) - 3aMiHa
BMPOBHUYOT AiNbHULI, WO Bignosigae 3a
BTOPWHHY ynakoBky J13.

103.

ENIFAPA 45 MI'

NOPOLLOK A/1A
NpUroTyBaHHsA
pO34nHy AN
NiALWKIPHUX iH €KL
no 45 Mr; KOMnAekT
MiCTUTb 1 0TOK Ta
CTEPWSIbHY FOKY.
JIOTOK MICTUTb
nakeTuk 3
BOJ10rONOr/INHaUN
M areHToMm Ta
nonepegHL0
3'eflHaHy Wnpuuesy
cuctemy:
nonepegHL0
HanoOBHEHWIA LLNpULY
A 3 PO3UYNHHUKOM,
nonepegHsL0

Pekopgaari
IHoacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITanis

BiANOBIAa/IbHUI 32 BUMYCK

cepit:
Tonmap IHk., CLUA;
BiANoBiAa/IbHWIA 3a
BTOPUHHY YNaKOBKY:
Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32

BUPOGHMLTBO LUNpuua A,

wnpuua b, kiHueBy
yMakoBKy Ta KOHTPO/ib
SAKOCTI:
Tonmap IHk., CLUA;
BiANoBiAa/IbHWIA 3a

KOHTPONb/BUNPOGYBaHHA

cepii:
Tonmap IHk., CLUA,

BiANOBIAA/IbHUI 3a

CLIA

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOoBWIA Nnikapcbkumit 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
3MiHN METOAMKN 3a MOKa3HNKOM
«KinbkicHe Bu3HaueHHss N-meTun-2-
niponigoHy» (NMP) meTofom rasosa
Xpomarorpadis (wnpuy, A)
(npo6onigroToska (OCHOBHUIA PO3UYNH
BHYTPILWIHbOro ctaHaapTy (Stock Internal
Standard Solution (Stock ISTD);
BHYTPILLHI CTaHAAPTHUIA PO3UnH
po3uunHHuka (ISTD Diluent);0CHOBHI
po3unHu ctaHgapty NMP 1 1a 2;poboui Ta
KOHTPO/bHI CTaHAapTHI PO34MHM; 61aHK

3a
peyenmom

UA/5758/01/03
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HanoBHEHWIA LINPULY
B 3 nopotukom,
chikcytouni
3'egHyBay 4n1a
wnpuuis Atab 3
KHOMKO. Komniekt
Y KapTOHHIli KOpoobLi.

cepil:

Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
KOHTPO/b/BUNPOBYBaHHS
cepii:
Cnextpan [lata Cepsic,
IHK., CLLUA

Standard Blank); po3uunH 3paska). 3MiHu |
™My - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KoHTposb roToBOro NMikapcbkoro
3acoby. 3miHa y meTofax BUNpobyBaHHS
roTOBOro NikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOBYBaHHS) - 3MiHN METOAVKN 3a
nokasHukamu «laeHTudikauis», «KinbkicHe
BU3HAYEHHA NerinpopeniHy aueTary»,
«OfHOPIAHICTb [03YBaHHA» Ta «CTOPOHHI
Jomilkm» metogom BEPX (wnpuy, B)
(no6onigrotoBka ctaHaapTy PO3A4i/IbHOI
34aTHOCTI. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
[oToBWMIA NikapCbknii 3aci6. KOHTponb
rOTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS) -
3MiHN METOAMKN 3a MOKa3HNKOM
«KinbkicHe BU3Ha4YeHHs nelinpopeniHy
auetaty» metogom BEPX (BigHOBneHwiA
PO34KH) (3MiHM 40 onucy NPo6oniAroToBKM
pO3unHy 3paska; 3MiHa napameTpy
«MakcumanbHuin TUCK» B ymoBax BEPX).
3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBUIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHULTBI.
3miHa iMnopTepa/3MiHu, Lo CTOCYHTbCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roToBOro NikapcbKoro 3acoby (3amiHa abo
[04aBaHHS AiNTbHULI, Ha SKil
3[iICHIOETLCS! KOHTPO/IL/BUNPOBYBAHHS
cepii) - BeegeHHs ginbHWUi Tonmap IHK.,
1201 KopHepcToHe [paiic, BiHazop, Ko
80550, CLWA / Tolmar, Inc., 1201
Cornerstone Drive, Windsor, CO 80550,
USA, Ha sIKili 34iCHI0ETbCS
KOHTPO/L/BUNPOBYBaHHSA cepii. 3MiHn |
T™Mny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro

NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y

Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
KOHTPO/b/BMNPOGYBaHHS BHYTpiLWHbOro ctaHaapty( Internal
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikat Bif yxe 3aTBepKEHOro
BMPOGHUKa - MNogaHO OHOB/IEHWIA
ceptudikat signosigHocTi E® No. R1-CEP
2011-274-Rev 01 gns Ajto40i pevyoBUHMN
nennpopeniHy Big 3aTBEPAXEHOr0
BMpOo6HMKa Piramal Pharma Limited, India
Ha 3aMiHy cepTudikaTy BignoBigHOCTI EP
No. R1-CEP 2011-274-Rev 00, y 3B’s3ky 3i
3MIHOI Ha3BMW BN1ACHNKa/BMPOGHMKA
(3atBepmxeHo Hemmo Pharmaceuticals
Private Ltd., India) Ta yTouHeHHsIM agpecu
BMPOGHUYOI AinbHUL (3MiHa PIN-kogy 3
400613 Ha 400703, Lo BHeceHa
perioHasIbHUM AiepXXaBHUM OpraHoM npu
NpU3HaYeHHi Kody perioHy). PakTnyHa
ajpeca BUPOGHMYOT AiNbHULI, cuctema
AKOCTIi, BUPOOHMYI NpoLecu Ta KOHTPOsb
AKOCTI 6€3 3MiH. 3MiHW | Tuny - 3MiHKn 3
akocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMixkHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS) - 3MiHW METOAMKM 3a
nokasHukamm «Assay», «ldentification» Ta
«Related Substances» metogom HPLC
AN BUXiAHOI CUPOBUHW neinponigy
auetaTty npu KOHTposi aKocTi A®I
(npo6onigrotoska (B ONWCi NPUrOTYBaHHSA
eTa/IOHHOTO Ta TeCTOBOrO PO34MHIB
[04aHO MeXi BIAXNNIEHHA HaBaXXKu
neiinpopeniHy), oHoBMeHi ymosn BEPX
CTOCOBHO MaKCMMaJslbHOro TUCKY Ta
BUMOIN [0 NpuaaTHoCTi cuctemu). 3Minm |
TMny - 3MiHK 3 akocTi. A®L. KoHTponb AdL.
3miHa y meTogax BunpobyBaHHsa Al abo
BUXIAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HauHI
3MiHW Y 3aTBEPAKEHUX METoAax
BMNPOGYBaHHSA) - 3MiHW METOAMKM 3a
nokasHukom «Acetic Acid» metogom HPLC
(npo6onigrotoBka (B onuci NiarotoBka
3paska 04aH0 MeXIi BigXMNEHHS
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

HaBaXKu), 3MiIHEHO Ha3BY BMPOGHUKa
KOSIOHKM, OHOBJIEHI BUMOTUN 10
npugaTHocTi cuctemu). 3MiHn | Tuny -
3MmiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHA APl abo
BMXifHOro marepiany/npomMixkHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS) - 3MiHW METOAMKM 3a
nokasHnkom «Residual Triethylamine»
metogom GC (npo6onigrotoBka (B onuci
NPUroTyBaHHSA €Ta/TOHHOTO Ta TECTOBOIO
PO34MHIB AOAAHO MeXi BIAXWUIEHHS
HaBaku)). 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTodax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTtepiany/npombKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHSA) - 3MiHW METOAMKM 3a
nokasHukoM «Residual Methanol, Ethanol
and Acetonitrile» metogom GC
(npo6onigrotoska (B ONWCi NPUrOTYBaHHSA
eTasIoHHOr0 Ta TeCTOBOro PO34MHIB
[04aHO MeXi BiiXWIEHHS HaBaXkKM).

104.

ENIrAPA 7,5 MI'

NOPOLLOK A/1A
NpUroTyBaHHsA
pO34nHy ANns
NiAWKIPHUX iH'EKLI
no 7,5 Mr; KOMNAeKT
MiCTUTb 1 0TOK Ta
CTEPWSIbHY FOKY.
JI0TOK MiCTUTb
nakeTuk 3
BOJIOrONOr/IMHaun
M areHToM Ta
nonepegHL0
3'elHaHy WnpuueBy
cuctemy:
nonepegHL0
HanoOBHEHWIA LLNpULY
A 3 PO3UYNHHUKOM,
nonepegHL0
HanoOBHEHWIA LLNpULY
B 3 nopotukom,
doikcytounii

Pekopgaari
IHoacTpia
Ximika e
dapmaceBTi
ka C.n.A.

ITanis

BiANOBIAa/IbHUIA 32 BUMYCK
cepit:
Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
BTOPWHHY YNaKOBKY:
Tonmap IHk., CLUA;
BiANoBiAa/IbHWIA 3a
BUMPOGHMLTBO LWNpuua A,
wnpuua b, kiHueBy
YNaKkoBKy Ta KOHTPO/Ib
SAKOCTI:

Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
KOHTPONb/BUNPOGYBaHHSA
cepii:

Tonmap IHk., CLUA,
BiANOBigaIbHUIA 3a
KOHTPO/b/BMNPOGYBaHHSA
cepii:

Tonmap IHk., CLUA;
BiANOBIAA/IbHUI 3a

CLIA

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWI NikapcbkWii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0MyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO JliKapCcbkoro 3acoby (BUTy4eHHS
HecyTTeBOro BUNpobyBaHHA B Npoueci
BMPO6HMLTBA) - BunyuyenHs 3 IPC (in-
process control) Bunpo6yBaHHs «Burst
testing of the thermoformed trays» (Tect
Ha MiLHICTb TEPMiYHO hopMOBaHNX
KOHTelHepiB AnA wnpuua A Ta wnpuua
B). 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOGHULTBI.
3MmiHM BUNpobyBaHb abo AoNyCTUMMX
MeX, BCTAHOBJ/IEHUX Y cnevumdikauisx, nig
yac BMPOOGHMLTBA FOTOBOrO NiKapCbKoro
3ac00y (BWUyYEHHSI HECYTTEBOTO
BUNPOBYyBaHHSA B NpoLeci BUPO6HMLTBA) -
BunyuyeHrHs 3 IPC (in-process control)

3a
peyenmom

He
nionsieae

UA/5758/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

3'egHyBay 4n1a
wnpuuis Atab 3
KHOMKO. Komniekt
Y KapTOHHIli KOpOo6Li.

KOHTPO/b/BMNPOGYBaHHS
cepil:
Cnektpan [ata Cepsic,
IHk., CLLHA

napamMeTpiB KOHTPOJIIO, LLIO CTOCYHOTbCS
ramma-onpoMiHeHHs wnpuua A. 3MiHu |
™My - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisax, nig vyac
BMPOBHWLITBA FOTOBOTO JliKapPCbKOro
3aco0by (BW/IyYEHHSI HECYTTEBOIO
BMNpobyBaHHA B NPOLIECi BUPOBGHMLTBA) -
BunyuenHs 3 IPC (in-process control)
napamMeTpiB KOHTPOSIIO, LLIO CTOCYHOTbCS
cTepunizauiliiHoi dhinbTpavii npu
BMPO6HMUTBI Wwnpuua b. 3miHm | Tuny -
3MiHK 3 SKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNPOBYBaHb
ab0o [oMyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPo6HULTBA
roTOBOrO NiKkapCbKOro 3acoby (BUTy4YeHHs
HecyTTeBOro BUnNpobyBaHHsA B Npoueci
BUpPO6GHULTBA) - BunyuyeHHs 3 IPC (in-
process control) napameTpis, LU0
CTOCYIOTbCS Bi3ya/IbHOr0 KOHTPO/TIO
wnpuua B. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Yy
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMyCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BUpooHULTBA
rOTOBOrO J1iKapCbkoro 3acoby (BUIy4eHHs
HecyTTeBOro BUNpobyBaHHA B Npoueci
BMPO6HULTBA) - BunyuyeHHs 3 IPC (in-
process control) napameTpis, L0
CTOCYIOTbCS Bi3ya/IbHOr0 KOHTPO/IHO LLOAO0
nakyBaHHs wnpuua b. 3minm | Tuny -
3MiHu 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHM BUNpobyBaHb
abo [oMyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULUTBa
roToOBOro NikapcbKoro 3acoby (foAaBaHHs
HOBOro MeTOAY BUMNPOGYBaHHS Ta
O0NyCTUMKX MeX) - [JloaaHo HOBUA
napameTp «Removal torque»
(BMMIipIOBaHHA KPYTHOTO MOMEHTY) 3
MeTOoA0M BUNPO6YBaHHA Ta AONYCTUMUMMU
mexamu go IPC (in-process control).
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHM BUNpPO6YyBaHb ab0 f0NYyCTUMUX
MeX, BCTaHOB/IEHUX Y crieumdikauisx, nig
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

4yac BMPOOHMLTBA FOTOBOTO /IKAPCHLKOro
3acoby (goaasaHHs HOBOTO MeToAy
BUNPOBYBaHHA Ta JOMYCTUMUX MEX) -
[JopaHo HoBwih napameTp «Burst testing»
(TecT Ha MiLHICTb) 3 MeTOA0M
BUNPOOYBaHHA Ta AONYCTUMUMU MEXaMU
o IPC (in-process control), sike
BUKOHYETbLCA Ha KOHTElHepi, WO MiCTUTb
nonepeAHLo 3'eAHyBasIbHY CUCTEMY
wnpuuis. 3MiHu | TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNPOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPo6HULTBA
roTOBOrO NlikapcbKoro 3acoby (AoAasaHHsA
HOBOro MeToAy BUNPOOyBaHHA Ta
[OnycTUMMX MeX) - [logaHo HoBWiA
napameTp «Bioburden»
(bioHaBaHTaXKEHHS) 3 METOAOM
BUNPOBYBaHHA Ta AONYCTVMUMU MEXaMu
fo IPC (in-process control), ske
BUKOHYETbLCA Ha nonepeaHbL0
3'e/lHyBasIbHIll CUCTEMI LUNPULIB Nepeq
KIHL,EBOIO CTepuni3auljieto 3a [ONoMOro
€/1eKTPOHHOro npomMeHs (E-beam). 3miHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHV y BUPOOHULTBI. 3MiHK
BMMPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneuundikauisx, nig yac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3acoby (4oAaBaHHA HOBOTO MeToay
BUMPOOYBaHHA Ta JONYCTUMUX MEX) -
[JonaHo HoBwii napameTp «Delivered
radiation» (ONPOMiHIOBaHHS, L0
HaAxoAnTb) 3 METOAOM BUMPOBYBaHHSA Ta
ponyctummmn mexxamu o IPC (in-process
control). 3miHu | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNPOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHU KpUTEPIiB NPUIAHATHOCTI 3a
napameTtpom «Target fill weight» (yinboBa
Maca 3anoBHEeHHR) AN wnpuua A Ta
wnpuua b npn IPC. 3Minu | Tvny - 3miHu 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHK BUNpobyBaHb abo
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

[OMYyCTUMUX MEX, BCTAHOBNIEHWX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHU KpUTEPIiB NPUAHATHOCTI 3a
napameTtpoM «Bioburden» ans Bulk
Leuprorelin Acetate Solution 3rigHo 3
pekomeHgauii €EC
EMA/CHMP/CVMP/QWP/850374/2015
N5 OCTAaTOYHO CTEPUNI30BAHOO MPOAYKTY
npu IPC. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNPOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPo6HULTBA
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- BunyueHHs 3 posginy
3.2.P.3.4.KOHTPO/b KPUTUYHUX CTagil i
NMPOMIXHOI NpoAyKuii BUNpobyBaHb, Ak
BiAHOCATbCSA A0 po3ainis
3.2.P.5.1.Cneundpikanis Ta
3.2.P.5.2. AHanitnuHi metogukn. 3miHu |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cnewumdikawiii
Ta/abo [oNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (3BYXXEHHsA
[ONYCTUMUX MEX) - 3BYXXEHHS
[OMYCTUMUX MEX 3a NOKa3HNKOM
«bakTepiasibHi €HLO0TOKCUHN» Y
cneuudikalisx gns wnpuua A ans BCix
[03yBaHb. 3MiHM | TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS) -
3MiHV METOAMKN 3a MOKA3HNKOM
«CTepusnbHICTb» Y MeToAax KOHTPOo A/1s
wnpuua A Ta wnpuua b Ha meToguky ans
nonepeaHbo 3'€gHaHOT CUCTEMU LUNPULIB,
a came Jo4aHO Onuc Nepe.ipku
nonepegHLo 3'e€4HaHOi CMCTEMU LLNPULB,
6e3 3MiHM MeTOAMKY, Aka NPOBOANTLCA Y
BiANOBIAHICTb A0 3arasibHOI cTaTTi EP
2.6.1.Sterility. 3minu | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.

3miHa napameTpiB cneuudikauii Ta/abo
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0by (foMOBHEHHS crieuudikaLii HoBUM
NMOKa3HNKOM 3 BifNOBifH/M METOAOM
BMNpobyBaHHs) - [lo cneundikauii ons
Bi]HOBNEHOr0 PO34MNHY A0AAaHO MOKa3HMK
«Onuc WnpuueBol cucteMmn» Ans BCIX
[03yBaHb 3 BifMNoBiAHM METOAOM
BUNPOBYBaHHA. 3MiHU | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA AN1A
4YacTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(ainbHUUSA, Ha AKi NpoBOASATLCA ByAb-AKi
BMPOGHUYI CTagjl, 3a BUHATKOM BUMNYCKY
cepii, KOHTPOJII0 AKOCTi Ta BTOPUHHOIO
nakyBaHHS 415 CTEPUNBHUX NiKapCbKNX
3ac06iB (BK/1HOHAIOUN BUPOGNEHI
acenTUYHUM METOAOM), KPiM NiKapCbKuX
3aco6iB 6i0N10riYHOro/iMyHO/I0rNYHOro
NOXOPKEHHS) - 3amiHa BUPOOHUYOI
nOinbHuui Steris Isomedix Services, USA,
Lo Bignosigae 3a crepunizadito wnpuya A
raMMa-onpoMiHEHHSIM Ha HOBY BUPOGHUYY
AinbHuuo Smart World LLC, DBA Steri-
Tek, USA, wwo Bignosigae 3a KiHueBy
cTepunisadlito nonepegHbo 3'€gHaHol
CUCTEMM LLNPWLB €/1EKTPOHHUM
npomeHem (E-beam). 3miHu | TUny - 3MiHn
3 AkocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHW y npoLieci
BMPOBHWLITBA FOTOBOTO NliKapPCbKOro
3aco0y, BK/OYakUy NPOMKHWA NPOAYKT,
LLIO 3aCTOCOBYETLCS MPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBA) - 3MiHK B
npoueci nakysaHHs /13, y 3B’3Ky i3
3aMiHOI KOMM/IEKTY 3 OKPeMMX LINPULLB
Ha nonepeAHbO 3'€fHaHy cuctemy
wnpuuis. 3MiHu | TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK Y
BMPOOHULTBI. 3MiHa po3mipy cepii
(BKItOYAtOUM diana3oH po3mipy cepii)
rOTOBOrO JliKapCbKOro 3acoby (36ibLUEHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) - 3mMiHa po3mipy cepii I'113.
3arsepaxeHo: ans ENFAPA 7,5 wmr:

Syringe A: ATRIGEL® Delivery System /
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

Typical Commercial Batch size: 5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size: 3958.7 g

(3931.2 ml); ana ENIFAPA 22,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 6.5 kg /

Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:6598.3 g
(6539.4 ml); ona ENICAPL 45 mr: Syringe
A: ATRIGEL® Delivery System / Typical

Commercial Batch size: 4.0/5.66 kg /
Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:5.51/7.78
kg. 3anponoHoBaHo: ana ENIFAPA 7,5 wmr:

Batch Formula for Syringe A (Atrigel
Delivery System) / Typical Commercial
Batch size: 6300 g / Batch Formula for

Syringe B (Lyophilised Leuprorelin

Acetate) / Typical Commercial Batch
size:4145 g; ana ENIFAP[, 22,5 mr: Batch

Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 7400 g /
Batch Formula for Syringe B (Lyophilised

Leuprorelin Acetate) / Commercial Batch
size:6905 g; ansa ENIFAPA 45 mr: Batch

Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 6100 g /
Batch Formula for Syringe B (Lyophilised

Leuprorelin Acetate) / Commercial Batch
size: 7780 g. 3miHu | TUny -
AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
BUPOBHUYOT AiNbHULL (BKIHOYAOUN
AinbHUUI Ana A®l, NpoMiXHOro NpoAyKTy
ab0o roToBOro fikapcbLKoro 3acooy,

AiNbHULI NS NPOBEAEHHS NakyBaHHS,

BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, MmicLe NpoBeaeHHsI KOHTPOSO cepii)
abo nocTavyasibHMKa BUXIGHOIO matepiany,

peareHTy abo [ONOMiXHOI peYOBUHYU

(AKLLO 3a3HAYeHO Y A0CbE) - BunyyeHHs

BMPO6HUYOI AinbHMLi Tonmap IHK., CLUA,

1201 KopHepcToHe [paiic, BiHa3op, Ko

80550, CLUA / Tolmar Inc, USA, 1201

Cornerstone Drive, Windsor, CO 80550

USA, Lo BignoBsigae 3a BUPOOHNLTBO
wnpuua b Ta lioro BTOPMHHY ynakoBky 4115
no3yBaHHs Enirapg 22,5 mr. 3miHn 1l Tuny

- 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii




119

Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3aci6. 3MiHM y BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO

NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA
npv BUPOGHULITBI FOTOBOTO NiKaPCbKOro
3aco6y (cyTTeBa 3MiHa y npoLeci
BUPOGHMLITBA, K& MOXe MaTV iCTOTHWI
B/IMB Ha SIKICTb, 6e3neky Ta e(peKTUBHICTb
nikapcbKoro 3acoby) - 3miHM B npoLeci
cTepunisadii npu Bupo6bHnYTBI MN3, a
came OKpeMi MeToau cTepunisauii ans
wnpuua A Ta wnpuuya b 3amiHeHo Ha
mMeTog cTepunizauii eNekTPoOHHNM
npomeHem (E-beam) ans nonepefHbo
3'efHaHOl cucTeMu Wwnpuyis. 3miHu Il Tuny
- 3MiHu 3 SKOCTi. FOTOBMIA NiKApCbKUiA
3aci6. 3MiHM Y BUPOBHULTBI. 3MiHW Y
npoweci BUPO6HULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCSA
npy BUPOBHNLTBI FOTOBOTO NiKapCbKOro
3acoby (cyTTeBa 3MiHa y npoLeci
BUPOGHMULITBA, K& MOXe MaT iCTOTHWIA
B/IMB Ha AKICTb, 6e3neky Ta eheKTUBHICTb
nikapcbKoro 3acoby) - 3miHa napameTpis
umkny niocpinisavii npy BUpoGHMULTBI M13.
3MiHu |l Tuny - 3MiHK 3 IKOCTi. TOTOBWIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHK y npoueci BUpO6HWLTBA FOTOBOTO
NiKapcbKoro 3acoby, BKIYaum
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA
npv BUPOGHULITBI FOTOBOTO NiKaPCbKOro
3acoby (cyTTeBa 3MiHa y npoLieci
BUPOGHMLITBA, K& MOXe MaTV iCTOTHWI
B/IMB Ha SIKICTb, 6e3neky Ta e(peKTUBHICTb
nNikapcbKoro 3acoby) - 3MiHW Y Ki/TbKOCTi
HanoBHEHHA Wwnpuuy A Ta wnpuuy b npun
BMPOGHUUTBI ['N13. 3MiHu Il TUNy - 3MiHK 3
AaKocTi. MeguuHi npucTpoi. 3miHa
NPVCTPOIB A4/15 BUMIPIOBAHHS 403K abo
BBE/leHHS NikapCbKoro 3acoby
(monaBaHHsA abo 3aMiHa NPUCTPOLD, SKUIA €
HEeBif'EMHOI0 YaCTUHOK NEePBUHHOT
yMakKoBKK) - 3MiHa KOMMNEKTY, Kl
CKNafaeTbCs 3 OKPEeMUX LLNPULLB Ha
KOMMN/IEKT 3 NonepefHb0 3'€HaHy
cucTeMy LWNpuLiB. 3MiHW BHECEHO A0

IHCTPYKUIii AN MEAWNYHOTO 3aCTOCYBaHHS
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

105.

nikapcbKkoro 3acoby Ao posginis "Cknag”,
"Cnoci6 3acTocyBaHHs Ta fo3u",
"YnakoBka" (3aMiHa KOMMIEKTY 3 OKPeMUX
LUNPUWLIB Ha NonepegHLo 3'€gHaHy
CUCTeMy LUNPULIB) Ta K HAacNifoK
[oAaBaHHS OHOBNEHOI iHGhopMaLii fo
TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
3acoby [0 BTOPVHHOI ynakosku n. 2, n. 3
Ta [0 NepBMHHOI ynakoBku n. 6 (wnpwu, A),
[0AaBaHHA TEKCTY MapKyBaHHSA NEPBUHHOI
yrnakoBKW (/I0TOK nonepeaHbo 3'eqHaHol
Lwnpuuesoi cuctemn). 3minm Il Tuny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs1 a6o 3miHa(u)
[0 3060B'A3aHb Ta YMOB BMAavi
peecTpauiiHoro NOCBIAYEHHS, BK/IHOHYAKUM
MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), sKi(a)
B/MaratTb(€) NogasbLIOro
06r'pyHTYBaHHSI HOBYMW AOAATKOBUM
[aHyMK, Lo MatoTb HaJasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/TbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) - 3asiBHUKOM
HaJaHO OHOB/EHWi NnaH ynpas/iHHA
pu3ukamu, Bepcis 7.9. 3MiHM BHECEHO A0
yacTuH: Il «Cneuudikauis 3 6e3neku», Il
«MnaH 3 dhapmakoHarnagy», V «3axoau 3
MiHimi3aLii pusuki», VI «Pe3tome nnaHy
ynpaBniHHA pusnkammn», VIl «ogatkun», y
3B’A3KY 3i 3MiHOIO KOMMJ/IEKCY 3 OKpEMUX
LUNpUWLB Ha NonepeaHLO 3'egHaHy
CcMCTeMy LUNPULLIB, a TakoX Noc/igoBHA
3MiHa [0 IHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3gini "Cnocib 3acTocyBaHHsA Ta fo3un",
Ha nmigcTasi MigTBEPAKEHHS
3aTBEPKEHHS 3MiH B KpaiHi
3asBHMKa/BMPOGHMKa. Pestome MnaHy
ynpaBniHHA py3nkamu Bepcisa 7.9
[0[a€ETbCA. 3MiHU BHECEHO A0 IHCTpyKLi
ANS MeNYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao posgainy "Cnocio
3aCTOCyBaHHA Ta A031": A0AaBaHHSA
iHcpopmauii fo IHCTpYKUiT Wwoao
3aCTOCYBaHHS | NOBOMKEHHS 3i LNprLamm
(KpoK 3).

nocsi0o4YeHHs

ENIrApA4 7,5 M

NMopOLLOK AN

Pekopgaari

ITanis

BiANOBIAa/IbHUI 38 BUMYCK

CLUA

BHECEHHS 3MiH [10 peecTpaLiiHnX

3a

He

UA/5758/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
NPUroTyBaHHs IHpacTpia cepii: marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI. peyenmom | nionsizae
pO34nHy AN Ximika e Tonmap IHk., CLUA,; [oTOBWIA Nnikapcbkumit 3aci6. KOHTponb
NiALWKIPHWX iH'EKLiA dapmacesTi rOTOBOrO /liKapCbKoro 3acoby. 3miHa y
no 7,5 Mr; KoMnnekT ka C.n.A. BifjNOBIfgaIbHUIA 3a MeToAax BUNpobyBaHHA rOTOBOTO

MicTuTb 1 noTok Ta
CTEPUNbHY FOsIKY.
JNloToK MiCTUTB
nakeTuk 3
BOJIOTOMOIIVHAIOYM
M areHTom Ta
nonepeaHLo
3'eflHaHy LWNpuLeBy
cuctemy:
nonepeaHLo
HanoOBHEHWIA LLNPULY
A 3 pO34YNHHUKOM,
nonepeaHLo
HanoOBHEHWIA LLNPULY
B 3 nopotukom,
pikcytounii
3'egHyBay on1a
wnpuuiB Atab 3
KHOMKo. Komnnekt

Y KapTOHHiI KopoobL,.

BTOPUHHY YNaKOBKY:
Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32

BMPOGHMLTBO LWnpuua A,
wnpuua b, kiHueBy

yMakoBKy Ta KOHTPO/ib
SAKOCTI:

Tonmap IHk., CLUA;
BiANOBiAa/IbHWIA 32
KOHTPO/b/BMNPOGYBaHHSA
cepii:

Tonmap IHk., CLUA,

BiiNOBIgaNbHUIA 3a
KOHTPO/b/BMNPOGYBaHHS
cepil:
Cnektpan [ata Cepsic,
IHk., CLLHA

niKkapcbKkoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPKEHUX MeToAax BUNPobyBaHHS) -
3MiHW METOAMKM 38 NOKa3HMKOM
«lpeHTudpikauis nonimepy» metogom NMR
spectroscopy (wnpuy, A) (3MiHM B onuci
npugatHocTi cuctemu. Kpim Toro, ans
rapMoHisauii posginis 3.2.P.5.2 gns Bcix
[03yBaHb /13, on1c Lboro BunpobyBaHHSA
6yno BkIOYeHo Ao posginis 3.2.P.5.2 ana
[o3yBaHb 7,5 Mr Ta 22,5 Mr), sikuii Hapasi
MiCTUTbCA nuwe y posaini 3.2.P.5.2 ana
[03yBaHHsA 45 Mr. 3miHu | Tuny - 3miHKn 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MEeToAax BUNPOOYBaHHS) -
3MiHU METOAMKM 38 NOKa3HNKOM
«MonekynsipHa maca Moni(D,L-naktna-
Kornikoniga) PLG» MeToAoM renb-
npoHukatya xpomarorpadis (GPC)
(wnpuy A) (3MiHV B onuci NpUroTyBaHHS
PO34nHIB Ta TepMiHyY iX NnpugaTHocTi. [o
ymoB [TIX-aHasi3y Takox JoAaHo vyac
BMKOHaHHS, a iHthopmMauito Wwoao
nocnifoBHOCTI BBEAEHHS Ta NpuaaTHOCTI
cucTeMu nepedopmMaToBaHo B TabnuLio).
3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUNpPoGyBaHHS) -
3MiHU METOAMKM 3a NOKa3HWKOM
«KinbkicHe BU3HaueHHss N-meTun-2-
niponigoHy» MeToAoM rasosa
xpomatorpadis (wnpuy, A) (3MiHK g0
NPUroTYBaHHSA PO3YMHIB Ta TEPMIHY
npuAATHOCTI. MomMunKa B Yaci yTprMaHHs,
3a3HayYeHoOMy B METOZj, onMcaHoMy AN
no3ysaHb Enirapay 7,5 mr Ta Enirapay
22,5 wr, 6yna BunpasneHa BignoBigHo Ao
iHbopmawii, 3a3HaveHol ANsA [03yBaHHSA
Enirapgy 45 wmr, a iHnpopmauis wono
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
NocnifoBHOCTI BBEAEHHS Ta NpuAaTHOCTI

cuctemu 6yna oHoBeHa Ta
nepedopmaToBaHa B TabMLI0 415 BCiX
[03yBaHb. Takox 6yn0 CNpoLEeHO MeTOA
po3paxyHky). 3MiHu | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOr0
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS) -
3MiHM METOAWMKM 38 NOKa3HMKaMm
«lgeHTndikauis», «KinbkicHe BU3Ha4YEeHHs
nennpopeniHy auetarty», «OAHOPIAHICTb
[03yBaHHSA» Ta «CTOPOHHI AOMILLKN»
metogom BEPX (wnpuy, B) (3MiHM fo
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY 1X
npugatHocTi. YMoBu BEPX 6ynn oHOBEHI
LWNSXOM AoAaBaHHA «MakCMMaslbHOro
TUCKy» Ta «TemnepaTypu noTka gns
3paskiB». IHhopMaLis Lwono
nocnifoBHOCTI BBEAEHHS | NPUAATHOCTI
cuctemu 6yna oHoBfEHa i
nepecopmaToBaHa B TabnmL0. 3MiHU
TakoX 6yNn BHECEHI B METO[, PO3paxyHKy).
A Tako BHECEHO pefakLiliHi npasku 3
MEeTOH rapMoHi3aLii MeToAiB KOHTPOSIO
Ans Beix go3ysaHb /13 Enirapg, a camve
AopaHo iHhopMaLio Woao igeHTudikai
nennpopeniny auetary metogom FT-IR
(I4Y-dyp’e) po posginis 3.2.P.5.2 ana
[o3yBaHb 7,5 Mr Ta 22,5 mr, sika Hapasi
MiCTUTbCA Nuwe y po3aini 3.2.P.5.2 ans
[03yBaHHA 45 Mr. 3miHu | Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAaX BUNPOGYBaHHS) -
3MiHU METOAMKM A1 BUSHAYEHHS
NPOSIOHIOBAHOTO BUBI/IbHEHHS
neiinpopeniHy aueTary 3a NokasHWKOM
«BuBiNbHEHHSI» MeTogoM BEPX
(BigHOBMEHUIA PO3UUH) (3MiHM A0
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY 1X
npuaaTtHocTi. YMoBu BEPX 6ynn oHoBNEHI
LLNSXOM [0AaBaHHA napameTpis
«MakcmmanbHuii TUCK» Ta «TeMnepartypa

N10TKa A/18 3paskiB». IHhopmaLis woao
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

NocnifoBHOCTI BBEAEHHS Ta NpuAaTHOCTI
cuctemu 6yna oHoB/eHa i
nepedopmaTtoBaHa B TabML0. 3MiHU

3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUMPOGYBaHHS) - 3MiHN
METOAMKM 3a NOKa3HMKOM «KinbkicHe
BU3HAYEHHA NelinpopeniHy aleTaTy»
meTogom BEPX (BigHOBEHUIA pPO3UnH)
(3MiHM 00 NPUroTyBaHHA PO3UMHIB Ta
TepMiHy nNpugaTHocTi. IHdopmaLiito LWoao
TeCTyBaHHS iHAUBIAYaIbHUX OOUHNL
(n=1) 6yno BuganeHo, ockinbkn MeTos
BMKOHYETLCA BifMoBigHO A0 npoueaypu
TECTYBaHHS CKNagHWX oguHuLb (N=6).
YmoBu BEPX 6ynu rapmMoHi3oBaHi B onuci
MeToAy 3a TPbOMa [,03yBaHHSM.
IHhopmaLis WoAo nocnifoBHOCTI
BBEJEHHSA Ta NpugaTHocTi cuctemn yna
OHOBJIEHA Ta nepedyopMaToBaHa B
Tabamuo. 3MiHM Takox 6ynn BHECEHI B
MeTOoZ, po3paxyHky). 3MiHu | Tuny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/TI0
SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHNL, HA SKil
3[iICHIOETLCS! KOHTPO/IL/BUNPOBYBAHHS
cepii) - BBEAEHHA [iNbHUL, Ha SAKIA
3[iICHIOETLCS KOHTPO/1b/BUNPOBYBaHHS
cepii Tonmap IHk., CLLA 2409 Pecbopy
Boynesapg, ®opT Konninc, Ko 80526,
CLWWA / Tolmar, Inc., USA 2409 Research
Boulevard Fort Collins, Co 80526, USA.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHU Yy BUPOGHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPO6HYKa, LLO Bignosigae 3a
BBE3eHHA Ta/abo BMNycK cepii) - He
BK/1H04AI0UM KOHTPOJIb/BUNPOGYBaHHSA cepii
- 3aMiHa BMPOGHWMKa, Lo Bianosigae 3a

TakoX Gy/n BHECEHI B METO[, PO3paxyHKy).

BUMYCK cepii. 3MiHu | Tuny - 3MiHu 3
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHu, LWo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/II0
AKOCTi rOTOBOrO JIiKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA AiNbHUL, Ha SKil
3.iACHIOETLCA KOHTPO/b/BUNPOGYBAHHS
cepii) - BBeAEHHSA AiNbHUL, Ha SKIiA
3[iICHIETLCS! KOHTPO/IL/BUNPOBYBAHHS
cepii Cnektpan Jata Cepsic, IHk., 818
MioHep CtpiT WamnaHb, 11 61820, CLUA /
Spectral Data Services, Inc., 818 Pioneer
Street Champaing, IL 61820, USA. 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. 3MiHM y BUpo6HMLTBI. 3aMiHa abo
BBEJEHHS 40AaTKOBOT AifIbHUL
BMPOBHMLTBA 151 YaCTUHM ab0 BCbOro
BMPOBHMYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (finbHUUA ANs
BTOPUHHOIO NakyBaHHSA) - 3aMiHa
BMPOBHUYOT AiNbHULI, WO Bignosigae 3a
BTOPWHHY ynakoBky J13.

106.

ENIrAPA 7,5 MI'

NOPOLLOK A/1A
NpUroTyBaHHsA
pO34nHy ANns
NiALWKIPHUX iH €KL
no 7,5 Mr; KOMNAeKkT
MiCTUTb 1 0TOK Ta
CTEPWSIbHY FOKY.
JI0TOK MiCTUTb
nakeTuk 3
BOJIOTONOr/IMHaun
M areHToM Ta
nonepegHL0
3'eflHaHy Wnpuuesy
cuctemy:
nonepegHL0
HanoOBHEHWIA LLNpULY
A 3 PO3UYNHHUKOM,
nonepegHL0
HanoBHEHWIA LLNpULY
B 3 nopotukom,
dikcytounii
3'egHyBay ona
wnpuuis Atab 3
KHOMKOK. Komniekt
Y KapTOHHIli KOpoo6Li.

Pekopgaari
IHoacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITanis

BiANOBIAa/IbHUIA 32 BUMYCK
cepit:
Tonmap IHk., CLUA;
BiANoBiAa/IbHWIA 3a
BTOPUHHY YNaKOBKY:
Tonmap IHk., CLUA;

BiANOBigaIbHUIA 3a
BMPOGHMLTBO LWnpuua A,
wnpuua b, kiHueBy
yNakoBKy Ta KOHTPO/b
AKOCTI:

Tonmap IHk., CLUA,
BiANoOBigabHUIA 3a
KOHTPO/b/BMNPOGYBaHHSA
cepii:

Tonmap IHk., CLUA;

BiANOBiAa/IbHWIA 32
KOHTPONb/BUNPOGYBaHHSA
cepii:

Tonmap IHk., CLUA,

BiANOBIAaIbHNIA 3a
KOHTPO/b/BMNPOGYBaHHSA
cepi:
Cnektpan [lata Cepsic,

CLIA

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBWIA Nnikapcbkmit 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
3MiHN METOAMKN 3a MOKa3HNKOM
«KinbkicHe Bu3HaueHHss N-meTun-2-
niponigoHy» (NMP) meTofom rasosa
Xpomarorpadis (wnpuy, A)
(npo6onigroToska (OCHOBHUIA PO3UYNH
BHYTPILWIHbOro ctaHaapTy (Stock Internal
Standard Solution (Stock ISTD);
BHYTPILLHI CTaHAAPTHUIA PO3UnH
po3uunHHuka (ISTD Diluent);0CHOBHI
po3unHu ctaHgapty NMP 1 1a 2;poboui Ta
KOHTPONbHI CTaHJapTHI PO34nHM; BaHK
BHYTpiLWHbOro ctaHaapTty( Internal
Standard Blank); po3uuH 3paska). 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro Nnikapcbkoro
3acoby. 3miHa y MeTofax BUNpobyBaHHs
roTOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToaax
BMNPOOGYBaHHSA) - 3MiHN METOAMKN 3a
nokasHukamu «lpeHTudikauis», «KinbkicHe

3a
peyenmom

UA/5758/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
IHk., CLLA BV3HAYEHHS NenpoperiHy aueTarty»,
«OfHOPIAHICTb [03YBaHHA» Ta «CTOPOHHI

Jomilkm» metogom BEPX (wnpuy, B)
(no6onigrotToBka craHgapTy PO3A4i/IbHOI
34aTHOCTI. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oToBWMIA Nikapcbknii 3aci6. KOHTponb
rOTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS) -
3MiHN METOAMKN 33 MOKa3HNKOM
«KinbkicHe BU3Ha4YeHHs nelinpopeniHy
auetaty» metogom BEPX (BigHOBneHwiA
PO34KH) (3MiHM 40 onucy NPo6oniAroToBKM
pO34MHy 3paska; 3MiHa napameTpy
«MakcumanbHuin TUCK» B ymoBax BEPX).
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHULTBI.
3miHa iMnopTepa/3MiHu, Lo CTOCYHTbCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roToBOro NikapcbKoro 3acoby (3amiHa abo
[04aBaHHS AiNTbHULI, Ha SKil
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBAHHS
cepii) - BeegeHHs ginbHWUi Tonmap IHK.,
1201 KopHepcToHe [paiic, BiHazop, Ko
80550, CLWA / Tolmar, Inc., 1201
Cornerstone Drive, Windsor, CO 80550,
USA, Ha sIKili 34iCHI0ETbCS
KOHTPO/L/BUNPOBYBaHHSA cepii. 3MiHn |
™Mny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHNI
cepTudikat Bif ye 3aTBepKEHOro
BMPOGHUKa - MNogaHO OHOB/IEHWIA
ceptudikat signosigHocTi E® No. R1-CEP
2011-274-Rev 01 gns Ajto40i pevyoBUHM
nennpopeniHy Big, 3aTBEPAXEHOr0
BMpo6HMKa Piramal Pharma Limited, India
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

Ha 3aMiHy cepTudikaTy BignoBigHOCTI EP
No. R1-CEP 2011-274-Rev 00, y 3B’s3ky 3i
3MIHOI Ha3BM BNIACHNKa/BMPOGHMKA
(3atBepmxeHo Hemmo Pharmaceuticals
Private Ltd., India) Ta yTouHEeHHsIM agpecu
BMPOGHUYOI AinbHUL (3MiHa PIN-kogy 3
400613 Ha 400703, Lo BHeceHa
perioHasIbHUM AepXXaBHUM OpraHoM npu
NpU3HaYeHHi Kody perioHy). PakTnyHa
agpeca BUPOGHMYOT AiNbHULI, cuctema
AKOCTIi, BUPOOHMYI NpoLecy Ta KOHTPOsb
AKOCTI 6€3 3MiH. 3MiHW | Tuny - 3MiHKn 3
akocTi. A®Il. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMixxHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS) - 3MiHW METOAMKM 3a
nokasHukamm «Assay», «ldentification» Ta
«Related Substances» metogom HPLC
AN BUXiAHOI CUPOBUHW Nneinponigy
auetaTty npu KOHTposi aKocTi A®|
(npo6onigrotoska (B ONWCi NPUrOTYBaHHSA
eTa/IOHHOTO Ta TeCTOBOrO PO34MHIB
[04aHO MeXi BIAXNNIEHHA HaBaXXKu
neiinpopeniny), oHoBMeHi ymosn BEPX
CTOCOBHO MaKCMMaJslbHOro TUCKY Ta
BUMOIN [0 NpuaaTHoCTi cuctemu). 3Minm |
TMny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3miHa y meTogax BunpobyBaHHsa Al abo
BUXIAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HauHI
3MiHW Y 3aTBEPAKEHUX METoAax
BMNPOGYBaHHSA) - 3MiHW METOAMUKM 3a
nokasHukom «Acetic Acid» metogom HPLC
(npo6onigrotoBka (B onuci NiarotoBka
3paska 404aHO MeXi BigXUNEeHHS
HaBaXKu), 3MiIHEHO Ha3BY BMPOGHUKa
KOSIOHKM, OHOBJIEHI BUMOTUN [0
npugaTHocTi cuctemu). 3MiHn | Tuny -
3miHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMikHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHNX MeTofax
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BMNPOGYBaHHS) - 3MiHW METOAMKM 3a
nokasHukom «Residual Triethylamine»
metogom GC (npo6onigroToBka (B onuci
NPUroTyBaHHSA €Ta/TOHHOTO Ta TECTOBOIO
PO34MHIB A0AAHO MeXi BIAXUIEHHA
HaBaku)). 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTodax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS) - 3MiHM METOAMKM 3a
nokasHukoM «Residual Methanol, Ethanol
and Acetonitrile» metogom GC
(npo6onigrotoBka (B ONWCi NPUrOTYBaHHSA
eTasIoHHOr0 Ta TeCTOBOr0 PO34MHIB
[04aHO MeXi BiiXWIEHHS HaBaXkKM).
107. | ECCEHUIANE® kancynu no 300 mr; TOB YkpaiHa BVMPOGHULTBO, MEPBUHHE Himeuunna/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 UA/8682/01/01
®OPTE H Ne 30 (10x3): no 10 "Onenna Ta BTOPUHHE NakyBaHHS, MonbLia mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuyenma
Kancyn y énicrepi, Xenckea KOHTPO/b Ta BUMYCK Cepili: [oToBWIA Nikapcbkumit 3aci6. KoHTponb
no 3 6nictepn y YkpaiHa" Eii. HatTepmaHH eHp, rOTOBOrO /1iKapCbKOro 3aco0y (iHLi 3MiHK).
KapTOHHI kopobLyj; Caiti. TM6X, HimeuunHa; OHOBJIEHHSA BXe 3aTBEpKEeHNX MeToaiB
Ne 100 (10x10): no nepBrHHE Ta BTOPUHHE KOHTpONto akocTi [N13, a came BUKIaAeHHSA
10 kancyn y nakyBaHHS, BUMYCK Cepili: TEKCTY [lep>XaBHOK MOBOIO 3rigHO
6nictepi, no 10 Onenna Xenckea MonaHpg, Cy4acHMX BUMOT. TakoX BHECEHHSA
6nictepiB y Cn. 3 0.0., MonbLa pefakuiiHMx NpaBoK BignoBigHO A0
KapTOHHI KopooLli opuriHanbHOT cneumdikauii Ta MeTogis
KOHTPO/110 J13 BUPOBHUKA.
108. | ETON ®OPT TabneTku, BKpUTI HOBEN TypeuunHa HOBEN I/1IAY CAHAI BE TypeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/3962/01/01
060/10HKO0, Mo 400 IIAY CAHAT TIOI>KAPET A.LL. mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom
Mmr no 14 TabneTok y BE [oTOBWIA Nnikapcbkumii 3aci6. KoHTpob
6nicTepi; no 1 abo TIOKAPET rOTOBOrO /likapCcbkoro 3acoby. 3miHa y
no 2 6nictepu B ALl MeTogax BUNpobyBaHHA rOTOBOTO

KapTOHHI ynakoBL;
no 4 Tabnetkn y
6nicTepi; no 1
6nictepy B
KapTOHHI ynakoBLi

nikapcbKoro 3acoby (iHLi 3MiHM y meTogax
BMNpoGyBaHb (BK/OYaoum 3amiHy abo
[ONOBHEHHS)). CynyTHA 3MiHa
- 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikawii
Ta/abo fonyCTMMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHN) -
BHECEHHSA 3MiHM [0 cneuuqikauii Ta
MeToAy BunpobyBaHHs 13 3a
nokasHukom «lgeHtudpikauis. ETogonak.
MeTtoa BEPX», a came 3MiHEHO
NPUroTyBaHHS PO34YMHIB, Ta SIK HACNIAOK,
YTOYHEHO BMMOrK cneuudikauii M13.
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
109. | ETONO3NA-TEBA KOHLeHTpaT Ans TOB «TeBa YkpaiHa dapmaxewmi B.B., HigepnaHgm BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/7277/01/01
pO34nHy AN YkpaiHa» HigepnaHnaun / Xopsaris mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom
iHdpy3iid, 20 mr/mn; anbTepHaTUBHa [oTOBWIA NiKapCbKWii 3aci6. 3MiHU Yy
no 5 mn a6o no 10 nabopartopia ans BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
M1y p1akoHi; no 1 KOHTPO/IIO cepii: CTOCYHOTbCS BUMYCKY cepil Ta KOHTPOSI0
hnakoHy B MNIBA XpsaTcka 4.0.0., SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
KapTOHHI KOpo6Li Xopsaris (3amiHa abo foAaBaHHSA AiNbHUL, Ha SKil
3[iICHIETLCS! KOHTPO/IL/BUNPOBYBAHHS
cepii). JofaBaHHs aslbTepHATUBHOI
OiNbHULI BigNoBiAaNbHOT 38 KOHTPO/Tb
sakocTi M/1IBA Xpsartcka 4.0.0. (PLIVA
Hrvatska d.0.0.) Ao 3aTBepAXeHOI
AiNbHULL KOHTPOTO SKOCTI PapMaxemi
B.B., HigepnaHngun (Pharmachemie B.V.
PCH)); pepakuiiiti 3miHn go p. 3.2.P.3.1
BMPOOGHUK(M). 3MiHV BHECEHO Ha TUTY/IbHY
CTOPIHKY TEKCTY MapKyBaHHS yNakoBOK
niKkapcbKoro 3acoby, a caMme 3a3HayeHHsi
iHchopmawii LWoao anbTepHaTUBHOT
nabopartopii 415 KOHTPOO cepil.
110. | E®EPA/ITAH cynosuTopii YMNCA CAC ®paHuis YIMCA CAC dpaHuin BHECEHHS 3MiH 0 peecTpaLiiHnx bes UA/5237/03/01
pekTanbHi no 80 mr, marepianis: 3miHu | Tuny - 3mMiHK Woao peyenma
no 5 cynosutopiis y 6e3nekun/edekTBHOCTI Ta
6nicTepi; no 2 hapmakoHarnagy (iHwi 3mMiHn) - 3MiHn
6nictepu B BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
KapTOHHI KopooLli (n. 6) Ta BTOPUHHOI (NyHKTK 15, 17)
yNakoBOK MikapcbKoro 3acoby. BeegeHHs
3MiH NpoTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
111. | E®EPA/TAH cynosuTopii YIMNCA CAC ®paHuis YIMCA CAC dpaHuis BHECEHHS 3MiH 0 peecTpaLiiHnx bes UA/5237/03/02
pekTasibHi no 150 mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peyenma
mr; no 5 6e3nekn/ed)eKkTBHOCTI Ta
CynosuTopiie y hapmakoHarnsgy (iHwi 3mMiHn) - 3MiHn
6nictepi; no 2 BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
6nictepu B (n. 6) Ta BTOpPUHHOI (NyHKTK 15, 17)
KapTOHHI KOpo6Lii yNakoBOK MikapcbKoro 3acoby. BeegeHHs
3MiH NpOTArom 6 MicsiB nicns
3aTBEPAXKEHHS
112. | E®EPA/ITAH cynosuTopii YMNCA CAC dpaHuis YIMCA CAC dpaHuis BHECEHHS 3MiH 40 peecTpaLiiHnx bes UA/5237/03/03
pekTasibHi no 300 martepianis: 3MiHu | TUnNy - 3MiHK WoA0 peyenma
Mr; no 5 6e3nekn/edpekTBHOCTI Ta
Cyno3nTopiiB y thapmakoHarnagy (iHwi 3MiHn) - 3MiHK
6nictepi; no 2 BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
6nictepu B (n. 6) Ta BTOPUHHOI (NyHKTK 15, 17)
KapTOHHI KOpOOL; YyNaKoBOK NiKapCbKoro 3acoby. BBegeHHs
3MiH NPOTArom 6 MicsLiB nicns
3aTBEPAXKEHHS
113. | EBPOMIUVH rpaHynun ans ToBapncTBO YKpaiHa MPAT "XIM®GAPM3ABOA YKpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx 3a He UA/20195/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

0pa/IbHOr0 PO3YMHY
no3r,no8r
npenapaty (31
Lito40T PEYOBUHN) Y
cawe; no 1 a6o 2
cawle y nauui 3
KapTOHY

3
0bMexXeHo
Bignosigaib
HICTIO
"KOHAPK
IHTENMEL"

"UEPBOHA 3IPKA"

marepianis: 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapCbKOro 3acoby, BKNHOYAUN [ibHAL
BMMYCKy cepii abo micLe NpoBeAeHHs
KOHTPO/O SIKOCTI. (AISSIbHICTb, 3a SKy
BiAnosigae BUpo6HMK/iMnopTep,
BK/IOUA0UM BUMYCK cepiii). 3MiHa
HaliMeHyBaHHS1 BUPOOHMKa Y 3B'A3KY 3i
3MIHO OpraHi3aLiiHo-npaBoBoi hopmu
nignpvemcTaa. 3MiH/ BHECEHO B
iIHCTPYKLiO AN5 MeANYHOro 3aCTOCyBaHHS
NikapcbKoro 3acoby y po3ain "BupobHuk" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB 3
Jatun 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHn
Lwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3miHun
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
yNaKkoBKN MiKapCbKOro 3acoby y MyHKTU 2,
3,4,8,11,12, 13, 17 Ta B TEKCT
MapKyBaHHSA NePBUHHOT YNaKoBKN Y MYHKTK
3,4, 5, 6. BBejeHHS 3MiH NpOTArom 6-1u
MiCALIB 3 AATN 3aTBEPKEHHS.

peyerimom

nidnsieae

114.

3AKIC A3OTY
MEAVYHWIA
MECCEP

ras MeguyHnii
CTUCHEHUI Y
6anoHax o6'emom 1
n,31n,45n,5n,
10 n, 50 n

[JouipHe
nignpuemMcTs
0 "Meccep
YkpaiHa"

YKpaiHa

Meccep ABcTpis TM6X

ABcTpist

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHS hapmakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOI 0CO6YM 3asiBHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,
[itova pepakuis: Sloroscbka IpuHa
IBaHiBHa. [MponoHoBaHa pegakLis:

3a
peyenmom

UA/19853/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
ApemeHko MapiaHHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3asBHMKa, BiANOBIAaIbHOT 3a
dpapMakoHarnsg.
115. | 3ACNOKININBUNA 36ip no 60 r abo no MpAT Ykpaina MpAT "NikTpasun" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/6044/01/01
3BIP Ne 2 75 'y naykax 3 "NikTpasn" marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI. peyenma
(CEAATUBHWIA) BHYTPILUHIM ["oTOBWIA Nikapcbkuii 3aci6. Cuctema
naketom; no 1,5ry KOHTeliHep/3akynopoBasibHW 3aci6 (iHLWi
inbTp-nakeTi; No 3MiHK)
20 dhinbTp-nakeTiB y BHeceHHS 3MiH 0 HOpMYyBaHHS
nayui; no1,5ry NoKa3HWKiB «laeHTudikauist (30BHILWLHI
inbTp-NakeTi; Mo 03Hakw)» (Jo4aBaHHs onucy MniBku
20 dhinbTp-nakeTiB y naKyBaslbHOI ); « TOBLLVHA NTIBKN»
nauui 3 BHYTpILIHIM (YTOYHEHHS AoNYyCTUMUX HOPM NOKa3HUKA)
nakeTom crneungikauii 3 KOHTPO/IHO NEPBUHHOIO
nakyBa/IbHOro matepiasty 415 ynakoBku no
60 r Ta no 75 r y nauyui 3 BHYTpILIHIM
nakeTom (nniBka nakysasibHa (NepBUHHA)).
116. | S3OKAPAIC® 30 Ml | TabneTku, BKPUTI MeHapiHi NMokcembypr Brpo6HMuTBO "“in bulk”, HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a He UA/3246/01/02
nNiBKOBOKO IHTepHeLLOoH nepBrHHE Ta BTOPUHHE /ITanis mMartepianis: 3MiHu | TUNy - 3MiHK WoA0 peuenmom | niosnsizae
060/10HKo10, No 30 an nakyBaHHs, KOHTPO/b Ta 6e3nekn/edpeKkTBHOCTI Ta
Mr; no 7 TabneTtok y OnepeiiwoH BWMNYCK cepiii: MeHapiHi - hapmakoHarnsgy. 3miHa y KopoTkili
6nictepi; no 1 c ®oH XeipeH Mv6X, XapaKTepucTuLli Nikapcbkoro 3acooby,
6nictepy B TNiokcembypr HimeuunHa; BupobHuyteo TEKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
KapTOHHI kopobuyj; C.A. "in bulk", nepBuHHe Ta Me[UYHOro 3acTocyBaHHA Ha nigcrasi
no 14 Tabnetok y BTOPWHHE MaKyBaHHS, perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
6nicTepi; no 1 abo 2 BUMYCK cepiii: A. MeHapiHi nikapcbkoro 3acoby, abo gocniaxeHb 3
6nictepu B MaHydakTypiHr JloricTikc 6e3nekn 3acTocyBaHHS /likapCbKoro
KapTOHHI KopooLli eHg Cepsicec C.p.J1., 3acoby B nicnsipeecTpauiliiHnii nepios, abo
ITanis; KoHTponb cepiii: AK pe3ynbTaTt OUiHKM 3BiTYy 3 AOCNIAKEHb,
[owmne chapmaueyTiui npoBeAeHVX BifnoBigHO 40 niiaHy
C.n.A., Itanis; A. MeHapiHi negiatpuyHux gocnimxkers (PIP) (3MiHy
MaHythakTypiHr JloricTikc Y3ro[>KEHO 3 KOMMNETEHTHUM
eHp Cepsicec C.p.J1., YMNOBHOB&XXEHUM OpPraHom) - 3MiHu
ITania; €spochiHc Bionab BHECEHO A0 po3ainy "MobivHi peakuii”
C.p.n., Itanis BiANOBIAHO A0 pekomeHgauin PRAC.
3MiHu | TUny - 3MiHK Wwoao
6e3nekn/edyekTBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu) - 3MiHK
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA NikapcbKkoro 3acoby Ao
po3ginis "dapmakonoriuHi BNacTneocTi",
"Oco6nmBOCTI 3acTocyBaHHS" Ta "To6iuHI
peakuii” BignoBigHO [0 OHOB/EHOT
iHchopmauii 3 6e3nekn 3acTocyBaHHs
NikapcbKoro 3acoby
117. | 3OKAPAIC® 7,5 MI" | TabneTku, BKPUTI MeHapiHi TNokcembypr Brpo6HmuTBO "in bulk”, HimeuyunHa BHECEHHS 3MiH 10 peecTpavyinHnx 3a He UA/3246/01/01
NNiBKOBOK IHTepHeLLoH NnepBrHHE Ta BTOPUHHE /ITanis mMartepianis: 3miHu | TMny - 3MiHK Woa0 peyenmom | nmionsizae
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

o060n0oHKoto, 1Mo 7,5
Mr; no 7 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI kopobuyj;
no 14 TabneTtok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHiiA KopooLyi

an
OnepeiiwoH
c
TNMokcembypr
C.A.

nakyBaHHS, KOHTPO/1b Ta
BUWMYCK cepiii: MeHapiHi -
®oH XeipgeH Mv6X,
HimeuumnHa; BupobHuuteo
"in bulk", nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BMMYCK cepiii: A. MeHapiHi
MaHydakTypiHr JloricTikc
eHg Cepsicec C.p.Jl.,
ITanis; KoHTponb cepiii:
[owmne chapmaueyTiui
C.n.A., ITanis; A. MeHapiHi
MaHythakTypiHr JloricTikc
eHg Cepsicec C.p.J1.,
ITanis; €spodiHc bionab
C.p.n., Itanisa

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTULLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 41
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynspHo OHOB/OBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo AociAxKeHb 3
6e3nekn 3acToCyBaHHA /ikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTy 3 AOC/igKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiarpnuHnx gocnigxeHs (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO A0 po3ainy "MobivHi peakwii”
BiANOBIAHO A0 pekomeHgauin PRAC.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
po3ginis "dapmMakosoriyHi BNacTneocCTi",
"Oco6nmBOCTI 3acTocyBaHHS" Ta "To6IYHI
peakuii” BignoBigHO [0 OHOB/EHOT
iHhopmauii 3 6e3nekn 3acTocyBaHHS
NiKapcbKoro 3acoby

118.

30/J10MEHT®

TabneTkn, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI NO
40 wmr; no 14
TabneTok y 6nictepi;
no 1 6nicrepy y
KapTOHHI ynakoBLi;
no 10 TabneTok y
6nictepi; no 3
6nictepn y
KapTOHHI ynakoBLi

TOB
"TNELPAP
MATO"

Ykpaina

TOB "KYCYM ®APM",
Ykpaina
abo
TOB "TNIEA®APM NTA",
Ykpaina

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOI [i/TbHUL BUPOGHMLTBA AN1S
4yacTuHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby
(ainbHUUSA, Ha AKi NPOBOAATLCA ByAb-AKi
BMPOOHUYI CTafjl, 38 BUHATKOM BUNYCKY
cepili, KOHTPO/O SKOCTi, MEPBMHHOIO Ta
BTOPVHHOIO NakyBaHHSA, A1
HecTepubHUX MiKapCbknx 3aco6iB)
CynyTHS 3MmiHa - 3MiHM 3 SKOCTi. FoToBWIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.
3amiHa abo BBeEeHHA 00AaTKOBOI
AiNbHULI BUPOBHMLTBA 419 YacTuHM abo
BCbOr0 BYPOBHNYOro NpoLecy roToBoro
nNiKapcbKoro 3acoby (AinbHULA ANns
BTOPUHHOIO NaKyBaHHS) - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOBHUUTBI. 3amiHa abo BBeAeHHS
[04AaTKOBOI [i/TbHUL BUPOGHMLUTBA AN

3a
peyerimom

He
nidnsieae

UA/9814/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

119.

3O0/IOMNMEHT®

4acTUHK abo BCbOro BUPOOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(8inbHULA ANA NEPBUHHOIO NakKyBaHHS)
BBE/IEHHSA a/lbTepHaTMBHOIO BUPOGHNMKa
TOB «[MIEA®APM NT», YKpaiHa
BIANOBIA@/IbHOIO 3a NEPBUHHE NaKkyBaHHS,
BTOPUHHE NakyBaHHs Ta Oyab-AKi
BUPOGHMYI CTagii, 38 BUHATKOM BUMYCKY
Cepiii, KOHTPOO SKOCTi, NEPBUHHOIO
nakyBaHHS, BTOPUHHOTO MakyBaHHS A5
HecTepubHUX ikapcbkux 3aco6iB.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMNYCKY cepil Ta
KOHTPOJIH0 AKOCTi FOTOBOTO JiKapCbKOro
3aco6y (3amiHa abo fofaBaHHA
BMPOGHMKA, LU0 BiANOBIAAE 3@ BBE3EHHS
Ta/abo BMNyck cepii) - Bkioyaroun
KOHTPONb/BUNPOGYBaHHSA cepii - BBeAeHHs
anbTepHaTUBHOrO BMpo6HMKa TOB
«TNEQ®APM NT/O», BignosiganbHOro 3a
BWMNYCK Cepii, BKNOYaUY KOHTPO/b AKOCTI.
3MiHU BHECEHO B IHCTPYKLil0 AN1s
MeAUYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ainu "BUpo6HuMK",
"Micue3HaxomkeHHs! BUPO6HMKa Ta
afpeca MicLs NpPoBafpKeHHs Moro
AifnbHOCTI" 3 BIANOBIAHUMY 3MiHAMVY B
TEKCTi MapKyBaHHS YNakoBOK. BBefeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3arBepkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
yNaKoBKM NiKapCbKOro 3acoby y nyHKTu 16,
17.

BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepKEHHs.

nocsi0o4YeHHs

TabneTku, BKPUTI
060/10HKOIO,
KMLUKOBOPO34MHHI NO
20 mr; no 14
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBL;

TOB
"TNEAGAP
M nTA"

no 10 TabneTtok y

YKpaiHa

TOB "KYCYM ®APM",
YkpaiHa
a6bo
TOB "TNEAPAPM NTA",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOBHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI fi/TbHUL BUPOGHMLTBA 415
4acTuHK abo BCbOro BUPOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3aco6y

(4inbHUUA, Ha AKi NpoBOASATLCSA ByAb-AKi

3a
peyenmom

He
nidnsieae

UA/9814/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 3 BMPOOHUYI CTagji, 3a BUHATKOM BUMYCKY
6nictepu y

KapTOHHIlA ynakoBL,i

Ccepiil, KOHTPO/HO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HECTEPWU/IbHUX MIKapPCbKMX 3ac00biB)
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
NiKapcbknii 3aci6. 3MiHW y BUPOOHULTBI.
3amiHa ab0 BBeAEHHS 404aTKOBOI
OiNbHULI BUPOBHULTBA N1 YacTUHY abo
BCbOr0 BMPOGHWNYOTO NPOLECY roToBOro
nikapcbKkoro 3acoby (finbHUUSA Ans
BTOPWHHOrO NakyBaHHS) - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbKWii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
4YacTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy roToBoro NikapcbKoro 3acoby
(8iNbHULA 4NS NePBUHHOIO NaKyBaHHS)
BBE[EHHS a/lbTePHATMBHOIO BUPOGHMKA
TOB «NTEA®APM NTO», Ykpaina
BifJNOBIAabHOTO 3a NepPBUHHE MakKyBaHHS,
BTOPUHHE NakyBaHHA Ta byab-AKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY
Cepiii, KOHTPOO AKOCTi, NEPBUHHOTO
nakyBaHHS!, BTOPUHHOTO MakyBaHHS A1
HEeCTepPUIbHUX NiKapCbKMX 3acobiB.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYOTbCS BUNYCKY cepil Ta
KOHTPOJTHO AKOCTi FOTOBOTO JiKapCbKOro
3acoby (3aMiHa abo fofaBaHHs
BMPOGHUKA, LLO BIANOBIAAE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - Bkiovaroun
KOHTPONb/BUNPOGYBAHHSA cepil - BBeeHHs
anbTepHaTUBHOrO BMPOo6HMKa TOB
«NEQ®APM NT/O», BignoBigasibHOro 3a
BUMYCK Cepii, BK/1IOYA0YN KOHTPOSIb AKOCTI.
3MiHN BHECEHO B IHCTPYKLiO ANna
MeAMYHOr0 3aCTOCYBaHHS NikapCbKOro
3acoby y po3ainu "BUpo6HuK",
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LisinbHOCTI" 3 BiANOBIAHUMY 3MiHAMVU B
TEKCTi MapKyBaHHS YNakoBOK. BBeieHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEepMKEHHS. 3MiHN | TUny - 3MiHK Woa0

6e3nekn/edpeKTUBHOCTI Ta
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
thapmakoHarnagy (iHwi 3mMiHn) 3MiHu
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
yNaKoBKM NiKapCbKoro 3acoby y nyHKTn 16,
17.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.
120. | IBYNPO®EH Kancynm no 400 mr, ToBapucTBO YkpaiHa ToBapucTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 UA/16147/01/02
no 10 kancyny 3 BiANOBIAANBLHICTIO mMartepianis: 3miHu | TUny - peuyenma
6nictepi, no 1 abo 2 | obmexeHow "®apmaveBTnyHa hipma AOMiHiCTpaTMBHI 3MiHU. 3MiHa
6nictepu y kopobui 3 | Bignosigasib "BepTekc", HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
KapTOHY HiCTIO YkpaiHa (BNacHvKa peecTpauiiHoro nocBigYeHHs) -
"®apmaueBT (BMPOGHMLITBO 3 MPOAYKL,i 3MiHa agpecy 3asiBHMKa
n4yHa chipma in bulk ToBapucTBa 3
"BepTekc" 06MeXeHo
BiANOBIAA/TLHICTIO
«dbapmaLeBTNyHa
KOMMaHisi «3/10poB’si»,
YkpaiHa)
121. | IBYNPO®EH Kancynu, no 200 wr, ToBapucTBO Ykpaina ToBapncTBO 3 0OMEXEHOI0 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 UA/16147/01/01
no 10 kancyny 3 BiANOBIAANILHICTIO martepianis: 3miHu | TMny - peuyenma
6nictepi, no 1 abo 2 | obmexeHow "®apmaveBTnyHa hipma AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nictepu y kopobui 3 | Bignosigasib "BepTekc", HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa
KapTOHY HiCTIO YkpaiHa (BNacHvKa peecTpauiiHoro nNocBigYeHHs) -
"GapmaueBT (BMPOGHMLITBO 3 MPOAYKL,i 3MiHa agpecu 3asiBHMKa
nyHa hipma in bulk ToBapucTBa 3
"BepTekc" 06MeXeHo
BiANOBIAA/TLHICTIO
«dapmaLeBTNyHa
KOMMaHisi «310pO0B’si»,
YkpaiHa)
122. | ISOHIA3NA- Tabnetku no 300 wmr, MpAT YKpaiHa MpAT "dapmaueBTnyHa YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a UA/2671/01/01
AOAPHUUA no 10 TabneTok y "®apmavesT ipma "AapHuus" marepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI. peyenmom
KOHTYPHil nyHa chipma A®I|. KoHTponb A®I. 3miHa y napameTpax
YapyHKOBIli "OapHnus" cneumdikauin Ta/abo AONyCTUMUX MEX,
ynakoBLi; no 5 BM3HauYeHux y cneuucpikauisx Ha Adl, abo
KOHTYPHMX BUXIQHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
YyapyHKOBUX BUKOPVCTOBYHOTHCS Y NPOLECI

YNaKoBOK y Mauli; no
1000 a6o no 1500,
abo no 2500
Tabnetok y
KOHTeliHepax

BUPOGHMLTBA ADI (iHLLI 3MiHK).
CynyTHS 3miHa - 3MiHK 3 ikocTi. AdI.
KoHTposnb A®L. 3miHa y MeToax
BunpobyeaHHA APl abo BUXigHOTO
mMaTtepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci BupobHMUTBa AD| (HEe3HauHI
3MiHW Y 3aTBEPKEHUX METoAAX
BMMNPOGYBaHHS) - BHECEHHS 3MiH [0
po3giny 3.2.5.4.1. Cneuyudikauis Ta
po3ainy 3.2.S.4.2. AHa/TITUYHI METOAMKN
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

3a NOKa3HUKaMu:

- «PO34YMHHICTb» - iHhopMaLito LWoao
po3unHHOCTI A®| nepeHeceHo A0
3arasibH1X BNacTUBOCTeW; -
«lpeHTudikauis» - BUNy4YeHHs TecTiB
Apyroi igerTudikauii (apyra: A, C),
3a/MLWLINAN TeCTW nepLuoi igeHTudikauii A,
C (oY, 2.2.14 ta oY, 2.2.24);

- «3a/ILLKOBI PO3YUHHUKM» - BHECEHO
pefakuiiiHi npaBku BHACNIAOK 3MiHU
HaliMeHyBaHHS po3giny 3 «3a/NLLIKOBI
KiNIbKOCTi OpraHiYHnX po34MHHUKIB» Ha
«3a/INLLKOBI PO3YMHHUKN» Ta BHECEHO
3MiHU B METOAMKY KOHTPOJIIO Y 3B’A3KY 3i
3MIHOI OAVHULb BUMIPIOBAHHSA Y
HOPMYBaHHI (3 «%» Ha «ppm»),
BiJKOPUroBaHO po3paxyHKoBYy hopmyy.
3MiHn | TURY - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHLCS Y NPOLEC
BMPO6HULTBA AP| (BUIYYEHHA HE3HAYHOTO
nokasHuka AKOCTi (Hanpuknag BUIyyYeHHs
3acTapifioro NokasHUKa)) - BUTyYeHHS
KOHTPO/1I0 38 MOKa3HWKOM "AHOMasIbHa
TOKCMYHICTB" 06YMOB/IEHE NPUBEAEHHAM
00 B/MOr MoHorpadii EP.
3MiHn | TURY - 3MiHK 3 aKkocTi. AdDI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOBYBaHHA) -

BHECEHHS 3MiH 10 METOAUKN KOHTPO/IO
A®I i30HIa3ngy 3a nokasHnkom «KinbkicHe
BU3HAUEHHSA» Yy 3B'A3KY 3 BHECEHAM
pefakuiiHMx npaBoK BiANOBIAHO [0
pekomeHaauiii moHorpadii €®. 3MiHu |
Tmny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3MiHa y meTofax BunpobyBaHHs AdD| abo
BMXifHOro marepiany/npomMikHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuyTea A®I (iHLWi 3MiHW y
MeTofax BUNpo6yBaHHSA (BKIHOYAKUM
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3amiHy abo gonoBHeHHs) APl abo
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY) -
BHECEHHS 3MiH 10 METOAUKWN KOHTPO/HO
A®I i30Hia3nay 3a NokasHWKOM «Jomillka
E», a came: BHECEHO 3MiH/ B
NPUroTyBaHHSA Po34nHy A Ta 36iNblUEHHSA
BIZJHOCHOrO Yacy Buxogy nika
6eH3anberigy asuHy 3 13 x8 Ha 14 xB,
BiANOBIAHO A0 MoHorpadii EP
«ISONIAZID» Ta matepianis dipmu
BMPOGHUKA.
123. | IHOIPAB niogpinizoBaHwnin TOB Ykpaina BMPOGHMLTBO in bulk, IHAjs BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/15391/01/01
BAKLUVHA NOPOLLIOK AN1S "dapma BWNYCK Cepil: marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
AHTUPABIYHA PO3YUHY ANs1 iH'EKLLI Naiig" BxapaT bioTtek [oTOBWiA Nnikapcbkumii 3aci6. KoHTpob
OUULLEHA, He MeHLwe 2,5 IHTepHewwHn NimiTes, rOTOBOrO /liKapCbkoro 3acoby. 3miHa y
IHAKTUBOBAHA MO/go3a Ta IHAjsA; BUPOGHMLTBO MeToAax BUNpPoGyBaHHSA roTOBOro
PO34MHHKK; in bulk: po3unHHMKa: CoBepeiiH nikapcbKoro 3acoby (iHLi 3MiHW y MeTogax
1 conakoH 3 dapma Mpavisart JlimiTeq, BMNPOGYBaHb (BK/OUAKOUM 3aMiHy abo
niogpinizoBaHMM IHais [OMNOBHEHHS)) - [loAaHHSA
nopoLukom Ta 1 anbTepHaTUBHOrO MeToay Ans
amnyna 3 BU3HAYEHHS BOAW, a came «Bu3HaueHHs
PO34MHHKKOM no 0,5 BOJM MiKDOMETOA0M>» (3aTBEPAXKEHO
M/ (HaTpito xopuay «Bu3Ha4eHHs BOAW HamMiBMIKPOMETOL0M>»)
PO34mnH ANS iH'EKLR [ON151 PUCKOPEHHS NPOBELEHHA KOHTPOII0
0,3%) B akocTi [N13 y chopwmi in bulk.
nnacTKoBOMYy
neHani y nauuj 3
KapToHy; no 10
navokK 3 KapToHy y
KOpPOO6Lii 3 KapTOHY;
no 12 a6o 32
KOPOGKMN 3 KAPTOHY Y
KapTOHHOMY KOpOO6i
(TpaHcnopTHOMY
Kopobi)
124. | IHOIPAB niodgpinizoBaHwii TOB Ykpaina TOB "®apma Naic" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/15402/01/01
BAKUUHA NOPOLLOK A/1A "papma (nakyBaHHs i3 dhopmu in mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom
AHTUPABIYHA pO34nHy AN Naiig" bulk chipmun-Brpo6HUKa [oTOBWIA Nnikapcbkumii 3aci6. KoHTpob
OYULLEHA, iH'EKLil; HEe MeHLwe Bxapat bioTek rOTOBOrO /likapCcbkoro 3acoby. 3miHa y
IHAKTUUBOBAHA 2,5 MO/po3a 1a IHTepHeww N flimiTes, MeToAax BUNpoGyBaHHSA rOTOBOrO

PO3UYMHHUK; 1
h1akoH 3
niocpinizoBaHnm
nopotukom T1a 1
amnyna 3
PO34nHHKKOM o 0,5
M/ (HaTpito xopuay
PO3YMH ANS iH'EKL

IHAis)

nikapcbKoro 3acoby (iHLi 3MiHK y meTogax

BMNpoGyBaHb (BK/OYaoum 3amiHy abo
[OONOBHEHHS)) - oAaHHsA
anbTepHaTUBHOrO MeToay ANs
BU3HAYEHHA BOAW, a came «Bu3HaueHHs

BOAW MIKPOMETOA0M>» (3aTBEPKEHO

«Bu3HaueHHs BOAW HaMiBMIKDOMETOLOM>»)

[N NPUCKOPEHHS NPOBEAEHHS KOHTPO/IHO
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
0,3%) B akocTi 13 3 chopmu in bulk
naacTUKoBOMY
nexani; no 1 a6o 10
NIacTUKOBUX
NneHasniB y KapTOHHIi
Kopoo6Li
125. | IHGAHPUKC INB cycneHsis gns nakcoCmitT Benuka nakcoCmiTKnsaiiH Benebris BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/13939/01/01
KOMBIHOBAHA iH'ekyii; no 0,5 MmNy KnsiiH BpuTaHis Bionogxikans C.A. mMaTtepianis: 3miHu Il TMNY - 3MiHU 3 AKOCTI. peuenmom
BAKUUHA ANnA nonepegHL0 Ekcnopt A®|. BupobHMLTBO. 3MiHW B NpOLIECi
MNPO®PINAKTUKN 3aMnoBHEHOMY Nimiteq BMPOGHMLTBA ADI (3MiHa CTOCYETbCS
OUNDTEPII, ofiHOpa3oBOMY aKTUBHOI PEYOBUHMN
NMPABLA, LNpULi Y KOMAAEKTI 6i0N10riYHOro/iMyHOOMNYHOTO MOXOLKEHHS
KALLTFOKA 3 ronkoto; no 1 abo abo BUMKOpUCTaHHSA XiMiyHUX APl y
(ALETMIONAPHNIA 10 nonepegHbLO BUPOGHULTBI JliKApCbKOro 3acoby

KOMMOHEHT) TA
noniomienity

3anoBHEHNX
0/IHOPa30BUX
wnpuuis y
Nn1acTUKoOBOMY
KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHI KOpo6Lii

6i0N10rYHOro/iMyHO/IONYHOrO MOXOMKEHHS,
AKa MOXe MaTh 3HauHWiA BN/IB Ha SKICTb,
6e3neky Ta epeKTUBHICTb NikapCbKoro
3acoby, i He CTOCY€ETbCS NPOTOKOY)
3anpoBagpxeHHs kBanidpikayiiHoro
NPOTOKO/Y AN15 NPUroTyBaHHA PO6040ro
cepegosuwa (WS) Corynebacterium
diphtheriae (C. diphtheriae) 3 paHiwe
3aTBEPPKEHOrO Nepespobo4oro
cepegosuwa T9 (pre-WS T9) Ta gogaHHs
TPbOX HOBWX cepili pob6oyoro cepefoBuLLa
(ADTOHWMO004, ADTOHWMO0O05,
ADTOHWMOO06), BUroTOB/IEHMX Ha
ainbHuLi GlaxoSmithKline Biologicals Kft,
YropumHa. KpiMm Toro, 3MiHIETbCSA
KpUTepili NPUAHATHOCTI TECTY Ha
iAeHTudikauito, WO BUKOHYETLCS Npn
KOHTPONI SIKOCTi NPy BUNYCKY ANS
po6ouoro cepegosua C. Diphtheria 3 «C.
diphtheriae, 6ioTn mitis/belfanti» Ha «C.
diphtheriae». 3miHn Il TUNY - 3MiHK 3
akocTi. A®l. BupobHuuteo. 3miHa
BMPOGHMKA BUXiAHOro/NpOMKHOrO
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci Adl, abo 3miHa BUpoOHMKa
(BKnOYatoum, ae HeobXxigHO, MicLe
npoBefEeHHS KOHTPO/II0 skocTi) APl (3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpMKEHOMY fOCbeE)(3MiHa B AdDI
6i0/10r4YHOr0 NOXOMKEHHS abo BUXIAHOMY
marepiani/peareHTi/MPOMXHOMY NPOAYKTI,
LLI0 BUKOPUCTOBYHOTLCS A/151 BUPOBHMLTBA




138

n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

6i0/10riYHOro/iIMyHO/TOFYHOTO NiKapCbKOro
3acoby ) JopaHHa GlaxoSmithKline
Biologicals Kft, YroplumHa, sk
anbTepHaTUBHOI AiNbHWLI AN
BUPOGHMLITBA Ta MPOBEAEHHSA KOHTPOIIO
SKOCTi poboyoro cepegosuLa
Corynebacterium diphtheriae (C.
diphtheria WS), 3 BignoBigH1mMu 3miHamu B
npoueci BupobHuuTBa (Temneparypa
PO3MOpPOXYyBaHHS, TeMnepaTypa iHkybaujii,
LWBUAKICTb | TPUBANICTb NepeMilLlyBaHHs
ToLW). YHidikauis iHcbopmavii y
p.3.2.5.2.1 ans 3aTBepayKeHoro
BMpobHuka GSK Vaccines GmbH,
HimeuunHa, Ta 3anponoHOBaHOI AiNbHUL
GlaxoSmithKline Biologicals Kft,
YropLuHa, BHECEHHA pefakuiliHnX
npaBoK.

126.

IHOTAMIH

PO3YUH NS iH EKLA,
10 mr/mn; no 1,5 mn
B amnyni; no 100
amnyn y nadyi; no
1,5 mn B amnyni; no
5 amnyn y nauui; no
1,5 mn B amnyni; no
5 amnyn y 6nictepi;
no 1 6nictepy B
nauuj

MpuBartHe
akuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MprBaTtHe akuioHepHe
TOBapUCTBO "J1eKXim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONechbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro

Marepiany/peareHTy/npomMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOr0

BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiickkiii

thapmakonei CEP 2014-261-Rev 02 Big,
3aTBEpIXEHOro BMpobHuka SWATI

SPENTOSE PVT. LTD gito4oi pe4yoBuH®
MesIoKCMKaM Yy 3B'3Ky 3 HE3HAYHO
3MiHOI0 agpecu BUpOGHKMKa, a came

BBe/leHHs JOAAaTKOBOro cknaay 3

HomepoMm A-2/2120, micLe BUPOGHNLTBA

He 3miHunoch (3atBepmxeHo: CEP 2014-

261-Rev 01; 3anponoHosaHo: CEP 2014-
261-Rev 02).

3a
peyenmom

UA/16007/01/01

127.

non

po3uunH ans
30BHILLHbOr0
3aCTOCyBaHHS,

MPAT
"XIMOAPM3
ABO[,

YKpaiHa

MPAT "XIM®GAPM3ABO[,

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
martepianis: 3miHu | TMny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa

6e3
peyenma

nionsieae

UA/8247/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

cnupToBwWii 5 %; no
10 mn, a6o no 20
M, a6o no 1000 mn
y chnakoHax

"UEPBOHA
3IPKA"

HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvika peecTpauiiHoro nocBigYeHHs)
3MiHa HaliMeHyBaHHS 3asBHUKA Ta 3MiHU Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpaLiiiHoro nNocBig4eHHst). 3miHu |
TUny - AAMIHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHAL
BUNYyCKy cepii abo MicLe NnpoBefeHHs
KOHTPOIO AKOCTI. (ZiANbHICTb, 3a Ky
BiANoBigae BUpoGHuK/iMnopTep,
BK/IOYA0UM BUMYCK Cepiid) 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa 13 Ta 3MiHn y
HanucaHHi agpecy BUpobHuka NN3. 3miHn
BHECEHO B iHCTPYKL,itO 419 MEANYHOIO
3acTocyBaHHSA NikapCcbKoro 3acoby y
po3ainy "BupobHuk", "MicLe3HaxomKeHHS
BMPOGHMKa Ta agpeca Mmicus
NPOBaXEHHS Oro AifNbHOCTI" 3
BiANOBIAHMMM 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BBegeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

128.

KAAYET 5/10

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, N0 5
Mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI KopooLli

Biatpic
CrewenTi
nnc

CLIA

Mdpaiizep
MeHtochekuypuHr
[oituneng MreX

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHAUM AifTbHUL
BWMYCKy cepii abo micLe npoBeaeHHs
KOHTPOJO SKOCTI. (ZisNIbHICTb, 3a Ky
Bignosigae BMpOGHuK/iMnopTep,
BK/IOYAt0UM BUMYCK cepili) 3MiHa iHgeKcy B
appeci BMpo6Huka. bes 3miHu micus
3HaXOAXXEHHS. 3MiHN BHECEHO B
iHCTPYKLit0 4159 MeQUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ain
«Micue3HaxoxeHHs BUPOGHMKa Ta
ajpeca Micusi NPpoBaKEHHS 110r0
[ISNbHOCTI» 3 BigNOBIAHNMMN 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBK/ NikapcbKoro
3aco6y. TepmiH BBEAEHHS 3MiH - NPOTArOM
12 micsiuiB micnsi 3aTBepAKEHHS.

3a
peyenmom

He
nidnsieae

UA/5635/01/02

129.

KAAYET 5/10

TabneTku, BKPUTI
n1iBKOBOO

Biatpic
CrewenTi

CLIA

Mdpaiizep
MeHtohekyypuHr

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TMny - 3MiHM 3 AKOCTI.

3a
peyenmom

He
nidnsieae

UA/5635/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
060/10HKO10, M0 5 nnc [oiiuneng MreX [oTOBWIA Nikapcbkumii 3aci6. Onuc Ta cknag.
Mmr/10 mr; no 10 3MiHa abo AofaBaHHA WTamnis,
TabneTok y 6nictepi; NOTOBLLEHb ab0 IHLLINX MapKyBaHb,
no 3 6nictepu B yK/touaruy 3aMiHy abo fogasaHHs dhap6b
KapTOHHI KopooLii 0151 MapKyBaHHS JikapCbKoro 3acoby
(3MiHa WwTamnis, NOTOBLLEHb ab0 iHLLINX
MapKyBaHb) - BUJa/IEHHA TUCHEHHS
(rpaBipyBaHHs) «Pfizer» Ha TabneTkax 3
0fiHOro 60Ky, 3 BiAMNOBIAHMMN 3MiHAMW B
po3gin «30BHiWHIl Burnag» MKA N13.
3MiHV BHECEHO B IHCTPYKLi0 Ans
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ain «Jlikapcbka hopmar»
(OCHOBHI (hi3VKO-XiMiYHI B1ACTUBOCTI).
BBefieHHs 3MiH NpoTArom 12-Tn micsuis
nicns 3aTBepKEHHS.
130. | KANbLUIO Tabnetky no 500 wmr, MNAT Ykpaina MAT "Tanuucapm", Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx bes UA/8542/01/01
FMIOKOHAT no 10 TabneTtok y "Tannudgpap Ykpaina; NMAT martepianis: 3MiHu | TMny - 3MiHK WoA0 peyenma
cTpunax; no 10 m" "KniBmegnpenapar”, 6e3nekn/edreKTBHOCTI Ta
Tabnetok y 6nictepi; YkpaiHa thapmakoHarnagy (iHwi 3MiHn). 3MiHu
no 1 6nictepy B BHECEHO B TEKCT MapKyBaHHSA BTOPUHHOI
navui yNakoBKM (navka) fikapcbkoro 3acoby y .
8 Ta YTO4YHeHO iHdhopMaLiio LWoa0
I0roTUNY 3asBHUKA. BBEAEHHS TEeKCTy
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby
(6nicTep, nayka) ons supobHuka MAT
«[annudrapm». TepMiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsiLiB Nicnsi 3aTBEPAKEHHS.
131. | KAHAEUMN H Tabnetku 16 mr/12,5 | OPFAHOCU OAE EBepTomxeH Naind IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/12313/01/01
Mmr no 10 TabneTok y H CaeHcunz Jflimiteq mMartepianis: 3MiHu | TMNy - 3MiHK WoA0 peyenmom nidnsieae
6nicTepi; no 1 abo NANDCAEH 6e3nekn/edeKTBHOCTI Ta
no 3, aéo no 10 Cn3 (E® hapmakoHarnsgy. 3miHa y KopoTkili
6nictepiB y 3ETI) XapaKTepuCcTULi Nikapcbkoro 3acooby,

KapTOHHI KopooLli

TEKCTi MapKyBaHHS Ta iIHCTPYKUiT 41
MeJMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BITy 3 6e3neku
nikapcbkoro 3acoby, abo foCnigKeHb 3
6e3nekn 3acToCyBaHHs /likapCbKoro
3acoby B nicnspeecTpauiiiHnii nepios, abo
AK pe3ysibTar OLiHKV 3BIiTY 3 [OCNIIKEHD,
npoBeAeHVX BigNoBigHO A0 NaHy
negjiatpnuHnx gocnigxens (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHU BHeCeHO B IHCTPyKLi0 Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3zinis "Oco6MBOCTi
3acTocyBaHHs" Ta "Mo6iyHi peakuii"
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHO A0 iHGopMaL,i Wwoao 6e3nekn
3acToCyBaHHSA Aito40i pevoBUHU —
KaHfecapTaHy - 3riHO 3 peKoMeHAaLjie
PRAC. BBegeHHs 3MiH NpoTArom 6-1n
MicsILiB Micns 3aTBepAKEHHS

132.

KAHAEUWN HD

Tabnetku, 32 mr/25
mr, no 10 TabneTok
y 6nictepi, no 1, no
3, no 10 6nicTepis B
Kopoo6Li

OPrAHOCU
H
NAV®CAEH
CU3 (E®
3ET )

OAE

EBepTogxeH Naid
CaeHcunz Jflimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTa.i
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHS NiKapCbKoro
3acoby B micnsipeecTpaviiiHiin nepios, abo
K pe3ynbTar OLiHKW 3BITY 3 LOC/NILKEHb,
npoBefeHnX Bi4NoBIAHO 40 NnaHy
negiatpnuHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom)
3MiHM BHECEHO B IHCTpyKLit0 Ans
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis "OcobanBoCTi
3acTocyBaHHs" Ta "Mo6iuHi peakwyji"
BiANOBIAHO A0 iHGhopMaLi Wwoao 6e3neku
3aCTOCyBaHHS Aito40i peYOBUHN —
KaHgecapTaHy - 3riHO 3 peKOMeHAauiEr
PRAC. BBefieHHs1 3MiH NpOTArom 6-1u
MiCALIB MiC/1A 3aTBEPKEHHS

3a
peyerimom

He
nidnsieae

UA/12282/01/01

133.

KAMOTIA3NA®

Tabnetku; no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
navui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT "KuiBmegnpenapart”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNYy - 3MiHKU WOA0
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) OHOBIEHHSA
TEKCTY MapKyBaHHs yNnakoBKW NiKapCbKOro
3acoby BignoBigHO 40 BMMOT Hakasy MO3
Ykpainu Big 23.07.2015 p. Ne460. Takox
3MiHV BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI YNaKoBKM J1iKapCbKOro 3acoby y
nyHKTY 3, 8, 17 Ta B TEKCT MapKyBaHHSA
NEePBUHHOT YNaKOBKW B NYHKTU 4, 6.
BHeceHHs 3MiH o MKA (po3giny
"MapkyBaHHS") — 3rigHO 3aTBepAKEHOMY
TEKCTY MapKyBaHHs. BBefeHHsa 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBepKEHHs

3a
peyenmom

UA/5474/01/01

134.

KAPBAMASEMNIH

MOPOLLIOK
(cybeTaHuis) y

TOB
«NEJ®AP

YkpaiHa

BAIDKALK XENTXKEP
nig

IHAis

BHECEHHS 3MiH 10 peecTpavyinHnx
MaTepianis: 3miHa 3asiBHuka /13 (MIBM)

UA/11570/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
noABiliHMX M NTO» (BnacHviKa peecTpauiiHoro NocBig4YeHHs)
nonieTuneHoBmx (3rigHo Haka3y MO3 Big 23.07.2015 Ne
naketax gns 460). 3miHW | Tuny - 3MiHK 3 akocTi. AdI.
dhapmaLeBTUYHOIO KoHTponb A®I (iHwwi 3MmiHW) - OHOB/IEHHS
3aCTOCyBaHHA MK$ gns nikapcbkoro 3aco6y, a came -

BUKaAEHHS TEKCTY AePXaBHO MOBOIO,
3iHO Cy4acHUX BUMOr. 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
hapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei aepxasu €C
(iHwWi 3miHw) - MpuBeaeHHs Cneundikauii
Ta MeToAiB KoOHTposnto APl no moHorpadii
EP «Carbamazepine». 3minu | Tuny -
3MmiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa
y napameTpax cneuudikadii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVXiHUA/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y NPOLLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
crneuudikaLii HOBUM MOKa3HWKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
MprBefeHHs BUNPo6yBaHHA «3asILLKOBI
PO3UMHHWKW» Y BiANOBIAHICTb A0
cneumdikauii Ta MeTogiB KOHTposiio AdI,
3rigHo AM® Bupo6Huka A®I, a came-
[OMNOBHEHHS cneumdikaLii HOBUM
NOKa3HUKOM AIKOCTi «BeH30/1» 3 Kputepiem
npuiiHaTHocTi «NMT 2 ppm» Ta
BiNOBIAHMM METOA0M BUNPOBYBaHHS. -
3MiHn | TURY - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHLCS Y NPOLEC
BMPOGHMLTBA AD| (JONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
MpvBefeHHs BunpobyBaHHA «Onne» y
BiANOBIAHICTb A0 cneuyvdikadii Ta meToais
KOHTposto A®, 3rigHo AM® BupobHuKa
A®I. 3MiHN | TUNY - 3MiHK 3 aKocTi. ADI.
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHNX MeTofax
BMNPOGYBaHHS) - He3HauHi 3mMiHu y
3aTBepAXEHNX MeToAax BUNpobyBaHHS 3a
NoKa3HUKOM SIKOCTi «MikpobiosioriyHa
yncToTax», a came 3MiHW NPUroTyBaHHSA
po3BefeHHS.

135.

KAPAYPA®

Tabnetkn no 1 mr;
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

Biatpic
CnewenTi
nnc

CLWA

Brpo6HMUTBO Npenapary
in bulk, koHTponb sKoCTI
npv BUNYCKY, NakyBaHHS,
BWNYCK Cepil:
Mdpaiizep
MeHtohekUypuHr
[onuneng Mm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN LiTbHAL
BWMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJO SIKOCTI. (AIS/IbHICTb, 3a Ky
BiAgnoBigae BUpo6HMK/iMnopTep,
BK/IOUAK0UM BUMYCK cepiid). 3MiHa iHAeKcy
B aZipeci BUPO6GHMKa BiNOBIAa/IbHOTO 3a
BMPOOGHULTBO in bulk, nepBnHHe Ta
BTOPVHHE NakKyBaHHA, KOHTPO/Ib SIKOCTI,
BUNycK cepii. bes 3miHu Micus
3HaXOKEHHS. 3MIHN BHECEHO B
IHCTPYKLUiO 4151 MeANYHOrO 3aCTOCYyBaHHS
nNiKapcbKoro 3acoby y po3ain
«Micue3HaxomKkeHHs BUPOGHMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LiSNbHOCTI» 3 BigNoBigHUMM 3MiHaMK y
TEKCTi MapKyBaHHs1 YNakoBOK /iKapCbKOro
3aco6y. TepmiH BBeZeHHS 3MiH MPOTArom
12 micsliB nicns 3aTBepoKEHHS.

3a
peyerimom

He
nidnsieae

UA/5972/01/01

136.

KAPAYPA®

TabneTkn No 2 mr;
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

Biatpic
CnewenTi
nnc

CLWA

Brpo6HMUTBO Npenapary
in bulk, kKOHTPO/b AKOCTI
npv BUNYCKY, NakyBaHHS,
BMNYCK Cepil:
Mdpaiizep
MeHtohekuypuHr
[Nonuneng TmeX

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3MiHu | TUny -
AOMiHICTPaTNBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NPoBaKEHHS Ai/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [iTbHAL
BUMYyCKy cepii abo micLie npoBeAeHHs
KOHTPO/O SIKOCTI. (AISSIbHICTb, 3a Ky
BiAgnoBigae BUpo6HuK/iMnopTep,
BK/IOUAK0UM BUMYCK cepiid). 3MiHa iHaeKcy
B aZpeci BUPO6GHMKa BiANOBIAa/IbHOTO 3a
BMPO6HULTBO in bulk, nepBnHHe Ta

3a
peyerimom

He
nionsieae

UA/5972/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BTOPVIHHE NaKyBaHHSA, KOHTPO/1b SIKOCTI,
BUNycK cepii. Bes 3miHu Micus
3HaXOKEHHS. 3MIHN BHECEHO B
IHCTPYKLiO 4151 MeAMYHOTO 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
«MicLe3HaxomKeHHs BUPOGHMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LiSNbHOCTI» 3 BigNoBigHUMM 3MiHaMK y
TEKCTi MapKyBaHHs1 YNakoBOK /iKapCbKOro
3aco6y. TepmiH BBEEHHS 3MiH MPOTArom
12 micsuiB nicns 3aTBepoKEHHS.

137.

KAPAYPA®

Tabnetkv no 4 wmr;
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

Biatpic
CnewenTi
nnc

CLWA

Brpo6HMUTBO Npenapary
in bulk, koHTponb sKoCTI
npv BUNYCKY, NakyBaHHS,
BWNYCK Cepil:
Mdpaiizep
MeHtohekUypuHr
[Jonuneng MmoxX

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN LiTbHAL
BWMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJO SIKOCTI. (AIS/IbHICTb, 3a Ky
BiAgnoBigae BUpo6HMK/iMnopTep,
BK/IOUAK0UM BUMYCK cepiid). 3MiHa iHAeKcy
B aZipeci BUPO6GHMKa BiNOBIAa/IbHOTO 3a
BMPOOGHULTBO in bulk, nepBnHHe Ta
BTOPVHHE NakKyBaHHA, KOHTPO/Ib SIKOCTI,
BUNycK cepii. bes 3miHu Micus
3HaXOKEHHS. 3MIHN BHECEHO B
IHCTPYKLUiO 4151 MeANYHOrO 3aCTOCYyBaHHS
nNiKapcbKoro 3acoby y po3ain
«Micue3HaxomKkeHHs BUPOGHMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LiSNbHOCTI» 3 BigNoBigHUMM 3MiHaMK y
TEKCTi MapKyBaHHs1 YNakoBOK /iKapCbKOro
3aco6y. TepmiH BBeZeHHS 3MiH MPOTArom
12 micsliB nicns 3aTBepoKEHHS.

3a
peyerimom

He
nidnsieae

UA/5972/01/03

138.

KAPAYPA®

TabneTkn No 2 mr;
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

Biatpic
CnewenTi
nnc

CLWA

Brpo6HMUTBO Npenapary
in bulk, kKOHTPO/b AKOCTI
npv BUNYCKY, NakyBaHHS,
BMNYycK cepii: Mdalizep
MeHtohekyypuHr
[oituneng TmeX

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Onuc Ta cknag.

3MiHa ab0 foAaBaHHs WTamnis,

NOTOBLLEHb ab0 IHLINX MapKyBaHb,
yK/ilovaoun 3amiHy abo gofaBaHHs hapb

[O/15 MapKyBaHHS NikapCcbKoro 3acoby
(3MiHa WTamniB, MOTOBLLEHb ab0 iHLINX
MapKyBaHb) - 3MiHa TUCHEHHS
(rpaBipyBaHHs1) Ha TabneTkax, MikapCbKoro
3acoby Kapaypa®, Tabnetkv no 1 mr, no 2
Mr a6o no 4 mr 3 «Pfizer» Ha «VLE».
3MiHM BHECEHO B IHCTPYKLUil0 ANns

3a
peyerimom

He
nionsieae

UA/5972/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

MeAMYHOr0 3aCTOCYBaHHS NiKapCbKOro
3acoby B po3ain «Jlikapcbka hopmax», a
came 3MiHa TUCHEHHS (rpasipyBaHHs) Ha
Tabnetkax 3 «Pfizer» Ha «VLE». TepMmiH

BBEJEHHS 3MiH NpoTaroM 12 micsAuis nicns
3aTBEPKEHHS

139.

KAPAYPA®

TabneTku no 4 wr;
no 10 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BiaTpic
CnewenTi
nnc

CLWA

Bnpo6H1LUTBO Npenapaty
in bulk, kOHTpO/b AKOCTI
npv BUNYCKY, NakyBaHHS,
BMMyckK cepii: Mdalizep
MeHtohekyypuHr
[onuneng Mm6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBWI Nnikapcbkumit 3aci6. Onuc Ta cknag,.

3MiHa ab0 goAaBaHHs WTamnis,

NOTOBLLEHb a60 iHLWMX MapKyBaHb,
yK/Ilo4aun 3amiHy abo goaaBaHHs hapb

0719 MapKyBaHHS Nikapcbkoro 3acoby
(3miHa WwTamMnis, NOTOBLYEHb @60 IHLINX
MapKyBaHb) - 3MiHa TUCHEHHS
(rpaBipyBaHHs) Ha TabneTkax, nikapcbkoro
3acoby Kapaypa®, Tabnetku no 1 mr, no 2
Mr abo no 4 mr 3 «Pfizer» Ha «VLE».
3MiHU BHECEHO B IHCTPYKLil0 AN
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3aco6y B po3ain «Jlikapcbka hopma», a
came 3MiHa TUCHEHHS (rpaBipyBaHHs) Ha
Tabnetkax 3 «Pfizer» Ha «VLE». TepMiH
BBE/EHHS 3MiH npoTsrom 12 micsAuis nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/5972/01/03

140.

KAPAYPA®

Tabnetku no 1 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakoBsLi

Biatpic
CnewenTi
nnc

CLIA

Bnpo6HuUTBO Npenapaty
in bulk, kOHTpO/b SIKOCTI
npv BUNYCKY, NaKkyBaHHS,
BMNYycK cepii: Mdpalizep
MeHtothekuypuHr
[oiiuneng MrexX

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Onuc Ta cknag.

3mMiHa ab0 fofaBaHHSA WTamnis,

NOTOBLLEHb 260 IHLLINX MapKyBaHb,
yK/Ito4arum 3amiHy abo gogasaHHs dapb

0N MapKyBaHHS Nikapcbkoro 3acoby
(3MiHa WwTamnis, NOTOBLLEHb ab0 iHLINX
MapKyBaHb) - 3MiHa TUCHEHHS
(rpaBipyBaHHs1) Ha TabneTkax, Nikapcbkoro
3acoby Kapaypa®, Tabnetku no 1 mr, no 2
Mr a6o no 4 wmr 3 «Pfizer» Ha «VLE».
3MiHV BHECEHO B IHCTPYKLiO AN
MeAMNYHOro 3aCTOCyBaHHS NikapCbKoro
3acoby B po3ain «Jlikapcbka hopma», a
came 3MiHa TUCHEHHS (rpaBipyBaHHs) Ha
Tabnetkax 3 «Pfizer» Ha «VLE». TepMiH
BBEJEHHS 3MiH NpoTAroM 12 micAuis nicns
3aTBEPAXKEHHS

3a
peyenmom

He
nidnsieae

UA/5972/01/01

141.

KBAJPOLIE®®

NMOPOLLOK A5
PO3YUHY ANS iH'EKLLIA
no 1,0 r; 1 donakoH 3
NMOPOLLKOM Yy naui

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT "KniBmegnpenapart”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Yy
BMPO6GHMUTBI. 3MiHK Y mpoueci

3a
peyenmom

UA/11759/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BMPOGHMLTBA FOTOBOrO /iKapCbKoro
3aco6y, BK/IOHAKUM NPOMIKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NP BUPOBHULTBI
rOTOBOrO /1iKapCbKOro 3aco0y (iHLWi 3MiHW)

BHECEeHHS 3MiH y po3ain 3.2.P.3.3 Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOI0
BUPOGHMLITBA, 30KpeMa: BUKIafeHHs
TEKCTY KOPOTKOrO OMNnCy TEXHOMOTYHOrO
npoLecy Ta TEXHOJIOTYHOT CXemun
BMPOBHWLITBA FOTOBOTO JliKapPCbKOro
3aco6y B OHOB/EHIli pegakLii Ans
HacCTYMHWX 3MIHEHUX YaCTUH PO3ainy:
1) BUly4eHHs eTany caHiTapHoi
niAroToBKM BUPOOHULTBA 3 KOPOTKOrO
Onucy TEXHOJOTYHOTO Npouecy Ta
TEXHO/OrYHOT CXeMMn BUPOOHULTBA
roTOBOrO JIiKapCbKOro 3acoby;
2) Ha onepauii AP 1.2. «IigrotoBka
alOMiHIEBMX KOBNAYKiB» y 6/10K-CXeMi Ta
onunci BUPOGHNYOro Npouecy BUIY4UTU
iHhopMmaLito NPo MUTTA KOBNAYKIB Ta
cTepuisauiio KoBnaykis B anaparti Ans
NOBITPSAHOT TEPMOOGPOBKM, OCKINbKM
KOBMaYKW 3aKyrnoBYyOTLCS 0Apasy rotosi
00 cTepwnisavii (MuTi, cCOpTOBaHi) B
NaponpPOHUKHUX NakeTax roToBuxX Ao
cTepwisauii B napoBoMy CTepunisatopi;
3) y 6/10k-CXeMi TEXHOIONYHOro Mpouecy
KOHTPONb Ha «LlinicHicTb thnakoHiB» Ha
onepauii TN 2.1. «®acyBaHHs,

NMOKa3HWMKOM Ha HaCTYMHil onepavi Tr1
2.2. «lpeHTndikauis dpnakoHis
CKOPOYEHOI0 Ha3BOIO Ta NaKyBaHHS
NPOMIXKHOTO NPOAYKTY B KOHTEHepU»;

2.2. «lpeHTudiKaLis diakoHis
CKOPOYEHOI0 HAa3BOI0 Ta MaKyBaHHs

(BHECEHHSA KOHTPOJTIO 30BHILLHLOTO
BUINAAY (h1aKOHIB 3 MOPOLLKOM).

BHOCU/INCb.

3aKyMnopoBaHHS | 3aKkaTyBaHHS hnakoHiB»
BWYYEHO Y 3B'A3KY i3 KOHTPOSIEM 3a LM

4) yTOYHEHHSI KOHTPO/O Ha onepadii TM

MPOMIDKHOTO NPOAYKTY B KOHTEHHEpU»

Onnc TEXHOOTYHOTO NpoLecy NoAaHo y
OHOBJIEHIli pefakuii Ha yKpaiHCbKili MOBI.
3MiHM [0 TEXHO/OTMYHOTO Npouecy He

nicns 3aTBepKeHHs

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

142.

KBEHTIAKC® SR

Tabnetku
NPOSIOHroBaHoI Al
no 50 wr; no 10
TabneTok y 6nictepi;
no 6 a6o 9 6nictepis
Y KapTOHHiIl kopobLi

KPKA, p.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
cepii Ta BUMNYCK cepii:
KPKA, a.4., Hoso mecTo,

CnoBeHis; KOHTPOSIb Cepii:

KPKA, a.4a., Hoso mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTtepianis: 3miHu Il TUNy - 3MiHW WoOA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy. BHeceHHs abo 3miHa(m)
[0 3060B'A3aHb Ta yMOB BuAadi
peecTpauiiHoro NoCBifYEHHS, BK/IHOYAKUN
MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaratTb(€) NogasbLLIOro
00r'pyHTYBaHHS HOBMMW AOAATKOBUM
AaHumK, L0 MatoTb HadaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKK
BMMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) 3asiBHUKOM
Ha/jaHO OHOBEHWIA MNaH ynpaBiHHA
pu3nkamm Bepcia 3.0. 3MiHM BHECEHO A0
4yacTuH:
| «3aranbHa iHdhopmavis» 11
«Cneundikauis 3 6e3nekm» V «3axoam 3
MiHimi3auii pusukie» VI «Pe3tome nnaHy
yNpaBAiHHA pu3nKamun»

VIl «dopatkv» (gogatkv 6 Ta 8) y 3B'A3Ky
3 OHOBJ/IEHHAM nepeniky Npo6nem 3
6e3nekn Ta 3axogiB 3 X MiHiMi3aui, y ToMy
yncni BBeleHHs A0AAaTKOBUX 3ax0fis, AN
Lito40i pevyoBuHY KBeTianiH BiAMNOBIAHO A0
aKTyanbHOI pechepeHTHOT iHchopmaLii.
Pestome MnaHy ynpaeniHHA pu3vikamm
Bepcia 3.0 fofaeTbes.

3a
peyenmom

UA/16479/01/01

143.

KBEHTIAKC® SR

Tabnetkn
NPOJIOHrOBaHOI fji
no 150 wmr; no 10
Tabnetok y 6nictepi;
no 6 abo 9 6nictepis
Y KapTOHHiIlA KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BUPOGHMLTBO "in bulk”,
nepBrHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO/1b
cepii Ta BUMNYCK cepii:
KPKA, a.4., HoBo mecTo,

COBEHIS; KOHTPOSb cepii:

KPKA, 4.4., HoBo mecTo,
CnoBeHisi

CnoBeHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs a6o 3miHa(u)
[0 3000B'A3aHb Ta YMOB BuAadi
peecTpauiiHoro NoCBiAYEHHS, BKIHOYAUM
MnaH ynpasniHHSA pu3nkamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMaratoTb(€) nofasibLIoro
06r'pyHTYBaHHSA HOBUMU A04aTKOBUM
AaHuMK, L0 MatoTb HaJaBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BMMaraeTbCsl CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHom) 3asiBHUKOM
Ha/jaHO OHOBMEHWIA MNaH ynpaBniHHA
pu3nkamm Bepcia 3.0. 3MiHM BHECEHO A0
YacTuH:
| «3aranbHa iHhopmavis» 11
«Cneuundikauis 3 6esnekm» V «3axoam 3

3a
peyerimom

UA/16479/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

MiHimi3auii pusukie» VI «Pe3lome nnaHy
ynpaBAiHHA pU3nKamm»

VIl «dopatkv» (gogatkv 6 Ta 8) y 3B'A3ky
3 OHOBJIEHHSIM Mepesiky npobnem 3
6e3nekn Ta 3axogiB 3 ixX MiHiMi3aLji, y Tomy
yncni BBEAEHHA AOAATKOBUX 3aX0fiB, ANA
Ait0Y0T pevoBMHN KBETianiH BigNoBIAHO A0
aKkTyanbHoi pechepeHTHOT iHhopmadii.
Pestome MnaHy ynpasniHHA pu3nkamu
Bepcia 3.0 gogaeTbes.

144.

KBEHTIAKC® SR

Tabnetku
NPOJIOHrOBaHOI fji
no 200 wmr; no 10
Tabnetok y 6nictepi;
no 6 a6o 9 6nictepis
Y KapTOHHIli Kopoobui

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BUPOGHMLTBO "in bulk",
nepBUHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/Tb
cepii Ta BUNycK cepi:
KPKA, 4.4., HoBo mecTo,

CnoBeHisi; KOHTPO/b Cepii:

KPKA, a.4., Hoso mecTo,
CnoBeHis

CnoseHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsagy. BHeceHHs1 a6o 3miHa(L)
[0 3060B'A3aHb Ta YMOB BMAAdi
peecTpauiiHoro NOCBIAYEHHS, BKIHOHYAKUM
MnaH ynpasBniHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), sKi(a)
B/MaratTh(€) NogasbLIOro
06r'pyHTYBaHHSI HOBYMW AOAATKOBUM
[aHuMK, Lo MatoTb HaJaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/TbK/
BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) 3asiBHUKOM
HaJaHO OHOB/EHWi MNnaH ynpasiHHA
pusmkamm Bepcisa 3.0. 3MiHVM BHECeHOo A0
YacTuH:
| «3aranbHa iHdhopmauis» 11
«Cneuudikauis 3 6e3nekm» V «3axoam 3
MiHimi3auii pusmnkie» VI «Pe3tome nnany
ynpaBsAiHHA pU3nKamm»

VIl «dopaTkn» (noaatky 6 1a 8) y 3B'A3Ky
3 OHOBJIEHHAM MNepeniky npobnem 3
6e3nekn Ta 3axofiB 3 X MiHiMi3awii, y Tomy
yncni BBeieHHs A0AAaTKOBMX 3ax0fiB, ANns
Ait04O0T pevoBMHN KBETianiH BignoBiAHO J0
aKkTyasibHOI pedhepeHTHOT iHdhopma,i.
Pestome MnaHy ynpaBaiHHA pu3vikamm
Bepcis 3.0 gogaeTbes.

3a
peyenmom

UA/16479/01/03

145.

KBEHTIAKC® SR

Tabnetku
NPOSIOHrOBaHoI Al
no 300 wmr; no 10
TabneTok y 6nictepi;
no 6 a6o 9 6nictepis
Y KapTOHHIli Kopobui

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOGHMLUTBO "“in bulk",
nepBMHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
cepii Ta BUNYycK cepii:
KPKA, a.4., Hoso mecTo,

CoBeHIf; KOHTPOSIb Cepii:

KPKA, a.4a., HoBo mecTo,
CnoBeHis

CnoseHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3miHu Il Tuny - 3MiHK WoA0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BHeceHHsi abo 3MiHa(n)
[0 3060B'A3aHb Ta yMOB BuAadi
peecTpaLiniHOro NoCBiAYEHHS, BKIHOYAOUN
MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHS 3MiH(1), sKi(a)
BMMaralTb(€) noganbLIoro

3a
peyenmom

UA/16479/01/04
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep

n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o

yrnakoska) nocsi0O4YeHHs1
00r'pyHTYBaHHS HOBVMW AOAATKOBUM
AaHumK, Lo MatoTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKK
BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) 3asiBHUKOM
Ha/jaHO OHOBIEHWIA MNaH ynpaBniHHA
pu3nkamm Bepcia 3.0. 3MiHM BHECEHO A0
YacTuH:
| «3aranbHa iHdhopmavis» 11
«Cneundikauis 3 6e3nekm» V «3axoam 3
MiHimi3auii pusukie» VI «Pe3tome nnaHy
yNpaBiHHA pu3nKammn»

VIl «dopatkv» (gogatkv 6 Ta 8) y 3B'A3Ky
3 OHOBJIEHHAM nepeniky Npo6nem 3
6e3nekn Ta 3axogiB 3 X MiHiMi3auji, y ToMy
yuncni BBeleHHs A0AAaTKOBUX 3ax0fis, AN
Lito40i pevyoBuHY KBeTianiH BiAMNOBIAHO A0
aKTyanbHOI pechepeHTHOT iHchopmaLii.
Pestome MnaHy ynpaeniHHA pu3vkamm
Bepcia 3.0 fofaeTbes.

146. | KNCEHb ras y 6anoHax [JouipHe Ykpaina [lodipHe nignpnemctso YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/18225/01/01
MEAUYHWNIA o6’emom no 1 1,2 n, | nignpvemcTs "Meccep YkpaiHa", marepianis: 3miHu | Tuny - 3mMiHK Woao peyenmom
rA30MOAIBHUN 3n,5n,6n,8n,10 o0 «Meccep YkpaiHa (NoBHUIA LK 6e3nekn/edekTMBHOCTI Ta

n,20n,40n,50 n,y YkpaiHa» BMPOOHULITBA, 38 thapmakoHarnsgy. BeegeHHs abo 3miHu
rpynax 6as1oHis BUHATKOM BUNYCKy cepii); [0 y3araslbHEHNX AaHnX Npo cuctemy
o6’emom 480 n (40 n [ovipHe nignpvemcTBo thapmakoHarnagy (BBefeHHs
x 12), 600 n (50 n x "Meccep YkpaiHa", y3araJibHeHNX AaHnxX Npo cucTemy
12), 640 n (40 n x YkpaiHa (BMPOGHMK thapmakoHarnsgy, 3miHa ynoBHOBaXeHO|
16), 720 n (40 n x BiANOBIAa/IbHUIA 32 BUMYCK ocobu, BignoBifasibHOI 3a 3AiACHEHHS
18), 800 n (50 n x cepii); MpuBaTHe hapMakoHarnsay; KOHTakTHOI 0cobu 3
16), 800 n (40 n x akuioHepHe TOBapuCTBO thapmakoHarnsgy 3asiBHUKa s
20), 840 n (40 n x "XapKiBCbKUIA aBTOTrEeHHWIA 3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
21), 1050 n (50 n x 3aBof", YkpaiHa (noBHuiA AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
21), y meranakax C4 LMK BUPOGHMLTBA, 3a 0cobw, BignoBiganbHOI 3a 34jiACHEHHS
(4 x 150 n), C6 (6 x BUHATKOM BUMYCKy cepil) hapMakoHarnaay (BkNYatoUm KOHTaKTHI
150 n)Ta3 [AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
rasudpikaTopis thaiina cuctemu chapmakoHarnsgy) -
KpioreHHuxas 3MiHa YNoBHOBaXXEHOT 0CObM 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg,
[itoua pepakuis: JloroBcbka IpmHa
IBaHiBHa - MponoHoBaHa pefakuis:
ApemeHko MapiaHHa MukonaisHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOi 0cobM
3as1BHVIKa, BigNoBiAa/IbHOT 3a
dpapmakoHarnsg.
147. | KNIMAKTO-FrPAH rpaHynu, no 10 r MpAT YKkpaiHa MpAT «HauioHanbHa Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 UA/3822/01/01
rpaHyn y neHani «HaujioHanb FomeonatnyHa Cninka» mMartepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenma
nonimepHomy, no 1 Ha 6e3nekn/edeKTMBHOCTI Ta




150

Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
neHany B nauui 3 Fomeonatny thapmakoHarnsgy. BeegeHHs abo 3miHu
KapToHy; abo no 51 Ha Cninka» [0 y3arasbHeHNX AaHnx Npo cuctemy
rpaHys y KOHTeliHepi thapmakoHarnagy (BBefeHHs
3 103yBaHHAM, M0 2 y3ara/ibHeHNX JaHnx Npo cucTemy
KOHTelHepy B naui chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
3 KapToHYy 0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
ocobu, BignoBifasnbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOI 0CO6Y 3asiBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[litova pepakuin: TkayeHko TeTsaHa
MeTpiBHa. MponoHoBaHa pepakuis: Enb
Kasinb Hatanisa KOpiiBHa.
148. | KIOHA3ENAM IC Tabnetku no 0,5 wr; ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/4532/01/01
no 10 TabneTok y 3 [0[aTKOBOKO marepianis: 3miHu | TRy - 3mMiHK Woao peyenmom
6nicTepi; no 5 [,04aTKOBOK BiANOBiAA/IbHICTIO 6e3nekn/edreKTMBHOCTI Ta
6nicTepisB y nauui Bignosigaib "IHTEPXIM" thapmakoHarnagy (iHwi 3miHu).
HiCTIO OHOBNEHO TEKCT MapKyBaHHSA NePBUHHOI
"IHTEPXIM" Ta BTOPVHHOI YNaKoBKW J1ikapCbKoro
3aco0by, a came BUy4YeHO iHhopmaLito,
3a3HayeHy poCiiCbKo MOBOK. BBeaeHHs
3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
149. | KIOHA3ENAM IC Tabnetkn no 1 mr; ToBapuncTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 3a UA/4532/01/02
no 10 TabneTtok y 3 [,00aTKOBOKO mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peyenmom
6nictepi; no 5 [04aTKOBOKO BiANOBIAANILHICTIO 6e3nekn/ed)eKkTBHOCTI Ta
6nicTepis y naui Bignosigaib "IHTEPXIM" thapmakoHarnagy (iHwi 3MiHu).
HicTIO OHOB/IEHO TEKCT MapKyBaHHA NePBUHHOI
"IHTEPXIM" Ta BTOPWHHOT yNakoBKMN NiKapCbKoro
3acoby, a came BUyYEHO iHdhopmalito,
3a3HayeHy pociiicbkolo MOBO. BBeaeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS.
150. | K/JIOHA3ENMAMIC Tabnetkn no 2 Mmrno | ToBapucCTBO YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a UA/4532/01/03
10 Tabnetok y 3 [0[aTKOBOIO marepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom
6nictepi; no 3 [,04aTKOBOKO BiANOBIAA/IbHICTIO 6e3nekn/epeKTNBHOCTI Ta
6nictepy y nauui Bignosigasb "IHTEPXIM" hapmakoHarnagy (iHwi 3miHK).
HiCcTI0 OHOBNEHO TEKCT MapKyBaHHSA NepPBUHHOI
"IHTEPXIM" Ta BTOPVHHOT yNakKoBKM NiKapCbKoro

3acoby, a came BUIy4YeHo iHhopmaLito,
3a3HayeHy pociiicbkolo MOBO. BBeaeHHs
3MiH NPOTAroMm 6-TM MicsALiB nicas
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBEPAKEHHS.

151.

K/TOCAPT®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, N0 25
mr, no 14 TabneTok
y 6nicTepi, no 1, 2
abo 6 6nicTepis B
KapTOHHI ynakoBLi

TOB
"TNEAGAP
M nTA"

YKpaiHa

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TRy - 3mMiHK Woao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLji 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IHOBAHOIO 3BITy 3 6e3nekn
nikapcbkoro 3acoby, abo AociAxKeHb 3
6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
npoBeAeHVX BigNoBigHO A0 niaHy
negjiarpnuHnx gocnigxenns (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHUM OpPraHom) - 3MiHu
BHECEHO 10 IHCTPYKLi 415 MeauyHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y
po3ainu "Ocob/IMBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BigNoBIgHO A0
OHOB/IEHOT iHhopMaLii 3 6e3neku gitoyoil
PeyOBMHW. BBEAEHHS 3MiH NPOTArom 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS

3a
peyenmom

He
nidnsieae

UA/8765/01/01

152.

KNOCAPT®

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, 10 50
Mr, no 14 TabneTok
y 6nicTepi, no 1, 2
abo 6 bnictepiB y
KapTOHHI ynakoBLi

TOB
"TNEQPAP
M naTa"

YKpaiHa

BUPOBHNLTBO, NEPBUHHE
nakyBaHHs1, BTOPMHHE
nakyBaHHSs, KOHTPO/1b

SIKOCTI, BUNYCK cepii abo
BTOPWHHE MaKyBaHHS,

KOHTPO/1b SKOCTi, BUMYCK

cepii npoAyku,i i3 in bulk:
TOB "KYCYM ®APM",

YKpaiHa; BUPOGHULTBO,
NepBUHHE MakKyBaHHS,
BTOPWHHE MaKyBaHHS,

KOHTPO/1b SKOCTi, BUMYCK

cepil abo BUPO6GHMLITBO

npoaykuii in bulk: KYCYM
XENTXKEP NBT NTA4,
IHAjA

Ykpaina/
IHais

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNYy - 3MiHKU WOA0
6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /iKapCbKoro
3acoby B nicnsipeecTpauiliiHnii nepios, abo
AIK pe3ynbTaTt OUiHKM 3BiTYy 3 AOCNIAKEHb,
npoBeeHVX BifnoBigHO 40 niiaHy
negiatpnyHux gocnimxkeHns (PIP) (3MiHy
Y3rOZ)KEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acToCcyBaHHS MikapCcbKoro 3acoby y
po3ainu "OcobaMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOT IHdhopMaLiii 3 6e3neku gitoyoi
PEeyOoBWHW. BBEAEHHS 3MiH NPOTATroM 6-Tn
MicsILiB Micns 3aTBepAKEHHS

3a
peyenmom

He
nionsieae

UA/8765/01/02

153.

KNOCAPT®

TabneTkn, BKPUTI

TOB

YKpaiHa

BMPOGHWLTBO, NepBUHHE

Ykpaita/

BHECEHHS 3MiH 0 peecTpaLiiHnx

3a

He

UA/8765/01/03
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
naiBKOBOIO "TNEAPAP nakyBaHHs1, BTOPUHHE IHAjs marepianis: 3miHu | Tuny - 3miHK Woao peyenmom | nionsizae
060/10HKO10, 1Mo 100 MnaTa” nakyBaHHs1, KOHTPO/1b 6e3nekn/edeKTBHOCTI Ta
Mmr: no 14 TabneTok AKOCTI, BUNYCK cepii abo thapmakoHarnsgy. 3MiHa y KopoTkili
y 6nictepi, no 1, 2 BTOPUHHE NakyBaHHs, XapakTepucTuLi Nikapcbkoro 3acoby,
abo 6 bnicTepis B KOHTPO/b AAKOCTI, BUMYCK TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
KapTOHHIlA ynakoBLy; cepii npoAykuii i3 in bulk: MeJMYHOro 3acTOCyBaHHA Ha nigcTasi
no 10 TabneTtok y TOB "KYCYM ®APM", perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
6nicTepi, no 3, 9 abo YKpaiHa; BUpoGHULTBO, nikapcbkoro 3acoby, abo AocniAxeHb 3
10 6nicTepis B nepBrHHE NakyBaHHS, 6e3nekn 3acTocyBaHHs NiKapCbKoro
KapTOHHI ynakoBLi BTOPUHHE NakyBaHHs, 3acoby B micnsipeecTpaviiiHiin nepios, abo
KOHTPO/b AAKOCTI, BUMYCK AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
cepii a60 BUPOOGHULITBO npoBefeHnX BigNoBiAHO 40 NnaHy
npoaykuii in bulk: KYCYM negiarpnyHux gocnigxens (PIP) (3mMiHy
XENTXKEP MBT NTA, Y3roXXeHo 3 KOMMNEeTEHTHUM
IHAis YMNOBHOB&XEHVNM OpraHoMm) - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainu "Oco6/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuyii" BignoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku Aitoyol
PEYOBWHW. BBEAEHHS 3MiH NPOTSArom 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHS
154. | KOMBOII3A XR TabneTku, BKPUTI AcTpa3eHek LLBeuis AcTpa3eHeka CWA BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/12952/01/01
NNiBKOBOKO a Ab PapmacbroTukanc /M martepianis: 3MiHu | TMNY - 3MiHKX 3 AKOCTI. peyenmom
o060soHKoto, no 2,5 CepTudikaT BignosigHocTi/l E-cepTudikar
Mr/1000 mr no 7 BiANOBIAHOCTI EBpONeichbkili
TabneTtok y 6nictepi; thapmakonei/moHorpadii. 3mMiHW, NoB'sA3aHi
no 4 6nictepv B 3 HeOOXiHICTIO MPUBEAEHHS Y
KapTOHHI KopooLli BignoBigHICTb A0 MOHorpadii 4PY a6o
€Bponeiicbkoi thapmakonel, abo iHLOoi
HaujioHanbHoI hapmakonei aepxasu €C
(3miHa y cneumdikavii HechapmakoneiiHoro
A®| onsa npuBefeHHs Y BIANOBIAHICTb A0
Bumor [IdY abo €sponelicbKoi
thapmakonei, abo iHLWOT HalioHa/IbHOT
thapmakonei gepxasu €C) - A®| - 3MiHn
00 cneuydikauii Ha gjtoyy pevoBUHY
CakcarninTuH, a came 3abesneyeHHs
BiANOBIAHOCTI HOBIN MOHOrpadii €® Ha
CakcarnintuH. BeeieHHA 3MiH NPOTArom
6-TN MicALIB Nic/1a 3aTBEPIKEHHS
155. | KOMBOIMI3A XR TabneTku, BKpUTI AcTpa3eHek LLisewjs AcTpa3eHeka CLIA BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/12952/01/02
NNiBKOBOKO a Ab dapmacsroTukanc N mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom

060/10HKOI0, N0 5
mr/500 mr no 7
TabneTok y 6nictepi;
no 4 6nictepu B
KapTOHHI Kopo6Lii

CepTudikat BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHW, NOB'A3aHi
3 HEOOXIZHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii PY abo
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneupmdikaLii HedhapmakoneliHoro
A®| onsa npuBedeHHs Y BIANOBIAHICTb A0
Bumor dY a6o €sponelicbkol
thapmakonei, abo iHLLIOI HaLiOHasTbHOI
thapmakonei gepxasu €C) - AD| - 3miHn
[0 cneumndikaLii Ha Aoy peqyoBuHy
CakcarnintuH, a came 3abesneyeHHs
BiANOBIAHOCTI HOBIN MOHOrpadii €® Ha
CakcarninTuH. BBeieHHA 3MiH NpOTArom
6-TV MiCALIIB MiC/1A 3aTBEPKEHHS

156.

KOMBOINI3A XR

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, 10 5
Mr/1000 mr no 7
Tabnetok y 6nictepi;
no 4 6nictepn B
KapTOHHI KopooLi

AcTpa3eHek
a Ab

LLiBeuis

AcTpa3eHeka
®apmackroTukanc M

CLIA

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONechbkili
dhapmakonei/MoHorpadii. 3MiHK, NOB'A3aHi
3 HEOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOi
HaujioHasbHOI dhapmakonei gepxasun €C
(3miHa y crneumdikavii HedpbapmakoneiiHoro
A®| ons npuBeLEeHHN y BiANOBIAHICTL A0
Bumor [1dY abo €sponelicbKol
hapmakonei, abo iHLIOi HaLiOHa/TbHOI
thapmakonei gepxasu €C) - AP| - 3MiHN
00 cneundikauii Ha gjroyy pevoBuHy
CakcarninTuH, a came 3abesneyeHHs
BiANOBIAHOCTI HOBI MOHOrpadii E® Ha
CakcarnintuH. BBefeHHs 3MiH NpoTArom
6-TK MicALIB Nic/ia 3aTBEPMKEHHS

3a
peyenmom

UA/12952/01/03

157.

KCTAHAI

kancynu no 40 wr,;
no 28 kancyny
6nicTepi; no 1
6nictepy B
KapTOHHOMY
cyTnsapi; no 4
KapTOHHUX hyTNsSApK
Y KapPTOHHIl nauui

AcTtennac
dapma
tOpon B.B.

HigepnaHan

BMpo6HULTBO bulk:
KaTtaneHTt ®apma
ContowHe, JI1C, CLA;
NepBMHHE MakKyBaHHS:
AHLepCOHBPEKOH IHK.,
CLUA; BTOpUHHE

nakyBaHHs1, BUMNYCK cepii:

[endapm Mennen B.B.,
HigepnaHnan

CLA/
Higepnangm

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
(BKTrOYatoum, 3a HeobXigHOCTI, Micue
NpOBeAEHHS KOHTPOIO AKOCTI), abo
BNlacHUKa mactep-taiina Ha Adl, abo
noctavasibHvka A®Il/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro
MPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPOGHMLTBI A®I (SKLLO 3a3HAYEHO y
[0CbE Ha JlikapCbKuii 3aci6) 3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
dhapmakonei y 3aTBepAKeHOMY [OCbE,
a60 B1POBHMKA HOBOI AONOMDKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y OChLE) -

3a
peyenmom

UA/14503/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3MiHa Ha3BM MiANPUEMCTBA,
BiZNOBIA1IbHOMO 33 BUPOGHULITBO Ta
KOHTPO/b AKOCTi aKTUBHOI PEYOBUHMU.
Agnpeca 3anvwaetbcs 6e3 3miH. [iroya
pepakuis: AMRI Rensselaer, Inc., USA
MponoHoBaHa pepakuis: Curia New York,
Inc., USA

158. | NTAKTYNO3A cupon, 670 mr/mn, ToBapucTBO Ykpaina ToBapuCcTBO 3 0OMEXEHOI YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx bes UA/16601/01/01

no 100 mny 3 BiANOBIAA/TLHICTIO marepianis: 3miHu | Tuny - peyenma

dhnakoHax obMmexeHo «®apmaueBTUYHa hipma AAMiHICTpaTUBHI 3MiHW. 3MiHa

noniMepHuXx 3 Bignosigab «BepTeke», HallMeHyBaHHs Ta/abo agpecy 3asiBHUKA

KPWLLIKOIO 3 HiCTIO YkpaiHa (BNacHvka peecTpauiiHoro nocBig4YeHHs) -

KOHTpoNem nepworo | "®apmauesT (BUPOBOHMLTBO 3 MPOAYKL,i 3MiHa agpecu 3asBHUKa

BigKpuTTA; No 1 n4yHa chipma in bulk BUpo6HMKa

dnakory 3 "BepTekc” ®peseHiyc Kabi ABcTpis

L,03y0UnM mM6X, ABCTpIST)

NPUCTPOEM Y

KapTOHHI kopobuy;

no 200 mny

hnakoHax

noniMepHuX 3

KPWLLIKOIO 3

KOHTPO/SIEM MEepLLOro

BigKkpWTTA; no 1

N1aKoHy 3 MipHUM

CTakaH4YMKoM y

KapTOHHI Kopo6Lii
159. | IAHOTAH® T Kpansi O4Hi, pO34uH; AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 3a He UA/14936/01/01

no25mMny "papmak” mMartepianis: 3MiHu | TUNy - 3MiHK WoA0 peuenmom | niosnsizae

nakoHi; no 1
hnakoHy y nauui 3
KapTOoHY

6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /iKkapCbKoro
3acoby B nicnsipeecTpauiliiHnii nepios, abo
AIK pe3ynbTaTt OUiHKM 3BiTYy 3 AOCNIAKEHb,
npoBeAeHVX BifnoBigHO 40 niiaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOZ)KEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) 3MiHW BHECEHO
[0 IHCTPYKLiT Ana MeanyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby Ao
po3gainy "Mob6iuHi peakwyii" BignoBigHO 40
pekomeHaauiii CMDh. TepmiH BBefEHHSI
3MiH NpoTAroM 6 MicauiB nicns
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

3aTBEPIKEHHS.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnagy (iHwi 3mMiHn) 3MiHK
BHECEHO 10 TEKCTY MapKyBaHHS
BTOPUHHOT YNakoBKM NikapCbKoro 3acoby
[o posginis 1, 16,17 Ta 0 TekcTy
MapKyBaHHS! NEPBUHHOI YNaKoBKM
nikapcbKoro 3acoby no posginis 1, 6, a
TaKOoX i3 TEKCTY MapKyBaHHS ynaKkoBKu/
nikapcbKoro 3acoby BUy4YeHO
ny6110BaHHSA poCiiicbkolo MOBO. TepMiH
BBEJEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAXKEHHS.

160.

NEBOKING

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 250
Mmr; no 5 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI KOpo6Lii

Aypo6iHao
®apma /114

IHais

Aypob6iHgo ®apma Jlimites,

- FOHiT VII

IHgis

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapMakoHarnaay (BkN4YatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CObM 3asiBHUKA,
BiANOBIAabHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuis: CamoitnieHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuis: CaBueHko imuTpo CeprilioBuy.
3MiHa KOHTaKTHUX AaHNUX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBIAA/bHOT 38
hapmakoHarnsg B Ykpaini. 3miHa
MiCLie3HaxoMKeHHs1 macTep-haiina
cuctemn papmakoHarnsgy Ta moro
Homepa.

3a
peyenmom

UA/13743/01/01

161.

NEBOKING

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOt0, 1Mo 500
Mr; no 5 TabneTok y
6nictepi; no 1
6nicTepy B

Aypo6iHao
®apma /114,

IHAjA

Aypo6iHao ®apwma Jlimites,

- KOHIT VII

IHAjs

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNYy - 3MiHKU WOA0
6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MiHu
[10 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs

3a
peyenmom

UA/13743/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

KapTOHHI KopooLi

y3ara/ibHeHNX JaHnx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT
0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
ocobu, BignoBifasibHOI 3a 34iACHEHHS
hapMakoHarnsay (Bk1Yatoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YkpaiHi. [itova pegakuis: CamoitnieHko
Aptem MNasnosuy. MNMponoHosaHa
pepakuis: CaBueHko imuTpo CeprilioBuy.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI
0cobu 3asBHKKa, BiANOBIA&/ILHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxX0MXeHHs1 MacTep-gpaiina
cucTemu hapmakoHarnsgy Ta imoro
Homepa.

162.

NEBOMIH® 30

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKo, Nno 0,03
mr/0,15 wmr; no 21
Tabnetuyi y 6nictepi;
no 1 a6o no 3, abo
no 6 6nictepis y
KapTOHHI KOpo6Lii

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e FmM6X
ApuHarimitTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOIO 3BITy 3 6e3nekn
nikapcbkoro 3acoby, abo AociAXeHb 3
6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
npoBeAeHVX BigNoBigHO A0 niaHy
negjiarpnuHnx gocnigxenns (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLUIii Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gain "Mo6iyHi peakuyii”
BiAANOBIAHO [0 OHOBNEHOI iHChopMaLi 3
6e3neku Ajloumx pevyoBuH. BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nidnsieae

UA/16583/01/01

163.

NEBOMPO®

PO34unH ANs iHQY3ilA,
500 mr/100 mn; no
100 mn a6o no 150

TOB
"KoHapk
IHTenven"

YKpaiHa

[ovipHe nignpvemcTBo
"®apmaTpeiig”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/11924/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

My KOHTelHepi; no
1 KoHTeliHepy B
nonieTuneHosomy
naketi B kopobu,i

thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOBJIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /liKapCbKOro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTYy 3 AOCNIAKEHb,
npoBefeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3gin "MobiuHi peakuii" BignosigHo f0
OHOBNEHOT iHhopMaLii 3 6e3neku Aitoyol
peyoBuHW. BBEAEHHA 3MiH NPOTATOM 6-Tn
MicAILiB Mic/1A 3aTBEPAKEHHS.

164.

NEBO®J/IOKCALN
H-TEBA

TabneTku, BKPUTI
nAiBKOBOO
060710HKO0, Mo 250
Mmr; no 5 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI KopooLli

TOB «TeBa
YkpaiHa»

YKpaiHa

AxTtasic /1T[,

MasibTa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHM 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNEHOTO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro

MaTepiany/peareHTy/npomMiKHOro

NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHU (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikat Bif yXe 3aTBepKEHOro

BMPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei Ne CEP RO- 2019-161 - Rev
02 (3atBepmkeHo: RO- 2019-161 - Rev 01)

Ana gioyoi peyosmHu Levofloxacin
hemihydrate Big Bxe 3aTBepmXeHOro
BUpo6HuKa Mylan Laboratories Limited,
IHais.

3a
peyenmom

UA/11952/01/01

165.

NEBO®/TIOKCALA
H-TEBA

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOt0, 1Mo 500
Mr; no 5 TabneTok y
6nictepi; no 2
6nictepu B

TOB «TeBa
YkpaiHa»

YKpaiHa

AkTasic T4

MasibTa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MmoHorpadii. NMogaHHs HOBOroO
ab0 OHOBIEHOTO cepTudlikaTa

3a
peyenmom

UA/11952/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI KopooLi

BiANOBIAHOCTI 260 BUY4YEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkit hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
dhapmakonei Ne CEP RO- 2019-161 - Rev
02 (3atBepmxeHo: RO- 2019-161 - Rev 01)
ans pitoyoi pevosrHu Levofloxacin
hemihydrate Bif Bxe 3aTBepAXeHOro
BMpO6HMKa Mylan Laboratories Limited,
IHais.

166.

NEBO®NOLVH
500

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKOH0, 1Mo 500
Mr; no 5 a6o 10
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianiB: yTOUHEHHA peecTpayiiiHoro
HoMepa B Haka3si MO3 YkpaiHu Ne 632
Big 11.04.2025 B npoLeci BHECEHHA
3MiH (3MiHY | TUMy - 3MiHK 3 AKOCTI.
CepTtudikat BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHS HOBOTO
ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBigHOCTI EBpoONeiChKii
hapmakonei: ana A®l; ans BuxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BUPOGHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOGHUKA - MNogaHHs OHOBIEHOTO
cepTudpikaTa BignoBigHOCTI EBpoONeiChKii
hapmakonei No. CEP 2019-023-Rev-04
(3atBepmxeHo: No. RO-CEP 2019-023-
Rev-03) ans [jto4oi pe4yoBuHmn
JNleBOochnokcauumHy remirigpart, Big,
3aTBepAxeHoro Bupo6bHmka Neuland
Laboratories Limited, IHais). Pepakuis B
Hakasi - UA/2397/01/01. BipHa pepgakuis -
UA/2397/01/02.

3a
peyerimom

UAJ2397/01/02

167.

NEBO®ONIK

PO34UH ANS iH EKLN
abo iHdysiid, 50
mr/mn, no 1 mn, 4

Mepak
e3enbliad
T chiop

HimeuyunHa

BTOPMHHE NaKyBaHHA,

MapKyBaHHA, KOHTPO/1b Ta

BMNyCK cepiii: Megak

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
Ceptudikat BignosigHocTi/l E-cepTudikart

3a
peyenmom

UA/16366/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
M1, 9 MY O/IaKOHi; KiHiLe le3enbwadT drop BiANOBIAHOCTI EBpONechbkil
no 1 a6o 5 chnakoHis | Lneuiansnp KniHiwe thapmakonei/MmoHorpadii. NMogaHHs HOBOro
3 PO3YMHOM Y enapare LWneuianbnpenaparte m6X, ab0 OHOBNEHOTO cepTudikaTa
KapTOHHI ynakoBLi M6X HimeuunHa; BiANOBIAHOCTI 260 BUYyYEHHS
BMPOGHULITBO FOTOBOFO cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
nikapcbKoro 3acooby, thapmakonei: ana A®l; gns BuxigHoro
NnepBUHHE NaKyBaHHS, Marepiany/peareHTy/npomiKHOro
MapKyBaHHS Ta BTOPUHHE NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Y
nakyBaHHs, KOHTPO/1b BMPOGHULTBI API; N5t AONOMIKHOT
BMNPOGYBaHHS cepii: peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
3irdopig FamensH MM6X, €Bponeiicbkii hapmakonei) - OHOBNIEHWIA
HimeuunHa cepTudikar Bif y)xe 3aTBEpL)KEHOro
BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
CepTudhikaty R1-CEP 2004-183 Rev 03
onsa A®l Calcium Levofolinate Hydrate, Lo
BMKOPUCTOBYETHLCS Y BUPOGHMLTBI A®I Big,
BXe 3aTBepKeHoro BupobHuka Cerbios-
Pharma SA. 3atsepgxeHo: R1-CEP 2004-
183 Rev 02 3anponoHoBaHo: R1-CEP
2004-183 Rev 03
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
3 aKocTi. A®l. Bupo6bHMULTBO. 3MiHN B
npoteci BupobHuuTea APl (He3HauHa
3MiHa Y 3aKpuTili YacTuHI macTep-daiina
Ha A®I) - OHOBNEHHS Bepcil 3akpuToT
yacTuHu maiictep-cthaiina Ha AdI.
3aTtBeppxeHo: ASMF for API
manufacturer Cerbios-Pharma SA, 6917
Barbengo/Lugano, Switzerland - version
01. 3anponoHoBaHo: ASMF for API
manufacturer Cerbios-Pharma SA, 6917
Barbengo/Lugano, Switzerland - version
002). BBefeHHs1 3MiH NpoTSArom 6-tv
MiCALIB Nic/1A 3aTBEPIAKEHHS.
168. | NEKAAON NOHI TabneTku, BKpUTI CaHpo3 CnoseHis [03BiN Ha BUNYCK cepiit: CnoseHis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 nionsizae UA/18643/01/01
nniBKOBOIO dapmachbHoTi ek ®apmaueBTUyHa pewis marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenma
060/10HKot0, 200 Kan3 a.a. KoMmnaHis a.4., CnoseHis; [oTOBWIA Nnikapcbkumii 3aci6. CTabiNbHICTb.

mr/500 mr no 6, 8,
abo no 10 TabneTok
y 6nicTepi; no 1
6nictepy no 6
Tabnetok abo no 2
6nictepu no 8
Tabnetok abo no 1
um 2 6nictepu no 10
Tabnetoky
KapTOHHI Kopo6Lii

BMPOOHULITBO 3a MOBHUM
umknom: PoHTic Xennac
Mepgikan eHg
dapmacstoTikan MNpogakTtc
C.A., I'peuis

3MiHa y TepmiHax npugarHocTi abo
ymoBax 36epiraHHsi roTOBOr0 /iKapCbKOro
3acoby (3miHa B ymoBax 36epiraHHs
roTOBOrO NlikapCcbKOro 3acoby abo nicns
PO34YMHEHHS/BiAHOBNEHHS) 3MiHa yMOB
36epiraHHa [N13. [itova pefakuis: YMosu
36epiraHHs. CnevjanbHi ymoBM 36epiraHHs
He BUMaratTbcs. 36epiratv B
HeA0CTYNHOMY NS AiTelt Micui.
[MponoHoBaHa pefakuis: YMoBu
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

36epiraHHsA. CnevjanbHi yMoBM 36epiraHHs
He BMMaratoTbecs. 36epiratv B
opuriHa/ibHIl KOpPOO6LL ANA 3aXMCTY Bif,
CBiT/1a. 3MiHN BHECEHO B iIHCTPYKLit0 ANA
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ain "YmoBu 36epiraHHs" 3
BiANOBIAHMMMN 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBOK

169.

NEKAPHITA

PO34uH ANS iH'EKLi,
1r/5mn,no5wmnB

amnyni; no 5 amnyn
y naui 3 KapToHy

Meppepi
dapmayeyTi
yi CPN

ITanis

XENM C.A.

pevjs

BHECEHHS 3MiH [0 peecTpavuiiHnX
matepianis: TexHiyHa nomuska (3rigHo
Haka3y MO3 Big 23.07.2015 Ne460)
BUMNPaB/IEHHS TEXHIYHUX NOMUIIOK 3riAHO
n.2.4. posginy VI Hakazy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pefakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460),
Aka 6yna fonyLieHa npy nepeHeceHHi
iHchopMmaLii 3 peecTpauiiiHoro AoChbe y
po3gin «Cknag» MKA /13, a came y HasBi
BMPOGHMKA Ait040T PEHOBVHN
NeBOKapHITUH Gyna nponylueHa nitepa
«s» 3a3HauyeHo: «Chengda Pharmaceutical
Co., Ltd., KuTait» Togj SK B OpuriHa/IbHNX
MaTepianax Bif BupobHuka: «Chengda
Pharmaceuticals Co., Ltd.», Kutaii.
3as3HavyeHe BUNpaB/IeHHS BigMnoBifae
mMarepiasiaM peecTpauiiHoro 10CheE.

3a
peyerimom

UA/13814/01/01

170.

NECOANBE

PO3UMH NS iH'EKLN,
50 mr/mnno 5 mn B
amnyni; no 5 a6o 10
amnyn y nauui 3
KapToHy; Mo 5 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepn y nauui 3
KapTOoHY

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3MiHu | TUny -
AMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
NiKapcbKoro 3acoby - 3MiHa TOProsoi
Ha3Bu /13, a came fofaBaHHA CUMBOY
"®" 0o Ha3su J13 yKpaiHCLKO0 MOBOIO.
[Litova pepakuis: Lesfal lecdhanb
MponoHoBaHa pepakuisn: Lesfal lecchanb®
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHK A0
TEKCTYy MapKyBaHHS yNaKkoBKM NiKapCbKoro
3aco6y Wo0 BUYyYeHHs iHhopMaLil
pocilicbkor MOBO Ta 3aMiHa Ti
aHrNincoLKo MoBOK. BBeAEHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) 3MiHn g0
TEKCTY MapKyBaHHs yNnakoBKW NiKapCbKOro
3aco6y Wo[0 pegaryBaHHs TekcTy y nn. 1,

3a
peyerimom

He
nionsieae

UA/12317/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
11, 17 BTOPUHHOT ynakoBku Ta nn. 1, 6
NepBUHHOT YNaKkoBKW Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepKEHHS.
171. | NIGOKCAH NbOAsAHUKKM, 5 Mr/1 TOB Ykpaina Bunyck cepiii: Nlek Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/16208/01/01
MEHTON mr; no 12 "CaHpo3 dapmaneBTMYHA KOMMaHis marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI. peyenma
NbOASHUKIB Y YkpaiHa" A.4., CnoseHis; [oTOBWIA Nnikapcbkumii 3aci6. KoHTponb

6nictepi; no 2
6nictepn y
KapTOHHI KopooLli

BUPOGHMLITBO 3@ MOBHUM
uukiom: Slabopatopia
Keanichap HB (KBanichap
HB), Benbris

roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX METOoAaX BUNPOGYBaHHS) -
HesHauHi 3miHn y meTogi YBEPX ans
BU3HAYEHHS KiIbKICHOr0 BMIiCTY Ta
NpoAYyKTIB po3nagy. 3MiHN CTOCYTbCA
LL{040 NOSICHEHb BifHOCHO KOHLEHTpAaLLiii
Ta po3paxyHkiB. He3HauHi pegakuiiiHi
3MiHW. BBeeHHs 3MiH NpPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3MiHM 3 SKOCTi. FOTOBMIA NiKapCbKUiA
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikawiiin
Ta/abo [onNyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (3BY)XXEHHs
[OMYCTUMUX MEX) - 3BY)XEHHS
JonyctuMmx mex cneumdikanii M3 gns
nokasHuvika "lMpogykTu posnagy" Ha
MOMEHT BUMYCKY Ta Ha TEPMIH
npuaaTHOCTI.
3arBepaxeHo:

[Jowmiwka B (xnoprekcngnHy) — makc. 1%
[Howmiwka N (xoprekcnguHy) — makc. 1%
[Jowmiwka K (xnoprekcuamnHy) — makc. 0,5%
[Jowiwka D (nigokainy) — makc. 2%
[Jowmiwka B (nigokainy) — makc. 0,5%
Byapb-aki HeiaeHTUIKOBaHI fOMILLK/ —
makc. 0,2%

Cyma BCiX AOMILIOK (X/I0prekcuamHy) —
mMaxc. 3%

Cyma BCix AOMILOK (nigokaiHy) — makc.
3%
3anponoHoBaHo:

[Jowmiwka B (xnoprekcuaniy) — Bunyck
cepii: makc. 0,2%; TepMiH NpuaaTHOCTI:
Mmakc. 0,4%

[Jowmiwka N (xnoprekcugunHy) — BUMycK
cepii: makc. 0,4%; TepMiH NpuaaTHOCTI:
Mmakc. 0,4%

[Jowmiwka K (xnoprekcugvHy) — Bunyck
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
cepii: makc. 0,5%; TepMiH NpuaaTHOCTI:
Mmakc. 0,5%
[Jowmiwka D (nigokainy) — Bunyck cepii:
makc. 0,4%; TepMiH NpuaaTHOCTI: Makc.
1,6%
[Jowmiwka B (nigokainy) — Bunyck cepii:
makc. 0,3%; TepMiH NpuaaTHOCTI: Makc.
0,5%
Byab-ski HeifeHTUdikoBaHi AOMILLIKM —
BUMYCK cepii: Makc. 0,2%; TepMiH
npugartHocTi: makc. 0,2%
Cyma BCiX AOMILIOK (X/10prekcuanny) —
BUMYCK cepii: Makc. 1,0%; TepmiH
npugartHocTi: Mmakc. 1,5%
Cyma BCiX AOMILLOK (NifokaiHy) — BUnyck
cepii: makc. 0,9%; TepMiH NpUAaTHOCTI:
Makc. 2,1%
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepKEHHS.
172. | NIM3EP Kancynu, no 10 Mera ABcTpanis IHBeHTIa Xenckea /114 IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/6148/01/01
Kancyny cTpuni, no NandcarieH marepianis: TexHiyHa nomuska (3rigHo peyenmom
3 a6o no 10 cTpunis ci3 Haka3y MO3 Big 23.07.2015 Ne 460),
Y KapTOHHIlA kopobui; | (ABcTpanisi) BunpaBneHo TeXHIYHY NOMW/IKY B PO3Aini
no 14 kancyny Mri Nt "BUpO6HMK" IHCTPYKLIT Ans MeanyHOro
cTpuni; no 1 cTpuny 3acToCyBaHHSA NikapcbKoro 3acoby,
Y KapTOHHiIlA KopoobLi JonyLueHy nNpu npowueaypi BHECEHHS 3MiH,
3aTBEpPAXEHNX Haka3oM MO3 Big
09.10.2024 p. Ne1720. 3aTBepa)KeHo:
IHBeHTIa Xenckea J1T4, IHAIN.
3anponoHoBaHo: IHBeHTia Xenckea /114
3as3HavyeHe BUNpaB/IeHHs BignoBifae
mMarepiasiaM peecTpauiiiHoro 10CheE.
173. | NIPACNIM PO3YUH ANS iH'EKLi, Mictpan AHrnis KOHTPO/b CTabiNbHOCTI: CLUA/ BHECEHHS 3MiH [0 peecTpavliiiHnX 3a He UA/20550/01/01
6 mr/mn, no 3 mn Kenitan Ambiodhapm, IHk., CLUA,; Nutsa/ mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0 peyenmom | niosisizae
pPO3UnHY Y MeHepxmeH BTOPVHHA yNakoBKa: Bonrapis/ 6e3nekn/edeKkTBHOCTI Ta
nonepegHL0 T Nlimiteq, EnTadhapma YAB, /lnTBa; MasibTa thapmakoHarnsgy. 3miHa y KopoTkili
3anoBHeHil wnpuu- KOHTPO/Ib Cepii: XapakTepucTuL,i NnikapcbKoro 3acoby,
pyuui; no 1 €spodpaliHc Mpokci TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4N
nonepegHL0 Nab6opaTtopiec b.B., MeAUYHOro 3aCToCyBaHHA Ha nigcTasi

3anoBHeHIl wnpuu-
pyuLi B KAPTOHHiIl
Kopoo6Li

Higepnangu;
BUNYCK cepil:
KeBaPo 'PYI EOOA,
Bonrapis;
BUPOBHMLTBO rOTOBOI
nikapcbkoi hopmu Ta
nepBrHHA yrnakoBKa:
HOBOKO/1
PAPMALIEBTIKA/T1 O

perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3
6e3nekn 3acToCyBaHHs /liKapCbKoro
3acoby B micnspeecTpaviiiHuii nepios, abo
AK pe3ynbTaT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBiAHO 40 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm)
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

KAHAZA IHK., KaHaga;
KOHTPO/b cepil:
Mpochapma YAB, NlnTea,;
KOHTPO/b CTabiNIbHOCTI:
CI'C Hop3 Amepika IHK.,
CLUA;
KOHTPO/Ib Ta BUMYCK Cepii:
dapmagokc Xenckeiip
Nimiten, ManbTta

3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3aco6y B po3ain "OcobnmBocTi
3acTocyBaHHS" BigMoBiAHO A0 OHOB/EHOI
iHbopmawii 3 6e3nekun Aito4oi pevHoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT AN
Me[UYHOro 3aCTocyBaHHA Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo AoCiAxeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTar OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiarpnyHux gocnigxens (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMNOBHOBaXeHUM opraHoM) 3MiH1 BHECEHO
00 IHCTPYKUiT 4518 MeguyHoro
3aCTOCYBaHHSA ikapcbKoro 3acoby B
po3ainu "Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mo6iuHi peakuyii" BignoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku Aitoyol
peyoBuHW. BBEAEHHA 3MiH NPOTATOM 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHS

174.

MELAKCA

KOHLeHTpaT Aans
pO34nHy Ans
iHdpysin, 5 mr/mn; no
10 mn (50 wmr) abo
20 mn (100 mr), abo
40 mn (200 mr) y
chnakoHi; no 1
hnakoHy B
KapTOHHI KopooLli

Mepak
e3enbad
T dhrop
KniHiwe
LWneujansnp
enapare
M6X

HimeuyunHa

BUPOOGHMUK, LU0 Bignosigae
3a BUNycK cepil,
MapKyBaHHSA Ta BTOPUHHE
nakyBaHHsA: Megak
esenbwadt drop
KniHiwe
LWneuianbnpenapare M6X,
HimeuunHa; BUPOBHUK, LLO
Bignosigae 3a
BMPOBHULITBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
nakyBaHHsl, MapKyBaHHS
Ta BTOPVHHHE MaKyBaHHS,
KOHTPO/b/BMNPOGYBaHHSA
cepii: OHkome[,
MeHbIOGEKYEPIHT, a.cC.,
Yecbka Pecnybnika

Himeyumnna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TRy - 3mMiHK Woao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLji 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOIO 3BITy 3 6e3nekn
nikapcbkoro 3acoby, abo AociAxKeHb 3
6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
npoBeAeHVX BigNoBIiAHO A0 NiaHy
negjiarpnuHnx gocnigxenns (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHU BHECEHO B IHCTPYKLiO Ans
MeANYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ginis "Oco6MBOCTi

3actocyBaHHs" Ta "MobiyHi peakuyii"

3a
peuyenmom

He
nidnsieae

UA/4884/02/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BiANOBIAHO A0 iHGopMaL,i Wwoao 6e3nekn
3aCTOCYBaHHS Ait0H0i PEYOBUHMW.
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
3aTBEPAKEHHS.
175. | MENOKCUKAM NOPOLLIOK MpAT Ykpaina Caarti CneHTo3 MBT. /IT4. IHAis BHECEHHS 3MiH [10 peecTpaviliHnx - UA/20321/01/01
(cybeTaHuin) y "®apmaueBT martepianis: 3MiHu | TMNY - 3MiHKX 3 AKOCTI.
noAaBiliHMX n4yHa chipma CepTudikaT BignosigHocTi/l E-cepTudikar
nonieTuIeHoBmX "OapHnus" BiANOBIAHOCTI EBpONeichbkili
naketax gns thapmakonei/moHorpadii. NMogaHHsA HOBOTO
hapmaLeBTUHHOrO abo oHoBNEHOTO cepTuddikaTa
3acToCyBaHHS BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikar Bif yxe 3aTBEepKEHOro
BMPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei Ne CEP 2014-261 - Rev 02
(3aTBepmxeHo: R1-CEP 2014-261 - Rev
00). Ak HacnigoK 3MiHW y agpeci
BUPOBHMYOT AiNbHULLL
176. | METUINPEAHI3O Tabnetky no 4 mr no TOB Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/3183/01/01
NOH-®C 10 TabneTok y "ACIHO mMartepianis: 3MiHu | TMNy - 3MiHK WoA0 peyenmom nidnsieae
6nicTepi; no 3 YKPAIHA" 6e3nekn/edeKTBHOCTI Ta

6nictepn y nauui
KapTOHHIi

hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 41
MeJUYHOr0o 3aCTOCYBaHHS
reHepnyHnX/ribpuaHnx/6ionogibHmNx
Nikapcbkyx 3acobiB Micns BHECEHHN Tiel
camoi 3MiHM Ha pedhepeHTHWIA npenapat
(3MmiHa He noTpebye HagaHHA XOAHNX
HOBWX A0AaTKOBUX AaHnX) 3MiHU BHECEHO
[0 IHCTPYKLiT Ana MeanyHoro
3acToCyBaHHS NikapCbKoro 3acoby y
po3ainu "dapmakoTepaneBTUYHA rpyna.
Kog ATX " (wofo Ha3sm 6e3 3MiHu Koay
ATX), "B3aemogis 3 iHWMMW NliKapCbKUMu
3aco6amu Ta iHLWi BuAy B3aEMogii",
"Oco61MBOCTI 3acToCyBaHHA", "30aTHICTb
BNAVBaTV Ha LWBUAKICTb peakujii npu
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWMMY
mMexaHismamn", "MobiyHi peaxuii” 3rigHo 3
iHchopmauieto LWoa0 MegnyHoro




n/n

Hasga siikapcbko20

dopma sunycky

3asBHUK

Kpaina
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3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

177.

METUNMNPEAHI3O
NOH-®»C

TabneTkv no 8 Mr no

TOB

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

3acToCyBaHHA pehepeHTHOro NikapCbKoro
3acoby (MEAPO/). TepmiH BBeAEHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA HE PEKOMEHA0BaHWIA.
3MiHu | TUNy - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOBJIOBAHOrO 3BiTY 3 6e3neku
nNikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /liKapCbKOro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTYy 3 AOCNIAKEHb,
npoBefeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHoM) 3MiHN BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3acTOCyBaHHSA NMikapCbkoro 3acoby B
po3gain "OcobnnBOCTi 3aCTOCyBaHHS"
BiANOBIAHO O OHOB/EHOT iH(hopmaLlii 3
6e3nekun Aito4oi pevoBUHN

nocsi0o4YeHHs

10 TabneTok y
6nictepi; no 3
6nictepy y nauui
KapTOHHIl

"ACIHO
YKPAIHA"

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili
XapaKTepucTuLi Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3aCTOCYBaHHS
reHepUYHUX/ribpuaHNX/6ionoaibHMX
niKapcbknx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HaAaHHS XOOHUX
HOBMWX A0AATKOBMX AaHNX) 3MiHU BHECEHO
00 IHCTPYKLiT 4na MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ginu "dapmakoTepaneBTuyHa rpyna.
Kog ATX " (womo Ha3Bu 6e3 3MiHu Koy
ATX), "B3aemogist 3 iHLLMMW NiKapCbKMMUN
3acob6amu Ta iHLWi BUAW B3aEMOgIn",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "34aTHICTb
BNMBATY Ha LUBMAKICTb peakLii npn
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
mMexaHismamu", "Mo6iuHi peakwyji” 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro

3aCTOCYBaHHSA PeIePEHTHOTO JIIKapCbKOro

3a
peyenmom

nionsieae

He

UA/3183/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby (MEAPO/). TepmiH BBEAEHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHSA HE PEKOMEHA0BAHWIA.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
MeAUYHOro 3aCToCcyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo AoCniAXeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpnyHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMNOBHOBaXeHUM opraHoM) 3MiH1 BHECEHO
00 IHCTPYKLiT 4518 MeguyHoro
3aCTOCYBaHHSA ikapcbKoro 3acoby B
po3ain "OcobnmMBocCTi 3acTocyBaHHSA"
BiAMOBIAHO 40 OHOBMEHOI iHChopMaL,i 3
6e3nekun Aityoi pevyoBuHU

178.

MET®OPMIH-
BICTA

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKOH0, Mo 850
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepu B
KapTOHHI KOpo6Lii
abo no 10 TabneTok
y 6nicTepi; no 5
6nicTepis B
KapTOHHI KopooLi

MicTtpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnif

BMPOOGHULITBO FOTOBOTO
nikapcbKoro 3acooby,
nepBUHHA Ta BTOPUHHA
ynakoBKa, KOHTPOsb cepii,
BVNYCK Cepil:

CAI' MAHY®AKTYPIHT,
C.J1Y., IcnaHis

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHS NiKapCbKoro
3acoby B micnsipeecTpaviiiHiin nepios, abo
K pe3ynbTarT OLiHKW 3BITY 3 LOC/NILKEHb,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpnuHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3gisim "OcobnnBocTi
3acTocyBaHHS" BigMNoBiAHO A0 OHOB/EHOI
iHdpopmaLii 3 6e3nekun Aito4oi pevoBUHN.

3a
peyerimom

He
nidnsieae

UA/20457/01/02

179.

MET®OPMIH-
BICTA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO0, No 1000
mr; no 10 TabneTok

MicTtpan
Kenitan
MeHexmeH
T Jliviteq

AHrnis

BMPOBHULITBO FOTOBOTO
nikapcbKoro 3acoby,
nepBUHHA Ta BTOPUHHA
yMakoBKa, KOHTPO/Ib cepii,

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0
6e3nekn/edekTBHOCTI Ta
hapMakoHarnisgy. 3miHa y KopoTkil

3a
peyerimom

He
nionsieae

UA/20457/01/03
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
y 6nictepi; no 3 BVNYCK Cepil: XapaKkTepucTuLi Nikapcbkoro 3acoby,
6nictepu B CAI' MAHY®AKTYPIHT, TeKCTi MapKyBaHHS Ta iHCTPYKUiT AN
KapTOHHiiA KopooLyi C.J1.Y., IcnaHis MeJMYHOro 3acTOCyBaHHA Ha MigcTasi
abo no 10 TabneTok perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
y 6nicTepi; no 5 nikapcbkoro 3acoby, abo AoCiAXeHb 3
6nicTepis B 6e3nekn 3acTocyBaHHs NiKapCbKoro
KapTOHHI KOpo6Li 3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiarpnyHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginn "OcobnnBocTi
3acTocyBaHHS" BigMNoBiAHO A0 OHOB/EHOI
iHdpopmaii 3 6e3neku Aitoyoi pevoBUHN.
180. | MET®OPMIH- TabneTku, BKpUTI Mictpan AHrnis BMPOOGHMULITBO FOTOBOTO Icnanis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/20457/01/01
BICTA nniBKOBOIO Kenitan nikapcbKoro 3acooby, marepianis: 3miHu | Tuny - 3mMiHK Woao peyenmom | nidnsizae
060/10HKOH0, 1Mo 500 MeHepKmeH nepBrHHa Ta BTOPUHHA 6e3nekun/edekTBHOCTI Ta
mr no 10 TabneTtok y T Nlimiteq, yMnakoBKa, KOHTPO/b cepii, hapmakoHarnsagy. 3miHa y KopoTkili
6nicTepi; no 3 BWNYCK Cepil: XapaKkTepucTuLi Nikapcbkoro 3acoby,
6nictepu B CAI' MAHY®AKTYPIHT, TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
KapTOHHI KOpo6Lii CJYy. MeJMYHOro 3aCTOCyBaHHSA Ha MigcTasi
abo no 10 TabneTok perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
y 6nicTepi; no 5 nikapcbkoro 3acoby, abo gocnimpkeHs 3
6nicTepis B 6e3nekn 3acTocyBaHHS NiKkapCbKOro
KapTOHHI KopooLli 3acoby B micnsipeecTpaviiiHiin nepios, abo
K pe3ynbTart OLiHKW 3BITY 3 LOC/NILKEHb,
npoBefeHnX Bi4NoBIAHO 40 NnaHy
negiatpnuHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginn "OcobnnBocTi
3acTocyBaHHS" BigNoBiAHO A0 OHOB/EHOI
iHdpopmaLii 3 6e3nekun Aito4oi pevHoBUHN.
181. | MET®OPMIH- TabneTkn, BKPUTI TOB Ykpaina Bupo6HMLTBO TabNEeTOK, IHgis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a UA/15295/01/03
CAHO®I NNiBKOBOKO "CaHodi- nepBrHHE Ta BTOPUHHE IPymyHis mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peyenmom
06010HKot0, No 1000 ABeHTIC nakyBaHHs: CaHodi IHais 6e3nekn/ed)eKkTBHOCTI Ta
mr, Ne30 (15x2): no YkpaiHa" Nimiteq, IHAia; KoHTponb hapmakoHarnsgy. BeegeHHs abo 3miHu

15 Tabnetok y
6nictepi, no 2
6nictepn y
KapTOHHI kopobuyj;
Ne120 (20x6): no 20
TabneTok y 6nictepi,

Ta Bunyck cepii: C.C.
«3eHTiBa C.A.», PymyHis

[0 y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
thapmakoHarnisgy, 3miHa yrnoBHOBaXKeHO|
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
hapmakoHarns4y; KOHTakTHOI ocobm 3
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
no 6 6nictepis y thapmakoHarnsgy 3asiBHUKa s
KapTOHHI KopooLii 3[jiCHEeHHS1 hapMakoHarsay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignoBiganibHOI 3a 34jiACHEHHS
hapmMakoHarnagy (BKnoYatouy KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa MicLe3HaxomKeHHs MacTep-taiina
cuctemn chapmakoHarnagy. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
182. | ME®®EHAMIHOBA Tabnetkv no 500 wmr; MPAT Ykpaina BiANOBIAaIbHNIA 3a YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/17139/01/01
KUCNOTA no 10 TabneTok y "OITOPAPM BVMPOGHULTBO, MEPBUHHE, marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI. peyenma
6nictepi; no 2 " BTOPVHHE NakKyBaHHS, [oTOBWIA Nikapcbkuii 3aci6. Cuctema
6nicTepu B nayu;j 3 KOHTPO/b AKOCTi Ta BUMYCK KOHTelHep/3aKynoptoBasibHuiA 3aci6.
KapTOoHY cepii: MPAT 3miHa napameTpiB cneuudikayii Ta/abo
"®PITOPAPM", YKpaiHa; [0NYyCTUMUX MEX NEPBUHHOI YNaKOBKN
BiANOBIAaIbHNIA 3a rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
BVMPOGHULTBO, MEPBUHHE, - BHeceHHs 3miHu B po3gin 3.2.P.7.
BTOPWHHE MaKyBaHHS, Cuctema KoHTelHep/3akynoptoBasbHUi
KOHTPO/b AKOCTi: AT 3acib, a came oHOBMEHHA Crneundikauii Ha
"NlybHndpapm"”, YkpaiHa; NepBUHHE NakyBaHHSA: NAiBKY
BiANOBIAa/IbHUIA 32 BUMYCK NOAIBIHINIX/TI0PUAHY Ta (YObry asTlOMIHIEBY.
cepii, He BKoYaun 3MiH SIKICHOro Ta KiflbKiCHOro cknagy
KOHTPO/b/BMNPOGYBaHHSA NepBMHHOIO NakyBaHHS He Bifbynoch.
cepii: MPAT "®ITOPAPM" 3MiHV BHOCATLCA 3 METOI0 YHidikawii
, YKpaiHa [OKyMeHTauii AN KOHTPO0 NEPBUHHOIO
nakyBaHHS.
183. | MIHOKCUKYTAH® cnpei HalKipHWA, TOB «MIBE Ykpaina Mmi6e Mv6X HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx Ges UA/20350/01/01
po3uuH, 20 mMr/mn no YKPAIHA» ApuHarimitTens marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenma

60 M1 po3UNHY Y
hNakoHi i3
3MOHTOBaHOI0
HacoCHOI0
cuCTEMOLo Ta
ajantepom i3
NOAOBXEHNUM
HaKOHEeYHMKoM; no 1
donakoHy y nauui

CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHOBNEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiicbkili
thapmakonei: ana A®l; ons BUxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y
BMPOGHULTBI ADI; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBepXeHoro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei R1-CEP 2002-212-Rev 06
ONs [jlo4vol pevyoBrHN MIHOKCUAWA Bif, BXe
3aTBEPAKEHOrO BUPOo6HMKa Flamma
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

S.P.A. B 3B’A3Ky 3 fjo@BaHHAM
MaingaHunky ons BUpoGHULTBA
NPOMDKHOro NPOAYyKTY (3aTBepaxeHo: R1-
CEP 2002-212-Rev 05; 3anpornoHoOBaHo:
R1-CEP 2002-212-Rev 06). 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEeHOro ceptuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikat Bif y)e 3aTBepKEHOro
BMPOGHMKA - NOAAHHA OHOBNIEHOTO
cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei CEP 2002-212-Rev 07 gns
Lito40T peqyoBMHN MIHOKCUAWA Bif, BXe
3aTBEPAKEHOro BUpo6HMKa Flamma
S.P.A. B 38’A3Ky 3 flo@BaHHAM
MalifaHunky ansi BupobHuutea Adl.

184.

MIO3M

NMOpOLLOK AN
NpUroTyBaHHs
KOHLeHTpaTy Ans
pO34nHy Ans
iHdpysii no 50 wmr; 1
(h/1aKOH 3 NOPOLLKOM
Y KapPTOHHIl navui

CaHodi b.B.

Higepnangu

HanoBHEHHS (hi1akoHIB Ta

BMPOGHMLTBO KiHL,EBOIO

NPOAYKTY, MapKyBaHHsA Ta

nakyBaHHs, KOHTPO b

akocTi 13, Bunyck cepii:

[xeH3aim lpnaHg
Nimiten, lpnaxgis;
BMPOGHMLTBO AC,

NPUroTyBaHHA Po3yunHy /13

Ans niodpinizaw,ii:
[hxeHzalim ®naHgepc,
Benbris

Ipnangis/
Benbris

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
- OHOB/IEHHS BXe 3aTBEPMKEHNX METOAIB
KOHTPONIO SKOCTi /13, a came BUKNaAEHHS
TEKCTY AepXXaBHOI MOBOH 3rigHO
Cy4yacHVIX BUMOT, NPUBEAEHHS Y
BigNOBIAHICTb cneyudikauii Ta meToais
KOHTposto /13 Ao matepianis BUPO6HMKaA
(po3gimm 3.2.P.5.1. Ta 3.2.P.5.2.) Ta
BHECEHHS peAakLiiH1X y3ropkeHb

3a
peyerimom

UA/11618/01/01

185.

M-KACT

TabneTkv XyBasbHi
no 5 mr no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI KopooLli

Aypo6iHao
®apma /114

IHais

Aypo6iHgo ®apma Jlimites,

- OHIT VII

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/ed)eKkTBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs abo 3miHu
[0 y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
thapmakoHarnisgy, 3miHa yrnoBHOBaXKeHO|
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
hapmakoHarns4y; KOHTakTHOI ocobm 3

3a
peyerimom

UA/14341/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

chapmakoHarnsgy 3assHuka gis
3[jiCHEeHHS1 hapMakoHarsay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignoBiganibHOI 3a 34jiACHEHHS
hapmMakoHarnagy (BKnoYatouy KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBiAabHOI 3a thapmakoHarnsag B
YkpaiHi. [itova pegakuis: CamoiinieHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuis: CaByeHko Amutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3asBHKKA, BiANOBIAAILHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxX0MKeHHs MacTep-ghainna
cuctemn hapmakoHarnsgy Ta moro
Homepa.

186.

M-KACT

Tabn1eTkv XyBasbHi
no 4 mr no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI KopooLli

Aypo6iHao
®apma /114

IHais

Aypo6iHgo ®apwma Jlimites,

- FOHIT VII

IHgis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHs hapmakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAaNbHOI 3a hapMakoHarnsg B
YkpaiHi. [itova pegakuis: CamoitfieHko
Aptem MNasnosuy. MNMponoHosaHa
pepakuis: CaBueHko AmuTtpo CepriioBuy.
3MiHa KOHTaKTHUX fAaHUX KOHTaKTHOT
0cobu 3asBHKKa, BiANOBIAAILHOI 3a
hapmakoHarnsg B Ykpaiti. 3miHa
MiCLie3HaX0MKEHHs1 MacTep-ghaiina
cuctemu chapmakoHarnsgy Ta rioro
Homepa.

3a
peyenmom

UA/14341/01/01

187.

MOBECIA3M

TabneTku, BKPUTI
060/10HKO0, 10 10

TOB «Mosi
Xenc»

YKpaiHa

CaBa Xenckea /ta, IHAis;
MegiTon ®apmacbioTikan

IHais/
YropLymHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TMny - 3MiHM 3 AKOCTI.

6e3
peyenma

UA/10010/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

TabneTok y 6nictepi;
no 1 a6o 2 6nictepn
Y KapPTOHHIl nauuj;
no 20 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI nayui

nrta., YropwmHa

[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHA rOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX METoAaX BUNPOGYBaHHS) -
HesHauHi 3miHn o metogy 14-
cnekTpodhoTOMETPIT A71S KiNIbKICHOTO
BU3HAYEHHS CUMETUKOHY, a came: -
YTOUHIOETBCA NpUnag A1s nepemillyBaHHs
Ta yacToTa nepemillyBaHHS 3paskiB npu
Npo6oniAroToBL|; - YTOYHIOETLCA LOBXUHA
XBWUAI NpK Makcumymi abcopobLii; -
He3HayHi pefakuiliiHi NpaBKn NO TEKCTY

188.

MOBECIA3M

TabneTku, BKPUTI
060/10HKO0, in bulk:
no 5000 TabneTok y
noagiiHomy
nonieTuneHosomy
nakeTi y KOHTelHepi

TOB «Mosi
Xenc»

YKpaiHa

CaBa Xenckea Jta, IHAis;
MegiTon ®apmacbioTikan
nra., YropwmHa

IHais/
YropuwmHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHsA rOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAaX BUNPOGYBaHHS) -
HesHauHi 3miHn go metogy 14-
CnekTpohoTOMETPIT A7S KiNIbKICHOTO
BU3HAYEHHS CUMETUKOHY, a came: -
YTOUHIOETLCA NpUnag A1 nepemillyBaHHs
Ta yacToTa nepemillyBaHHs 3paskiB npu
Npo6oniAroToBL|; - YTOYHIOETLCA AOBXUHA
XBWUAI NpK Makcumymi abcopobLii; -
He3HayHi pefakuiliiHi NpaBKn NO TEKCTY

UA/10011/01/01

189.

MOMETA30H-
310POB'AA

cnpeii HazanbHUiA
[,030BaHui,
CycCrneHsis,

50 mkr/go3y, no 60
[03 abo no 140 fos
y dhnakoHi 3i cnpeii-
Hacocom Ta
3aXUCHUM
KOBMaykom; no 1
hnakoHy y kopobLii 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
[e]}0)
BIAMOBIOA
NBHICTHO
«KOPTOPA
LA
«3[0POB’A

»

YKpaiHa

KOHTPO/1b AKOCTi, BUMYCK
cepii:
ToBapnCTBO 3 06MEXEHOID
BiANOBIAANILHICTIO
"PapmaueBTnyHa
KoMnaisa "3gopos'a”,
YkpaiHa; Bci ctagji
BMPOGHULTBA, BUMYCK
cepii:
ToBapucTBO 3 0OMEXEHOI0
BiANOBIAA/TLHICTIO
"PapmaueBTnyHa
KoMnaHis "3gopos'a”,
YKpaiHa;
KOHTPO/1b AKOCTI:
ToBapucTBO 3 0OMEXEHOI0
BiANOBIAALHICTIO
"®APMEKC I'PyT11",
YkpaiHa

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT 41
MeJUYHOr0o 3aCTOCYBaHHS
reHepnyHuX/ribpuaHnx/6ionogibHmNx
Nikapcbkyx 3acobiB Micns BHECEHHN Tiel
camoi 3MiHM Ha pedhepeHTHWI npenapat
(3miHa He nNoTpebye HagaHHA XOAHNX
HOBMX A04aTKOBUX AaHuX). 3MiHA BHECEHO
[0 IHCTPYKLiT Ana MeanyHoro
3acToCcyBaHHS MikapCcbKoro 3acoby y
po3gainu "®apmakonoriyHi B1acTnsocTi”,
"Moka3zaHHA", "TIpoTMnoKasaHHsa",
"B3aemogis 3 iHWMMK fliKapCbKUMu
3aco6amu Ta iHLWi BUAy B3aEMoAii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiod BariTHocTi abo

3a
peyenmom

He
nidnsieae

UA/18999/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

rogyBaHHs rpyaar”,"Cnocié 3actocyBaHHs
Ta gosun", "AOitn", "MepenosyBaHHA",
"Mo6iuHi peakuii" BigNoBIgHO A0
iHchopmawii Lwoao megmyHoro
3acTocyBaHHA pehepeHTHOro NikapCbkoro
3acoby (HasoHekc, cnpeli HazanbHuiA, 50
MKr/go3y). BBegeHHs 3MiH npoTsrom 6-Tu
MicsLiB nicns 3atBepKeHHs. CynyTHS
3MiHa - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst a6o 3miHa(L)
[0 3060B'A3aHb Ta YMOB BMAadi
peecTpauiiHoro NOCBIAYEHHS, BK/IHOUYAKUM
MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHs TEKCTY, SIKNIA NOrOKEHWIA 3
KOMNETEHTHUM OpraHoMm). 3asBHUKOM
Ha/jaHo OHOBMEHWIA MnaH ynpaBiHHA
pu3nkamm Bepcia 1.0. 3MiHM BHeCeHO A0
yacTvH: | «3aranbHa iHchopmauisy Il
«Cneundikauis 3 6e3nekms»

V «3axoau 3 MiHiMi3auii pusukis» VI
«Pestome nnaHy ynpasiHHA pusnkamm»
VIl «JogaTkm» (nogatku 7,8) y 3B'A3Ky 3

OHOBJ/IEHHAM iHhopMaLlii 3 6e3nekun Aitoyol
PEYOoBVHM MOMETa30H BiAMoBIAHO A0
OHOB/EHOT iHhopMaLi 3 6e3neku
pedyepeHTHOro /likapcbKoro 3acoby
Ha3zoHekc, cnpeli HasanbHWi. Pestome
MnaHy ynpasniHHA pu3nkamu Bepcisa 1.0
[0a€ETbCA.

190.

MOHYPAN

rpaHynv ans
0pasIbHOrO PO3YMHY
no3r;no8r
npenaparty (31
Lito40i pevyoBuHY) B
naketi; no 1 a6o 2
nakeTu B KAPTOHHIl
nauui

3am6oH
C.MN.A.

ITanis

3amb0oH CaiTLepnaHs
nra.

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONechbkili
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BifnNoBiAHOCTI EBpoNeiichkii
thapmakonei: ana A®l; gns BuxigHoro

Marepiany/peareHTy/npomiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOr0
BMPOGHUKA - MOJaHHS HOBOrO cepTudikaty
BiAnoBiaHOCTI €Bponelichbkiin hapmakonel
CEP 2020-370-Rev 03 ans Adl

3a
peyenmom

UA/9833/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
chochomilHy TpOMETaMOnN Bif, BXe
3aTBepXEHOro BUpobHuka Zach System
S.A., France B 3B’A3Ky 3 NOJOBXEHHAM
nepiofly NnepekoHTposto A®l, BUyyeHHAM
BMPOBOHUKA MPOMDKHOIO MPOAYKTY,
[0faBaHHAM KofiB iAeHTuikaTopis Ha3BK
Ta agpecu BUpo6Hrka Adl, BUNyyYeHHs
3a3HavyeHHs hopmu BNaCHOCTI «S.A.» 3
Ha3su BnacHvka CEP Ta Bupo6Huka APl
(3aTBepmxeHo: RO-CEP 2020-370-Rev 02
Zach System S.A., France;
3anpornoHosaHo: CEP 2020-370-Rev 03
Zach System, France).
191. | HA30-CNPEN 3 cnpeii HazanbHUiA, TOBAPUCT Ykpaina ToBapuCcTBO 3 0OMEXEHOI Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 UA/12989/01/01
EKCTPAKTOM 0,5 mr/mn no 15 mn BO 3 BiANOBIAA/ILHICTIO martepianis: 3MiHu | TMRY - 3MiHKX 3 AKOCTI. peyenma
ANOE y dhnakoHi 3i ckna 3 OBMEXXEH "®apmavneBTUYHa [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
KnanaHoM-HacoCoM, oK KoMnaHis "3gopos'a”, BMPOOHULTBI. 3MiHa po3Mmipy cepil
HasasbHO BIANOBIOA Ykpaina: (Bci cTagii (BKtOYAtOUM dianas3oH po3mipy cepii)
HacafKoto- NbHICTIO BMPOGHMLTBA, KOHTPO/b roTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS
posnuaBayem Ta «KOPIMOPA SAKOCTI, BUMYCK cepii); 0 10 pasiB NOPIBHAHO i3 3aTBEPKEHNM
3aXUCHUM Ui ToBapnCTBO 3 0OMEXEHOI0 po3Mipom) - BBefeHHs [04aTKoBOro
KoBnaykom; no 1 «300POB'A BiANOBIAA/TLHICTIO po3mipy cepii npenapaty AN ynakoBkv no
hnakoHy y KopoobLi; » "papMaueBTUYHA 15 mn y conakoHax Nel uexy ®XLI,
no 20 mn 'y doakoHi KommMaHis "30pos'a", AinbHUL MP/TOCTaA y 3B'3KY 3
noniMepHomy 3 YkpaiHa (Bci ctagii BMPOGHNYOK HEOOXiHICTHO,
KnanaHoM-HacocoMm, BUPOGHMLITBA, OKpIM 3aTBepmxeHo: uex ®XL, ainbHuus
Has3a/IbHO KOHTPOSIO SIKOCTi Ta MPJ1®CTaA po3mip cepii cknagae: 12,000
HacafKoto- BUMYCKy cepil) Tuc. yn. no 15 mn 'y conakoni (180,000 n)
po3nuoBayvem Ta 9,000 TurcC. yn. no 20 My pakoHi
3aXUCHUM (180,000 n1) uex MNP, ginbHULA MXKK
KoBMaykom; no 1 po3wmip cepii ckningae: 12,000 Tvc.yn. no
hnakoHy y KopoobLii 15 mn y dpnakoHi (180,000 n)
3anponoHosaHo: uex ®XL, ginbHuua
MP/1®CTaA po3wmip cepii cknagae: 12,000
TMC. yn. no 15 mn y donakoHi (180,0001)
9,000 Trc. yn. no 20 Mn y chnakoHi
(180,000 n1) 33,333 Tuc. yn. no 15 mny
thnakoHi (500,000n) uex MNP, ainbHULA
MXXK po3mip cepii ckingae: 12,000 Tuc.
yn. no 15 mn y conakowi( 180,000 n)
192. | HA/ITE3IH® TabneTku, BKPUTI KPKA, a.4., CnoseHis BUPOGHMLTBO "in bulk", CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/8938/01/02
POPTE nAiBKOBOO HoBo mecTo nepBuHHE Ta BTOPUHHE IHgis/ marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom
060/10HKOI0, Mo 550 nakyBaHHs!, KOHTPO/Ib Ta Cepbis [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y

Mmr no 10 TabneTok y
6nictepi, no 1 a6o 2
6nictepu y
KapTOHHI KopooLli

BUNYCK cepil:
KPKA, 4.4., HoBo mecTo,
CnoseHis;
BUPOGHMLTBO "in bulk",
nepByHHE Ta BTOPVHHE

BMPOBGHUUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI fi/TbHUL BUPOGHMLTBA A5
4acTUHK abo BCbOro BUPOOGHNYOTO
npoLecy rotToBoro Nikapcbkoro 3acoty
(4inbHULUA ANA NePBUHHOIO NakyBaHHs). Y
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

nakyBaHHS:
tOHiuem Jlabopatopiec
Nimiten, IHais;
NepBUHHE Ta BTOPUHHE
nakyBaHHS:
XEMO®APM A.[., Cepbis

3B'A3Ky 3 BUPOOHMYOK HEOOXigHICTIO
[0AAETLCA BUPOOHVK 415 NEPBUHHOIO
nakyesaHHa Hemofarm a.d. Vrsac, Serbia.
3miHu | TMRY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI.
3amiHa abo BBeAEeHHA [0AATKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTuHM abo
BCbOr0 BYPOBHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (finbHUUA ANs
BTOPWHHOTO MaKyBaHHS)-
Y 3B'A3KY 3 BUPOOHNYOI HEOOXIAHICTIO
[08a€eTbCA BUPOOHMK 4151 BTOPUHHOIO
nakyBaHHa Hemofarm a.d. Vrsac, Serbia.

193.

HAMNPO®®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, No 550
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
2 6nictepu B
KapTOHHI KopooLli

TOB
"YOPJI/]
MEANLAH"

YKpaiHa

YOPNJ, MEAVULH 1NAY
CAH. BE TIZK. A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny - 3miHK Woa0
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOIO 3BITy 3 6e3nekn
nikapcbkoro 3acoby, abo AoCiAXeHb 3
6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpavuiiiHnii nepioa, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
npoBeAeHVX BigNoBigHO A0 niaHy
negjiarpnuHux gocnigxens (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKUIii Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginun "OcobnnBocCTi
3actocyBaHHs", "lNo6iyHi peakuji"
BiAMOBIAHO 4O OHOBMEHOI iHChopMaL,i 3
6e3neku Aitoyoi pevyoBuHW. BBeaeHHS 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAXKEHHSA

3a
peyenmom

He
nidnsieae

UA/12506/01/02

194.

HEBIAP® MN/TOC

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, 1Mo 5
mr/12,5 wmr, no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
nauuji

TOB
"APTEPIYM
nTar

YKpaiHa

MAT "Kuismeanpenapart”,
Ykpaina
(BMpPOGHMLTBO
(dpacyBaHHs) 3 npoaykujii
in bulk dhipmu-BUpoGHUKaA
®daitH dyac eHp,
PapmacbtoTikasic H.T.M.
C.M.A,, lTania
(BMPOGHNLTBO, NEPBUHHE
Ta BTOPVMHHE NaKyBaHHS,
KOHTPO/1b SKOCTi, BUMYCK

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT 41
MeJUYHOr0o 3aCTOCYBaHHS
reHepnyHnX/ribpuaHnx/6ionogibHmNx
Nikapcbkyx 3acobiB Micns BHECEHHN Tiel
camoi 3MiHM Ha pedhepeHTHWI npenapat
(3MiHa He nNoTpebye HagaHHA XOAHWX

3a
peyenmom

He
nidnsieae

UA/17352/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

cepir))

HOBWX AOAATKOBMX AaHMX) 3MiHVW BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3ginu "dapmMakosoriyHi BNacTuBoCTi",
"Moka3aHHs", "B3aemogis 3 iHW1Mun
nikapcbk1Mmn 3acobamu Ta iHWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHs rpyaar”, "Aitn", "Mo6iuHi
peakuii" 3rigHo 3 iHchopmMaLli€to woao
MeAMYHOro 3acToCyBaHHA pecthepeHTHOro
nikapcekoro 3acoby (HEBIIET® MJIHOC
5/12,5, TabneTkun, BKpUTI NNIBKOBOO
060/10HKOI0)

BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
Lwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAUYHOro 3aCToCcyBaHHA Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo AoCiAXeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnsipeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiarpnyHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMNOBHOBaXeHUM opraHoM) 3MiH1 BHECEHO
00 IHCTPYKUiT 4518 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainu "B3aemogis 3 iHWMMKn
nikapcbkMmn 3acobamu Ta iHWi B1uam
B3aemogijit", "Ocob/mBOCTi 3acToCcyBaHHA"
BiNOBIAHO [0 OHOBNEHOI iHhopMaLii 3
6e3neku Ailo4oi pevoBrHN. BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

195.

HEMPOHTIH

TabneTku, BKpUTI
NNiBKOBOKO
o060s10HKO0, No 10
mr, no 14 TabneTok
y 6nicTepi; no 2
6nictepn y
KapTOHHI nayui

NPOGAPM
A
IHTepHeLHN
TpeiguHr
NimiTen

ManbTa

AkTasic /ITa

MasibTa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji Ans
MeANYHOr0o 3aCTOCYBaHHS
reHepUYHUX/ribpuaHNX/6ionoaibHMX
NiKapcbkMx 3acobiB Nicns BHECEHHS Tiel

3a
peyenmom

He
nionsieae

UA/13402/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3MiHa He NOTpebye HafaHHSA XOOHUX
HOBUWX A0JATKOBMX AaHNX). 3MiHN BHECEHO
00 IHCTPYKUiT 4518 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ginu "dapmakoTepaneBTuyHa rpyna.
Kog ATX" (woao Ha3su 6e3 3MiHM Koy
ATX), "dapmakonoriyHi BNacTmeocTi",
"MokasaHHs", "B3aemogis 3 iHWnmu
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogijin", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,
"Cnoci6 3acTtocyBaHHs Ta gosun”, "Oitn",
"Mepeno3yBaHHs", "INo6ivHI peakuii”
3i4HO 3 iHhopMaLi€elo WoA0 MegUyHOro
3acToCyBaHHA pehepeHTHOro MikapCbKoro
3aco6y (ABIKCA, TabneTku, BKpUTI
NAiBKOBOK 060/10HKOK, 10 Mr).
196. | HI®YPOKCA3UA CyCneHsisi opasibHa, TOB YkpaiHa TOB "TepHodhapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/10558/01/01
200 mr/5 mn; no 90 "TepHodap mMartepianis: 3MiHu | TUny - 3MiHK WoA0 peuenmom
mn 'y 6aHui abo m" 6e3nekn/edeKTMBHOCTI Ta
donakoHi; no 1 thapmakoHarnagy (iHwi 3mMiHn) 3MiHu
hnakoHy abo 6aHLi BHECEHO Y TEKCT MapKyBaHHS NepBUHHOT
B nayi pasom 3 (n. 7, 17) Ta BTOpUHHOI (M. 3, 7, 11, 17)
MiPHOIO JTOXKOIO yNaKoBOK J1iKapCbKOro 3acoby; a Takox
BU/TYYEHO A0AATKOBI TEKCTU MapKyBaHHS
yNakoBOK 3 iHthopMaLji€ero Woao norotuny
avcTpub'toTopa. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsiLiB NicNs 3aTBepPIKEHHS.
197. | HYPO®EH® TabneTkn, BKPUTI PekkiTT Benvka PekkiTT BeHkizep Xenckep Benvka BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 nionsiea UA/6313/02/02
060/10HKO0, Mo 200 BeHkizep BpuTaHis IHTEepHeLwHn JlimiTep, BpuTaHis mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peyenma €
Mr no 6 TabneTok y Xenckep 6e3nekn/ed)eKkTBHOCTI Ta
6nicTepi; no 1 IHTepHeLwHN thapmakoHarnsgy. 3miHa y KopoTkili
6nictepy B Nimiten XapaKTepucTuLi Nikapcbkoro 3acoby,

KapTOHHI kopobuyj;
no 8 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI kopobuyj;
no 12 tabneTtok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI KopooLli

TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHs NikapCbKoro
3acoby B micnspeecTpaviiiHiii nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAILKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHmx gocnigpxkers (PIP) (iHwi
3MiHK) - 3MiHVW BHECEHO A0 IHCTPYKUIT ANns
MeAMNYHOro 3aCTOCyBaHHS NikapCbKoro
3acoby Ao posgainy "lMNepefosyBaHHA"
BiANOBIAHO O OHOB/EHOT iH(hopmaLlii 3
6e3nekun gitoyoi pevosurHu (ibynpodpeHy)
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3rigHo 3 pekomeHpauisamu PRAC.
BBegeHHA 3MiH NpoTArom 12-tn micsauis
nicns 3aTBepKeHHs
198. | HYPO®EH® 12+ TabneTku, BKpUTI PexkkiTT Benuka PexkkiTT BeHkizep Xenckep Benuka BHECEHHS 3MiH [0 peecTpaviiiHnX Ges nionsizae UA/10906/01/01
060/10HKO10, 1Mo 200 BeHkizep BpuTaHis IHTEepHeLwHn NliviTes, BpuTaHis mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peuyenma
mr; no 12 TabneTok Xenckep 6e3nekn/edeKTMBHOCTI Ta
y 6nictepi; no 1 abo IHTEepHeLwHN hapmakoHarnsgy. 3miHa y KopoTkili
2 6nictepu B NimiTen XapakTepucTuLi Nikapcbkoro 3acooby,
KapTOHHI KOpo6Lii TEKCTi MapKyBaHHS Ta iHCTpYKLji Ans
MeAMYHOro 3acTOCyBaHHSA Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCcyBaHHs /iKapCbKoro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTart OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHmx gocnimpxkers (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO [0 IHCTPYKLUi Ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3giny "MepenosyBaHHA"
BiANOBIAHO A0 OHOBNEHOI iHChopMmaLi 3
6e3neku gjtoyoi pevoBuHU (ibynpodheHy)
3rifHO 3 pekoMmeHaauismm PRAC.
BBefeHHs 3MiH npoTArom 12-Tn micsuis
nicnsa 3aTBepkeHHs
199. | OKCANINNATUH KOHUEeHTpaT ans Akkopg, Monbwa BMPOBHULTBO NiKapCbKOro IHais/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/19530/01/01
AKKOP/J, pOo34nHYy AN Xenckea 3acoby, nepBMHHE Ta Benvka marepianis: 3miHu | Tuny - peyenmom | niosnsi2ae
iHdpy3iii no 5 mr/mn; Moncka Cn. BTOPVHHE NakKyBaHHS, BputaHis/ AMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BK
no 10 mn, 20 mn, 40 3.0.0. KOHTPO/b AKOCTI cepii, YropwumHa/ nikapcbKoro 3acoby - 3MiHa Ha3Bu
My donakoHi; no 1 €KCMoPT Ha AiNbHNLO ITanis/ nikapcbkoro 3acoby. flitoua pegakuis:
hnakoHy B nayw, BUNYCKY cepii: MonbLa OKCAJAK / OXALAC. MNMponoHoBaHa

IHTac ®apmacbloTikanc
Nimitea, IHais;
IHTac ®apmacbloTikan3
Nimites, 1HAis;
AiNbHULA 3 KOHTPOSHO
SAKOCTi:
ACTPOH PECbOPY
NIMITEA, Benuka
BpuTaHis;
AiNbHULA 3 KOHTPOO
AKOCTI:
OAPMABANIA NTA.
Mikpo6ionoriyHa

na6oparopisi , YropwuHa;

AiNbHULSA 3 KOHTPOSO
SIKOCTI:

pepaxuis: OkcaninnatuH Akkopg, /
Oxaliplatin Accord
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepKeHHS. 3MiHu | Tvny -
AAMiHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
LinbHUUi ons A®l, npoMiXXHOro NPoayKTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHULI NS NPOBEAEHHS NaKyBaHHS,
BMPOGHMKa, BIANOBIAA/ILHOIO 3a BUMYCK
cepiii, MicLe NPoBeAEHHSI KOHTPOSIO cepii)
abo nocTavasibHVKa BUXIgHOrO Matepiasy,
peareHTy abo AOMNOMIKHOT peYOBUHM
(AKLWO 3a3HauYeHo y f0CbE). BunyueHHs
BMPOOHWKa, BifNOBiga/IbHOTO 3a BUMYCK
cepii: Akkopg, Xenckea Jlimiteq, Benuka

BpuTaHis. 3anvwalTbca anbTepHaTUBHUI
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
NABAHANIZIC BMPOGHMK BiANOBIAA/IbHNI 32 BUMYCK Cepii:
C.P.N1.Itanis;

BTOPUHHE MaKyBaHHS:
AKKOP/[, XEJICKEA
NIMITEL , Benuka
BpuTatis;

BiNOBIfaIbHWIA 32 BUNYCK
cepii:
Akkopf Xenckea lMNoncka
Cn. 3 0.0. Cknap,
ImMnoptepa, MonbLua

Akkopg Xenckea Noncka Cn. 3 0.0. Ckniag,
IMnopTepa, Monbwa. 3MiH1 BHECEHO A0
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS

nikapcbkoro 3acoby y po3aiv "BUpo6HUK",

"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LOiSNIbHOCTI", K HACNIAOK BUTYYEHHS

TEKCTY MapKyBaHHS yNakoBK/ NikapCbKoro
3acoby. BBegeHHs 3MiH NpoTAarom 6-1m

MicaLiB nicna 3aTBepmKeHHs. 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta

thapmakoHarnsgy. 3mMiHM y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLji Ans
MeJNYHOro 3acTOCYBaHHS
reHepuyHuX/ribpuaHNx/6ionomibHNX
nikapcbKnx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3MiHa He NOTpebye HafaHHSA XOOHUX
HOBUWX A0JATKOBMX AaHNX). 3MiHN BHECEHO
00 IHCTPYKUiT 4518 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3gin "Mob6iuHi peakuii" BignosiaHO [0
iHchopmawii Lwoao megmyHoro
3acTocyBaHHA pehepeHTHOro NikapCbkoro
3acoby (E/TOKCATWH, koHueHTpaT ans
PO3uUunHy ANns iHdysiii). BBeAeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3arBepKeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepucTULLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4n1s
MeAUYHOr0o 3aCTOCYBaHHS
reHepnyHuX/ribpuaHNx/6ionogibHmNx

NikapcbKyxX 3ac0biB Micns BHECEHHS: Tiel

camoi 3MiHM Ha pedhepeHTHWI npenapat
(3MiHa He noTpebye HagaHHA XOAHWX

HOBUX AOAATKOBUX AaHNX). 3MiHW BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3ginu "dapmMakosoriyHi BNacTuBoCTi",
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” BianosigHo o
iHbopmauii Wwoao MegnyHoro
3aCTOCYBaHHSA pethepeHTHOro NikapcbKoro
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PeecmpayjiliHa npoyedypa

Ymosu Peknam

Homep

n/n

Ne | Ha3sa nikapcbko2o

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

3acoby (E/TOKCATWH, koHueHTpaT ans

Bionycky yBaHHs1

peecmpayitiHo2o

nocsi0o4YeHHs

PO34unHy ANns iHgysiid). BBeeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBepKeHHs. 3MiHK | Tuny - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
MeAUYHOro 3aCToCcyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo AoCniAXeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpnyHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainu "B3aemogis 3 iHWMMKn
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiin”, "OcobMBOCTi 3acToCcyBaHHs",
"Mo6iuHi peakuii" BigNoBIgHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku gitoyoil
peyoBMHW. BBEAEHHA 3MiH MPOTAroM 6-Tu
MiCALIB M/ 3aTBEP)KEHHS
BHECEHHS 3MiH [0 peecTpaviiiHnX

3a

UA/19268/01/01

200.

OKCWJ, A30TY
MECCEP

ras MeguyHnii
CTUCHEHUNA, Yy
6anoHax 06'emom 2
n,10n

[JouipHe

nignpuemMcTs

o0 «Meccep
Ykpaina»

YKpaiHa

Meccep ABcTpis TM6X

ABcTpist

mMartepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHS hapmakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOI 0CO6YM 3asiBHMKA,
BiANOBiAaIbHOI 3a hapmakoHarnsg,
[itova pepakuis: Sloroscbka IpuHa

peyenmom

IBaHiBHa. [MponoHoBaHa pegakLis:
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
ApemeHko MapiaHHa MukonaiBHa.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOT
0cobu 3asBHKKa, BiANOBIA&ILHOI 3a
dpapMakoHarnsg.
201. | ON1ACIH® Tabnetku, LWo TOB Ykpaina xeHedhapm CA Mpeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/18649/01/01
[NCNepryoTLes B "ACIHO marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI. peyenmom
POTOBI NOPOXHWHI, YKPAIHA" CepTudikaT BignosigHocTi/l E-cepTudikar
no 5 wmr; no 7 BiANOBIAHOCTI EBpONeichbkili
TabneTok y 6nictepi; thapmakonei/moHorpadii. NMogaHHsA HOBOTO
no 4 6nictepv B abo oHoBNEHOTO cepTuddikaTa
KapTOHHIN nayui BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikar Bif yxe 3aTBEepKEHOro
BMPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei Ne R1-CEP 2012-050-Rev 02
(nonepegHs Bepcis R1-CEP 2012-050-
Rev 01) gns A®| onax3aniHy Bif BXe
3aTBepXeHoro BupobHuka Solara Active
Pharma Sciences Limited.
202. | ON1ACIH® Tabnetku, Lo TOB Ykpaina [DxeHechapm CA Mpeuis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a UA/18649/01/02
[OMCNepryTbes B "ACIHO mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom
POTOBI NOPOXHWHI, YKPAIHA" CepTudikat BignosigHocTi/lE-cepTudikat

no 10 mr; no 7
TabneTok y 6nictepi;
no 4 6nictepu B
KapTOHHI nayui

BIANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBponeiichkii
hapmakonei: ana A®l; ans BUxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPO6HULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepAKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOMO
cepTudikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei Ne R1-CEP 2012-050-Rev 02
(nonepegHs Bepcis R1-CEP 2012-050-
Rev 01) gnsa A®l onaHsaniHy Bif, BXxe
3aTBepXeHoro Bupo6Hvka Solara Active
Pharma Sciences Limited.
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
203. | ONIONATAAQVH Kparni O4Hi, PO34uH, TOB CnoBaubka TOB «YHIME[L ®APMA> Cnoaubka BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/20019/01/01
YHIMEZ, ®APMA 1 mr/mn, no 5 mn «YHIME[, Pecny6nika Pecny6nika | marepianis: 3MiHu Il TMNy - 3MiHK 3 SKOCTI. peyenmom
abono 10 mny OAPMA» A®I. (iHLWi 3MiHW) 3MiHW y 3B'A3KY 3
donakoHi- OHOB/iEHHAM Bepcili ASMF Ha Ad|
KpanenbHu; no 1 ofnonaraguHy rigpoxnopug BUpo6HMLTBA
dhNaKoHy- F.I.S. FABRICA ITALIANA SIN-TETICI
KpanenbHuULi B S.p.A., ltaly. 3aTBepaxeHa Bepcis:
KapTOHHI KopooLli Applicant’s Part, Version 04 - June 2018
Applicant’s Part, updating - February 2019
Applicant’s Part, updating - March 2021
OHoBneHa Bepcis: Applicant’s Part, v.05 -
June 2023 BeefeHHS 3MiH NpOTArom 6-Tu
MicAILiB Mic/1A 3aTBEPAKEHHS.
204. | OMHOINOH HEO PO3YUH NS iH KLl TOBAPUCT Ykpaina ToBapuCcTBO 3 0OMEXEHOI Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHnx 3a UA/17471/01/01
no 1 mn B amnyni; BO 3 BiANOBIAA/ILHICTIO martepianis: 3miHu | Tuny - peyenmom
no 5 amnyn y OBMEXXEH "XapkiBcbke AAMiHICTpaTUBHI 3MiHW. BunyuyeHHs
6nictepi; no 1, 2 abo oK hapmaueBTuyHe BUPOBHNYOT AiNbHULL (BKIHOYAOUN
20 6nicTepiB y BIANOBIOA nignprvemMcTBo "340poB'sA AinbHUUi Ana A®l, npoMiXHOro NPoAyKTy
KOpOoO6Li 3 KapTOHY NbHICTIO Hapoay" ab0 roToBOro fikapcbKoro 3acooy,
«KOPINOPA AiNbHULI ANA NpOBEfEeHHS NaKyBaHHS,
LA BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
«300POB'A cepiid, MmicLe NpoBeaeHHSI KOHTPOSO cepii)
» abo nocTavasibHMKa BUXIGHOTO mMatepiany,
peareHTy abo fONOMiXHOI pe4OBUHN
(AKLLO 3a3HAYeHO Y A0CLE) - BunyyeHHs
BMpo6HUKa A®I MNanasepuHy
rigpoxnopugy cipmun BAT "Ip6iTchKnii
Ximiko-thapMaLeBTUYHWIA 3aBog",
Pocilicbka ®epnepauis 3aTtBepgxeHo: BAT
«IpBiTCbKMiA XiMiko-thapmaLeBTUYHWIA
3aBof», Pocilicbka ®efepadis; Recordati
Industria Chimica E Farmaceutica S.P.A.,
Italy. 3anponoHoBaHo: Recordati Industria
Chimica E Farmaceutica S.P.A., Italy.
3MiHu | TUNY - 3MiHK 3 SIKOCTI. FoTOBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOGHULTBI.
3MiHa po3mipy cepii (BkIloyatum gianasoH
po3Mipy cepil) roToBOro NikapcbKoro
3ac06y (3meHweHHs go 10 pasis) -
BBE/IEHHS 40AATKOBOro po3mipy cepii 13
3arBepaxeHo: 75,0 n (68181 amnyn)
3anponoHoBaHo: 75,0 n (68181 amnyn)
[0[aTKoBuMiA po3mip cepiii 15,0 n (13636
amnyn)
205. | OHINI3A TabneTku, BKpUTI AcTpa3eHek Benuka Brpo6HMLTBO: CLUA/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/10715/01/02
NNiBKOBOKO a oK BpuTaHis AcTpa3eHeka Benvka mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom
060/10HKOI0, 10 5 wr, Nimiten dapmacbiotukanc /1, BputaHis/ CepTudikat BignosigHocTi/lE-cepTudikat
no 10 TabneTok y CLA; NakyBaHHs, BUNYyCK Lseujis BiANOBIAHOCTI EBpoONechbkil
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 3 cepii: Actpa3eHeka HOK thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
6nictepu B NimiTen, Benvka 3 HEOOXIAHICTIO NPUBEAEHHS Y
KapPTOHHI Kopo6Lli BpuTaHis; KoHTposb BigNoBigHICTb A0 MOHorpadii 4PY a6o
akocTi: Actpa3eHeka AB, €Bponeiicbkoi thapmakonel, abo iHLOoi
LLIBeLisi; KOHTPO/b AIKOCTI: HauioHanbHOI hapmakonei gepxasu €C
AcTtpa3eHeka AB, LLiseuis (3miHa y cneupndikaLii HedhapmakoneliHoro
A®| ona npuBeAeHHs y BIANOBIAHICTb A0
BuMmor dY a6o €sponelicbkol
thapmakonei, abo iHLLIOI HaLiOHasTbHOI
thapmakonei gepxasu €C) - AD| - 3miHn
[0 cneumndikaLii Ha fitody peqyoBuHy
CakcarnintuH, a came 3abesneyeHHs
BiANOBIAHOCTI HOBIN MOHOrpadii €® Ha
CakcarninTuH. BeeieHHA 3MiH NpoTArom
6-TV MiCALIIB MiC/A 3aTBEPKEHHS
206. | OHINI3A TabneTku, BKpUTI AcTpa3eHek Benuka Brpo6HMLUTBO: CLIA/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/10715/01/01
NNiBKOBOKO a oK BpuTaHis AcTpa3eHeka Benvka mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuenmom
o60onoHKoto, no 2,5 Nimiteq dapmacbroTukasc /I, BpuTtaHis/ Ceptudikat BignosigHocTi/l E-cepTudikar
mr, no 10 TabneTok CLUA; MNakyBaHHS, BUMYCK LLBeuis BiANOBIAHOCTI EBpONechbkili
y 6nicTepi; no 3 cepii: Actpa3eHeka HOK dhapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi
6nictepu B Nimitea, Benuka 3 HeOOXiJHICTIO MPUBEAEHHS Y
KapTOHHI Kopo6Lli BputaHis; KoHTponb BiANOBIAHICTb A0 MOHOrpadii APY abo
fAKocTi: AcTpa3eHeka ABb, €Bponeiicbkoi thapmakonei, abo iHLOi
LLIBeLisi; KOHTPO/b SIKOCTI: HauioHanbHOI chapmakonei gepxasm EC
AcTtpa3eHeka AB, LLseuis (3miHa y crneumdikavii HechapmakoneiiHoro
A®| ons npuBeLeHHN y BiANOBIAHICTL A0
Bumor [1dY abo €sponelicbKol
hapmakonei, abo iHLIOi HaLiOHasTbHOI
thapmakonei gepxasu €C) - A®| - 3MiHN
00 cneundikauii Ha gjroyy pevoBuHy
CakcarninTuH, a came 3abesneyeHHs
BiANOBIAHOCTI HOBI MOHOrpadii E® Ha
CakcarnintvH. BeeeHHs 3MiH NpoTArom
6-TK MicALIB Nic/ia 3aTBEpAKEHHS
207. | ONEPOHIKC NOPOLLOK A/1A AHaHTa Benuka AHaHTa Mepgikeap fimiTeq IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/15264/01/02
PO3UUHY ANS iH'EKLi Megikeap BputaHis marepianis: 3miHu | Tuny - peyenmom | niosnsi2ae
abo iHdpysiino 2r; 1 nra. AIMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BK
hN1aKkoH 3 MOPOLLKOM niKkapcbKoro 3acooby.
y KopobL,i 3 KapTOHY 3MiHN BHECEHO LLIOA0 Ha3BU NiKapcbKoro
3acoby - 3aTBepaxeHo: AEHILED
(DENICEF) 3anponoHoBaHo:
OMNEPOHIKC (OPERONIKS)
BBefeHHA 3MiH NpoTArom 3-x Micsiuis
nicnsa 3aTBepKeHHs
208. | OPTO®EH- TabneTkn, BKPUTI TOBAPUCT Ykpaina BCi CTagii BUpobHMLTBA, YKkpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/7252/01/02
340POB'AA POPTE | 060/10HKOMO, BO 3 KOHTPO/Ib SIKOCTi, BUMYCK mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0 peuyenmom
KMLLIKOBOPO3UMHHI, OBMEXEH cepii: 6e3nekn/edekTMBHOCTI Ta
no 50 mr; no 10 [e]}6) ToBap1CTBO 3 0OMEXEHO dhapmakoHarnsay (iHwi 3MiHn) 3MiHun
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
Tabnetok y 6nictepi; | BIAMNOBIOA BiANOBIAA/LHICTIO BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
no 1l a6ono3 NbHICTIO "®apmaueBTnyHa YyNaKoBKM NiKapCbKoro 3acoby y NyHKTH 3,
6nictepu B «KOPTOPA KomnaHisa "30pos'a", 5, 6,11, 17 Ta B TEKCT MapKyBaHHs
KapTOHHI KopooLi LA YkpaiHa NepBUHHOT YMakoBKM B MyHKTW 2, 5, 6.
«3[0POB’A BCi cTafii BAPOOHMLTBA, Takox BUY4YEHO J0AATKOBUI TEKCT
» KOHTPO/b AKOCTi, BUMYCK MapKyBaHHS (i3 3a3Ha4YeHHAM TOprosoi
cepii: Mapkm "Solution pharm"). BBeeHHS 3MiH
ToBapnCTBO 3 0OMEXEHOI0 NpoTArom 6-Tv MicsLiB nicns
BiANOBIAA/LHICTIO 3aTBepKeHHS
"®APMEKC Irpyn-,
YKpaiHa
209. | NAHTOrAmM Tabnetkv no 250 mr TOB Ykpaina MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/15416/01/02
no 10 TabneTok y "POKET- marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI. peyenmom | nionsizae
6nictepi, no 5 PAPM" [oTOBWIA Nikapcbkuii 3aci6. 3MiHK Y

6nictepiB y
KapTOHHI nayui

BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IIO
AIKOCTi FOTOBOrO NikapCbKOro 3acoby
(3amiHa abo fofaBaHHSA BUPOGHMKA, L0
BiANOBIAAa€E 3a BBE3EHHS Ta/abo BMMycK
cepii) - Bkntovaroum
KOHTPONb/BUNPOGYBaHHS cepii - BBeeHHs
BMPOGHMKa, L0 BiANOBIAAE 3a BUMYCK
cepil, BK/IOYaum
KOHTpO/b/BUNpPOGYyBaHHA cepii MAT
"MoHdchapm" YkpaiHa, Yepkacbka 0671.,
YMaHCbKMiA paiioH, ceno ABpamiBka, BY/l.
3aBofcbka, 8. 3MiHM BHECEHI B IHCTPYKL,i1O
AN8 MeANYHOro 3acTOCyBaHHs
NiKapcbkoro 3acoby y po3ainv "BupobHuk",
"Micue3HaxomKeHHs BUPO6HMKa Ta 1ioro
agpeca MicLs NPoBaXEHHS Ois/IbHOCTI" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBoK. 3MiHu | Tuny -
3MiHu 3 SKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHM Y BUpOBHULTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AiNIbHUL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro
BMPOBHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHWLA, Ha AKil
npoBoAATLCS 6yAb-AKi BUPOOHUYI cTagjl,
3a BUHSATKOM BUNYCKY CEepiil, KOHTPOO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 415 HECTEPUSIbHUX NIKAPCbKNX
3aco6iB) BBeeHHs BUPOOHUKA, LLLO
BiANOBIAAE 3a NOBHWI LMK/ BUPOGHMLITBA
MAT "MoHdapm" YkpaiHa, Yepkacbka
06/1., YMaHCbKuiA paiioH, ceno AspamiBka,
By/. 3aBofcbka, 8 CynyTHA 3miHa - 3MiHK
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3 AKOCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTUHK abo BCbOro BUPOOHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHULA ANA BTOPUHHOIO NakKyBaHHS) -
3MiHu 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEEHHS 40AaTKOBOT AiNIbHUL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro
BMPOBHMYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (finbHUUA Ans
NepBUHHOIO NakyBaHHsA) 3MiHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHNYOI AinbHUL (BKIHOYAOUN
AinbHUUi Ana A®l, npomikHOro NpoayKTy
ab0 roToBOro Nikapcbkoro 3acooby,
AiNbHULI ANA NpOBEEHHS NaKyBaHHS,
BMPOGHWKA, BiAMNOBiAaSIbHOTO 3a BUMYCK
cepiid, MicLe NpoBeLEHHSI KOHTPOSHO cepil)
abo noctavasnibHVKa BUXIAHOTO matepiasny,
peareHTy abo 4OMOMIKHOT peYOBUHN
(K0 3a3HAaYEHO Y OCLE)
BunyueHHst BUPO6HUYOI finbHuLi 3AT
"O6HiHCbkKa Ximiko-hapmaLeBTUYHa
komnaHin" Pocilicbka ®efepaduisi, 249036,
Kanysbka o6nactb, M. O6HIHCbK, KniBcbke
woce, 6ya. 103, 6ya.107. BeegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

210.

MIPALETAM

Tabnetkv no 200 wmr;
no 10 Tabnetok y
6nictepi; no 6
6nicTepiB y navuj 3
KapTOoHY

MPAT
"XIMOAPM3
ABOJ,
"YEPBOHA
3IPKA"

YKpaiHa

MPAT "XIM®GAPM3ABO[,

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpec 3asBHUKa
(BNacHvKa peecTpauiiHoro nocBigYeHHs) -
3MiHa HalilMeHyBaHHS 3asiBHUKA Ta 3MiHW Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpaLiiiHoro noceigYeHHs1). BBeeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN LiTbHNL
BWMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJO SIKOCTI. (AIS/IbHICTb, 3a Ky
BiAgnoBigae BUpo6HuK/iMnopTep,

3a
peyenmom

He
nionsieae

UA/5788/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BK/IO4A0UM BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHs BUpO6HUKa /13 Ta 3MiHn y
HanucaHHi agpecu BUpoGHuKa M13. 3MiHn

BHECEHO B po3ainv "BupobHuk" Ta

"Micue3HaxoXeHHA BUPOOHUKaA Ta
afpeca MicLsi NPoBapKeHHs oro
AISNIBHOCTI" B IHCTPYKUiO AN1S1 MeAUYHOT0
3aCTOCYBaHHA Ta SK HACNIAOK - y TEKCT

MapKyBaHHS YNakoBKW NiKapcbkoro

3acoby. BBegeHHs 3MiH NpoTAarom 6-1m
MiCALIB Nic/1A 3aTBEPAKEHHS.

211.

MIPALLETAM

Tabnetku no 400 wmr;
no 10 TabneTok y
6nictepi; no 6
6nicTepiB y nayui 3
KapToHY

NPAT
"XIMOAPM3
ABO/
"YEPBOHA
3IPKA"

Ykpaina

MPAT "XIMGAPM3ABO/[,

"UEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvkKa peecTpauiiiHoro nocBig4YeHHs) -
3MiHa HaliMeHyBaHHS 3asBHMKa Ta 3MiHU Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiHoro noceigyeHHs). BBeaeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHAUM Ai/TbHUL
BWMYCKy cepii abo micLe npoBefeHHs
KOHTPOJO SKOCTI. (ZisNIbHICTb, 3a Ky
BignoBigae BMPOGHuK/iMnopTep,
BK/IO4A0UM BUMYCK Cepild) - 3MiHa
HaliMeHyBaHHs BUpo6Huka 13 Ta 3mMiHn y
HanucaHHi agpecu BUpo6HuKa M13. 3MiHn
BHECEHO B po34inv "BupobHuk" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta
afpeca MicLsi NpoBapKeHHs Moro
AISNBbHOCTI" B IHCTPYKUitO 415 MeAUYHOTOo
3aCTOCYBaHHA Ta AK HACNIAOK - y TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBeeHHs 3MiH NpoTArom 6-u
MicALiB Mic/1a 3aTBepAKEHHS.

3a
peyerimom

He
nidnsieae

UA/5788/01/02

212.

MONMISAHON

CyCneH3isi opasibHa,
40 mr/mn, no 105 mn
y thnakoHi; no 1
hnakoHy y naui

AT
"Papmak”

YKpaiHa

AT "®apmak”, YkpaiHa
(BTOpPUHHE NaKyBaHHS,
KOHTPOJ1b AKOCTI, BUMYCK
cepii 3 npoaykuii in bulk

hipM-BNpo6HYKIB Padhapm

C.A,, lNpeuis

(BMPOGHULITBO, NEPBUHHE

Ta BTOPVHHE rpynoBe

Ykpaina
/Tpeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT 4N
MeJMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IKOBAHOIO 3BITY 3 6e3neku

3a
peyenmom

He
nidnsieae

UA/18482/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
nakyBaHHs, KOHTPO/Tb nikapcbkoro 3acoby, abo AoCiAXeHb 3
cepii, Bunyck cepii in bulk) 6e3nekn 3acTocyBaHHS /likapCbKOro
a6o MxeHecpapm C.A., 3acoby B nicnspeecTpauiliHnii nepios, abo
['peuis (BTOpUHHE rpyrnose AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
nakyBaHHS, KOHTPO b npoBeAeHUX BiANOBIAHO A0 NnaHy
cepii, BUNYCK cepii in negiatpnuHux gocnigxens (PIP) (3MiHy
bulk)) Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHu
BHECEHO 10 IHCTPYKL,i 415 MeaNyYHOro
3aCTOCYBaHHS /ikapcbkoro 3acoby y
po3gainu "B3aemopis 3 iHWMMKn
nikapcbknMmn 3acobamu Ta iHWi BUAm
B3aemogiin, "OcobmMBOCTi 3acToCyBaHHS",
"Mo6ivHi peakuii” BignosigHO A0
OHOB/IEHOT IHdhopMmaLii 3 6e3nekn gitoyoi
peyoBvHV BBeAeHHs 3MiH NpoTarom 6-Tn
MiCSILiB 3 faTV 3aTBEPKEHHS.
213. | NPAAAKCA® Karncynm Teepgi no BepiHrep HimeuunHa BepiHrep IHrenbxainm HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/10626/01/02
110 wr; no 10 IHrenbxanm dapma 'm6X i Ko. KI marepianis: 3miHu | Tuny - peyenmom
Kancyny énictepi; IHTepHeLUHN AOMiHICTPaTUBHI 3MiHW. BunyyeHHs
no 6 6nictepis y 6X BMPOGHWYOI AinbHUL (BKIHOYAKOUN

KapTOHHI Kopo6Lli

AinbHUUi Ana A®l, npomikHOro NpoayKTy
ab60 roToBOro NiKkapcbkoro 3acooby,
AiNbHULI ANA NPOBEAEHHS NakKyBaHHS,
BVMPOGHMKA, BiAMNOBiAaIbHOTO 3a BUMYCK
cepiid, MicL,e NPOBELEHHSI KOHTPOSHO cepil)
abo noctavanbHVKa BUXIAHOTO Matepiany,
peareHTy abo AOMOMIKHOT peYOBUHN
(AKLL0 3a3HAYEHO Y [1OCLE) -

[na posyBaHHA 75 mr, 110 Mr: BugasneHHs
a/lbTEPHATUBHUX NOCTaYau1bHUKIB
BUXiQHOrO MaTepiasly Aito4oi peyoBUHN
BIBR 1048 Diamine:
-Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany; -Bidachem S.p.A, Italy;
-Lonza Ltd, Switzerland; -Siegfried
Evionnaz SA, Switzerland; -Boehringer
Ingelheim Chemicals, Inc, USA.
3anuwatoTbCsa anbTepHaTUBHI
noctavasibHUKM BUXIAHOTO MaTepiany
Aitoyoi peyosuHu BIBR 1048 Diamine:
Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China; Koei
Chemical Co. Ltd., Japan; AGC Pharma
Chemicals Europe, S.L.U., Spain.
BupaaneHHs anbTepHaTUBHUX
noctavyasibHUKIB BUXiAHOrO MaTepiany
Aitoyoi peyosrHu BIBR 1048 Oxa Acid: -
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Ymosu

Peknam

Homep

n/n

Ne | Ha3sa nikapcbko2o

3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

yBaHHs

peecmpayitiHo2o

nocsi0o4YeHHs

ynakoska)

Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany; -Boehringer Ingelheim
Chemicals, Inc, USA. 3anuwatoTbes
a/lbTEPHATUBHI NOCTAaYa/IbHUKN BUXILHOTO
MaTepiany gjto4voi pevyosuHn BIBR 1048
Oxa Acid: Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China;
AllessaProduktion GmbH, Germany;
Bidachem S.p.A., Italy. Takox BHOCATb
peAaKkTopChbKi MpaBku [0 Ha3Bw i agpecu
BUPOBGHMKA BUXIAHOTO MaTepiany Ajto4oi
peyosuHu n-hexyl Chloroformate: (Byno:
Saltigo, CAE Betrieb, CHEMPARK
Leverkusen, 41538 Dormagen, Germany;
Ctano: Saltigo GmbH, CAE Betrieb,
CHEMPARK Dormagen, 41538
Dormagen, Germany).
BHECEHHS 3MiH [0 peecTpavuiiHnX

3a

UA/10626/01/03

214.

NMPAJAKCA®

Kancysm Teepgi no
150 wmr; no 10
Kancyny énictepi;
no 3 abo 6 6nictepis
Y KapTOHHIli Kopoobui

BepiHrep
IHrenbxanm
IHTEepHeLwHN

m6X

HimeyunHa

BepiHrep IHrenbxainm
dapma 'm6X i Ko. KI

HimeuunHa

marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKOUN
AinbHUUi Ana A®l, npomikHOro NpoayKTy
ab60 roToBOro NiKkapcbkoro 3acooby,
AiNbHULI ANA NPOBEAEHHS NakKyBaHHS,
BVMPOGHMKA, BiAMNOBiAaIbHOTO 3a BUMYCK
cepiid, MicL,e NPOBELEHHSI KOHTPOSHO cepil)
abo noctavanbHVKa BUXIAHOTO Matepiany,
peareHTy abo AOMOMIKHOT peYOBUHN
(AKW0 3a3HaveHo y focke) - Ans
[03yBaHHA 150 mr: BuganeHHsa
a/lbTEPHATUBHUX NOCTaYau1bHUKIB
BUXiQHOrO MaTepiasly Aito4oi peyoBUHN
BIBR 1048 Diamine:
-Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany;
-Bidachem S.p.A, ltaly; -Lonza Ltd,
Switzerland;

-Siegfried Evionnaz SA, Switzerland,;
-Boehringer Ingelheim Chemicals, Inc,
USA.
3amwatoTbCs anbTepHaTUBHI
nocTavyasibHNKN BUXigHOro martepiany
aitoyoi peyoBrHy BIBR 1048 Diamine:
Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China; Koei
Chemical Co. Ltd., Japan; AGC Pharma

Chemicals Europe, S.L.U., Spain.

peyerimom

BI/I,EI,GHEHHH a/IbTepHaTUBHUX
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

nocTavyanbHVKIB BUXIGHOTO Matepiany
nitoyoi pevoBuHY BIBR 1048 Oxa Acid:
-Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany;
-Boehringer Ingelheim Chemicals, Inc,
USA.
3a/mwaTbCa albTepHaTUBHI
noctavasibHUKM BUXiAHOTO MaTepiany
Aitoyoi pevosnHN BIBR 1048 Oxa Acid:
Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China;
AllessaProduktion GmbH, Germany;
Bidachem S.p.A., ltaly. Takox BHOCATb
peAaKkTopchbKi MpaBku [0 Ha3Bw i agpecun
BMPOGHMKA BUXIAHOrO MaTepiasy Ajiroyoi
peyoBuHu n-hexyl Chloroformate: (Byno:
Saltigo, CAE Betrieb, CHEMPARK
Leverkusen, 41538 Dormagen, Germany;
Crano: Saltigo GmbH, CAE Betrieb,
CHEMPARK Dormagen, 41538
Dormagen, Germany).

215.

NMPAJAKCA®

Kancynv Teepai no
75 wmr; no 10 kancyn
y 6nicTepi; no 1 abo
3, abo 6 6nicTepiB y
KapTOHHI KopooLli

BepiHrep
IHrenbxanm
IHTepHeLwHN

6X

HimeyunHa

BepiHrep IHrenbxainm
dapma 'vbX i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUny -
AOMiHICTpaTWBHI 3MiHU. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
OinbHuUUi onsa A®l, NpoMiXXHOro NPoayKTy
ab60 roToBOro Nikapcbkoro 3acooby,
AiNbHULI NS NPOBEAEHHSA NaKyBaHHS,
BMPOGHMKa, BIANOBIAA/ILHOIO 3a BUMYCK
cepiii, MmicLe NpoBeAEHHST KOHTPOSIO cepii)
abo nocrtavasnibHVKa BUXIQHOTO Marepiany,
peareHTy abo AOMNOMIKHOT peYOBUHM
(KLL0 3a3HAYEHO Y OCLE) -

[na po3ysBaHHA 75 wmr, 110 mr: BuganeHHs
aflbTePHATUBHUX NOCTaYa/IbHUKIB
BVXiHOrO Marepiany Aito4oi pevoBUHN
BIBR 1048 Diamine:
-Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany; -Bidachem S.p.A, ltaly;
-Lonza Ltd, Switzerland; -Siegfried
Evionnaz SA, Switzerland; -Boehringer
Ingelheim Chemicals, Inc, USA.
3a/mwaoTbCs anbTepHaTUBHI
noctavasibHUKM BUXiZHOTO MaTepiany
aitoyoi pevoBuHu BIBR 1048 Diamine:
Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China; Koei
Chemical Co. Ltd., Japan; AGC Pharma

3a
peyenmom

UA/10626/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

Chemicals Europe, S.L.U., Spain.
BuaaneHHs anbTepHaTUBHUX
noctavyasibHUKIB BUXiAHOrO MaTepiany
aitoyoi peyosrHn BIBR 1048 Oxa Acid: -
Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany; -Boehringer Ingelheim
Chemicals, Inc, USA. 3anuwatoTbea
anbTepHaTWBHI MOCTa4yasIbHUKN BUXILHOTO
MaTepiany gijtouoi pevosuHn BIBR 1048
Oxa Acid: Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China;
AllessaProduktion GmbH, Germany;
Bidachem S.p.A., ltaly. Takox BHOCATb
peAaKkTopchbKi MpaBku [0 Ha3Bw i agpecun
BMPOGHMKA BUXIAHOrO MaTepiasy Ajiroyoi
peyoBuHu n-hexyl Chloroformate: (Byno:
Saltigo, CAE Betrieb, CHEMPARK
Leverkusen, 41538 Dormagen, Germany;
Crano: Saltigo GmbH, CAE Betrieb,
CHEMPARK Dormagen, 41538
Dormagen, Germany).

216.

NMPAJAKCA®

Kancynv Teepai no
75 mr: no 10 kancyn
y 6nicTepi; no 1 abo
3, abo 6 6nicTepiB y
KapTOHHI KopooLli

BepiHrep
IHrenbxanm
IHTepHeLwHN

6X

HimeyunHa

BepiHrep IHrenbxainm
dapma 'vbX i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax

cneumdikauin Ta/abo AoNyCTUMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVXiZHWA/NPOMDKHWIA NpoAYyKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpO6HMUTBa AP (iHLLI 3MiHK) - ANA 403U
75 mr, 110 wmr - 3miHy cneuudikaui
BMXiAHVX MaTepianis AN BUpobHuUTBa
[ito4oi pevoBUH AabiraTpaHy eTekcunarty
(y Burnagi mesunnary): -aueToH, YNCTuii
ANS aHanizy (BUNyYeHHs anbTepHaTUBHUX
NnoKasHuKiB cneundikaii Ha
ineHTudikauito: "laeHTudikavis b14-
cnekTpa", "lMoKasHuK 3a/10MMIEHHA",
"BifHOCHa rycTvHa"; BUAANEHHS
anbTepHaTMBHOIO BUNPOOyBaHHA Ha

BM3HAYEHHs BoAM "CrekTpomeTpis

61MKHBOI iHpavepBoHOT obnacTi "BIY". -
aKkTVBOBaHe BYTiNASA: BUAANEHHSA
nokasHukiB cneuudikauii "Baxki metanu",
"3anizo", "Kanbuiid", "Xnopuan",
"CynbthaTn'; BuganeHHs
a/IbTEPHATUBHOIO BUNPOOYBaHHS Ha
BMU3HA4YeHHs BoAM "BiamnepomeTpuyHe
TUTpyBaHHs 3a Kapaom diwepom". -amiaky

3a
peyenmom

UA/10626/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

217.

pO3unH 25% (TEXHIYHOI YNCTOTK):
BUAA/IEHHS NOKa3HMKa "30BHILLHIi
BUMNAL", AOAaBaHHA aflbTePHATUBHOIO
BUNPOOYBaHHA Ha BU3HAYEHHS 3ani3a
"NpaHnyHe BUNpobyBaHHSA 3rigHo USP
<241>. -meTaHcynbhoHOBa KMcoTa:
BuaaneHHs nokasHuka "30BHilLHil
BUrNAg; "laeHTudikauisa”; BuganeHHs
anbTepHaTUBHOIO BUNPobyBaHHA AnA
BU3HAYEHHSA BMICTY fil0HO0i pe4oBUHN
"BisyasibHe TUTpyBaHHA". -H-ByTun
auerar: BuasieHHsa nokasHuka "onuc" ta
a/IbTEPHATUBHOIO BUNPOOYBaHHS Ha
BM3HAYEHHS BOAM "CnekTpomeTpis
6MKHBLOI iHthpayepBOHOT 061acTi;
BUAA/IEHHA a/lbTepHATUBHNX NOKa3HWIKIB
iaeHTUiKawii "laeHTudikauia BIY-
cnekTpa", "lNMoKasHuK 3a/10MIeHHA",
"BigHocHa ryctHa". -po3yvH
xnopugynanagito (I1): BuganeHHs
nokasHuka "30BHILWHIN BUrIsALg",
BUAA/IEHHA &/IbTEPHATUBHOIO
BUNPOBYBaHHSA Ha ifeHTudiKaL o
"BigHoCHa rycTuHa". -kapboHar kanito:
BMAANIEHHS NOKa3HUKA “"30BHILLHIi
BUrIAA". -TeTpariapodypaH: BUAaIEHHA
anbTepHaTUBHUX BUNPobyBaHb Ha
ineHTndikauito "rNokasHuK 3a/10MIeHHS",
"BigHocHa ryctmHa"

NMPAJAKCA®

Kancysm Teepai no
110 mr: no 10
Kancyny énictepi;
no 6 6nictepis y
KapTOHHI KopooLi

BepiHrep
IHrenbxanm
IHTEepHeLwHN

m6X

HimeuyunHa

BepiHrep IHrenbxainm
®apma 'm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
A®I. KoHTposib AdI. 3miHa y napameTpax

crneunqikauiii Ta/abo 4oNyCcTUMMX MEX,
BM3HAYeHUX Y cneundikauisix Ha Adl, abo
BUXiHUI/NPOMIKXHUWIA NpoAYyKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y NpOLLeCi
BMPOGHUMLTBA ADI (iHLWi 3MiHK) - ANA 803K
75 mr, 110 mr - 3miHy cneuwmdpikauiii
BMXiAHVX MaTepianis Ans BUpobHULTBa
[ilo40i peyoBrH AabiratpaHy eTekcunary
(y BurNagi meaunnary): -aLleToH, YNCTuiA
AN aHanisy (BUNyYeHHs anlbTePHATUBHUX
nokasHuKiB cneuudikauii Ha
ineHTudikauito: "lgeHTudikauis bI4-
cnekTpa", "lNMokKasHuK 3a/10M/IeHHS",
"BigHocHa ryctuHa"; BuganeHHs
albTEPHATUBHOIO BUNPOGYBaHHS Ha
BM3HAYEHHS BOAM "CnekTpomeTpis

3a
peyerimom

UA/10626/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

6NMXHBOI iHhpauepBoHOi obnacTi "BIY". -
aKkTVBOBaHe BYTiNNA: BUAaNEHHA
nokasHukis cneumdikauii "Baxki metanu",
"3anizo", "Kanbuii", "Xnopugn",
"CynbhaTtn"; BUganeHHs
aNbTepHaTMBHOIO BUNPOOYBaHHA Ha
BM3HA4YeHHs BoaM "BiamnepomeTpuyHe
TUTPYBaHHA 3a Kapnom diwepom”. -amiaky
pO3unH 25% (TEXHIYHOI YNCTOTK):
BMAANIEHHS NOKa3HUKA “"30BHILLHIi
BUrNAA"; AofaBaHHA aflbTEPHATUBHOIO
BUNPOOYBaHHA Ha BU3HAYEHHS 3ani3a
"'paHnyHe B1NpobyBaHHs 3rigHo USP
<241>. -MeTaHCyNbdoHOBa K1cnoTa:
BuaaneHHs nokasHuka "30BHilLHil
Burnag; "laeHtTudikauis'; BnganeHHs
aNbTepHaTUBHOIo BUNPobyBaHHA AnA
BM3HAYEHHSA BMICTY Ail040i peYoBUHU
"BizyanbHe TUTpyBaHHS". -H-ByTnn
auerar: BuganeHHs nokasHuka "oOnuc" ta
aNbTepHaTMBHOIO BUNPOOYBaHHA Ha
BM3HAYEHHS BOAM "CrekTpomeTpis
61MKHBLOT iHhpavepBOHOT 061aCTi;
BUAA/IEHHS a/IbTEPHATVBHUX MOKa3HVIKIB
ineHTndikauii "laeHTudikayia bIY-
cnekTpa", "lNMoKasHWK 3a/10M/IEHHA",
"BigHoCHa rycTuHa". -po3yvH
xnopuwgynanagito (Il): BuganeHHs
nokasHukKa "30BHiLLHIl BUrnsaa”,
BUAAIEHHS a/lbTEePHATUBHOIO
BMMNPOOYBaHHA Ha igeHTudiKawjo
"BigHOCHa rycTuHa". -kapboHart Kanito:
BUAIEHHA NOKa3HMKa "30BHIiLLHIl
BUrNAA". -TeTparigpodypaH: BULa/IeHHs
anbTepHaTUBHUX BUNPOOYBaHb Ha
ineHTudikauito "MokasHuK 3a/10MIeHHs",
"BigHocHa ryctmHa"

nocsi0o4YeHHs

218.

NMPAAAKCA®

Kancynv TBepaj no
150 mr, no 10
Karncyn y énicrepi,
no 3 a6o no 6
6nictepiB y
KapTOHHI KopooLi

BepiHrep
IHrenbxanm
IHTEpHELLHN
M6X

HimeuyunHa

BepiHrep IHrenbxainm
®apma 'm6X i Ko. KI

HimeyunHa

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

cneumdikaLin Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NpOLEC
BMPOGHUMLTBA ADI (iHLWi 3MiHN) - ANA 803K
150 mr - 3miHM cneuyndikauiii BUXigHUX
MaTtepianis 415 BUpoOHULTBA AitoHOl

PEYOoBUH JabiratpaHy etekcunary (y

3a
peyenmom

UA/10626/01/03
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

219.

BUINAAI Me3nnary): -aleToH, YACTUiA ans
aHanisy (BUly4eHHs anlbTepHaTUBHUX
nokasHukiB cneuudikauii Ha
ineHTudikauito: "lageHTudikayis b14-
cnekTpa", "lMoKasHWK 3a/10M/IEHHA",
"BigHocHa ryctuHa"; BuaneHHs
a/IbTEPHATUBHOIO BUNPOOYBaHHS Ha
BM3HAYEHHS BoAM "CnekTpomeTpis
61MKHBOI iHthpauepBoHOi obnacTi "BIY". -
aKTUBOBaHe BYTiNNSA: BUAA/IEHHS
noKasHuvkiB crneyndikauii "Baxki metanun”,
"3anizo”, "Kanbuiii", "Xnopugn",
"CynbthaTn'; BUganeHHs
aNbTepHaTMBHOIo BUNPobyBaHHA Ha
BM3HA4YeHHsA BoaAuW "BiamnepoMeTpuyHe
TUTpyBaHHs 3a Kapnom ®diwepom”. -amiaky
PO34MH 25% (TEXHIYHOT YACTOTN):
BUAIEHHA NOKa3HMKA "30BHIiLLHIl
BUIAL"; AOA4AaBaHHA aNlbTEPHATUBHOIO
BUNPOOYBaHHA Ha BU3HAYEHHS 3aui3a
"'paHnyHe B1nNpobyBaHHA 3rigHo USP
<241>. -meTaHcynbhoHOBa KMCoTa:
BuaaneHHst nokasHuka "30BHiLLHIl
Burnag; "laeHtudikauis'; BuganeHHs
a/lbTEPHATUBHOIO BUMPOBYBaHHA Ans
BM3HAYEHHA BMICTY [il040i peYoBUHU
"BizyanbHe TUTpyBaHHS". -H-ByTnn
aueTar: BUgasieHHs nokasHuka "onuc" ta
aNbTepHaTMBHOIo BUNPobyBaHHA Ha
BM3HAYEHHS BOAM "ChnekTpomeTpis
61VKHBOI iHbpayepBOHOT 06N1aCTi;
BUAAIEHHS a/IbTePHATUBHUX MOKa3HUKIB
ineHTudikauii "laeHTudikauia bI4-
cnekTpa", "lNMoKasHuK 3a/10M/IEHHSA",
"BifHOCHa rycTuHa". -po34nH
xnopugynanagito (I): BuganeHHs
nokasHuka "30BHiWHI Buraag”,
BUAA/IEHHSA a/lbTEePHATUBHOIO
BMNPOBYBaHHA Ha igeHTudiKaL,o
"BigHOCHa rycTuHa". -kapboHart Kanito:
BUAA/IEHHS NOKa3HMKa "30BHILLHIi
BUrNAA". -TeTparigpodypaH: BUAaIEHHSA
a/lbTepHaTMBHUX BUNPOOYBaHb Ha
iaeHTugikauito "MokasHUK 3a/10MIeHHs",
"BigHocHa ryctuHa"

nocsi0o4YeHHs

MPAMINMEKC®XR

Tabnetku
NPOIOHroBaHoI Al

no 1,5 mr; no 10

TOB
"ACIHO
YKPAIHA"

YKpaiHa

NabopaTopioc HopmOH,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/15481/01/02




193

n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

TabneTok y 6nictepi;
no 3 6nictepun y
KapTOHHI navui

thapmakoHarnsgy. 3mMiHM y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeJNYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/6ionoibHNX
nikapcbknx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NOTpebye HafaHHSA XOOHUX
HOBUWX A0JATKOBUX AaHNX). 3MiHN BHECEHO
00 IHCTPYKUiT 4518 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ginu "dapmakoTepaneBTuyHa rpyna.
Kog ATX " (woao Ha3Bu 6e3 3mMiHu Koy
ATX), "dapmakonoriyHi BNacTmeocTi",
"Moka3zaHHA", "MpoTMnokasaHHsa",
"B3aemogist 3 iHWMMW SliKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aeMogiii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepio BariTHoOCTi abo
rofyBaHHs rpyaar”, "3aatHicTb BNaMBaTtu
Ha LUBWAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMHK
MexaHizmamu", "Cnoci6 3acTocyBaHHs Ta
no3u", "To6iuHi peakuii" 3rigHo 3
iHchopmauieto WoA0 MeanyHoro
3acTocyBaHHA pehepeHTHOro NikapCbkoro
3acoby (Mipanekc®r1/, Tabnetku
nposiIoHroBaHoi Aji, no 0,375 mr, no 0,75
Mmr, no 1,5 mr). BBeieHHs 3MiH NpoTArom
6-TV MicsLiB Nic/sA 3aTBEPIKEHHS.

220.

MPAMINMEKC®XR

Tabnetku
NPOIOHroBaHoI Al
no 0,75 mr; no 10
TabneTok y 6nictepi;
no 3 6nictepun y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

NabopaTopioc HopmOH,

IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeANYHOr0o 3aCTOCYBaHHS
reHepUYHUX/ribpuaHNX/6ionoaibHMX
nikapcbknx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HaAaHHS XOOHUX
HOBUWX A0JATKOBMX AaHnX). 3MiHN BHECEHO
00 IHCTPYKLiT Ana MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ginu "dapmakoTepanesTuyHa rpyna.
Kog ATX " (woao Ha3Bu 6e3 3MiHu Koy
ATX), "dapmakonoriyHi BnacTmeocTi",
"MNoka3zaHHsa", "MNpoTMnokasaHHs",

3a
peyenmom

He
nionsieae

UA/15481/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
"B3aemogis 3 iHWMMW SliKapCbKUMU
3aco6amMu Ta iHWi BUAmM B3aeMogiii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepio BariTHoOcTi abo
rofyBaHHs rpyaat”, "3aatHicTb BNaMBaTtu
Ha LWUBMAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMHK
MexaHizmamu", "Cnoci6 3acTocyBaHHs Ta
no3n", "To6iuHi peakuii" 3rigHo 3
iHchopmauieto WoA0 MeanyHoro
3acTocyBaHHA pehepeHTHOro MikapCbkoro
3acoby (Mipanekc®r1/, Tabnetku
nposioHroBaHoi Aji, no 0,375 mr, no 0,75
Mmr, no 1,5 mr). BBeeHHs 3MiH NpoTArom
6-TV MicsLiB Nic/sA 3aTBEPIKEHHS.
221. | NPNYENU TPABA TpaBano 50 ry MpAT YkpaiHa MpAT "MikTpasu” YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 UA/5688/01/01
naykax 3 BHyTpILLHIM "NikTpasn" mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuyenma
naketom; no 1,5ry [oTOBWMIA NiKapcbkuii 3aci6. Cuctema
iNbTp-NakeTi; Mo KOHTeliHep/3akyrnopoBanibHWi 3aci6 (iHLWi
20 hinbTp-nakeTiB y 3MiHW) - BHECEHHS 3MiH A0 HOPMYBaHHS
nauuj 3 BHyTPILWHIM nokasHukiB «laeHTudikauis (30BHiLLHI
naketom; mo 1,5ry 03Haku)» (Jo4aBaHHs onucy MiBKN
PiNbTP-NakeTi; No nakyBasibHOI ); «TOBLLMHA NNiBKN»
20 dhinbTp-nakeTiB y (YTOYHEHHSI AONYyCTMMUX HOPM MOKa3HMKa)
nau,. cneuudikaLii 3 KOHTPOJIIO NEPBUHHOTO
nakyBaJIbHOro maTepiasly A5 ynakoBku no
50 r y nayui 3 BHYTPILLHIM nakeTom (naiska
nakyBasibHa (NEpPBUHHA)).
222. | NPOHOPAH® TabneTku, BKPUTI ne PpaHuis Na6opaTopii Ceps' € PpaHuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/4995/01/01
060/10HKOH0, NABOPATY IHpacTpi marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom
NPOMOHroBaHoI Aji, AP CEPB'E€ A®|. KoHTposnb A®I. 3miHa y MeTogdax
no 50 wr; no 15 BMNpo6yBaHHsA APl abo BUXigHOrO
TabneTok y 6nictepi; marepiany/npoMixxHOro
no 2 6nictepn y NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS
KapTOHHI KopooLli y npovieci BUpo6HuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHNX MeTofax
BMNPO6YBaHHS) - He3HauHi 3MiHM y MeTogi
"X ansa KOHTpono nokasHvka "Related
substances" BuxigHoI pe4yoBuHN 495-
Piperazine, fika BUKOPUCTOBYETLCA Nif, Yac
BUpo6HMUTBa AP| Pirebidil. HesHauHi
pefakuiiHi 3mMiHKn
223. | NPONO®ON eMy/ibCia ans [oHr Kyk Kopes [oHr Kyk dapmacbloTikas Kopes BHECEHHS 3MiH [10 peecTpaviiiHnX 3a He UA/7499/01/01
DAPMIOHIOH iHdpy3iid, 10 mr/mn, dapmacbHoTi Ko., NiTa. mMartepianis: 3MiHu | TUny - 3MiHKU WoA0 peyenmom nionsieae
no 20 mn B amnyi, kan Ko., 6e3nekn/epeKTNBHOCTI Ta
no 5 amnyn y kaceri nra. hapmakoHarnsgy. 3miHa y KopoTkili

B KapPTOHHIiA KOpooLyi

XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHs Ta iIHCTPYKLii Ans
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

MeAMYHOro 3acTOCyBaHHSA Ha NiacTasi
perynsipHo OHOBJIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /liKapCbKOro
3acoby B nicnsipeecTpaviiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTYy 3 AOCNIAKEHb,
npoBefeHVX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OpraHom) - 3MiHu
BHECEHO 0 TEKCTY MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby, a came go n. 7 (IHLWI
OCOB/IBI 3ACTEPEXXEHHSA)
BTOPWHHOT yNakoBKM LLLOAO AoAaBaHHSA
3acTepexeHHs 3 6e3neku 3acTocyBaHHSA
Aito4oi pevoBrHM nponoddon BiANOBIAHO
0o pekomeHaauiii PRAC

224,

MPOCTATOH

rpaHynun no 10 r
rpaHyn y neHani
nonimepHomy; no 1
neHany B nauui 3
KapToHy abomo 51
rpaHyn y KoHTeliHepi
3 l03yBaHHAM; No 2
KOHTeliHepy B nayui
3 KapTOHY

MpAT
"HaujioHanb
Ha
FomeonaTtuny
Ha Cninka"

Ykpaina

MpAT "HaujoHanbHa
[omeonatnyHa Cninka"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHX AaHnx Npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBa)XKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapMakoHarnaay (BkNYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CObM 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg,
[itoua pepakuisi: TkayeHko TeTAHa
MeTpiBHa. MponoHoBaHa pefakuis: Enb
Kasnb Hatania FOpiisHa

6e3
peyenma

UA/3827/01/01

225.

NYNbMIKOPT
TYPBYXANEP

MOPOLLOK AN
iHransyii, 200
MKr/go3a; no 100
[03 Yy NNacTMKoBOMy
iHranaTopi; no 1
iHransaTopy y
KapTOHHI KopooLli

AcTpa3eHek
a Ab

LBewis

BUrOTOB/IEHHS,
HaMoBHEHHS, KOHTPO/b
AKOCTI, MapKyBaHHS,
BTOPVHHE NakKyBaHHA Ta
BUNYCK cepil:
AcTpa3eHeka Ab

LBeuis

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBMEHOTO cepTudlikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoONeiiChKii
dapmakonei: ana A®l; ans BuxigHoro

3a
peyenmom

UA/5552/02/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT

peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - HouiA
cepTuddikaT Bif BXe 3aTBEpPIKEHOr0
BMPO6GHUKA - MOJaHHS HOBOrO cepTudikary
BiANoBiAHOCTI EBponelicbkiin hapmakonei
Ne R1-CEP 2010-190-Rev 03 ans gitoyoi
peyoBuHn Budesonide Big Bxe
3aTBEpAXEHOro BMpobHuka Minakem
Dunkerque Production, ®paHuis. 3MiHu |
TMny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpONENChKiit
thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNIEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiAMNOBIAHOCTI
€Bponelicbkiin dhapmakonei) - Hoswia
cepTuguikart Bif BXe 3aTBEP)KEHOr0
BMPOOHUKA - NOJaHHA HOBOro cepTudikarty
BignosigHocTi EP CEP R1-CEP 2016-043-
Rev 01 ansa gitoyoi pevyoBuHN Budesonide
Bifl BXX€ 3aTBEPAXEHOr0 BUPOOHMNKA
ASPEN OSS B.V., Higepnanau, 3
BK/TIOYEHHSIM Nepiogy NOBTOPHOIO
BUNpobyBaHHA (24 micaui). 3miHu | Tuny -
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei) - Hoswia
cepTuguikart Bif BXe 3aTBEP)KEHOr0
BMPOBHUKA - NOJaHHA HOBOro cepTudikarty
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BignosigHocTi CEP RO-CEP 2021-491-Rev
01 ans pjitoyoi pevoBuHN Budesonide Big,
BXeE 3aTBepKeHoro BnpobHrnka ASPEN
OSS B.V., Higepnaxnaw.
226. | NYNbMIKOPT NOPOLLOK A/1A AcTpa3eHek LLBeuis BUTOTOB/IEHHS, LLseuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/5552/02/01
TYPBYXANEP iHransauin, 100 a Ab HarMoBHEHHS, KOHTPO/1b martepianis: 3MiHu | TMNY - 3MiHKX 3 AKOCTI. peyenmom

MKr/go3a; no 200
[03 y NNacTMKoBOMy
iHranaTopi; no 1
iHransaTopy y
KapTOHHI KopooLli

AKOCTi, MapKyBaHHS,
BTOPVHHE NakKyBaHHA Ta
BWNYCK Cepil:
AcTpa3eHeka Ab

CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNEHOTO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€sponelicbkin dhapmakonei) - Hosuii
cepTudikaT Bif BXe 3aTBEpIKEHOr0
BMPOOHUKA - NOaHHA HOBOro cepTudikarty
BiANOBIAHOCTI EBponelichbkin hapmakonel
Ne R1-CEP 2010-190-Rev 03 gns gitouoi
peyoBuHu Budesonide Big Bxe
3aTBEpPAKEHOro BMpPo6HNka Minakem
Dunkerque Production, ®paHuisi. 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; NSt AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - HosuiA
cepTudikaT Bif BXe 3aTBEPIKEHOr0
BMPOGHUKA - MOJaHHS HOBOTO cepTudikaty
BignosigHocTi EP CEP R1-CEP 2016-043-
Rev 01 ans gitouoi peyosmHy Budesonide
Bif] BXXe 3aTBEPAKEHOI0 BUPOBGHMKA
ASPEN OSS B.V., HigepnaHgu, 3
BK/TOYEHHSIM Nepiogy NOBTOPHOIO
BMNpo6yBaHHA (24 micayi). 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHOCTI EBpONechbkil
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - Houii
cepTuddikaT Bif, BXe 3aTBEpPIKEHOr0
BMPO6GHUKA - MOJaHHS HOBOTO cepTudikaty
BignosigHocTi CEP RO-CEP 2021-491-Rev
01 ans gjtoyoi pevoBmHN Budesonide Big,
BXeE 3aTBep/pKeHoro BnpobHrnka ASPEN
OSS B.V., HigepnaHaw.

227.

PAMI CAHJ,03®
KOMMO3UTYM

Tabnetkv no 5 mr/25
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI Kopo6Lli

CaHpo3
dapmacbHoTi
kans 4.4.

CnoBeHisa

Nex C. A, Monbua
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NpoAyKTy, A03BIN Ha
Bunyck cepii); flek C. A,,
Monblya (NnepBuHHa Ta
BTOPMHHA yNakoBKa,
[03BiNT Ha BUNYCK cepii);
Cantotac ®apma 'm6X,

HimeuunHa (BMPO6GHMLITBO

3a NOBHUM LWIKJ'IOM)

Monba/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI.
CepTtudikat BignosigHocTi/lE-cepTudikat

BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii. NogaHHS HOBOTO
ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
hapmakonei: ana A®l; ans BuxigHoro

MaTepiany/peareHTy/npomMiKHOro

NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BUPOGHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hoswii
cepTugikaT Bif HOBOro BUPOBGHUKaA (3amiHa
ab0 [ONOBHEHHS)
noAaHHsa HOBOro cepTudikata
BiAnoBiaHOCTI €Bponelichbkiin hapmakonel
Ne R1-CEP 2009-083 — Rev 05 gns gitovoi
peyoBuHM Ramipril Big HOBOro BUpPOGHMKa
Aarti Industries Limited (40NOBHEHHS).

3a
peyenmom

UA/4259/01/02

228.

PANIPA® 100

NMOpOLUOK AN
0pa/IbHOr0 PO34YNHY
no 100 mr/0,5 r, no
0,5 ry cawe; no 10
abo 20 calle y nauui
3 KapTOHY

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y napameTpax

crneungikauii Ta/abo AONyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiZHWUIA/NPOMIDKHWIA NpoAyKT/pearexT, Wwo
BMKOPMCTOBYIOTLCS Y NpoLieCi
BMPO6HMLTBA AP| (BUYYEHHS HE3HAYHOTO
nokasHuKa sIKoCTi (Hanpuknag, BUnyYeHHs
3aCTapifioro NoKasHKKa)) - BUIYYEHHS i3

6e3
peyenma

UA/16428/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

cneuudikaLii/MeToAiB KOHTPO/IO Aitoyol
PeYOBMHM aueTUILMCTEIH NOKa3HUKa
«Baxki meTanu» (gns BupobHukis MOEHS
IBERICA S.L., Icnanisi; Wuhan Grand
Hoyo Co., Ltd., Kutait). 3miHu | Tvny -
3MiHn 3 aKocTi. A®Il. KoHTponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo
[0MyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHLCS Y NPOLEC
BMPO6HULTBA AP| (BUYYEHHA HE3HAYHOTO
nokKasHuka AKOCTi (Hanpuknag BUIyYeHHs
3acTapisioro NoKasHUKa)) - BUTyYEHHS i3
cneumdikaLii/MeToAiB KOHTPOIO Aito4ol
PEYOBMHM aLeTUILMCTEIH NOKasHUKa
«pH» ans supobHukis MOEHS IBERICA
S.L., Icnania; Wuhan Grand Hoyo Co.,
Ltd., Kutait). 3miHu | Tuny - 3MiHu 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHuyTBa A®| (iHLWi 3MiHW y
MeToAax BUNpo6yBaHHSA (BK/IHOHYAKUM
3amiHy abo fonoBHeHHS) ADI| a6o
BVXiHOro/MPOMDKHOIO NPOAYKTY) - 3MiHW y
MeToJax BUNPOOYBaHHA AN Ailoyoi
PeyoBMHN aueTULMCTEIH BUPOBHMKIB
MOEHS IBERICA S.L., IcnaHis; Wuhan
Grand Hoyo Co., Ltd., Kutaii 3a
NOKa3HNKOM «[1pO30pPIiCTb PO3UUHY». 3MiHU
| Tuny - 3miHn 3 akocTi. APl KoHTponb
A®l. 3miHa y meTogax BUnpobyBaHHs AdI
a60 BUXigHOro Matepiasy/npoMixHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BupobHuytBa A®| (iHWi 3MiHW y
MeToAax BUNPobyBaHHA (BK/IHOYa0Un
3amiHy abo gonoBHeHHs) APl abo
BVIXiLHOrO/MPOMDKHOIO MPOAYKTY) - 3MiHW Y
MeToAax BUNPOGYBaHHS AN1s Aikoyoi
PEeYoBUHM aueTUILMCTETH BUPOOHMKIB
MOEHS IBERICA S.L., IcnaHis; Wuhan
Grand Hoyo Co., Ltd., Kutaii 3a
NMOKa3HWKOM «LIMHK». 3MiHW | TUny - 3MiHN
3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiAMNoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3miHW, NoB's3aHi




200

Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
nocsioYeHHs

ynakoska)

3 HEOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT

HaujioHanbHOI hapmakonei agepxasu €C
(iHWi 3MiHW) - NpuBeAEHHSA
cneumdikaLii/MeToAiB KOHTPOIO Aito4ol
PEYOBMHM aLeTUILMCTEIH 3a MOKa3HNKOM
«lgeHTudpikauis» y BiANOBIAHICTb A0 BUMOT
MOHorpagii €E® 3 gogaBaHHAM NOCUNIAHHS
Ha €E®. 3MiHn | TUNY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi

3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi

HauioHanbHOI chapmakonei gepxasu €C
(iHWi 3MiHW) - NpuBeAEHHSA
cneuudikaLii/MeToAiB KOHTPO/IO Aitoyol
PEeYOBMHM aLeTUALMCTEIH 3a NOKa3HNKOM
«KinbKicHe BU3HauYeHHs» Yy BiANOBIAHICTb
[0 BMOr MoHorpadii €EP 3 goAaBaHHAM
nocunaHHA Ha €®. 3miHn | TNy - 3MiHK 3
akocTi. CepTudiikart BignosigHocTi/lE-
cepTuduikaT BiAMNoBigHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi

3 HeOOXiJHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei aepxasun €C

(iHWi 3MiHW) - NpuBEAEHHSA
cneuuqikaLii/MeToAiB KOHTPOIO Aio4oT
peyvoBmHU aLeTUILUCTETH 3a NOKa3HUKOM
«CynpoBigHi JOMILLKM» Y BiANOBIAHICTb A0
BMMOT MOHorpacii €E® 3 fogaBaHHAM
nocunaHHsA Ha €®. 3minu | TUny - 3MiHu 3
akocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BiAMNoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata

BiANOBIAHOCTI ab0 BUTyYEHHS

cepTudpikaTa BignoBiAHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHUI
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

cepTudikat Bif y)e 3aTBepKEHOro
BMPOGHMKA - NOAAHHA OHOBNIEHOTO
cepTudikaTy BiANOBIAHOCTI EBPONENChKIt
thapmakonei Ne R1-CEP 2010-092-Rev 01
(3aTBEepmxeHo: R1-CEP 2010-092-Rev 00)
ANA Ailo4oi peyoBUHY aueTUILUCTEIH Big,
BXe€ 3aTBepmxeHoro BmpobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3miHu |
™Mny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/MoHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BU/TyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudiikat Bif y)e 3aTBepIKEHOro
BMPOGHMKA - NOAAHHA OHOBMIEHOTO
cepTudikaTy BiANoBIAHOCTI EBPONENChKit
thapmakonei Ne R1-CEP 2010-092-Rev 02
0N Aio40T pevyoBrHN aueTUILMCTEIH Bif
BXe 3aTBepxeHoro sBupobHnka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3miHu |
T1ny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiickkiii
dhapmakonei Ne R1-CEP 1996-002-Rev 05
(3aTBepmxeHo: R1-CEP 1996-002-Rev 04)
0N Aio40T pevyoBrHU aueTUILMCTEIH Bif
BXe 3aTBeppkeHoro supobHnka MOEHS
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
IBERICA S.L., IcnaHis. 3miHu | Tvny -
3MiHu 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar

BIANOBIAHOCTI EBpONechbkil
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichkii
hapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBepL)KEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiickkiii
dhapmakonei Ne R1-CEP 1996-002-Rev 06
ANA 4ilo4oi peyoBMHY aueTWILMCTEIH Big,
BXe 3aTBepakeHoro BupobHuka MOEHS
IBERICA S.L., IcnaHis. 3minu | Tuny -
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasn €C
(iHLWi 3MiHK) - 3MiHa Y MeToAax
BUMNPOOYBaHHSA A4/1 Ail040i Pe4oBUHN
aleTUNUUCTEIH 3a NOKa3HUKOM
«MikpobionoriyHa unctota», a came
BWJTYYEHO OMWC NPOBELEHHA METOANKA,
OCKiNbKN METOAMKA KOHTPOJI0 3a faHnM
NOKa3HUKOM NPOBOAMTLCS BiANOBIAHO A0
Bumor EP*, IdY* (*- gitove BUAaHHS);
MeTOoAMKa Ta BUMOTM 3a/MLialoTbes 6e3
3MiH. 3MiHY | TURY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili

abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
thapmakonei: ana A®l; gns BuxigHoro

thapmakonei/moHorpadii. NMogaHHs HOBOTO

MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
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BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky
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yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikat Bif yxe 3aTBepKEHOro
BMPOGHMKA - NOAAHHA OHOBMIEHOTO
cepTudikaTy BiANoBIAHOCTI EBPONENChKit
thapmakonei Ne CEP 2010-092-Rev 03
0N Aio40T pevyoBrHN aueTUILMCTEIH Bif
BXe 3aTBepxeHoro supobHnka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3miHu |
MYy - 3MiHK 3 AKOCTi. A®Il. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHsa APl abo
BMXigHOro martepiany/npomMixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHuyTBa A®| (iHLWi 3MiHW y
MeToAax BUNPoGyBaHHSA (BK/IHOHYAKUM
3amiHy abo fonoBHeHHS) ADI| a6o
BMXi4HOro/MPOMKHOro NpoAyKTy) - 3MiHa B
MeToAax KOHTPOJIO Aito40i PEeHOBUHM
aLeTUNUUCTETH 3a NOKa3HUKOM
«CynpoBigHi fOMILLKN».

229.

PANIPA® 200

MOpPOLLOK AN1A
0pasIbHOrO PO3YMHY
no200mr/lrnolr
y cawe; no 10 abo
20 cawe y nayui 3
KapTOoHY

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax

cneumdikauin Ta/abo AoNyCTUMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVXiZHWA/NPOMDKHWIA NpoAYyKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMpo6HULTBa API (BUTYYEHHS HE3HAYHOTO
nokasHuka sIKocTi (Hanpvknag BUnyyYeHHs
3acTapifioro NokasHuka)) - BunyueHHs i3
cneuuqikaLii/MeToAiB KOHTPOIO Aito4oTl
pPeyvoBMHM aLeTUNLNCTETH NOKa3HNKa
«Baxki meTanm» (ans BupobHukis MOEHS
IBERICA S.L., Icnanis; Wuhan Grand
Hoyo Co., Ltd., Kutaii). 3mitm | Tuny -
3MmiHu 3 sKocTi. A®Il. KonTponb A®I. 3miHa
y napameTpax cneuudikadii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisx Ha A®l, abo
BUXiHUA/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y NPOLLECI
BMPO6HULTBA AD| (BUYYEHHS HE3HAYHOTO
nokasHuKa SKoCTi (Hanpuknag BUIyyYeHHs
3acTapisioro NokasHuka)) - BunyuyeHHs i3
cneuudikaLii/MeToAiB KOHTPO/IO Aitoyol
PEeYOBMHM aLeTULMCTEIH NOKa3HUKa
«pH» (ans BupobHukis MOEHS IBERICA

6e3
peyenma

UA/16428/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa
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Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

S.L., Icnanisi; Wuhan Grand Hoyo Co.,
Ltd., Kutait).
3MiHn | TURY - 3MiHK 3 aKkocTi. AdDI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTepiany/npombKHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuyTea A®I (iHLWi 3MiHW y
mMeTofax BUNpo6yBaHHSA (BKIHOHYAKOUM
3amiHy abo gonoBHeHHs1) A®| abo
BUXIZAHOrO/NPOMIXHOr0 NPOAYKTY) - 3MiHU Y
mMeTofax BUNpo6yBaHHA ANs Ailoyol
PeyoBMHN aueTUILMCTEIH BUPOBHMKIB
MOEHS IBERICA S.L., IcnaHisi; Wuhan
Grand Hoyo Co., Ltd., KuTaii 3a
NOKa3HMKOM «[1pO30pIiCTb PO3UNHY». 3MiHU
| Tuny - 3MiHu 3 akocTi. API. KoHTposib
A®I. 3miHa y meTofax BunpobysaHHs API
abo BuxigHOro matepiasy/npoMikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHuyTBa A®| (iHLWi 3MiHW y
MeToAax BUNpPo6yBaHHS (BK/IHOHYAKOUM
3amiHy abo fonoBHeHHS) A®I| a6o
BWXi4HOr0/MPOMIXXHOIO NPOAYKTY) - 3MiHW Y
MeToJax BUNPOOYBaHHA AN Ailoyoi
PeyoBMHN aueTULMCTEIH BUPOBHKIB
MOEHS IBERICA S.L., IcnaHis; Wuhan
Grand Hoyo Co., Ltd., Kutaii 3a
NOKa3HWKOM «LIMHK». 3MiHuW | TUNY - 3MiHK
3 AKocTi. CepTudikar signosigHocTi/lE-
cepTuduikaT BiAMNoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. 3mMiHK, NoB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei aepxasu €C
(iHWi 3miHW) - MpuBeaeHHs
cneuuqikaLii/MeToAiB KOHTPOIO Aio4oTl
peyoBuHU aLeTUILUCTETH 3a NOKa3HUKOM
«laeHTudikavis» y BignoBigHICTb A0 BUMOT
MoHorpadii €E® 3 fofaBaHHAM MOCUNIAHHSA
Ha €®. 3MiHn | TUNY - 3MiHN 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHwof
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

HaujioHanbHOI hapmakonei agepxasu €C
(iHWi 3miHW) - MpuBeaeHHS
cneumdikaLii/MeToAiB KOHTPOIIO Aito4ol
PEeYOBMHM aLeTULMCTEIH 3a NMOKa3HNKOM
«KifibKicHe BU3HaYeHHs» Y BifnoBigHICTb
[0 BUMOTr MoHorpadii € 3 goaaBaHHSAM
nocunaHHsA Ha €®. 3miHu | TMny - 3MiHK 3
sAKocTi. CepTudikat BignosigHocCTI/TE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasn €C
(iHWi 3miHW) - MpuBeaeHHs
cneuudikaLii/MeToAiB KOHTPO/IO Aitoyol
PEeYOBMHM aLeTULMCTEIH 3a MOKa3HNKOM
«CynpoBigHi fOMiLLKM» Y BIANOBIAHICTb A0
BMMOr MOHorpacpii €E® 3 gogaBaHHAM
nocunaHHsa Ha €®. MNpuseaeHHs
cneumdikaLii/MeToAiB KOHTPOIIO Aito4ol
PEYOBMHM aLeTUILMCTEIH 3a MOKa3HNKOM
«CynpoBigHi JOMILLKM» Y BiANOBIAHICT A0
BMMOr MOHorpadii €E® 3 gogasaHHAM
nocunaHHsA Ha €®. 3miHu | TMny - 3MiHK 3
sAKocTi. CepTudikat BignosigHocCTI/TE-
cepTudikaT BiAgnoBigHOCTI €EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BUPOOHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOGHUKA - MNogaHHs OHOBIEHOTO
cepTudikaTy BignoBigHOCTI €EBponeicbkiii
thapmakonei Ne R1-CEP 2010-092-Rev 01
(3aTtBepmxeHo: R1-CEP 2010-092-Rev 00)
ANA 4ilo4oi peyoBMHY aueTWILUCTEIH Big,
BXe 3aTBepaKeHoro BrupobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3miHu |
TMny - 3miHn 3 skocTi. CepTudiikat
BignosigHocTI/lE-cepTudikart
BiiNOBIAHOCTI E€BpONeNChKiii
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thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BUPOOHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOGHUKA - MNogaHHs OHOBIEHOTO
cepTudikaTy BignoBigHOCTI €EBponeicbkiii
thapmakonei Ne R1-CEP 2010-092-Rev 02
ANA Ailo4oi peyoBUHY aueTUILUCTEIH Big,
BXe€ 3aTBepmxeHoro BupobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3miHu |
™My - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikaT Bif y)e 3aTBepKEHOro
BUPOGHMKa - [MofaHHA OHOBIEHOTO
cepTudikaTy BiANOBIAHOCTI EBPONENChKIt
thapmakonei Ne R1-CEP 1996-002-Rev 05
(3aTBEepaxeHo: R1-CEP 1996-002-Rev 04)
ANA Ail4oi peyoBUHY aueTUILUCTEIH Big,
BXE 3aTBepXeHoro BupobHnka MOEHS
IBERICA S.L., IcnaHisi. 3miHu | Tuny -
3MiHn 3 aKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
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BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikat Bif yxe 3aTBepKEHOro
BMPOGHMKa
MopaHHA OHOBMIEHOTO cepTudikaTty
BiANOBIAHOCTI EBponelichbkin hapmakonei
Ne R1-CEP 1996-002-Rev 06 ans gitoyoi
PEeYOBUHM aueTULMCTEIH Bif BXe
3aTBepAXeHoro BupobHnka MOEHS
IBERICA S.L., IcnaHisi. 3miHu | Tuny -
3MiHn 3 aKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MmoHorpadii. 3mMiHW, NoB'a3aHi
3 HEOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHOI hapmakonei agepxasu €C
(iHLWi 3MiHW)
3MiHa y meTofax BUNpo6yBaHHS A5
Ait0Y0T PEYOBVHN aueTWILMCTEIH 3a
NnokasHNKoM «MiKpo6ionoriyHa YncToTa»,
a came BW/Iy4YeHO ONnuc NPoBeAEeHHsS
METOAVKM, OCKINIbKN METOAMKA KOHTPO/O
3a jaHMM NOKa3HWKOM NPOBOANTLCA
BiAnoBigHo Ao sumor EP*, dY* (*- gitoue
BUAAHHS); MEeToAMKa Ta BUMOTK
3amwaTbest 6e3 3MiH. 3MiHu | TNy -
3MiHn 3 aKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCA Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHNI
cepTudikat Bif ye 3aTBepKEHOro
BUPOGHMKa - MogaHHA OHOBIEHOTO
cepTudikaTy BiANOBIAHOCTI EBPONENChKit
thapmakonei Ne CEP 2010-092-Rev 03
0N Aio40T pevyoBrHU aueTUILMCTEIH Bif
BXe 3aTBepxeHoro smpobHuka WUHAN
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

GRAND HOYO CO., LTD., Kutaii.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y MeToaax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomiKHOro
NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETHLCS
y npoueci BupobHuytBa A®| (iHWi 3MiHW y
MeToAax BUNpPobyBaHHA (BK/IHOYa0Un
3amiHy abo gonoBHeHHs) Ad| abo
BVXifHOro/MPOMKHOro NpoAayKTy) - 3miHa
B METOAAxX KOHTPO/IO Ait040i PEHOBUHM
aueTUNUMUCTETH 3a NOKa3HNKOM
«CynpoBigHi OMILLIKM».

230.

PAMIPA® 600

NOpPOLLIOK ANs
0pa/IbHOTO PO3YNHY
no 600 mr; no 3,0ry
caule; no 6 a6o 10
cawle y nauui 3
KapTOoHY

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax

cneumdikaLin Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HUMLTBA AP| (BUIYYEHHS HE3HAYHOIO
nokasHuka SKoCTi (Hanpuknag BUyYeHHs
3acTapisioro NoKasHUKa)) - BUSTyYEHHS i3
cneuudikaLii/MeToAiB KOHTPOHO Aito4ol
PEeYOBMHM aLeTUILMCTEIH NOKasHUKa
«Baxki meTann» (419 BUpo6HMKiB MOEHS
IBERICA S.L., Icnanis; Wuhan Grand
Hoyo Co., Ltd., Kutait). 3miHu | Tvny -
3MiHu 3 siKocTi. A®l. KoHTponb AdI. 3miHa
y napameTpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuundikauinx Ha A®l, abo
BVXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMpo6HULTBa API (BUTYYEHHS HE3HAYHOTO
nokasHuka sIKocTi (Hanpvknag BUnyyYeHHs
3aCTapifioro NoKasHKKa)) - BUyYEHHS i3
cneuuqikaLii/MeToAiB KOHTPOIO Aito4oTl
pPeyvoBMHM aLeTUNLNCTETH NOKa3HNKa
«pH» (ansa Bupo6HmkiB MOEHS IBERICA
S.L., Icnania; Wuhan Grand Hoyo Co.,
Ltd., Kutan).
3MiHu | TUny - 3MiHK 3 aKkocTi. AdDI.
KoHTponb A®L. 3miHa y MeToax
BunpobysaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci BupobHuyTBa A®I (iHLWi 3MiHW y

6e3
peuyenma

UA/16428/01/03
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

MeToAax BUNPOoGyBaHHSA (BK/IHOHYAKUM
3amiHy abo fonoBHeHHS) A®| a6o
BWXi4HOrO/MPOMIKHOrO NPOAYKTY)- 3MiHW Y
MeToJax BUNPOOYBaHHA AN Ailoyoi
PeyoBMHN aueTUILMCTEIH BUPOBHMKIB
MOEHS IBERICA S.L., IcnaHis; Wuhan
Grand Hoyo Co., Ltd., Kutaii 3a
NMoKa3HUKOM «[1p030piCTb PO3UMHY».
3MiHn | TUNY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuyTBa A®I (iHLWi 3MiHW y
mMeTofax BUNpo6yBaHHSA (BKIHOHYAKOUM
3amiHy abo gonoBHeHHs) Al abo
BUXIAHOTO/NPOMIXHOrO NPOAYKTY) - 3MiHW Y
mMeTofax BUNPo6yBaHHA AN Ailoyoi
PeyoBMHM aueTUILMCTEIH BUPOBHMKIB
MOEHS IBERICA S.L., IcnaHisi; Wuhan
Grand Hoyo Co., Ltd., KuTaii 3a
nokasHUKoM «LHk». 3MiHu | Tuny - 3miHn
3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasn €C
(iHWi 3MiHW) - NpuBeAEHHSA
cneuudikaLii/MeToAiB KOHTPO/IO Aitoyol
PeYOBMHM aLeTULMCTEIH 3a MOKa3HNKOM
«laeHTudikavis» y BignoBigHICTb J0 BUMOT
MoHorpadii €E® 3 fogaBaHHAM NOCUIAHHSA
Ha €®. 3MiHuM | TUNY - 3MiHU 3 AKOCTI.
Ceptudikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei aepxasu €C
(iHWi 3MiHW) - NpuBEAEHHSA
cneuuqikaLii/MeToAiB KOHTPOIO Aio4oT
peyoBuHU aLeTUILNCTETH 3a NOKa3HUKOM
«KinbKicHe BU3Ha4YeHHs» y BiAMOBIAHICTb
[0 BUMOr MoHorpadii €® 3 foaaBaHHAM
nocunaHHsa Ha €®. 3Minm | TMny - 3miHu 3
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

akocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BiAMNoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHOI hapmakonei agepxasu €C
(iHWi 3MiHW) - NpuBeAEHHSA
cneumdikaLii/MeToAiB KOHTPOIIO Aito4ol
PEeYOBMHM aLeTUILMCTEIH 3a MOKa3HNKOM
«CynpoBigHi JOMILLKM» Y BiANOBIAHICT A0
BMMOr MOHorpadii €E® 3 gogasaHHAM
nocunaHHsA Ha €®. 3miHu | TMnNy - 3MiHK 3
AKocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BiAgnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNIEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepaKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOrO
cepTudikaTy BignoBigHOCTI €EBponeicbkiii
thapmakonei Ne R1-CEP 2010-092-Rev 01
(3aTtBepmxeHo: R1-CEP 2010-092-Rev 00)
ONA 4ilo4oi peyoBMHY aueTWILMCTEIH Big,
BXe 3arBepaKeHoro BupobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3miHu |
TNy - 3miHu 3 sikocTi. CepTudikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOrO
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

cepTudikaTy BignoBigHOCTI €EBponeicbkiii
thapmakonei Ne R1-CEP 2010-092-Rev 02
ANA Ail4oi peyoBUHY aueTUILUCTEIH Big,
BXe€ 3aTBepmxeHoro BmpobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3miHu |
™Mny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEeHOro ceptuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikat Bif y)e 3aTBepKEHOro
BMPOGHMKA - NOAAHHA OHOBNIEHOTO
cepTudikaTy BiANOBIAHOCTI EBPONENChKIt
thapmakonei Ne R1-CEP 1996-002-Rev 05
(3aTBEepmxeHo: R1-CEP 1996-002-Rev 04)
ANA Ailo4oi peyoBUHY aueTUILUCTEIH Big,
BXE 3aTBepXeHoro BupobHnka MOEHS
IBERICA S.L., IcnaHisi. 3miHun | Tuny -
3MiHn 3 axocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikaT Bif y)e 3aTBepKEHOro
BMPOGHMKA - NOAAHHA OHOBMIEHOTO
cepTudikaTy BiANOBIAHOCTI EBPONENChKIt
thapmakonei Ne R1-CEP 1996-002-Rev 06
0N Aio40T pevyoBrHU aueTUILMCTEIH Bif
BXe 3aTBepkeHoro BupobHnka MOEHS
IBERICA S.L., IcnaHis. 3minu | Tvny -
3MiHu 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei aepxasun €C
(iHWi 3miHK) - 3MiHa y MeToAax
BUNPOBYBaHHSA A1 4it040i peyoBUHN
aueTUNUMUCTETH 3a NOKa3HNKOM
«MikpobionoriyHa uncrota», a came
BWJTY4YEHO ONWNC NPOBELEHHA METOANKA,
OCKiNIbKN METOAMKA KOHTPOJIHO 3a faHUM
MOKa3HMKOM MPOBOAUTLCSA BifNOBIAHO [0
BuMor EP*, dY* (*- pitove BUAAHHS);
MeToAVKa Ta BUMOIV 3a/imiaoTbes 6e3
3MiH. 3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BUPOOHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOMO
cepTudikaTy BignoBigHOCTI €EBponeicbkiii
thapmakonei Ne CEP 2010-092-Rev 03
ANA Ailo4oi peyoBUHY aueTUILUCTEIH Big,
BXe€ 3aTBepmxeHoro BmpobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3miHu |
TMny - 3MiHK 3 akocTi. A®Il. KoHTponb AdL.
3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOrO MaTepiany/npomixkHOro
NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuytBa A®| (iHWi 3MiHW y
MeToAax BUNPobyBaHHA (BK/IHOYa0UN
3amiHy abo gonoBHeHHs) Ad| abo
BMXi4HOro/MpOMKHOro NpoAyKTy) - 3MiHa B
MeToAax KOHTPO/HO Ajito40i PeHOBUHM
aueTUNUMUCTETH 3a NOKa3HNKOM
«CynpoBigHi OMILLIKM».

231.

PEBAMINIA,

KpucTanivyHmi
MOPOLLIOK

MAT
"Kuismeanp

YKpaiHa

LizaHcu CiHepoxi
Papmac’ioTikan Ko., NTA

Kutaiicbka
HapogHa

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

UA/17275/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
(cybeTaHuis) y enapat” pecny6nika AAMiHICTpaTUBHI 3MiHW. 3MiHa
noAgiliHnx HalilMeHyBaHHs Ta/abo agpecy Micus
nonieTuneHoBmx NPOBaKEHHA AiS/IbHOCTI BUPOOHUKA
naketax gss (BKTrOYatOUM, 3a HeObBXiAHOCTI, Micue
hapmaueBTUYHOIO NpoBeEeHHSA KOHTPOJIO AKOCTI), abo
3aCTOCyBaHHS BNlacHWKa macTep-thaiina Ha A®l, abo
noctavyanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTbCH Y
BMPOGHMLTBI AP (SKLO 3a3HAYEHO y
[0CbE Ha JlikapCcbkuii 3aci6) 3a BigCcyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
dhapmaxonei y 3aTBepAXeHOMY [OCbE,
a60 B1POGHMKA HOBOI AONOMDKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y OCLE) -
3MiHa HaliMeHyBaHHSI afpecy BUPOOHUYOI
OinbHUU ADL. BUpo6HMYa AinbHUUA,
MiCLLe3HaXO)KEHHS Ta yCi BUPOOHNYI
onepawii 3a/mMwatTbCA HE3MIHHUMU.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.
232. | PEQLANTYKC KOHLeHTpaT Ans [-p Pepgaj'c IHais [O-p Peppi'c NabopaTopic IHgis BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a He UA/12905/01/01
pO34nHYy AN Na6opatopi nrp, mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peuenmom | niosnsizae
iHdpy3in, 10 mr/mn; citg 6e3nekn/edpeKTNBHOCTI Ta

no 10 mn (100 mr)
ab6o no 50 mn (500
Mr) y chnakoHi; no 1
hNakoHy B
KapTOHHI kopobLyj;
no 1 KapTOHHii
Kopoo6ui y
nnacTKoBOMYy
MiLLKy

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCcyBaHHs /iKapCbKoro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTart OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHVM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3ginis "Oco6aMBOCTI 3aCTOCyBaHHS",
"Mo6ivHI peakuil™ WoA0 3acTepexeHb
CTOCOBHO €HTEepPOBIpyCHOro
MeHiHroeHuedaniTy BignoBigHO A0
OHOBNEHOT iHthopMaLii 3 6e3neku Aitoyol
peyoBuHn (puTykcmmatby) 3rigHo 3
pekomeHgauismu PRAC. BBegeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3arBepkeHHs. 3MiHu | Tvny - 3milu Wwoao
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTULLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 41
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynspHo OHOB/OBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo AociAxKeHb 3
6e3nekn 3acToCyBaHHA /ikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTy 3 AOC/igKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiarpnuHnx gocnigxeHs (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO 10 IHCTPYKL,i 415 MeaNyHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "OcobnnBoCTi 3acTOCyBaHHA"
LLIOA0 XMOHOHEraTMBHUX pe3ynbTaTiB
CeposoriYHNX TECTIB Ha iHthekwii
BiANOBIAHO O OHOB/EHOT iH(hopmaLlii 3
6e3neKkun 4ityoi pevyoBmHN (PUTYKCMaby)
3rigHo 3 pekomeHpauisami PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.

233.

PE30OINobIH

PO34UH ANS iH'EKLIN,
1500 MO (300 mkr
iMyHOrno6yniny); no
2 mn B amnyni, no 1
abo 3, abo 5 amnyn
B naui; no 2 mny
nonepeaHLo
HanoBHEHOMY
wnpuui, no 1
Lwnpuuy B navi

TOB
"BIO®PAPMA
MAA3MA"

YKpaiHa

BUPOBHWLITBO, NEPBUHHE
nakyBaHHs (amnynu),
BTOPWHHE MaKyBaHHS

(amnynu, winpuuw),

KOHTPO/b SKOCTIi, BUNYCK

cepi:

TOB "BIOPAPMA
MNA3MA", YkpaiHa;
NepBUHHE MakKyBaHHS
(wnpwvupm), BTOPUHHE
nakyBaHHs (amnynu,

LnpuLm):

TOB "®3 "CTALA",

YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AIS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL
BUNYyCKy cepii abo MicLie NpoBefeHHs
KOHTPO/IO AKOCTI. (ZisNIbHICTb, 3a Ky
BiANOBigae BMPOGHMK/iMNopTep, He
BK/1HOHAKUM BUMYCK cepiii) 3MiHa
HalimeHyBaHHs BMpobHuka 13 3 TOB
«®APMALEBTUYHWI 3ABO/»
«BIO®PAPMA» Ha TOB
«DAPMALIEBTUUHIM 3ABO/,
«CTALA», 6e3 3MiHM Micusi BUPOGHULITBA.

3a
peyenmom

UA/13033/01/02

234,

PE30OINMOBIH

PO3YMH ANs1 iH'EKLN,
1500 MO (300 mkr
iMyHOrno6ynivy); no
1 mn B amnyni, no 1
abo 3, abo 5 amnyn
B nauyi; no 1 mny
nonepeaHLo
HanoBHEHOMY

TOB
"BIO®PAPMA
MJA3MA"

YKpaiHa

BMPOGHUWLTBO, NEPBUHHE
nakyBaHHs (amnynu),
BTOPUHHE NaKyBaHHs

(amnynu, wnpum),
KOHTPO/1b SKOCTi, BUMYCK
cepiii:
TOB "BIOPAPMA
MNA3SMA", YkpaiHa;

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYAUM AifTbHUL
BMMNYCKy cepii abo MicLe npoBeAeHHs

3a
peyenmom

UA/13033/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

wnpuui, no 1
wnpuuy B naywi

NepBUHHE NMakKyBaHHS

(wnpuuwn), BTOPUHHE

nakyBaHHs (amnynu,
LINpULM):

TOB "®3 "CTALA",
YkpaiHa

KOHTPOJO SKOCTI. (ZisNIbHICTb, 3a Ky
BiANOBigae BUPOGHMK/iIMNopTep, He
BK/IHOHAK0UM BUNYCK cepiil) 3MiHa
HalimeHyBaHHs BMpobHuka 113 3 TOB
«®APMALIEBTUUHWI 3ABO/»
«BIOPAPMA» Ha TOB
«®APMALIEBTUYHUI 3ABO[,
«CTALA», 6e3 3MiHM MicLs BUPOBHMLTBA.

235.

PEMAHTAAVH-KP

Tabnetkv no 0,05 r
no 10 TabneTok y
6nictepi; no 2
6nicTepu B nayu;j 3
KapToHY

NPAT
"XIMOAPM3
ABO/
"YEPBOHA
3IPKA"

Ykpaina

MPAT "XIMGAPM3ABO/[,

"UEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpec 3asBHMKa
(BNacHvka peecTpauiiHoro nocBig4YeHHs) -
3MiHa HaliMeHyBaHHS 3asBHMKA Ta 3MiHU Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiHoro nNocBig4eHHs1). 3miHu |
TMNy - AAMIHICTPaTBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [iTbHNL
BWMYCKy cepii abo MicLe NnpoBeAeHHs
KOHTPOJO SIKOCTI. (AISSIbHICTb, 3a SIKy
BiAgnoBigae BUpo6HMK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHs BUPO6HUKa /13 Ta 3MiHM y
HanucaHHi agpecu BMpoGHuKa M13. 3miHn
BHECEHO B iHCTPYKL,iO 419 MEANYHOIO
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBa/KEHHS NOr0 Ais/IbHOCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BBefeHHs 3MiH
NpOTArom 6-Tv MicaLiB nicns
3aTBEPAKEHHS.

6e3
peyenma

He
nidnsieae

UA/5426/01/01

236.

PUHT
HA3ANBbHUIA
CMPEN® 3

MEHTO/IOM

cnpeii HazasbHUiA,
0,5 mr/mn, no 10 mn
y thriakoHi pasom 3
HacoCcoM-03aTopoM
3 po3nunaBaYeM; no
1 donakoHy B mauu,i 3
KapToHY

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oToBMin nikapcbkumii 3aci6. CTabifbHICTb.

3MiHa y TepmiHax npuaaTHocTi abo
ymMoBax 36epiraHHsi roTOBOro NikapcbKoro
3ac006y (36i1bLIeHHs TePMiHY NpUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKy (NiATBEPMAXYETLCA
[aHVMK peanbHoro vacy). 36ibLUeHHSs
TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
OTPVMAHHSIM MO3UTUBHKX AaHWX LLLOAO
JocnigpkeHHs cTabiNlbHOCTI y peasibHOMy

6e3
peyenma

nionsieae

UA/12119/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

yaci. [itoya pegakuis: TepmiH
npuaatHocTi: 2 poku. MNponoHoBaHa
pepakuis: TepMiH NpuaaTHOCTI: 3 poku.
3MiHV BHECeHO B po3gin "TepMiH
NpUAATHOCTI" B IHCTPYKLitO A5 MeANYHOro
3acTOCyBaHHS NikapCbKoro 3acoby.
BBeaeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.

237.

PUHT
HA3A/bHUN
CMPEN®
3BOJIOXYHOUNIA

crpeii Ha3albHWUIA,
0,5 mr/mn, no 10 mn
y hnakoHi pasom 3
HacoCoM-[03aToOpoM
3 po3nuaBayYem; no
1 donakoHy B nayui 3
KapTOHY

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWMI Nnikapcbkumit 3aci6. CTabiNbHICTb.

3MiHa y TepmiHax npugarHocTi abo
ymoBax 36epiraHHsi roTOBOr0 /iKapCbKOro
3aco06y (36ibLUEeHHA TEPMiHY NPUAATHOCTI
roToBOro MikapcbKoro 3acoby) - Ans
TOProBoOi YNakoBKW (NiATBEPMKYETLCA
OaHUMU peasibHOro Yacy). 36i/bLUeHHs
TepMiHy NpUAATHOCTI Y 3B'A3KY i3
OTPVMAHHAM MO3UTUBHMX AaHNX LLIOAO
LocnimkeHHs cTabinbHOCTI y peasibHOMY
yaci. [livoya pegakuis: TepmiH
NPVAATHOCTI: 2 POKK.
MponoHoBaHa pepakuis: TepMiH
npuaaTHOCTI: 3 POKU. 3MiHN BHECEHO B
po3ain "TepMiH NpMAATHOCTI" B IHCTPYKLUi0
AN MeANYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby. BeegeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS.

6e3
peyenma

nidnsieae

UA/12120/01/01

238.

POHOLINT

PO34YUH OpPasTbHUIA,
100 mr/mn, no 10 mn
y thnakoHi; no 10
donakoHiB y
KapTOHHI KopooLli

TOB
"YOP/[,
MEANLIAH"

Ykpaina

YOPAA, MEAVLMH IIAY

CAH. BE TIK. A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[08aTKOBOI AifIbHNL BUPOGHMLTBA A4N1A
4yacTuHN abo BCbOro BUPOBHNYOro
npotiecy roToBOro NikapcbKoro 3acoby
(ainbHUUSA, Ha AKi NpoBOASATLCSA ByAb-AKi
BMPOOGHUYI CTafjl, 3a BUHATKOM BUNYCKY
cepili, KOHTPOO AKOCTi, MEPBMHHOIO Ta
BTOPVHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX NiKapCbKnX 3acobiB).
CynyTHS 3MiHa - 3MiHM 3 SKOCTi. FoTOoBWMIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
3amiHa abo BBeAEHHS A04aTKOBOI
AiNbHULI BUPOBHMLTBA 4119 YacTUHM abo
BCbOr0 BYPOBHNYOro NpoLecy roToBoro
niKapcbKoro 3acoby (AinbHuLA ANns
BTOPUHHOIO NakyBaHHs) - 3MiHW 3 AKOCTI.

3a
peyerimom

He
nionsieae

UA/18790/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTUHK abo BCbOro BUPOOHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(BiNbHMLA ANS NEPBMHHOMO NaKyBaHHS) -
3amMiHa BUpPOGHYKa, BifNoBiganbHOro 3a
BUPOGHMLITBO, NEPBUHHE Ta BTOPUHHE
naxkyBaHHs1. BBejeHHs 3MiH NpPOTArom 6-Tn
MiCALIB MiC/1A 3aTBEpKEHHSA. 3MiHu | Trny
- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHsA BUPOOHNMKa, LLO BignoBigae 3a
BBE3eHHA Ta/abo BMnyck cepir) -
Bkntoyaroun KOHTPOsb/BUNPOBYBaHHS
cepii - 3amMiHa BUPOGHWMKa NiKapCbKOro
3acoby, Lo BiAnoBigae 3a BBE3EHHs
Ta/abo BMNycK cepii BKAOYaum
KOHTPO/1b/BMNPOBYBaHHSA cepii. 3MiHN
BHECEHO B iHCTPYKL,it0 415 MEANYHOIO
3acTocyBaHHSA NikapCcbKoro 3acoby y
po3gin "Micue3HaxomkeHHs BUPOGHMKa Ta
afpeca MicLs NpPoBafpKeHHs Moro
AisnbHOCTI" 3 BIANOBIAHUMY 3MiHAMVY B
TEKCTi MapKyBaHHS YNakoBOK. BBefeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3arBepKeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
yNaKoBKM NiKapCbKOro 3acoby y MyHKTU 8,
12, 13, 17 Ta B TEKCT MapKyBaHHSA
NepBUHHOT YNaKoBKK Yy NMyHKTU 3, 4, 6.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB

nicns 3aTBepKeHHs.

239.

POTAPUTMIN

Tabnetkv no 200 mr
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI KopooLi

TOB
«YOPN[
MEANLH>»

Ykpaina

Pusodrapm CA

LLsenuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: yTOYHEHHS peecTpauiiiHoi
npoueaypu B Hakasi MO3 YkpaiHu Ne

171 Bip 28.01.2025 - 3miHu | TNy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAUYHOr0 3aCTOCYBaHHS
reHepuyHuX/ribpuaHux/6ionodibHmnx

3a
peyerimom

UA/12887/01/01




218

Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
NikapCcbKyx 3ac0biB Micns BHECEHH: Tiel
camoi 3MiHM Ha pedhepeHTHWI npenapat
(3MiHa He noTpebye HagaHHA XOAHNX
HOBUX AOAATKOBMX AAHWX) - 3MiHN
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHSA NikapCcbKoro 3acoby y
po3gin "MobiuHi peaxuii” 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro
3acTocyBaHHA pethepeHTHOro MikapCbKoro
3acoby (KopaapoH®, TabneTku no 200 mr).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs.
240. | CANODAJbK rpaHyu [Op. danbk HimeuyunHa | BrpoGHWK BigNoOBigasIbHUIA HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/3745/01/02

racTpope3nCTEeHTHI, dapma 3a BUMYyCK cepili KiHLEeBoro maTepianiB: yTOUHEHHSI HanMCaHHA peyernmom
NPOJIOHrOBaHOI fji 6X NPOAYKTY: BMPOOHUKIB B Hakasi MO3 YkpaiHu Ne
no 1000 wmr; no 1860 [p. danbk ®apma Mv6X, 1543 Big 05.09.2024 B npoueci
Mr rpaHyn y HimeuuunHa; BHECEHHS 3MiH (3MiHV | TUny - 3MiHKn 3

naketukax "I'paHy-
Ctukc"; no 50
nakeTukiB y Kopoobui

Brpo6HWK, f030BaHOI
hopmu, NEpBUHHE,
BTOPUHHE NakyBaHHA Ta
KOHTPO/b SIKOCTI:
NosaH ®apma M'v6X ,
HimeuumnHa;

Papbin dPapma MNM6X,
HimeuumnHa;

BUpO6HUK,
BiANOBIAaIbHNIA 3a
nepBUHHE, BTOPUHHE
nakyBaHHS! Ta KOHTPO/Ib
AKOCTI:

NozaH ®apma 'v6X,
HimeuuunHa;
BUpO6HMK,
BiANOBiAa/IbHWIA 32
BTOPUHHE NaKyBaHHs:
Nokcecc dapma M6X ,
HimeuumnHa;

Brpo6HWKK, BignosiganbHi
3a KOHTPO/Tb AKOCTI:
HaykoBo-gocnigHuii

iHCTUTYT Xennenep M6X,

HimeuuunHa;
anndameg ®PAPBIN
ApuHaiimittenb T'M6X,

AKocTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
YaCTUHM ab0 BCbOr0 BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(8iNbHULA 4N BTOPUHHOTO NakyBaHHSA).
[logasaHHsa anbTepHaTUBHOIO BUPOGHNKA,
BifiNOBIAA/IbHOTO 38 BTOPVHHE NakyBaHHS:
Nokcecc ®apma Mm6X (Amb6eprep LTp. 1-
3, 82538 'epeTcpia-lrenbTiHr,
HimeuumnHa) / Loxxess Pharma GmbH
(Amberger Str. 1-3, 82538 Geretsried-
Gelting, Germany). Tako)X BHOCATbCSA
He3HauHi pefakuiiiHi 3MiHM 40 po3ainy
3.2.P.3.1 BMpO6HUK(1)) Y 3B'A3KY 3
npoBefeHHsM npoLeaypuy BO BKnagui Ao
peecTpaujiiHoro noceigueHHs. MNpoueaypa
B Hakasi - BUpo6HWK BiAnoBiganbHuii 3a
BUMYCK Cepiii KIHLEBOro NPoAyKTy:

[Op. ®anbk ®apma M'v6X, HimeuunHa;
Bupo6HuMK, A030BaHOT hopmu, NEPBUHHE,
BTOPWMHHE NakyBaHHSA Ta KOHTPO/1b SKOCTI:
NozaH ®apma M'v6X, HimeuunHa; ®ap6in
$apma Nv6X, HimeuyunHa; BupobHuk,
BiANOBIAa/IbHUIA 3@ NEPBVHHE, BTOPUHHE
nakyBaHHS Ta KOHTPO/1b SKOCTI:
NosaH ®apma M'm6X, HimeuyunHa,;
Brpo6HuK, BiANOBIgaibHNI 38 BTOPUHHE
nakyBaHHs: Jlokcecc ®apma 'm6X,
HimeuunHa; Bupo6HUK, BifnoBiaansHWi 3a
KOHTPO/b AKOCTi: HaykoBO-AoCNigHWIA
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

HimeuunHa

iHCTMTYT Xennenep M'm6X, HimeuunHa;
Brpo6HuK, BiANOBiAaIbHNIA 38 KOHTPOSIb
sKocTi: anndames ®ap6in ApuHelimiTTeNnb
'm6X, HimeyurHa. BipHa pegaxkuisi -
BupoGHUK BignoBiganbHUIA 3a BUNYCK
cepiii KiHLeBoro npoaykry: Aip. danbk
®dapma 'M6X, HimeyurHa; BUpoGHuUK,
[030BaHoi (hopMuU, NEPBUHHE,
BTOPUHHE NaKyBaHHSA Ta KOHTPO/b
fAAKOCTi: JlozaH ®apma 'M6X,
HimeuuuHa; ®ap6in ®apma MméX,
HimeuunHa; BUpOGHUK,
BignoBiga/IbHUI 3a NepBUHHE,
BTOPUHHE NaKyBaHHA Ta KOHTPO/b
AKOCTI: Jlo3aH dapma F'MGX,
HimeuunHa; BUpoGHUK,
BignoBiga/IbHUI1 3a BTOPUHHE
nakyBaHHA: Jlokcecc dapma F'm6X,
HimeuunHa; BupoGHuKY, BignoBiganbHi
3a KOHTPO/b AAKOCTi: HaykoBo-
pocnigHuii iHcTuTyT Xennenep Mvo6X,
HimeuuunHa;
anndamep PAPBIN ApuyHaiimitTenb
m6X, HimeuunHa

241.

CAHAKOM

PO3YUH ANS iH EKLiN
10 mr/mn; no 1,5 mn
B amnyni; no 5
amnyn y 6nictepi, no
1 6nicTepy B naui

MpusBartHe
akuioHepHe
TOBapuCTBO

“Nekxim —

Xapkis”

YKpaiHa

MprBaTHe akuioHepHe
TOBapucTBO “JlekxiMm —
Xapkis”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONechbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro

Marepiany/peareHTy/npomMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; NSt AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOr0

BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiichkiii

thapmakonei CEP 2014-261-Rev 02 Big,
3aTBEpAXEHOro BMpobHuka SWATI

SPENTOSE PVT. LTD gito4oi pe4yoBuH®
MesIoKCMKaM Yy 3B'3Ky 3 HE3HAYHO
3MiHOI0 agpecu BUpOGHKMKa, a came

BBe/leHHs JOAAaTKOBOro cknaay 3

HoMmepoMm A-2/2120, micLe BMPO6GHNLTBA

3a
peyenmom

UA/18792/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
He 3miHunoch (3atBepmxeHo: CEP 2014-
261-Rev 01; 3anponoHosaHo: CEP 2014-
261-Rev 02).
242. | CAHOMEH cnpeii HasasbHUiA, CaHpo3 CnoBeHis ek ®apmaueBTUyHa CnoBeHis BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/15870/01/01
[,030BaHui, dapmacboTi KOMnaHis 4.4. mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuenmom
cycnensis 50 Kan3 A.4. CepTudikat BignosigHocTi/l E-cepTudikar

MKr/go3y no 60 abo
120, a6o 140 po3y
KOHTeliHepi; no 1
KOHTeliHepy y
KopoobLi

BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoONeiichKii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOr0
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BifnNoBiAHOCTI EBpoNeiichkii
dhapmakonei Ne RO-CEP 2018-303-Rev 01
(3aTtBepmxeHo: RO-CEP 2018-303-Rev 00)
0N Aitoyol peyoBrHM Mometasone
furoate monohydrate Big, Bxe
3aTBEpMAXEHOro BMpobHuka AARTI
INDUSTRIES LIMITED, IHgis.
3miHu | TUny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyUYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHU (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikat Bif yxe 3aTBepKEHOro
BMPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei Ne RO-CEP 2018-303-Rev 02
0N Aitoyol peyosrHM Mometasone
furoate monohydrate Big, Bxe
3aTBEPKEHOr0 BUPOOHNKA, KWl 3MIHVB
Ha3By Ha AARTI PHARMALABS LIMITED,
IHais.
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
243. | CEAADITOH® Karncynv no 6 kancyn MPAT YkpaiHa BiANOBIga/IbHNIA 32 YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX Ges UA/4826/02/01
DOPTE y 6nictepi; no 2 abo | "®ITOPAPM BUPOBHMLTBO, mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuyenma
4, abo 8 bnictepis y " nepBYHHE/BTOPUHHE [oToBWMI NikapCbknii 3aci6. KOHTponb
nauuj; no 30 kancyn nakyBaHHs, KOHTPO/Tb [OMOMDKHMX PEYOBWH (iHLUI 3MiHN) -
Y KOHTelHepi 3 SAKOCTi Ta BUNYCK cepii: MpueeneHHs po3gainy 3.2.P.4 go sumor
KPULLIKOIO 3 MPAT "®ITODAPM", MoHorpadii Ph. Eur. Ta A®Y Ta H/,
KOHTPO/IEM NEPLLOro YkpaiHa; BignoBiganbHuii BMPOGHWKA 4715 JOMOMDKHUX PEYOBVH:
BigKpuTTA, No 1 3a BMPOBGHULTBO, MarHisi kapboHaT BaxKumii, Tanbk,
KOHTelHepy B nauuj nepBYHHE/BTOPUHHE Kpoxmanb kapTonnsHuwii, MarHito cteapar,
nakyBaHHS Ta KOHTPO/b Mos.igoH, Kancynu.
aKocTi: AT "Nly6Hudpapm®,
YkpaliHa; BignosiganbHuii
3a BUNycCK cepii, He
BK/TIOHAI0YM
KOHTPONb/BMNPOGYBaHHSA
cepii: MPAT
"®ITOPAPM", YkpaiHa
244. | CEPTUKAH Tabnetku no 0,75 HosaprTic LLseiuapis Brpo6HMLTBO, KOHTPOb Lsenuapis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/3913/01/03
mr, no 10 TabneTok dapma Al AKOCTi, NepBUHHE PymyHis marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. peyenmom | nidnsizae

y 6nicTepi; no 6
6nicTepis y kopoobLi
3 KapTOHY
nakyBasibHOro

nakyBaHHs1, BTOPMHHE

nakyBaHHs, BUNYyCK cepii:

HoBapTic ®apma LUTeiH
Ar, LLiBeliuapis;

KoHTponb skocTi:
PapmaHanituka CA,
Lseiuapis

BUpOGHMLTBO 32 NOBHUM
LMK/TOM:
CaHpos C.P.J1., PymyHis

[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IIO
AIKOCTi FOTOBOrO NikapCbKOro 3acoby
(3amiHa abo goAaBaHHS AibHUL, Ha AKil
3[iICHIOETLCS KOHTPO/L/BUNPOBYBAHHS
cepil) - gofasaHHA ginbHuli CAHO03
C.P.J1., PymyHisi, Ha aKili 34ilicHIOETbCA
KOHTPO/b SKOCTi. BBEAEHHSA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHSA. 3MiHM | TMNY - 3MiHKM 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBGHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTuHK abo BCbOro BUPOOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoty
(AinbHULA ANA BTOPUHHOIO NakyBaHHS) -
fofaBaHHA AiNbHULI 415 BTOPUHHOIO
nakysaHHsa CAHO3 C.P.J1., PymyHisi.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
3 KOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3amMiHa abo BBeAEHHS
[04aTKOBOI [i/TbHNL BUPOGHMLTBA AN1S
4yacTuHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby
(AiNbHULA A9 NEPBUHHOIO NakyBaHHS) -
[0AaBaHHA finbHULI 415 NEPBUHHOIO
nakyeaHHs, CAHAO3 C.P.J1., PymyHis.
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

BBeaeHHS 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 AkocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK

y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOTO J1iKapCbKoro
3acoby (3amiHa abo fofaBaHHs
BMPOOGHMKA, LLIO BiANOBiJAE 3@ BBE3EHHSA
Ta/abo Bunyck cepii) - Bkatoyaroum
KOHTPO/b/BUNPOBYBaHHSA cepil -
[JopasaHHA BUPOGHMKA, WO BiANOBIAAE 3a
sunyck cepii CAHAO3 C.P.J1.,PymyHis.
3MiHU BHECEHO B IHCTPYKLil0 AN1s
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3aco6y y po3ginu «BnpobHuk» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta
afpeca MicLs NpoBafpKeHHs oro
[OISNbHOCTI», SIK HACNIA0K — 3aTBEPAKEHHS
TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
3acoby A/19 40AATKOBOrO BUPOGHUKA.

BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK

y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS

[04aTKOBOI [i/TbHNL BUPOGHMLUTBA A5

4yacTuHK abo BCbOro BUPOBHNYOTO
npoLiecy roToBoro NikapcbKoro 3acoby
(@inbHUUSA, Ha AKI NPOBOAATLCA GyAb-AKi
BUPOGHMYI CTagii, 38 BUHATKOM BUMYCKY
cepiii, KOHTPO/HO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HECTEPWU/IbHUX NiKapCbKKX 3acobiB) -
[0faBaHHA AOAATKOBOI [iTbHAL
nikapcbkoro 3acoby CAHAO3
C.P.1.,PymyHisi. BBeeHHS 3MiH NPOTAroM
6-Tv MicALIB NicnsA 3aTBEPKEHHSA. 3MiHN |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. Cucrtema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo

[OMYCTUMNX MEX NEPBUHHOI YNakoBKu

rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
3miHu napameTpiB cneuudikawii
NepBMHHOT YNakoBKKM, HE3HAYHa 3MiH

TOBLLMHA NEPBUHHOI YNakoBKy (NAiBkK

(PAJAL/PVC) 3 120-155 pm Ha 114-155
um. BBefeHHs 3MiH NpoTArom 6-Tv MicsiuiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) OHOBIEHHS
TEKCTY MapKyBaHHS ynakoBKW NiKapCbKoro
3acoby, a came: BUTyYeHHs iHhopma;i,
3a3HayeHoi POCiCbKOI0 MOBOIO, KOPEKTHE
HanucaHHa TEPMiIHY NpUAaTHOCTI Ha
MepBVHHIl Ta BTOPMHHI ynakoBkax Ta
YTOUYHEHHS iHchopMaLi LWoao norotuny
3anBHVKa. BBefeHHs 3MiH NpoTArom 6-tu
MicAILiB Mic/1A 3aTBEPAKEHHS.
245. | CUMETUKOH Kpanni opasbHi, 40 ToBapucTBO Ykpaina ToBapuCTBO 3 0OMEXEHOI Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/16197/01/01
mr/ma no 30 mny 3 BiANOBIAATLHICTIO marepianis: 3miHu | Tuny - peyenmom
donakoHi; no 1 obmexeHo "®apmaueBTnyHa hipma AAMiHICTpaTUBHI 3MiHW. 3MiHa
hnakoHy y kopobLi 3 | Bignosiganb "BepTekc" HallMeHyBaHHs Ta/abo agpecy 3asiBHUKA
KapToHY HiCTIO (BUPOBHMLTBO 3 MPOAYKL,i (BNacHvka peecTpauiiHoro nocBig4YeHHs) -
"®apmaveBT in bulk ToBapucTBa 3 3MiHa agpecu 3asBHUKa
n4yHa chipma 06MeXeHo
"BepTekc” BiANOBIAATLHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”,
YkpaiHa)
246. | CIHIDKAPAOI® TabneTku, BKpUTI BepiHrep HimeyunHa BVMPOGHULTBO, MEPBUHHE HimevuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/15722/01/01
nNiBKOBOKO IHrenbxanm Ta BTOPUHHE NakyBaHHS, Ipeuis/ mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuenmom
o6onoHkot, 12,5 IHTepHeLwHN KOHTPO/1b SKOCTi, BUMYCK PpaHuis/ A®|. KoHTponb A®Il. 3miHa y meTodax
Mr/1000 mr no 10 6X cepii: bepiHrep CnonyyeHi BMNpobyBaHHA APl abo BMXigHOTO
Tabnetok B bnictepi; IHrenbxaiim ®apma Mv6X i LWratn mMaTtepiany/npombKHOro
no 6 6nictepis y Ko. KI, Himeuunna; Amepukun/ npoayKTy/peareHTy, WO BUKOPUCTOBYETLCA

KapTOHHI KopooLli

BUPOBHNLTBO, KOHTPO b
SAKOCTIi (32 BUHSATKOM TecTy
«MikpobionoriuHa
4YNCTOTa»), NepBUHHE Ta
BTOPUHHE NakyBaHHs,
BMNyCK cepii: BepiHrep
IHrenbxaiim Xennac
CuHrn Membep C.A,,
['peuis; nepBuHHe Ta
BTOPUHHE NaKyBaHHs,
KOHTPO/1b AKOCTi, BUMYCK
cepii: MATEOH
®PAHLIIA, dpaHLis;
BMPOBHULTBO TabneTok "in
bulk" Ta KOHTpOb AKOCTI:
MareoH lMyepTo Puko. IHK.,
CnonyueHi LWtatn
AMEpUKM; KOHTPO/b AKOCTI
(3a BUHATKOM TecCTy
"Mikpob6ionoriyHa
yucrora"): A eng Em

y npoueci BUpo6HMUTBa AD| (HE3HAYHI
3MiHW Yy 3aTBEPKEHNX METofax
BMNPoBYyBaHHSA) - [115 nikapcbkoro 3acoby
CIHOXXAPLI®, TabneTtku, BKpUTI
NiBKOBOK 060/10HKOO, 12,5 Mr/1000 mr.
BHeceHHs 3miH go po3giny 3.2.S.2.4.
KOHTPO/b KPUTUYHKX CTaAji i NPOMIKHOT
NPOAYKLi, a came KopuUryBaHHs onucy
aHaniTMYHOI METOAVKN 151 BUSHAYEHHS
OopraHiYHUX SOMILLOK Y MPOMDKHOMY
npogaykti Bl 10773 lodide, siknii
BMKOPUCTOBYETHLCA A/19 BUPOGHMLTBA
4040l pevoBUHY emnarnidp103unH.
KpwuTepii NpUAHATHOCTI Ta iHWi aHaniTUYHi
npoueaypv 3a/IMWaTbCA HE3MIHHUMN.
3MiHu | TUNYy - 3MiHK 3 AKocCTi. ADI.
KoHTponb A®L. 3miHa y MeTodax
BMNpobyBaHHA APl abo BMXigHOTO
mMartepiany/npomiKHOro
NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (He3HauHI
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

LWUTABTECT Na6op dyp
AHaNITUK yHA,
CrabinitatcnpydyHr
Mm6X, HimeuunHa;
KOHTPO/b AKOCTi Npu
LocnimKeHHi ctabinbHOCTI
(3a BUHAATKOM TecTy
"Mikpob6ionoriyHa
yuctoTa"): EBpochiHc
®ACT M'm6X, HimeuunHa,;
anbTepHaTuBHa
nabopartopia Ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yucrora": CI'C IHctutyt
dpeseHiyc M6X,
HimeuuunHa; Nabop /IC CE
eHp Ko. KIM, HimeuuunHa;
K toENRCIEc EME, Npeuis

3MiHW Y 3aTBEPAKEHUX METOAAX
BMNpo6YBaHHS) - [1ns nikapcbkoro 3acoby
CIHOXXAPAI®, TabneTtku, BKpUTI
NNiBKOBOK 060/10HKO, 12,5 Mr/1000 mr.
BHeceHHs 3MiH fo po3giny 3.2.5.2.4.
KOHTPONb KpUTUYHKX CTafil | NPOMIXHOI
NPOAYKLT, & came- KOpUryBaHHs onucy
aHasliTMYHOT MEeTOANKN ANS BU3HAYEHHA
OpraHiyHUX JOMILLOK Y NPOMDKHOMY
npoaykTi TMS nakToH, SKuii
BUKOPVCTOBYETLCA 151 BUPOGHULTBA
Ai040i peyoBrHY emMnarnigpIo3nH.
KpwuTepii NpuitHATHOCTI Ta iHWi aHaniTnyHi
npoueaypu 3a/MwalTbCa HE3MIHHUMK.
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTtepiany/npombKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNpo6yBaHHS) - [11s nikapcbkoro 3acoby
CIHO)KAPLI®, TabneTkun, BKpUTI
NNiBKOBOK 060/10HKO, 12,5 Mr/1000 mr.
BHeceHHs 3miH go po3giny 3.2.S.2.3.
KoHTponb matepianis, a came-
KOPUryBaHHS OnNuncy aHaniTMYHOI METOAMKN
A7 BU3HAYEHHS OpraHiyHnX JOMILLOK Y
BUXiOHOMY MaTepiani rniokoHoaenbTa-
NaKTOH, SIKNI A BUKOPUCTOBYETLCA AN151
BVMPOGHMLTBA Aji040T PeYOBUHU
emnarnicno3vH. Kputepii npuiAiHATHOCTI Ta
iHLLI aHauTITMYHI NpoLeaypy 3anwaTbes
HE3MiHHUMMU

247.

CIHIKAPAI®

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOM, 5
Mr/1000 mr no 10
TabneTtok B 6aictepi;
no 6 6nictepiB y
KapTOHHI KopooLli

BepiHrep
IHrenbxanm
IHTEpHELLHN
M6X

HimeuyunHa

BUPOBHWLTBO, NEPBUHHE
Ta BTOPVMHHE NaKyBaHHS,
KOHTPO/b AKOCTI, BUNYCK
cepii: BepiHrep
IHrenbxaiim ®apma Mv6X i
Ko. KT, HimeuuunHa;
BUPOGHNLITBO, KOHTPO b
AKOCTI (32 BUHATKOM TECTY
«MikpobionoriyHa
4YNCTOTa»), NEPBUHHE Ta
BTOPWHHE MaKyBaHHS,
BMNyCK cepii: bepiHrep
IHrenbxaiim Xennac
CuHrn Membep C.A,,

HimeuunHa/
Ipevis/
dpaHuis/
Cnony4yeHi
LWratu
Amepuku/

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | TNy - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npotieci BUpo6HuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHNX MeTofax
BMNpo6yBaHHSA) - [1ns nikapcbkoro 3acoby
CIHO)KAPLI®, TabneTkun, BKpUTI
NNiBKOBOK 060/10HKOK, 5 Mr/1000 mr.
BHeceHHs 3miH go po3giny 3.2.S.2.4.
KOHTPO/Ib KPUTUYHKX CTaAji i NPOMIXKHOT
npoayKLii, a came KOpUryBaHHsi onucy

3a
peyenmom

UA/15724/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
'peuisi; nepsBuHHE Ta aHasTITMYHOT METOANKN 415 BU3HAYEHHSA
BTOPWHHE MaKyBaHHS, opraHiYH1X JOMILLIOK Y MPOMDKHOMY
KOHTPO/b AKOCTi, BUMYCK npoaykTi Bl 10773 lodide, sikuii
cepii: MATEOH BMKOPUCTOBYETHLCA 4719 BUPOGHMLTBA
®PAHLLIA, dpaHLis; 4ito4oi pevoBUHY emnarnidp103unH.
BMPOGHMLITBO TabneTok "in KpuTepii NPUIAHATHOCTI Ta iHLWI aHaNiTUYHI
bulk" Ta kOHTpONb AKOCTI: npoueaypu 3anwaloTbCs HE3MIHHUMU.
MateoH MyepTo Puko. IHK., 3MiHu | TUnNYy - 3MiHK 3 AKOCTi. ADI.
Cnonyueni LWtatn KoHTponb A®I. 3miHa y MeToaax
AMEpUKM; KOHTPO/b AKOCTI BMNpobyBaHHA APl abo BuXigHOTO
(3a BUHATKOM TecTy mMaTtepiany/npomiKHOro
"Mikpob6ionoriyHa NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA
yucrota"): A eHg Em y npoueci BUpo6HMUTBa AD| (HEe3HaYHI
LUTABTECT Na6op cyp 3MiHW Y 3aTBEPAKEHNX MeToAax
AHaNITUK yHA BUNPOGYBaHHS) - 15 NikapCbKoro 3acoby
CrabinitatcnpydpyHr CIHOXXAPLI®, TabneTtku, BKpUTI
M6X, HimeuuunHa,; N1iBKOBOK 060/10HKOIO, 5 Mr/1000 Mr.
KOHTPO/1b SIKOCTi Npn BreceHHA 3MmiH fo po3giny 3.2.S.2.4.
[OCnimpKeHHi cTabinbHOCTI KOHTpO/b KpUTUYHKX CTaAji i NPOMIKHOT
(3a BUHATKOM TecTy NPOAYKLT, & came- KOpUryBaHHsi onucy
"Mikpob6ionoriuHa aHaniTMYHOI METOAVKN 151 BUSHAYEHHS
ynctoTa"): EBpochiHC OpraHiYHUX JOMILLOK Y MPOMDKHOMY
®ACT M'm6X, HimeuunHa; npoaykTi TMS nakToH, sKuii
anbTepHaTUBHa BUKOPVCTOBYETLCA 151 BUPOGHULITBA
nabopartopia ans [il040i pevoBVHY emMnarnip/iIo3uH.
KOHTPOSIO TecTy KpwuTepii NpUAHATHOCTI Ta iHLWi aHaniTUYHi
"Mikpob6ionoriuHa npoueaypu 3anWaoTbCA HE3MIHHUMU.
yuctora™: CIC IHcTuTyT 3MiHu | TUny - 3MiHK 3 aKkocTi. AdI.
dpeseHiyc MvbX, KoHTponb A®L. 3miHa y MeTodax
HimeuuunHa; labop IC CE BMNPo6yBaHHsA APl abo BUXigHOrO
eHg Ko. KI, HimeuunHa; mMarepiany/npoMixXHOro
K toEICIEc EME, Mpeuis npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA
y npoueci BupobHmuTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BMNpo6YBaHHSA) - [1ns nikapcbkoro 3acoby
CIHOXXAPAI®, TabneTtku, BKpUTI
NNiBKOBOK 060/10HKOW, 5 Mr/1000 mr.
BHeceHHs 3MiH fo po3giny 3.2.5.2.3.
KoHTponb matepianis, a came-
KOPUryBaHHSA ONMUCY aHaNiTUYHOT METOAMKN
0N BU3HAYEHHS OpraHiyHnX JOMILLOK Y
BVXifiHOMY Matepiani riokoHodeNnbTa-
NaKTOH, SIKNA BUKOPUCTOBYETLCA 4151
BUPOGHMLTBA Ait0H0I peHOBUHU
emnarnichnosuH. Kputepii npuitHsTHOCTI Ta
iHLLI aHauTITMYHI NpoLeaypy 3anwaTbes
HE3MiHHUMMW.
248. | CKIHOPEH® Kpem 20 %; no 30ry | JIEO dapma [JaHis JIEO dapma ITanis BHECEHHS 3MiH [10 peecTpaLiiHnX 6e3 UA/1074/02/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
Ty6i; mo 1 1y6i y AIC MaHydakTypiHr ITani CP/ marepianis: 3miHu | Tuny - 3miHK Woao peyenma
KapTOHHI KopooLii 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3miHun
BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(n. 6) Ta BTOPMHHOT (OHOBNEHHSA N. 17)
yNakoBOK MikapcbKoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
249. | COMABEPT niogpinizat gns Mdpannzep CLWA Brpo6HMLTBO, KOHTPOb Benebris/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/17108/01/01
PO3YUHY ANS iH'EKLI Eiiu.Ci.Mi. AKOCTI Ta BUNyCK cepil IpnaHgis marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenmom
no 10 mr; 10 KopnopeiiL BOAW ANS iH EKUI Yy A®l. BUpobHMLTBO. 3MiHN BUNpobyBaHb
dNaKkoHiB 3 H nonepeaHL0 HaNMoBHEHNX abo gonycTMmmnx Mex y npoueci
niodpinizatom y Lnpuuax, ogHovacHe BMPOGHMLUTBA ADI, L0 BCTAHOB/EHI Y
NPOMiXHI KApPTOHHIl nakyBaHHs Ta MapKyBaHHs crneundikalisx (LogasaHHA abo 3amMiHa
KOpOO6Lii; 3 MPOMIXHI BOAW A5 iH eKUi Ta BMNpOGYyBaHHA 3a pe3ynbTaTamu
KapTOHHi KOPO6KU B nikapcbKoro 3acooby; [ocnigpKeHb 3 6e3nekn abo AKOCTi) -
KomnnekTi 3 30 BMPOBHULTBO NiKapCbKOro [ofiaBaHHA MOHITOpYHTY pH Ao po3sainy
nonepegHL0 3acoby in bulk Ta 3.2.S.2.2. Onnc BUpOBGHMYOro npovecy Ta
HanoBHEHUMU NnepBUHHE NaKyBaHHS; oro koHTpornto, fo PEGylation of B2036
wnpuuamm 3 BUNYCK cepil Nikapcbkoro Process Controls and Specifications
PO34MHHMKOM (BOAA 3aco6y; KOHTPO/Ib SIKOCTI (Table 3.2.5.2.2-22).
ONs iH’ekujin) no 1 nikapcbkoro 3acoby, 3a
mn 1a 30 BUK/IIOYEHHAM TECTY
6e3neyHrmMmn "BioaHanis": MNcaiizep
rosiKkaMu y KapTOHHIl MeHtochekuypuHr Benbris
KopoobLi HB, Benbrisi; KOHTpO/b
SIKOCTi NMiKapCbKOro
3acoby: MNdaiizep IpneHs
dapmaceyTumkanic,
IpnaHgis
250. | COMABEPT niodpinizat ans Mdpaiizep CLA Brpo6HMLTBO, KOHTPO/b Benbrisi/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/17108/01/02
PO3YUHY AN1s1 iH'EKLLIA Eiiy.Ci.Mi. SAKOCTi Ta BUNYCK cepii IpnaHgis mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuenmom
no 15 wr; 10 KopnopeiiLu BOAW AN iH EKUIN Y A®I|. BupobHuLTBO. 3MiHN BUNpOBYBaHb
(h/1aKoHiIB 3 H nonepeaHbL0 HaNOBHEHNX abo fonycTUMUX MeX Y NpoLieci

niocpinizatom y
NPOMIKHI KapTOHHIl
KOpOO6Li; 3 MPOMIXHI
KapTOHHI KOPO6KY B
KomnnekTi 3 30
nonepeaHLo
HanoBHEHVMU
Lwnpvyamu 3
PO34MHHKKOM (BOAA
Ons iH’ekujin) no 1
mn ta 30
6e3neyHrmMm
rofIkaMu y KapTOHHil
Kopoo6Li

Lnpruax, ogHo4acHe
nakyBaHHS Ta MapKyBaHHS
BOAW ANS iH eKUjiil Ta
niKkapcbKoro 3acoby;
BMPOGHULITBO NiKapCbKOro
3acoby in bulk Ta
NepBMHHE MakKyBaHHS;
BWMYCK Cepii NikapcbKoro
3aco0y; KOHTPO/b AKOCTI
nikapcbKoro 3acoby, 3a
BUK/THOYEHHSAM TeCTy
"BioaHani3": MNdaiizep
MeHtohekyypuHr Benbris
HB, Benbrisi; KoHTpoib

BUpO6HMUTBA ADI, LLL0 BCTAHOB/EHI Y
cneuudikauisx (4ogasaHHA abo 3amiHa
BMMNPOOYBaHHA 3a pesynibTatamu
pocnimpkeHb 3 6e3nekun abo SKOCTI) -
[0AaBaHHA MOHITOPUHrY pH fo posginy
3.2.5.2.2. Onuc Bupo6HMYoro npotecy Ta
oro koHTponto, fo PEGylation of B2036
Process Controls and Specifications
(Table 3.2.5.2.2-22).
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
AKOCTI NiKapCbKOro
3acoby: MNdaiizep IpneHs
dapmaceyTumkanc,
Ipnangis
251. | COMABEPT niocpinizat ans Mdpaiizep CLA BUpPOBHULTBO, KOHTPO/1b Benbrisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17108/01/03
PO34UHY ANS iH'EKLRA Eiy.Ci.Mi. AKOCTI Ta BUNYCK cepil IpnaHgis marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI. peyenmom
no 20 wr; 10 Koprnopeiiw BOAW AN iH EKUIN Y A®I|. BupobHuLTBO. 3MiHN BUNpo6byBaHb
hnakoHiB 3 H nonepeaHsL0 HaNOBHEHUX a60o fonycTMMUX MeX Y NPoLeci
niogpinizatom y Lnpuuax, ogHovacHe BMPOGHMLTBA ADI, LLIO BCTAHOBEHI Y
NPOMIKHI KapTOHHIl naKyBaHHS Ta MapKyBaHHS cneuudikauisix (fogaBaHHA abo 3amiHa
Kopo6Li; 3 NPOMIXHi BOAW ANs iH eKUili Ta BMNPOBYBaHHA 3a pesynbTaTtamu
KapTOHHiI KOPOGKM B niKkapcbKoro 3acooby; pocnigpkeHb 3 6e3nekn abo sKOCTI) -
KomnekTi 3 30 BMPOGHULITBO NiKapCbKOro [0AaBaHHA MOHITOpUHrY pH fo posginy
nonepegHL0 3acoby in bulk Ta 3.2.S.2.2. Onuc BUpO6HMYOro npovecy Ta
HanoBHEHVUMMU nepBYHHE NakKyBaHHS; oro koHTposnto, fo PEGylation of B2036
wnpuuamu 3 BUWMYCK Cepii NikapcbKoro Process Controls and Specifications
PO34MHHKKOM (BOAa 3aco0by; KOHTPOJIb AKOCTI (Table 3.2.5.2.2-22).
ANns iH'ekujn) no 1 nikapcbkoro 3acoby, 3a
mn 1a 30 BUK/TIOYEHHAM TeCTy
6e3neyHrMmn "BioaHanis": MNdaiizep
rofiKkaMu y KapTOHHIi MeHtodhekuypuHr Benbris
KopooLi HB, Benbris; KoHTponb
SAAKOCTi NiKapCbKOro
3acoby: MNdpaizep IpneHs
dapmaceyTukasic,
IpnaHgis
252. | COMABEPT niogpinizat gns Mdpainzep CLWA Brpo6HMLTBO, KOHTPOb Benebris/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/17108/01/04
PO34UHY ANS iH'EKLIA Eiiu.Ci.Mi. AAKOCTi Ta BUMYCK cepil IpnaHgis mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom
no 30 mr; 10 KopnopeiiL BOAW ANS iH EKUIN Yy A®l. BUpobHMLTBO. 3MiHN BUNpobyBaHb
NaKkoHiB 3 H nonepeaHLO HaMoBHEHNX abo gonycTMmMmnx Mex y npoLeci

niocpinizatom y
NPOMiXHIn KAPTOHHI
KOpOO6Lii; 3 MPOMIXHI
KapTOHHi KOPOGKN B
KomnnekTi 3 30
nonepegHL0
HanoBHEHNMMU
Lwnpvuamu 3
PO34YMHHMKOM (BOAA
ONs iH’ekujin) no 1
mn 1a 30
6e3neyHrmMm
rofikaMu y KapTOHHIl
KopoobLi

Lnp1uax, ogHo4acHe
nakyBaHHS Ta MapKyBaHHS
BOAW ANS iH EKUi Ta
nikapcbKoro 3acoby;
BMPOBHULTBO NiKapCbKOro
3acoby in bulk Ta
NepBUHHE MakKyBaHHS;
BMNYCK cepil Nikapcbkoro
3aco6y; KOHTPO/Ib SIKOCTI
nikapcbkoro 3acoby, 3a
BUK/IIOYEHHSAM TECTy
"BioaHani3": Mdpalizep
MeHtohekyypuHr benbris
HB, Benbrisi; KOHTpOb
SIKOCTi NMiKapCbKOro
3acoby: MNdaiizep IpneHs
dapmaceyTumkanc,
IpnaHgis

BMPOGHMLTBA ADI, LLI0 BCTAHOB/EHI Y
crneundikalisx (LogasaHHA abo 3aMiHa
BMNPOGYyBaHHA 3a pe3ynbTaTamu
[ocnigpKeHb 3 6e3nekn abo AKOCTi) -
[ofasaHHA MOHITOPUHTY pH fo po3giny
3.2.S.2.2. Onnc BUpOGHMYOro npovecy Ta
oro koHTporto, fo PEGylation of B2036
Process Controls and Specifications
(Table 3.2.5.2.2-22).
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
253. | COMATYNIH PO34UH NS iH ek INCEH ®paHuia IMCEH ®APMA BIOTEK, PpaHuin/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/13432/01/01
AYTOXE/Nb 120 NPOSIOHrOBaHOro PAPMA PpaHuis Benbris mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuenmom

Mr

BUBINbHEHHS, 120 Mr
/wnpwy; no 1
nonepeaHLo
HanoBHEHOMY
Lnpuuy gns
0HOPa30BOro
BWKOPUCTaHHS
MicTkicTio 0,5 mn 3
aBTOMaTW4HOIO
3aXMCHOHO
cucTemoto, 1 rosikoto
(1,2x20 mm) B
3aXMCHOMY
KOBMauky, y
6araToLlapoBoMy
nakeTuky B
KapTOHHI KOpo6Li

ramMma-BUNPOMIHIOBaHHS:
IMCEH ®APMA BIOTEK,
PpaHuis
abo
CTEPIOXEHIKC
BENbLIA CA (P/IEPYC),
Benbris

[oToBWMI NikapCbknii 3aci6. KOHTponb
rOTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
BHeceHHS He3Ha4HVX 3MiH, LL06 OHOBUTU
CTaHAapTHY NiAroToBKy fo Onucy
npoueaypy BunpobyBaHHs 4519 TECTY Ha
PO34MHEHHS in vitro (Anapar 4, sk
onucaHo B po3aini 2.9.3 dapmaxonei €C).
3miHu | TMNY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX Mex
roTOBOro Nikapcbkoro 3acoby (BUIy4YeHHs
He3Ha4yHOro nokasHuka (Hanpukiag,
3acTapifioro nokasHuka, Takoro sk 3anax
Ta cmak, abo igeHTudikalis 6apBHUKIB Un
CMakoBUX [06aBOK)) - BuganeHHs 3i
cneuudikauii 13 TecTy Ha PO34YMHEHHS in
Vitro, BUKOHaHOTO 3a MeTo0M Basket
(Anapar 1, siK onucaHo B po3aini 2.9.3
dapmakonei €C). 3MiHn | TURY - 3MiHN 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
nikapcbkoro 3acoby (BUTyYeHHSA MeToay
BUNPOOYBaHHS, AKLLO BXE 3aTBepKEHWI
anbTepHaTUBHWI MeTOA) - BuganeHnHs 3
MeTogis KoHTponto /13 TecTy Ha
PO3YMHEHHS N Vitro - BUKOHYETLCA 3a
MeTogom Basket , BHacnigok 4oro
oHoBunacsa Cneuudikauia MN3 tay
npumiTkax go cneuudikawii BUIy4eHo
NPUMITKY «a)» LLO0A0 HasABHOCTI 2X
npoueayp in vitro, Hapasi nig NPUMITKOK
«¥» 3HAX0ANTLCS iH(hopMaLlisl LLOAO TecTy
«CTepusnbHICTb», TOMY LLIO B TECTi
«CTEpPUSIBbHICTE» 3HaK NMPUMITKU «*»
3MiHEHO Ha «a)». 3MiHu | TUny - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3ac00y (3BY)XEHHS JONYCTUMUX MEX) -
3BY)KEHHS1 0NYCTUMUX MEX NOKa3HUKa
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

«CepefiHE BBEfileHe J03yBaHHs
naHpeoTuay» B cneyudikauii M3 sk ans
BUMYCKY, TaK i A1A TEPMiHY NpUAATHOCTI y

BIANOBIAOCTI 3 3aTBEPKEHNMM BiNbLL
XXOPCTKMMU BUMOramu cneuudpikauivi M3,
3apeecTpoBaHux B flaHii, ABcTpiii Ta
MonbLyj, BUKOHYETHCA Y BiANOBIAHOCTI JO
mMeToAy NPOTOYHMX KNiTUH (AnapaT 4, Ak
onucaHo B rnasi 2.9.3 ®apmakonei €C).
3arsepaxeHo: [ina gosysaHHs 60 mr: Mpu
Bblnycke (Teopetnyecku +5%) 57.0-63.0,
Cpok rogHocTun (TeopeTuyeckun +5%) 54.0-
66.0. Ana posysaHHA 90 mr: [Npu BbiNycke
(TeopeTnyeckun +5%) 85.5-94.5, Cpok
rogHocTy (TeopeTunyeckn +5%) 81.0-99.0.
[ns posysaHHA 120 mr: Mpu Bbinycke
(TeopeTnyeckmn +5%) 114.0-126.0, Cpok
rogHocTu (Teopetuyeckn +5%) 108.0-
132.0. 3anponoHoBaHo: 1A [03yBaHHSA

60 mr: Ha Bunyck Ta Ha TepMiH
npugaTHocTi (TeopeTnyHo +5%) 57.0-63.0.

[ns posysaHHA 90 Mmr: Ha Bunyck 1a Ha
TEPMiH NpuAaTHOCTI (TeopeTuyeckn +5%)
85.5-94.5. ina posysaHHa 120 mr: Ha
BMMYCK Ta HA TEPMIH NPUAATHOCTI
(TeopeTnyeckun +5%) 114.0-126.0. 3MiHu |
™My - 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkuii
3aci6. KoHTposb roToBOro NMikapcbkoro
3acoby. 3miHa napameTpiB cneyudikadlii
Ta/abo fonyCTUMUX MEX roTOBOro
nNiKapcbKoro 3acoby (3BY>KEHHS

[0MYyCTUMUX MEX) - 3BYXEHHS
[OMYCTUMUX MEX TECTY Ha PO3UYMHEHHS in
vitro B cneuudikauii /13 sk gns BUMYCKy,

Tak i Ana TepmiHy npuaaTHocTi y
BIANOBIAOCTI 3 3aTBEPKEHNMM BiNbLL
XXOPCTKMMU BUMOramu cneuudpikauii N3,
3apeecTpoBaHux B IpnaHaii Ta HimevunHi,
BMKOHYETbLCS Y BIAMNOBIAHOCTI 4O MeToAy
NPOTOYHMX KNITUH (Anapart 4, siK onncaHo
B rnasi 2.9.3 dapmakonei €C). 3MiHu |
TMNYy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
OinbHuUUi onsa A®l, NpoMiXXHOro NPoayKTy
ab60 roToBOro Nikapcbkoro 3acooby,
AiNbHULI NS NPOBEAEHHSA NaKyBaHHS,
BMPOOHWMKa, BifNOBiAa/IbHOTO 3a BUMYCK
cepiid, MicLe NPoBELEHHSI KOHTPO/HO cepii)
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

ab0o nocrtavanbHVKa BUXIGHOTO Matepiany,
peareHTy abo AOMNOMIKHOT pe4YoBUHN
(AKLL0 3a3HAYEHO Y A0CbE) - BunyyeHHs
AinbHuui CtepupxeHike ITania CrA,
ITanisa, BignoBifanbHOI 3a raMMa-
BVNPOMIHIOBaHHSA. BUpO6HUK, L0
3aUIMLLMBCS, BUKOHYE Ti XX cami qyHKLUii Lo
i BUNy4YeHuiA. 3miHn | Tuny - 3miHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BKKOYAtOUM Ajianas3oH po3Mmipy cepir)
rOTOBOrO JiKapCbKOro 3acoby (36ibLUEHHS
80 10 pasiB NOPIBHSHO i3 3aTBEPKEHUM
po3mipom) (415 fo3ysaHb 90 mr i 120 wmr).
[i1BopasoBe 36i/1bLUEHHS MaKCUMasTbHOT
KIMIbKOCTI LLINPULIB, WO BUMYyCKalTbCS A1
ComatyniH Aytorenb 90 Mr i Tpupasose
36iNbLUEHHS MAKCUMaSIbHOI KiNlbKOCTI
LUMPWLB, LLIO BANYCKAOTLCA ANS
ComatyniH Aytorenb 120 mr. 3MiHm | Tuny
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA
npv BUPOGHULITBI FOTOBOTO NiKaPCbKOro
3ac06y (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) (4158 fo3yBaHb 90 mr i 120
Mr). 36iMbLUEHHS Yacy BUTPUMKM ANs
36epiraHHa bulk npenapaty nepeg
HanNOBHEHHAM B LUNpWL, Bif, 6 AHIB A0 8
[OHIB Npu BUrotoBrieHHi ComaTyniH
Aytorenb 90wmr i 120 mr

254,

COMATYNIH
AYTOXE/Nb 60 MI'

PO34UH NS iH ek
NpPOJIOHrOBaHOro
BUBI/IbHEHHSA, 60
Mr /wnpuy; no 1
nonepeaHL0
HanoBHEHOMY
wnpuuy Ans
01HOPa30BOro
BVIKOPUCTAHHS
MicTkicTio 0,5 mn 3
aBTOMAaTWNYHOK
3aXMCHOO
cnCTeMOto, 1 rosikoo
(1,2x20 mm) B
3axXUCHOMY

INCEH
SAPMA

®paHuia

INCEH ®APMA BIOTEK,

PpaHuis

ramMmma-BUMNpPOMIHIOBaHHS:
INCEH ®APMA BIOTEK,

PpaHuin
abo
CTEPIIXXEHIKC

BENbIA CA (P/IEPYC),

Benbris

dpaHuis/
Benbris

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBWI Nnikapcbkumit 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNPobyBaHHA rOTOBOTO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX MeToAax BUNPOGYBaHHS) -
BHeceHHS He3HauHVX 3MiH, 106 OHOBUTK
CTaHAapTHY MigrotoBky Ao Onucy
npoueaypu BUNnpobyBaHHA 4518 TeCTy Ha
pPO34MHEHHS in vitro (Anapar 4, sk
onucaHo B po3aini 2.9.3 dapmakonei €C).
3miHu | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3mMiHa napameTpis

3a
peyenmom

UA/13432/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
KOBNauky, y cneuudikaLin Ta/abo fonycTMMNX Mex
6araToLlapoBomy rOTOBOTO JIKAPCbKOro 3acoby (BUTyYEeHHS
nakeTuky B

KapTOHHI KopooLi

He3HayHOro nokasHuka (Hanpvknag,
3acTapifioro nokasHuka, Takoro sk 3anax
Ta cmak, abo igeHTudikalis 6apBHUKIB Un
CMakoBUX [06aBOK)) - BuganeHHs 3i
cneuudikauii 13 TecTy Ha PO34YMHEHHS in
Vitro, BUKOHaHOTO 3a MeTo0M Basket
(Anapar 1, siK onucaHo B po3aini 2.9.3
dapmakonei €C). 3MiHn | TURY - 3MiHN 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (BUTyYeHHSA MeToay
BUNPOOYBaHHS, AIKLLO BXE 3aTBepKEHWIA
anbTepHaTUBHWI MeTOA) - BuganeHnHs 3
MeTogis KoHTponto /13 TecTy Ha
PO3YMHEHHS N Vitro - BUKOHYETLCA 3a
MeToaom Basket , BHacnigok 4oro
oHoBunacsa Cneuudikauia M3 tay
npumiTkax go cneuudikawii BUIy4eHo
NPUMITKY «a)» LLO0A0 HasABHOCTI 2X
npoueayp in vitro, Hapasi nig NPYMITKOK
«¥» 3HAX0ANTLCS iH(hopMaLlisl LLOAO TecTy
«CTepusnbHICTb», TOMY LLIO B TECTi
«CTEpPUSIBbHICTE» 3HaK NMPUMITKA «*»
3MiHEHO Ha «a)». 3MiHu | TUny - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX r0TOBOrO NiKapCbKOro
3ac00y (3BY)XEHHS JONYCTUMUX MEX) -
3BY)XEHHS ONYCTUMUX MEX NOKa3HUKa
«CepefiHE BBEfileHe [03yBaHHs
naHpeoTuay» B cneyudikauii M3 sk ans
BUMYCKY, TaK i 418 TEPMiHY NpUAATHOCTI y
BIANOBIAOCTI 3 3aTBEPKEHNMM BiNbLL
XXOPCTKMMU BUMOramu cneuudpikauivi MN3,
3apeecTpoBaHux B flaHii, ABcTpiii Ta
MonbLyj, BUKOHYETHCA Y BiANOBIAHOCTI JO
mMeToAy NPOTOYHMX KNiTUH (AnapaT 4, Ak
onucaHo B rnasi 2.9.3 ®apmakonei €C).
3arsepakeHo: [na gosysaHHs 60 mr: Mpu
Bblnycke (Teopetnyecku +5%) 57.0-63.0,
Cpok rogHocTun (TeopeTuyeckun +5%) 54.0-
66.0. Ana posysaHHA 90 mr: [Npu BbiNycke
(TeopeTnyeckun +5%) 85.5-94.5, Cpok
rogHocTy (TeopeTnyeckn +5%) 81.0-99.0.
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

[ns posysaHHA 120 mr: Mpu Bbinycke
(TeopeTnyeckmn +5%) 114.0-126.0, Cpok
rogHocTu (Teopetuyeckn +5%) 108.0-
132.0. 3anponoHoBaHo: 1A [03yBaHHSA
60 mr: Ha Bunyck Ta Ha TepMiH
npugaTHocTi (TeopeTnyHo +5%) 57.0-63.0.
[na posysBaHHA 90 Mr: Ha Bunyck 1a Ha
TEPMiH NpuAaTHOCTI (TeopeTuyeckn +5%)
85.5-94.5. ina posysaHHa 120 mr: Ha
BMMYCK Ta HA TEPMIH NPUAATHOCTI
(TeopeTnyeckun +5%) 114.0-126.0. 3MiHun |
T™Mny - 3MiHW 3 IKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KoHTpo b roToBOro NMikapcbKoro
3aco6y. 3miHa napameTpiB cneyudikadlii
Ta/abo fonyCTUMUX MEX roTOBOro
nNiKapcbKoro 3acoby (3BY>KEHHS
[0MYyCTUMUX MEX) - 3BYXEHHS
[OMYCTUMUX MEX TECTY Ha PO3UYMHEHHS in
vitro B cneuudikauii /13 Ak gns BUMycCKy,
Tak i Ana TepmiHy npuaaTHocTi y
BIZANOBIAOCTI 3 3aTBEPKEHNMM BiNbLL
XXOPCTKMMU BUMOramu cneuudikauivi N3,
3apeecTpoBaHux B IpnaHaii Ta HimevuuHi,
BMKOHYETbLCS Y BIAMNOBIAHOCTI 4O MeToAy
NPOTOYHUX KNITUH (Anapart 4, siK onncaHo
B rnasi 2.9.3 dapmakonei €C). 3MiHu |
TMNY - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
OinbHuUUi onsa A®l, NpoMiXXHOro NPoayKTy
ab0 roToBOro Nikapcbkoro 3acooby,
AiNbHULI NS NPOBELEHHSA NaKyBaHHS,
BMPOOHWMKa, BifNOBiAa/IbHOTO 3a BUMYCK
cepiid, MicLe NPoBeLEHHSI KOHTPOO cepil)
ab0o nocravanbHVKa BUXIGHOTO Marepiany,
peareHTy abo AOMNOMIKHOT pe4YoBUHN
(AKLL0 3a3HAYEHO Y [0CbE) - BunyyeHHs
AinbHuui CtepupxeHike ITania CrA,
ITanisa, BignoBifa/bHOI 3a raMMa-
BVNPOMIHIOBaHHSA. BUPOGHUK, L0
3aUIMLLMBCS, BUKOHYE Ti XX cami yHKLUIi Lo
i BUNYYEHUIA.

255.

COMATYNIH
AYTOXE/b 90 MI'

PO34MH NS iH ek
NPOJIOHrOBaHOro
BUBINIbHEHHSA, 90
Mr /wnpuu; no 1

INCEH
PAPMA

®paHuisa

IMCEH ®APMA BIOTEK,
®paHuisa
ramMMa-BUMPOMIHIOBaHHS:
IMCEH ®APMA BIOTEK,

PpaHuis/
Benbris

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWiA Nnikapcbkuii 3aci6. KoHTpob
roTOBOro NikapCbKoro 3acoby. 3miHa y

nornepegHL0 dpaHuis MeTogax BUNpobyBaHHA rOTOBOTO
HarnoBHEHOMY a6bo NiKapcbKoro 3acoby (He3HayHa 3MiHa y
wnpuuy ans CTEPIOXXEHIKC 3aTBEPAKEHNX MeToAax BUNpobyBaHHs) -

3a
peyerimom

UA/13432/01/03
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
0iHOPa30BOro BENLIA CA (P/IEPYC), BHeCeHHs He3HAYHNX 3MiH, 06 OHOBUTK
BUKOPUCTaHHS Benbris CTaHAapTHY NiAroToBKy A0 Onucy
MmicTkicTio 0,5 mn 3 npoueaypv BUNpo6yBaHHsA AN TeCTy Ha
aBTOMaTWN4HO PO34mnHeHHs in vitro (Anapar 4, sk
3aX1CHOI onucaHo B po3gini 2.9.3 ®apmakonei €C).

cuctemoto, 1 ronkoto
(1,2x20 mm) B
3ax1CHOMY
KOBMauky, y
6araToLuapoBomy
nakeTuky B
KapTOHHiA KopooLyi

3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneyudikaliii Ta/abo fonycTuMmnx Mex
rOTOBOrO J1iKapCbkoro 3acoby (BUIy4eHHs
He3Ha4yHOro nokasHuka (Hanpukiag,
3aCTapinioro NokasHvika, Takoro K 3anax
Ta cmak, abo igeHTudikalis 6apBHUKIB Un
CMakKoBUX [06aBOK)) - BuaaneHHs 3i
cneundikavii F/13 TecTy Ha PO3YMHEHHS in
Vitro, BUKOHAHOTO 3a MeToAoM Basket
(Anapart 1, sik onucaHo B po3zini 2.9.3
dapmakonei €C). 3MiHn | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOrO
nNiKapcbKoro 3acoby (BUyYEHHS METOAY
BMNPOBYBaHHS, AKLLO BXe 3aTBepKeHWI
anbTepHaTUBHUIA MeToa) - BuganeHHs 3
MeTogis KoHnTponto 13 TecTy Ha
PO3YMHEHHS iN Vitro - BUKOHYETbCS 3a
meTofom Basket , BHacnifgok yoro
oHoBunacsa Cneumdikayis M3 Tay
npuMiTKax Ao cneuudikauii Buny4yeHo
NPUMITKY «@)» LL0A0 HasABHOCTI 2X
npoueayp in vitro, Hapasi nig NPUMITKOI
«¥» 3HAX0AUTLCA iHGopMAaLLia LLO0 TeCTy
«CTepunbHICTb», TOMY L0 B TECTI
«CTepUIbHICTb» 3HaK MPUMITKN «*»
3MIHEHO Ha «a)». 3MiHu | T1ny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0MYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3ac06y (3BY)XXEHHS JOMYCTUMUX MEX) -
3BY)XEHHSI ONYCTUMUX MEX NOKa3HUKa
«CepefiHe BBeeHe [03yBaHHsA
naHpeoTuay» B cneumdikauii MNN3 sk gna
BMNYCKY, TaK i 4719 TepMiHy npuaaTHOCTI y
BIAANOBIAOCTI 3 3aTBEPKEHNMM BiNbLL
XXOPCTKMMU BUMOramu cneuudpikauii N3,
3apeecTpoBaHux B [aHii, ABCTpiii Ta
MonbLLji, BUKOHYETLCSA Y BiANOBIAHOCTI f0
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

mMeToAy NPOTOYHMX KNITUH (AnapaT 4, Ak
onucaHo B rnasi 2.9.3 ®apmakonei €C).
3arsepakeHo: [na gosysaHHsa 60 mr: Mpu
BbIMyCKe (TeopeTnyeckn +5%) 57.0-63.0,
Cpok rogHocTu (TeopeTtudecku £5%) 54.0-
66.0. Ona gosysaHHA 90 mr: Mpu Bbinycke
(TeopeTnyeckm +5%) 85.5-94.5, Cpok
rogHocTy (TeopeTnyeckn +5%) 81.0-99.0.
[ns posysaHHA 120 mr: Mpu Bbinycke
(TeopeTtunyeckn +5%) 114.0-126.0, Cpok
rogHocTn (TeopeTtuyeckn £5%) 108.0-
132.0. 3anponoHoBaHo: 1A [03yBaHHA
60 mr: Ha Bunyck Ta Ha TepMiH
npuaaTHocTi (TeopeTuyHo +5%) 57.0-63.0.
[na posysaHHA 90 mr: Ha Bunyck 1a Ha
TEepMiH MpVAATHOCTI (TeopeTnyeckn +5%)
85.5-94.5. [ina po3ysaHHa 120 mr: Ha
BMMYCK Ta Ha TEPMIH NPUAATHOCTI
(TeopeTnyeckn +5%) 114.0-126.0. 3miHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikawii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NiKapCcbKoro 3acoby (3BY>EHHS
[OMYyCTUMUX MEX) - 3BYXEHHS
[OMYyCTUMUX MEX TECTY Ha PO3UYMHEHHS in
vitro B cneuudikauii 13 Ak gns BUMycky,
Tak i 45 TepMiHy NpuaaTHOCTI Y
Bi4NOBIAOCTI 3 3aTBEPIKEHUMN BiNbLL
XOPCTKMMK BUMOramm cneumdikauivi M3,
3apeecTpoBaHux B lpnangii Ta HimeuuuHi,
BMKOHYETbCS Y BIAMNOBIAHOCTI [0 MeTOAY
NPOTOYHUX KNITUH (Anapart 4, ik onncaHo
B rnasi 2.9.3 d®apmakonei €C). 3miHu |
TNy - AOMIHICTPaTUBHI 3MiHW. Buny4yeHHs
BMPOGHWYOI AiNnbHUL (BKIHOYAOUN
AinbHUUi Ana A®l, npomikHOro NpoayKTy
ab0 roToBOro Nikapcbkoro 3acooby,
AiNbHULI ANA NPpOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMNOBiAaSIbHOTO 3a BUMYCK
cepiid, MicLe NpoBeAEHHSI KOHTPOSHO cepil)
abo noctavasnibHVKa BUXIAHOTO matepiasny,
peareHTy abo 4OMOMIKHOT peYOBUHN
(AKL0 3a3HaYeHO Y A0CLE) - BunyyeHHs
AinbHuui Ctepupxerike ITania CrA,
ITanis, BiANOBi4a/IbHOI 32 raMMa-
BUMPOMIHIOBaHHSA. BUPOBHUK, LLLO
3aUIMLLMBCS, BUKOHYE Ti X cami OyHKLUIi Lo
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Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
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Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

i BUNy4eHuid. 3miHum | Tuny - 3miHK 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BKItOYAtOUM diana3oH po3mipy cepii)
rOTOBOrO JliKapCbKOro 3acoby (36ibLUEHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) (ans fo3ysaHb 90 mr i 120 mr).
[lBopasoBe 36i/bLUEHHA MaKCUMasIbHOI
KIMIbKOCTI LLINPULIB, WO BUMNYyCKalOTbCA AN
CowmartyniH Aytorenb 90 Mr i Tpupasose
36i/1bLIEHHA MaKCUMasbHOT KifIbKOCTi
LUMPULB, L0 BUNYCKAOTLCA ANS
CowmartyniH Aytoresnb 120 mr. 3miHm | Tvny
- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKuii
3aci6. 3MiHV Y BUPOOHULITBI. 3MiHN Y
npoLeci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIDXHWI NPOAYKT, LLIO 3aCTOCOBYETHLCS
npy BUPOBGHMLTBI FOTOBOTO /iKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) (AN1a fo3yBaHb 90 mr i 120
Mr). 36iMIbLUEHHS Yacy BUTPUMKMN AN
36epiraHHA bulk npenaparty nepeg
HanoOBHEHHAM B LUNPWL, Bif, 6 AHIB 40 8
[OHIB Npy BUrOTOBNEeHHI ComaTyniH
AyTtorenb 90mr i 120 mr

256.

COPBEHTOrE/Ib
BEBI

refls opanbHuii, 0,7
r/r no 50 r y Ty6i; no
1 Ty6i y KopobLi; no
5rabono10ry
cawe; no 20 cawe y
Kopobui; no5ry
cawe; no 20 cawey
Kopoo6Li

ToBapucTeo
3
06MEeXEHO
Bignosigaib
HicTI0
"®apmaueBT
nyHa hipma
"BepTekc"

Ykpaina

ToBapucTBO 3 0OMEXEHOI0
BiANOBiAA/IbHICTIO
"papmaueBTNYHa hipma
"BepTekc”
(BUPOBOHMLTBO 3 MPOAYKL,i
in bulk ToBapucTBa 3
06MEXEeHOI0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomMaHisa "30poB'a",
YKpaiHa)

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvka peecTpauiiHoro nocBig4YeHHs) -
3MiHa agpecy 3asBHMKa

6e3
peyenma

UA/15993/01/01

257.

CNA3ro

Tabnetkn, no 10
Tabnetok y 6nictepi;
no 1 a6o 10
6nicTepis y Kopobui

AHaHTa
Megikeap
nra.

Benvka
BputaHis

dnamiHro
PapmacbioTukanc J1Tg,.,
IHAjA

AHaHTa Megikeap flimites,
IHAjA

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBGHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI fi/TbHUL BUPOGHMLTBA A5
4acTUHK abo BCbOro BUPOOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoty
(ainbHUUSA, Ha AKi NPOBOAATLCSA BYyAb-AK
BUPOGHMYI CTagii, 38 BUHATKOM BUMYCKY
Ccepiii, KOHTPOHO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHs, AN

Ne 10 — 6e3
peyenma;
Ne 100 — 3a
peyenmom

He
nidnsieae

UA/4544/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

HeCTepWIbHUX JlikapCbknx 3acobiB).
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHULTBI.

3amiHa ab0 BBeAEHHS 404aTKOBOI
OiNbHULI BUPOBHMLTBA A1 YacTUHU abo
BCbOr0 BMPOGHWNYOTO NPOLECY roToBOro

nikapcbKkoro 3acoby (ginbHUUSA Ans
BTOPWHHOrO NakyBaHHS) - 3MiHW 3 AKOCTI.

[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Yy

BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA AN1A

4YacTUHM ab0 BCbOro BUPOBHMYOTO

npoLecy roToBoro Nikapcbkoro 3acoby
(BiNbHMLA AN NEPBUHHOMO NaKyBaHHS) -
BBE/lEHHS 40aTKOBOrO BUPOGHMKA
AHaHTa Megikeap flimites,
BiNoBigaIbHOro 3a BUPOBHULITBO,
NepBUHHE Ta BTOPUHHE NakKyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby. 3miHn
BHECEHO B iHCTPYKL,it0 415 MEANYHOIO
3acTocyBaHHSA NikapcbKoro 3acoby y
po3ainy "BupobHuk", "MicLe3HaxomKkeHHS
BMPOGHMKa Ta agpeca Mmicus
NpoBaKEHHS MOro AisNbHOCTI" -
BBEEHHS A0AATKOBOI BUPOOHNYOT
OiNbHULI Ta SIK HACMIAOK - 3aTBePAKEHHS
TEKCTY MapKyBaHHs ynakoBkv. BBeeHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHU Yy BUPOGHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHYKa, Lo BiAgnosigae 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
Bktoyaroum KOHTPOb/BUNPOGYBaHHSA
cepil - - BBejeHHA 104aTKOBOr0
BMPOBGHMKA rOTOBOrO NiKapCbKOro 3acoby,
BifJNOBIJa/IbHOTO 38 KOHTPO/Ib Ta BUMYCK
cepii - AHaHTa Megikeap Jflimiteq, IHAis.
3MiHN BHECEHO B IHCTPYKLiO ANs
MeAMYHOr0 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainu "BUpo6HuK",
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaKeHHs Moro
LifNbHOCTI" - BBEAEHHSA A,04aTKOBOI
BMPOGHWYOI fibHUL Ta SIK HACNIAOK -
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBEPKEHHSA TEKCTY MapKyBaHHS
ynakoBkun. BBefieHHS 3MiH NpoTAroMm 3-x
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK)
PeparysaHHA IHCTPYKUIT 418 MeanMYHOro
3acToCcyBaHHS Nikapcbkoro 3acoby 3a
po3ginamu "BUpoO6HUK" Ta
"Micue3HaxoMkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaKeHHs Moro
LisANbHOCTI" ANA MOXMBOCTI APYKYBaTU
IHCTPYKUi AN KOXXHOTO BUPOBHUKa /13
OKpemo. BeefieHHs 3MiH npoTArom 3
MicaLiB nicna 3aTBepiKeHHs. 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) OHOBIEHHS
TEKCTY MapKyBaHHS yNakoBK/ NikapCbKoro
3acoby, a came BuUyyeHo 3 n. 6 IHLWE
TEKCTY MapKyBaHHsI NEPBUHHOI YNaKkoBKY
iHbopmaLito Woao dhapmakonoriyHmx
BNacTMBOCTEN. BBEAEHHSA 3MiH NPOTAroM
3 MicALiB Nic/1A 3aTBEPAKEHHS.

258.

CTPEMTOLMA,

Tabnetku no 300 wmr,
no 10 TabneTtok y
cTpwvni; no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
nauuj

MNAT
"Tannudap
M

YKpaiHa

MAT "Tanuucapm",
Ykpaina; NMAT
"Kuismegnpenapar”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
[0NOMDKHMX peyvoBUH. 3MiHa napameTpis
crneundikayii Ta/abo JONyCTUMMX MEX
A5 AONOMDKHOT pe4YoBUHYM (iHLLi 3MiHW) -
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX
peyoBVH. 3MiHa y MeToAax BUNPOOyBaHHSA
[0MNOMDKHOT PeYOBMHM (iHLLI 3MiHU Y
mMeTodax BUNPo6yBaHHSA (BKIHOUYAKOUM
3amiHy abo gogasaHHs)) - MpuBeaeHHs
cneumdikavii i MeToAiB KOHTPOSI0
[OMNOMDKHMX peyvoBuH Hatpito
Kpockapmenosa Ta MeTunuentonosa ao
BUMOT MoHorpadii EP "Croscarmellose
sodium (09850)" Ta moHorpadii EP
"Methylcellulose (0345)".

3a
peyenmom

UA/7258/01/01

259.

CTPEC-TPAH

rpaHynn no 10 r
rpaHyn y neHani
nonimepHomy; rno 1
neHasy B navui 3
KapToHy abo no 5r
rpaHyn y KoHTeliHepi
3 [103yBaHHAM; no 2
KOHTeliHepu B navui

MpAT
«HauioHanb
Ha
[omeonartuny
Ha Cninka»

YKpaiHa

MpAT «HauioHanbHa

FomeonartnyHa Cninka»

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX fiaHnx npo cuctemy
dhapmMakoHarnsgy, 3MiHa yrnoBHOBaXEHOT

6e3
peyenmy

UA/3829/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3 KapTOHY 0cobw, BignoBigaibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
hapMakoHarnagy 3asBHuUka ans
3[jiCHEeHHs1 hapmakoHarisay B YKpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI
0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKIoyaum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnagy) -
3MiHa ynoBHOBaXKeHOi 0COOM 3asBHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsg.
[itoya pepakuis: TkayeHko TeTaHa
MeTpiBHa. MponoHoBaHa pepakuis: Enb
Kasinb Hatanisa FOpiiBHa.
260. | TEBOKAH TabneTku, BKpUTI [Op. Binbmap Himeuunna | [Op. Binbmap LLUBabe M16X HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiHnX 6e3 UA/14890/01/01
nniBKOBOIO LLisabe i Ko. KI' marepianis: 3miHu | Tuny - 3mMiHK Woao peyenma
060/10HKOM0, Mo 120 v6X i Ko. 6e3nekun/edekTBHOCTI Ta
Mr; no 20 TabneTok Kl hapmakoHarnagy (iHwi 3mMiHn) - 3MiHn
y 6nictepi; no 1, 2 BHeceHo y n. 17. IHLWE TekcTy
abo 3 6nictepu B MapKyBaHHS BTOPVHHOI yNakoBKu
KapTOHHI KOpo6Lii NiKapCbKOro 3acoby L0A0 BUTYYEHHS
noroTtuny Ta iHdopmadii npo
EKCK/03VMBHOT0 NpeAcTaBHMKa.
261. | TUFANAHT TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLUTBO "in bulk", CnoBeHis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/20338/01/01
N1iBKOBOO HoBo mecTo nepBUHHE Ta BTOPUHHE maTepianis: BUNPaBIEHHA TEXHIYHUX peyenmom

060/10HKO10, No 90
mr; no 14 TabneTok
y 6nicTepi, no 4
6nictepu B
KapTOHHI KOpo6Lii

nakyBaHHS, KOHTPO b
cepii Ta BUMNYCK cepii:
KPKA, a.4a., HoBo mecTo,
CnoseHis;
KOHTPOb cepii (di3nuHi Ta
XiMiYHi meToamM
KOHTpont): HN30X
(HauioHanbHi
naboparopis 3a 3gpas'e,
OKOJIE iH XpaHo),
CnoBeHis;
KOHTPO/b cepil (i3nyHi Ta
XiMiYHi meToau
KOHTpOt0): Kemiicbki
iHCTUTYT, LleHTp 3a
Banigavilicke TEXHOMOXIE
iH ananituko (LUBTA),
C/0BeHiIfA; KOHTPO/Ib cepii
(thiznuHi Ta XimiuHi meToam
KOHTpON): JlabeHa 4.0.0.,
C/0BeHif; KOHTPO/Ib cepii
(thiznuHi Ta XimiuHi meToam
KOHTpO/t0): Keminab

NOMMOK 3rigHo N.2.4. po3ainy VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne 426 (y
pepakuii Hakady MO3 YkpaiHu Big
23.07.2015 p Ne 460), sika 6yna gonyLieHa
npu peectpadii (Hakaza MO3 YkpaiHuu Big
15.01.2024 p Ne 76) B MKA 'y
cneumdikalii TepMiHy NpuaaTHoOCTI B
NPUMITL LLIOAO NOKasHMKa
«MikpobionoriyHa sKicTb» 6yna gonyLeHa
nomuska nig yac nepeknagy, a came:
nponyLieHa iHhopmMaList Npo BUKOHAHHS
TeCTy HanpuKiHUi BUNpobyBaHHs
cTabifIbHOCTI.
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
0.0.0., CnoBeHisi
262. | TIBAPTIH-H PO34unH ANs iHdy3il, TOB Ykpaina Bunyck cepii: TOB Ykpaina/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19033/01/01
42 mr/mn no 100 mn «®APMACE «®APMACE/1», YkpaiHa; pevjs marepianis: 3miHu | TNy - 3MiHM 3 AKOCTI. peyenmom
abo no 200 mny N» HeposdacosaHuii [oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
chnakoHi, no 1 NpoAYKT, NepBUHHA roTOBOrO Nikapcbkoro 3acoby. 3miHa
donakoHy y nauuj 3 ynaKkoBKa, BTOPUHHA napameTpis cneundikauiii Ta/abo
KapToHy; no 100 mn ynaKkoBKa, KOHTPO/b: [OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
abo no 200 mny BIOCEP C.A. 3aco6y (iHWi 3MiHK). BHeceHHs 3MiH g0
dnakoHi, no 10 MAPEHTEPA/ cneuudpikauii 13, a came npuBeAeHHA
donakoHiB y kopobui CONMOWHC IHBACTPI, HOPMYBaHHS! 3a MOKa3HWKOM «MexaHiuHi
Ipeuis BKJ/IIOYEHHS» 10 BUMOT 3arasibHOi CTaTTi
LY, 9K HacNifOoK BHECEHHSA 3MiH 40
METOAiB KOHTPOJIt0 AKOCTI
263. | TOBPALEKC® Masb 04Ha; Mo 3,51 Hosapric LBeliLapis ANKOH KyBpbop Benebris BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/2448/02/01
y Ty6i; no 1 1y6i y dapma Al marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom

KOpO6LLi 3 KAPTOHY

CepTudpikat BignosigHocTi/l'E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHOBNEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiicbkili
thapmakonei: ana A®l; ons BUxigHoro
MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepXeHoro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiicbkili
chapmakonei Ne R1-CEP 1997-046 - Rev
06 ans A®l TobpamiumHy Bif BXe
3aTBEpPAKEHOro BUpo6HMKa Teva
Pharmaceutical Works Private Limited
Company. 3MiHu | TUNY - 3MiHM 3 AKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MmoHorpadii. NMogaHHs HOBOroO
ab0 OHOB/EHOTO cepTudlikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI API; NSt AONOMIKXHOT
peyoBuHM (cepTuddikar BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHWIA
cepTudikat Bif y)e 3aTBep)KEHOro
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
hapmakonei Ne R1-CEP 1997-046 - Rev

05 (3atBepmxeHo: R1-CEP 1997-046 -
Rev 04) pnsa A®| TobpaMiumHy Bif BXe
3aTBEpPAXEHOro BUpobHrKa Teva
Pharmaceutical Works Private Limited
Company

264.

TOMPA3

NMOpOLLOK AN
pO3uUnHyY ANs

iH eKuiiA, 40 mr; no 1
nakoHy y
KapTOHHI KopooLli

Aypo6iHao
®apma /114

IHais

Aypo6iHgo ®apma Jlimiteq,

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHst abo 3miHu
[0 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBa)XKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapMakoHarnaay (BkNYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg B
YkpaiHi.

Litoua pepakuis: CamoiineHko Aptem
Masnosuy. MNMponoHoBaHa pegakLis:
CaByeHko AmnTpo CepriioBuy. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
hapmakoHarnsg B Ykpaiti. 3miHa
MiCLie3HaxX0MKeHHs1 MacTep-ghaiina
cuctemu chapmakoHarnagy Ta rioro
Homepa.

3a
peyerimom

UA/16735/02/01

265.

TPAHAAP

PO3YUH N5t iH'EKLN,
100 mr/mn, no 5 mn
B amnyni, no 4
amnynu y énicrepi,
no 1 6nictepy B
KapTOHHI KopooLli

AAP ®apma
®3-/11C

O6'efHaHi
ApabCbki
Emipatu

MaHkaliHg ®apma flimites,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT 41
MeJUYHOr0o 3aCTOCYBaHHS
reHepnyHnX/ribpuaHnx/6ionogibHmNx
Nikapcbkyx 3acobiB Micns BHECEHHN Tiel
camoi 3MiHM Ha pedhepeHTHWI npenapat
(3MiHa He nNoTpebye HagaHHA XOAHWX

3a
peyenmom

He
nidnsieae

UA/18866/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

HOBWX AOAATKOBMX AaHMX) 3MiHVW BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3ginu "dapmMakosoriyHi BNacTuBoCTi",
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar” 3rigHo 3 iHdhopmadieto
LLOA0 MEAUYHOTO 3aCTOCYBaHHS
pedyepeHTHOro /likapcbKoro 3acoby
(Cyklokapron® 100 mg/ml solution for
injection)

266.

YrPECON

nocbiioH 10 % no 30
My donakoHi, no 1
hnakoHy B
KapTOHHI KOpo6Lii

dapmacaiiH
C IHK.

KaHapa

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) - 3MiHn
BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(NyHKT 6) Ta BTOPUHHOI (NyHKTU 8, 17)
yMakoBOK NMikapcbKoro 3acoby. TepMiH
BBE/EHHS 3MiH - NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS

Ges
peyenma

UA/8219/01/01

267.

YrPUH®

HacTolika, no 100
My do1akoHi abo y
6aHLi; no 1 dpnakoHy
abo no 1 6aHujy
nauui 3 KapToHy

NPAT
"XIMOAPM3
ABO/
"YEPBOHA
3IPKA"

Ykpaina

MPAT "XIMGAPM3ABO/[,
"UEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3MiHu | TUny -
AOMIHICTPaTBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvka peecTpauiiiHoro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS 3asBHMKA Ta 3MiHU Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiiHoro NocBig4eHHs1). 3miHu |
TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micusa
NPoBaKEHHS Ai/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [iTbHAL
BUMYyCKy cepii abo micLie npoBeAeHHs
KOHTPO/O SIKOCTI. (AIS/IbHICTb, 3a Ky
BiAgnoBigae BUpo6HuK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHs BUpO6HUKa /13 Ta 3MiHn y
HanuncaHHi agpecu BMpoGHuKa M13. 3miHn
BHECEHO Y po3Ai/in "Bupo6HuK" Ta
"Micue3Haxo4XeHH BUPOOHUKa Ta
ajpeca Micusi NPoBaKEHHS 110r0
LiSNIbHOCTI" B IHCTPYKLiO 418 MeAUYHOro
3aCTOCYBaHHSA Ta SIK HACMifoK - Y TEKCT
MapKyBaHHS yMakoBKU iKapCbKOro
3acoby. BBegeHHs 3MiH NpoTArom 6-1m
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta

6e3
peyenma

nidnsieae

UA/8220/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
hapmakoHarnsagy (iHwi 3miHn). 3miHun
BHECEHO Y TEKCT MapKyBaHHSI BTOPUHHOT
ynakoBku Nikapcbkoro 3acoby (n. 17.
IHLLE).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs
268. | YKPNIB® Tabnetkv no 500 wmr, TOB YkpaiHa BVMPOGHWLTBO, MEPBUHHE YkpaiHa/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a He UA/11750/01/02
no 10 Tabnetok y "TNEQPAP nakyBaHHs1, BTOPUHHE IHAis mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuenmom | niosnsizae
6nicTepi; no 3 abo M naTa" nakyBaHHSs, KOHTPO/Tb [oTOBWI NikapcbkWii 3aci6. 3MiHN Y

no 10 6nicTepiB y
KapTOHHI ynakoBLi

AKOCTI, BUNYCK cepil
abo
BTOPUHHE NakyBaHHs,
KOHTPO/b AKOCTI, BUNYCK
cepii 3 npoaykuii in bulk:
TOB "KYCYM ®APM",
YKpaiHa;
abo
BVMPOGHULTBO, MEPBUHHE
nakyBaHHs1, BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI, BUNYCK cepil
abo
BMPOBHULTBO NPOAYKLT in
bulk:
KYCYM XENTXKEP NBT
NTA, IHajs;

abo
BTOPUHHE MakyBaHHS,
KOHTPO/Ib SIKOCTI, BUNYCK
cepii 3 npoaykuii in bulk:
TOB "TNIEA®PAPM NTA",
YkpaiHa

BMPOGHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
YaCTUHM ab0 BCbOr0 BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHULA 0N BTOPUHHOTO NakyBaHHSA) -
BBE/IEHHS a/lbTEPHATVBHOIO BUPOOHMKa
TOB «MTEAPAPM NTA», YkpaiHa,
BiZJNOBI4A1bHOMO 32 BTOPUHHE NaKyBaHHS
3 npoayku,ii in bulk, BurotoBneHoi
BMpo6HMKOM KYCYM XENTXKEP MBT
NTA B IHAIT 3 MeTO0 36i/bLUEHHS 06'EMIB
BVMPOGHMLTBA NPOAYKLi Y 3B'A3KY 3
piLLEHHAM KepiBHULTBA KOMNaHii. 3MiHu
BHECEHO B iHCTPYKL,it0 A1 MEANYHOIO
3acToCyBaHHSA NikapCcbKoro 3acoby y
po3ainu "BupobHuk”, "MicLe3HaxomKeHHS
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS Or0 Ais/IbHOCTI" 3
BiANOBIAHMMUN 3MiHAMU B TEKCTI
MapKyBaHHS yNnakoBoK. BBegeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/TIO
AIKOCTi FOTOBOrO NikapCbKOro 3acoby
(3amiHa abo fofaBaHHSA BUPOGHMKA, L0
BiANOBIAA€E 3a BBE3EHHS Ta/abo BMMycK
cepii) - Bkntovaroum
KOHTPO/b/BUNPOBYBaHHSA cepii - BBEAEHHS
[opartkoBoro BupobHuka TOB
«FNEQPAPM NTLO», YKpaiHa,
BiANOBIAA/IbHOrO 3a KOHTPO/Ib AKOCTI Ta
BMMYCK cepii 3 npoaykuii in bulk 3 meToto
36i/1bLLEHHS 06'EMIB BUPOOHULITBA
NPOAYKLUIT y 3B'I3KY 3 PiLLEHHSAM
KepiBHMLTBA KOMMaHii. 3MiHN BHECEHO B
IHCTPYKLO AN5 MeANYHOrO 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainv "Bupo6Huk",
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
"Micue3HaxomkeHHs! BUPO6HMKa Ta
afpeca MicLs NpPoBafpKeHHs Moro
AifnbHOCTI" 3 BIANOBIAHUMY 3MiHAMVY B
TEKCTi MapKyBaHHS YNakoBOK. BBefeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
269. | YKPNIB® Tabnetku, no 250 TOB YkpaiHa BVMPOGHWLTBO, MEPBUHHE YkpaiHa/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a He UA/11750/01/01
mr, no 10 TabneTok "TNEQPAP nakyBaHHs1, BTOPUHHE IHAis mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuenmom | niosnsizae
y 6nicTepi; no 3 abo M naTa” nakyBaHHs1, KOHTPO/1b [oToBMiA nikapcbknii 3aci6. 3MiHM Yy

no 10 6nicTepiB y
KapTOHHI ynakoBLi

AKOCTI, BUNYCK cepil
abo
BTOPUHHE NakyBaHHs,
KOHTPO/b AKOCTI, BUNYCK
cepii 3 npoaykuii in bulk:
TOB "KYCYM ®APM",
Ykpaina
abo
BVMPOGHULTBO, MEPBUHHE
nakyBaHHs1, BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI, BUNYCK cepil
abo
BMPOBHULTBO NPOAYKLT in
bulk:
KYCYM XENTXKEP NBT
NTA, IHajs;

abo
BTOPUHHE MakyBaHHS,
KOHTPO/Ib SIKOCTI, BUNYCK
cepii 3 npoaykuii in bulk:
TOB "TNIEA®PAPM NTA",
YkpaiHa

BMPOGHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
YaCTUHM ab0 BCbOr0 BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHULA 0N BTOPUHHOTO NakyBaHHSA) -
BBE/IEHHS a/lbTEPHATVBHOIO BUPOOHMKa
TOB «MTEAPAPM NTA», YkpaiHa,
BiZJNOBI4A1bHOMO 32 BTOPUHHE NaKyBaHHS
3 npoayku,ii in bulk, BurotoBneHoi
BMpo6HMKOM KYCYM XENTXKEP MBT
NTA B IHAIT 3 MeTO0 36i/bLUEHHS 06'EMIB
BVMPOGHMLTBA NPOAYKLi Y 3B'A3KY 3
piLLEHHAM KepiBHULTBA KOMNaHii. 3MiHu
BHECEHO B iHCTPYKL,it0 A1 MEANYHOIO
3acToCyBaHHSA NikapCcbKoro 3acoby y
po3ainu "BupobHuk”, "MicLe3HaxomKeHHS
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS Or0 Ais/IbHOCTI" 3
BiANOBIAHMMUN 3MiHAMU B TEKCTI
MapKyBaHHS yNnakoBoK. BBegeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/TIO
AIKOCTi FOTOBOrO NikapCbKOro 3acoby
(3amiHa abo fofaBaHHSA BUPOGHMKA, L0
BiANOBIAA€E 3a BBE3EHHS Ta/abo BMMycK
cepii) - Bkntovaroum
KOHTPO/b/BUNPOBYBaHHSA cepii - BBEAEHHS
[opartkoBoro BupobHuka TOB
«FNEQPAPM NTLO», YKpaiHa,
BiANOBIAA/IbHOrO 3a KOHTPO/Ib AKOCTI Ta
BMMycK cepii 3 npogykuii in bulk. 3miHn
BHECEHO B iHCTPYKL,it0 415 MEANYHOIO
3acToCyBaHHSA NikapCcbKoro 3acoby y
po3ainu "BupobHuk”, "MicLe3HaxomKeHHS
BMPOGHMKa Ta agpeca Micus
NPOBaPKEHHS Or0 Ais/IbHOCTI" 3
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHs1 yrnakoBoK. BBeeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPIKEHHS

270.

YKPNIB®

Tabnetkv no 500 wmr,
in bulk: Ne 3510
(10x351): no 10
Tabnetok y 6nictepi;
no 351 6nictepy y
KapTOHHI KopooLli

TOB
"TNEAGAP
M nTA"

YKpaiHa

nTh

KYCYM XENTXKEP MNBT

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOBHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA A5
4acTuHK abo BCbOro BUPOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoty
(AinbHULA ANA BTOPUHHOIO NakyBaHHS) -
BBEJIEHHA a/lbTepHaTMBHOrO BUPOGHNMKa
TOB «MTIEAPAPM NTA», YkpaiHa,
BiANOBIA&/IbHOIO 3a BTOPUHHE NaKyBaHHS
3 npoaykuii in bulk, BrotoBneHoi
BUpo6HMKOM KYCYM XENTXKEP MBT
NTA B IHAIT 3 MeTO 36i/bLUEHHS 06'EMIB
BVMPOGHMLTBA NPOAYKLIi Y 3B'A3KY 3
PiLLIEHHAM KepiBHULITBA KOMMaHii.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
3 KOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMNYCKY cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo fofaBaHHsA
BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkntovaroum
KOHTPO/b/BUNPOBYBaHHSA cepii - BBEAEHHS
[opartkoBoro BupobHuka TOB
«FNEQPAPM NTLO», YKpaiHa,
BiANOBIAA/IbHOrO 3a KOHTPO/Ib AKOCTI Ta
BMMYCK cepii 3 npoaykuii in bulk 3 meToto
36i/1bLUEHHS 06'EMIB BUPOOHULITBA
NPOAYKLUIT y 3B'I3KY 3 PiLLEHHSAM
KepiBHMLTBa KOMNaHii. BBeeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.

UA/20454/01/02

271.

YKPNIB®

Tabnetku, no 250
mr, in bulk: Ne4860
(10x486): no 10
TabneTok y 6nictepi;
no 486 6nictepiB y
KapTOHHI KOpo6Lii

TOB
“TNEADAP
M ATA"

YKpaiHa

nTh

KYCYM XENTXKEP MNBT

IHAjs

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHK Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBGHULITBA A5
YacTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHULA 0N BTOPUHHOTO NakyBaHHSA) -
BBE/lEHHS a/lbTEPHATVBHOIO BUPOBHMKA

UA/20454/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

TOB «NTIEAPAPM NTA», YkpaiHa,
BifJNOBI4a1bHOrO 32 BTOPMHHE NakKyBaHHSA
3 npoaykuii in bulk, BurotoBneHoi
BMpo6HMKOM KYCYM XENTXKEP MBT
NTA B IHAjT 3 MeTo0 36iNbLUEHHS 06'eMIB
BVMPOGHULTBA NPOAYKLi Y 3B'A3KY 3
PiLLEHHAM KEPIBHULITBA KOMMNAHIl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMNYCKY cepil Ta
KOHTPOJTHO AKOCTi FOTOBOTO JiKapCbKOro
3acoby (3aMiHa abo fofaBaHHs
BMPOGHMKA, LU0 BIANOBIAAE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - Bkiovyaroun
KOHTPO/b/BUNPOBYBaHHSA cepii - BBEAEHHS
[opatkoBoro BupobHuka TOB
«TNEADPAPM NTO», Ykpaina,
BiNoBi4a/IbHOrO 3a KOHTPO/1b AKOCTI Ta
BMNYCK cepii 3 npoaykuii in bulk. BeegeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA

272.

YNCAPUWH YTNCA 3
BITAMIHOM C

TabneTkv Lwunyyi; no
10 TabneTok y Ty6i;
no1la6o2T1yébuy
KapTOHHI KOpo6Lii

YMNCA CAC

®paHuisa

YMNCA CAC

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®|. CtabinbHicTb. 3MiHa nepiogy
NMOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHs Ad| (3a
BifJICYTHOCTi Y 3aTBEpAXEHOMY [0CbE
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei, Lo BKIoYae nepios
NOBTOPHOrO BUNpobyBaHHSA) (nepios
NMOBTOPHOrO BUNpOGyBaHHs/Nepios,
36epiraHHs) - 36inblUeHHs abo BBeAEHHS
nepiogy NOBTOPHOIO
BMnNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/iKEHDb Y
peasibHOMY Yaci - BBeZleHHs nepioay
NOBTOPHMX BMNPO6GOBYBaHb 3 POKM ANA
aitoyoi pevoBuHN Ascorbic acid, wo
BUPOBNSETLCA BUPOBHNKOM CSPC
WEISHENG PHARMACEUTICAL
(SHIJIAZHUANG) CO., LTD., China.
3MiHu | TUNy - 3MiHK 3 AKkocTi. CepTudikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOB/IEHOTO cepTudiikaTa

Ges
peyenma

UA/7598/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHOCTI 260 BUY4YEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkit hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
chapmakonei Ne R1-CEP 1996-078-Rev 04
(3aTBepaxeHo: R1-CEP 1996-078-Rev 02)
ans pitovoi pevosrHK Ascorbic acid Big,
3aTBEpPAXEHOro BUpo6HKa DSM
Nutritional Products Ltd., LLIBeiiuapis.
3MiHu | TUNy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
dhapmakonei Ne R1-CEP 1996-078-Rev 05
ans giroyoi peyoBuHK Ascorbic acid Big
3aTBepxeHoro Bupo6Hka DSM
Nutritional Products Ltd., LLIBeiiLapis.
3miHu | TUny - 3miHm 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peYoBUHM (cepTudikaTt BiANOBIAHOCTI
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOMO
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei CEP R2-CEP 1993-007-Rev
06 ans pitoyoi pevosunHN Acetylsalicylic
acid Big BXe 3aTBEpPAKEHOr0 BMPOGHMKA
Novacyl, France. 3miHu | Tvny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTuduikaT BiAMNoBigHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
hapmakonei CEP R2-CEP 1993-007-Rev
05 (3aTBepmxeHo: R2-CEP 1993-007-Rev
04) ana gitoyoi pevoBuHu Acetylsalicylic
acid Big, BXe 3aTBepKeHOro BMpo6HMKa
Novacyl, France.
3MiHu | TUNy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei Ne R1-CEP 2004-019 - Rev
06 (3aTBepmxeHo: R1-CEP 2004-019 -
Rev 05) ans aitovoi peyosrHu Ascorbic
acid Bif BXe 3aTBEpPAKEHOI0 BMPOGHMKA
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
CSPC WEISHENG PHARMACEUTICAL
(SHIJIAZHUANG) CO., LTD., China
273. | YPCO®DANDbK Kancysm no 250 wmr; Ap. ®anbk HimeuunHa BiANOBIAa/IbHAI 38 BUMYCK HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/3746/02/01
no 10 kancyny dapma cepili KIHLEBOro NPOAYKTY: marepianis: 3miHu | Tuny - 3miHK Woao peyenmom | nidnsizae
6nictepi; no 1 6X Op. danbk Papma MvbX, 6e3nekun/edekTBHOCTI Ta
6nicTepy B kopobu;j 3 HimeuumnHa; thapmakoHarnagy (iHwi 3miHu).
KapToHy; no 25 BHeceHHs 3MiH fo MKSA (po3giny
Kancyny énictepi; BUPOBHUKM [,030BaHOI "MapkyBaHHs")-Bi4NoBIigHO A0
no 2 abo 4 6nictepn dhopmMu, neperHHE Ta 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
B KOpOOGLIi 3 KapTOHY BTOPWHHE MaKyBaHHS, 3MiHM BHECEHO B TEKCT MapKyBaHHSA
KOHTPO/b AKOCTI: nepBuHHOT (NyHKTK 3, 4, 5, 6) Ta
Jlo3aH ®apma M'm6X, BTOPVHHOI (NyHKTW 7, 8, 13, 14, 16, 17)
HimeuuunHa; yMakoBOK NikapcbKoro 3acoby. 3miHu |
TMNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
anndaven PAPBIN HalilMeHyBaHHs Ta/abo agpecu Micua
ApuHaiimitTrens Mv6X, NPOBaKEHHS AiNbHOCTI
HimeuuunHa; BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN LiTbHAL
Brpo6HuK, BWMYCKy cepii abo MicLe npoBeAeHHs
BiANOBigaIbHUIA 3a KOHTPOJO SIKOCTI. (AIS/IbHICTb, 3a Ky
nepBuUHHE, BTOPUHHE BignoBigae BMpOGHMK/iMnopTep,
nakyBaHHS Ta KOHTPO/Ib BK/IO4al0uM BUMYCK cepiid). 3MiHa agpecu
SAKOCTI: MiCLSi MPOBAMKEHHS AiANIbHOCTI
NozaH ®apma 'v6X, BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
HimeuuunHa; cepiii KiHLeBoro npoaykTy (4p. ®anbk
dapma 'M6X, HimeuyunHa) 6e3 3MiHn
Brpo6HuK, hakTUYHOTrO MicLepo3TaLlyBaHHs
BiANOBIgaIbHUIA 32 BMPO6HMKA. 3MiHM BHECEHO B IHCTPYKL,ilO
KOHTPO/b SKOCTI: AN MeAUYHOro 3acToCyBaHHs
HaykoBo-gocnigHuit nikapcbKoro 3acoby y po3ginu
iHCTUTYT Xennenep M'vbX, «Brpo6HMK» Ta «MicLe3HaxX0mKeHHS
HimeyunHa BMPOGHMKa Ta agpeca Micus
NPOBaKEHHSA OT0 AiS/IbHOCTI» 3
BiANOBIAHMMN 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby.
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu
3as1BHMKa (BN1acHVKa peecTpauiiHoro
NoCBiAYEHHS).
3MiHa agpecu 3asaBHUKa (BNacHuka
peecTpauinHOro nNoceig4yeHHs)
274. | ®EPBEKC Ansd NOPOLLOK A/1A YMNCA CAC PpaHuis YTMCA CAC PpaHuis BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 UA/5441/01/01
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuyenma

[NOPOCNUNX BE3
LIYKPY

OpasIbHOTO PO3UKHY;
no 8 cawe 3
NOPOLLKOM Y
KapTOHHI KopooLli

CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MmoHorpadii. NMogaHHs HOBOroO
ab0 OHOBIEHOTO cepTudlikaTa
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

BiANOBIAHOCTI 260 BUY4YEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; ANt AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkit hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BUPOGHMKa - [ofaHHA OHOBIEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
chapmakonei Ne R1-CEP 2000-124-Rev 09
(3aTtBepmxeHo: R1-CEP 2000-124-Rev 08)
0ns aitovoi peyosrHu Paracetamol Big,
BXE 3aTBepKeHOro BUpobHuka Angiu
Lu‘an Pharmaceutical Co Ltd, China. Ak
HacnifoK, NPMBEAEHHS HanMCaHHA Ha3BM
BUpO6HMKa B p. «Cknag» MKA N3y
BignoBiAHiCTb Ao Bumor CEP
(3aTBEpmKeHo: Anqui Lu‘an
Pharmaceutical Co Ltd; 3anponoHoBaHo:
Angiu Lu'an Pharmaceutical Co., Ltd.) -
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkit hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BUPOGHMKa - [ofaHHA OHOBIEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
chapmakonei Ne R1-CEP 2000-124-Rev 10
Ana giryoi peyoBmHu Paracetamol Big
BXe 3aTBepAKeHOoro B1pobHuKa Angiu
Lu‘an Pharmaceutical Co., Ltd., China.
3miHu | TUny - 3miHm 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0 oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BU1YyYEHHS
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
thapmakonei: ana A®l; ans BUxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepaKeHoro
BMPOGHUKA - MNogaHHs OHOBIEHOTO
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei Ne R1-CEP 2002-214-Rev 03
(3atBepmxeHo: R1-CEP 2002-214-Rev 02)
Ana giryoi peyoBmHu Paracetamol Big
BXe 3aTBepAKeHOro BUpobHMKa
NOVACYL (WUXI) PHARMACEUTICAL
CO., LTD., China, sikuii 6yB [,ONOBHEHWIA
OLIIHKOIO PU3MKIB LLOAO e/TEMEHTHUX
AOMiLoK BignosigHo fo sumor ICH Q3D
Guideline for elemental impurity, wo
npeacrasneHo B gogartky 2 o CEP.
3MmiHu | TUny - 3miHm 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHNI
cepTudikat Bif ye 3aTBepKEHOro
BUPOGHMKa - [MofaHHA OHOBIEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiichkii
thapmakonei Ne R1-CEP 2002-214-Rev 04
(3aTBEepmxeHo: R1-CEP 2002-214-Rev 03)
Ana gioyoi peyosnHy Paracetamol Big,
BXe 3aTBEPAKEHOro BUPOGHNMKa
NOVACYL (WUXI) PHARMACEUTICAL
CO., LTD., China, y 3B’A3Ky 3i 3MiHOI0
HanucaHHs agpecu BMpo6Huka Adl,
hakT1yHe MicLe po3TallyBaHHSA He
3MiHIETLCA. [itoya pegaxuis: Novacyl
(Wuxi) Pharmaceutical Co., Ltd. 8 Guang
Shi Xi Road China-214 185 Wuxi, Jiangsu
Province - MNponoHoBaHa pefakuis:
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

NOVACYL (WUXI) PHARMACEUTICAL
CO., LTD., 16, Guangshi Road, Meijing
Village, Luoshe Town, Huishan District
China-214 185 Wuxi, Jiangsu Province -
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MmoHorpadii. NMogaHHs HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; NSt AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - HosuiA
cepTugikaT Bi HOBOrO BUPO6GHMKA (3amiHa
a60 foNoBHEHHS) - MNogaHHSA HOBOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei Ne R1-CEP 2004-019 - Rev
06 ansa gitoyoi peyoBmHK Ascorbic acid Big
HoBOro BMpobHuka CSPC WEISHENG
PHARMACEUTICAL (SHIJIAZHUANG)
CO., LTD. (gonoBHeHHs). 3miHu | Tvny -
3MiHM 3 aKkocTi. A®I. CTabinbHICTb. 3MiHa
nepiogy NOBTOPHUX BUNPOGYyBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHs Ad| (3a
BifJICYTHOCTI Y 3aTBEpAXEHOMY [0CbE
cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei, Lo BK/IYae nepios
NOBTOPHOro BUMNpobyBaHHsA) (nepios
NMOBTOPHOrO BUNpOo6yBaHHs/Nepios,
36epiraHHs) - 36inblUeHHs abo BBeAEHHS
nepiogy NOBTOPHOrO
BuNpobyBaHHsA/nepiody 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOCAIAKEHb Y
peanbHOMYy 4aci - BBeieHHs nepiogy
NOBTOPHOrO BUNPOGYBAHHSA 3 POKK ANs
aitoyoi peyosuHu Ascorbic acid
BMpoGHUMLUTBa CSPC WEISHENG
PHARMACEUTICAL (SHIJIAZHUANG)
CO,, LTD

275.

®ECTA/I® HEO 10
000

TabneTku, BKPUTI
060/10HKOHO,
KMLUKOBOPO34MHHI Ne
20 (20 x 1): no 20
TabneTtok y 6nictepi,

TOB
"Onenna
Xenckea
YKpaiHa"

YKpaiHa

TOB "®APMEKC I'Pynmn"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
- OHOB/IEHHS BXE 3aTBEPAKEHNX METO/iB

6e3
peuyenma

UA/14533/01/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
no 1 6nictepy B KOHTpOsto akocTi /13, a came BUKIaAeHHS
KapTOHHI KopooLii TEKCTY [lepXaBHOI MOBOIO 3riHO
Cy4acHux BMMOTr. TakoX BHOCATLCSA
pejakLiiiHi npaBku BigNoBigHO A0
MaTepianis BUPO6GHMKa
276. | ®IBPUTA NMOPOLLIOK Ta OkTadapma ABCTpIf Brpo6HuK, LWseuis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/18890/01/01
PO3YUHHVKK ANA dapmaneBT BiANOBIgabHUIA 32 AscTpis/ Marepianis: 3miHu Il TNy - 3MiHW 3 AKOCTI. peyenmom
pPO34mMHy ans nKa NepBUHHY YNakoBKY, HimeyunHa A®I. KoHTponb A®L. 3MiHa y meTogax
iH'ekuin/iHdpysii no 1 | MpoaykTioHC KOHTPO/1b SKOCTi, BUMYCK BunpobysaHHA APl abo BMXigHOTO
r; no 1 r NopoLuKy y rec. m.6.X. cepii: OkTadhapma AB, Marepiany/npoMixXHOro
CKIIHOMY (DJ1aKOHi; LLiBeLisi; BUPOGHUK, nNpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
no 50 mn BiANOBIAaIbHNIA 3a y npotieci Bupo6HuuTea Ad| (cyTTeBa
pO34nHHKKa (BoAa BMPOGHMLTBO in bulk, 3MiHa y
Ons iH'ekyin) y NepBUHHY Ta BTOPUHHY 6ionoriyHoMy/iMmyHOOrYHOMY/IMYHOXIMIUYH
CKNsHOMY hnakoHi; yNaKoBKy, MapKyBaHHS, oMy MeTogi BunpobysaHHsA abo meTogi, y
no 1 conakoHy 3 Bi3yasibHy iHCMeKL;jto, AAKOMY BUKOPUCTOBYETLCS GiONOMYHWIA
NopoLLKoM, no 1 KOHTPO/b SAKOCTI, BUMYCK peareHT ans 6ionoriyHoro A®l, a6o ioro
dnakory 3 cepii: OkTachapma 3amiHa) - BnpoBamkeHHs aHaniTM4yHoro
PO3YMHHKKOM, no 1 dPapmaLeBTnka metogy CORP-MMOA-00218 ans
npuctpoto Octajet MpopykTioHcrec. M.6.X., BM3HayeHHs daktopa VIII (FVIII) gnsa
ANs nepeHocy, no 1 ABCTpIsi; BUpO6HUK, BVMPOGHMYMX MPO6 1 i 3 npn BUPOOHULTBI
iNbTPY B KAPTOHHIA BiANOBIgaIbHUIA 32 Aitoyoi peyoBrHy ®ibpura
KopoobLi Bi3ya/lbHUIA KOHTPOSIb,
MapKyBaHHS, BTOPUHHY
ynakoBsky: OkTadpapma
Jeccay 'm6X, HimeuunHa;
BUpO6HMK,
BiANOBiAa/IbHWIA 32
BMPOGHMLITBO PO3UMHHNMKA
(Boga ans iH'ekuin): b.
BpayH MencyHreH Al
HimeuyunHa; BUpo6HMK,
BiANOBIAaIbHNIA 3a
BUPOGHMLITBO PO3UMHHYMKA
(Bofa Ans iH'ekuii):
Contothapm
dapmavoiiTie
EpuolirHicce MM6X,
HimeyunHa
277. | ®IBPNHA3A-10 TabneTku, BKpUTI OPIAHOCU OAE EBepTomXeH flaiid IHais BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/10427/01/01
060/10HKOI0, H CaeHcus Jlimiteq mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
KULIKOBOPO3UMHHI No | JTAMDCAEH [oToBMA nikapcbkumit 3aci6. KOHTpob
10 wr, in bulk: no CnN3 (E® roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
2500 Tabnetok y 3ETI) MeTofax BMNpo6yBaHHSA roTOBOrO

KOHTeliHepax

NiKapcbKoro 3acoby (HesHayHa 3MmiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
YTOUYHEHHS po3paxyHKOBOI hopMy/n AN
BM3HAYEeHHS BMICTYy ceppartionenTugasu B
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
mMeToauui “KinbkicHe BU3Ha4YeHHS".
KpuTepii NpuitHATHOCTI 6€3 3MiH.
278. | ®PIBPUHA3A-10 TabneTku, BKpUTI OPrAHOCW OAE EBepTogxeH /aid IHAjs BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/10426/01/01
060/10HKOH, H CaeHcus fimiTeq, marepianis: 3miHu | TNy - 3MiHM 3 AKOCTI. peyenmom
KULUKOBOPO34MHHI No | JTAMDCAEH [oTOBWiA Nnikapcbkuii 3aci6. KoHTpob
10 mr, no 10 CnN3 (E® roTOBOr0 NikapCbKoro 3acoby. 3miHa y
TabneTok y 6nictepi; 3ET ) MeToAax BUNpPoGyBaHHS roTOBOro
no 1, 3 a6o no 10 nNiKapcbKoro 3acoby (He3HayHa 3MiHa 'y
6nictepiB y 3aTBEPMAKEHNX MEeToAax BUNPOOyBaHHS) -
KapTOHHI nayui YTOUHEHHS pOo3paxyHKOBOi (hOpMysn Ans
BU3HAYEHHS BMICTYy ceppartionentungasu B
meToauui "KinbkicHe BU3Ha4YeHHS".
KpuTepii NnpuiAHATHOCTI 6€3 3MiH.
279. | ®IBPUHA3A-20 TabneTku, BKPUTI OPIAHOCU OAE EBepTomXeH flaitd IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/10426/01/02
060/10HKOH0, H CaeHcus fimiteq, marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom
KMLIKOBOPO3YMHHI Mo | JTAGCAEH [oTOBWI Nikapcbkumii 3aci6. KoHTponb
20 wr, no 10 CnN3 (E® roTOBOro Nikapcbkoro 3acoby. 3miHa y
TabneTtok y 6nictepi; 3ET ) MeToAax BUNpoGyBaHHSA roTOBOro
no 1, 3 a6o no 10 nikapcbkoro 3acoby (He3HayHa 3MiHa Y
6nictepiB y 3aTBEPAKEHNX MeToAax BUNPOGYBaHHS) -
KapTOHHI nayui YTOUHEHHS po3paxyHKoBOi hopMynn Ans
BU3HAYeHHS BMICTy ceppartionentugasu B
mMeToauui "KinbkicHe BU3HaYeHHs".
KpuTtepii npuiAHATHOCTI 6€3 3MiH.
280. | ®IBPNHA3A-20 TabneTku, BKpUTI OPIAHOCU OAE EBepTomXeH flaiid IHais BHECEHHS 3MiH [10 peecTpaviiiHnX - UA/10427/01/02
060/10HKOI0, H CaeHcus fNimiTeq, marepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI.
KMLLIKOBOPO3UMHHI No | JITAMDCAEH [FoToBMIA Nikapcbkumit 3aci6. KOHTpob
20 wr, in bulk: no CnN3 (E® roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
2500 Tabnetok y 3ET ) MeToAax BUNpobyBaHHSA roToBoro
KOHTeliHepax NiKapcbKoro 3acoby (HesHayHa 3MmiHa y
3aTBEPMKEHNX MeTOoAaxX BUNPOGYBaHHS) -
YTOUHEHHSA pO3paxyHKOBOI (hopMysnn Ans
BU3HauYeHHS BMICTYy ceppartionentuiasu B
mMeToauui "KinbkicHe BU3HaYeHHS".
KpuTepii NpUitHATHOCTI 6€3 3MiH.
281. | ®IPMAIOH NOPOLLIOK A5 deppiHr LLiseiiuapis BVMPOGHWK rOTOBOrO Himeuunna/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/10182/01/01
PO3YMHY ANS iH'EKLIA | IHTEepHeLHN NpoAykKTy, BiANOBiAAbHNIA Yecbka mMartepianis: 3miHu | Tuny - peuenmom
no 80 mr: Centep CA 3a NepBUHHE NnakyBaHHs, Pecny6nika AOMiHICTpaTMBHI 3MiHU. 3MiHa

1 chnakoH 3
NMOPOLLKOM Yy
KoMnAekTi 3 1
nonepeaHL0
HanoBHEHUM
LINpYLOM 3
PO34MHHKKOM (BOAA
Ons iH'ekuiid) no 5
M/ (3 MapKyBaHHAM
4,0 mn Ta 06 eMOM

KOHTPOJ1b AKOCTi Ta BUNYCK

cepil:
®eppiHr FTM6X,
HimeyumnHa;
BiANOBigabHUIA 3a
BTOPWHHE MaKyBaHHS:
®deppiHr-SleumnBa, a.c.,
Yecbka Pecnybnika

HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHAL
BUNYyCKy cepii abo MicLe NpoBefeHHs
KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBigae BMPOGHMK/iMNopTep, He
BK/IOUaoUM BUMYCK cepiid) 3miHa agpecu
BMPOGHMKA BTOPUHHOTO NakyBaHHSA. 3MiHN
| TMNy - 3MiHK 3 AiKoCTi. FOTOBUIA
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

HamnoBHEHHs 4,2
M), 1 agantepom
Ans cdnakoHa, 1
rONKOK AN
BBefeHHsA Ta 1
CTEPXXHEM MOPLLHSA B
KapTOHHI ynakoBLi
3 MapKyBaHHAM
YKpParHCLKOI MOBOIO;

1 conakoH 3
NMOPOLLKOM Y
KomnekTi 3 1
nonepeaHLo
HanoBHEHUM
LUNPWLIOM 3
PO34MHHKKOM (BOAA
ANA iH'eKuUild) no 5
M1 (3 MapKyBaHHAM
4,0 Mmn Ta 06’ eMoM
HanoBHEHHS 4,2
mn), 1 agantepom
ons nakoHa, 1
rofIKoK A41A
BBeLEeHHA Ta 1
CTEPXXHEM MOpPLUHA
(3 MapkyBaHHAM
aHrMiNcbKOK MOBOIO)
B KapTOHHii
ynakoBLij 3
MapKyBaHHAM
aHrNiicbKo MOBOKO
3i CTUKepom
YKPAIHCbKOK MOBOK

nikapcbknii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneyudikaliii Ta/abo fonycTuMmnx Mex
rOTOBOrO J1iKapCbKOro 3acoby
(4oNoBHEHHS cneumdikayii HOBUM
NMOKa3HNKOM 3 BifMNOBifH/M METOAOM
BMNpOoGYyBaHHS) JlonoBHEHHS cneuudikawii
po3umnHHKKa (BoAa ANS iH EKLNA)
NoKa3HUKOM «3arasibHa KisibKicTb
opraHiyHoro Byramuto (TOC) 3
BiNOBIAHUM METOAO0M BUNPOGYBaHHSA
(meTog, okncHeHHa ®. CLUA)

282.

®IPMAIOH

NOpPOLLIOK ANs
PO34UHY ANS iH'EKLA
no 120 wmr:

2 tpnakoHu 3
NOPOLLKOM Y
KOMMNAEKTi 3 2
nonepeaHL0
HanoBHEHUMU
wnpuuamu 3
PO34YMHHKKOM (BOAA
ANns iH'ekuiii) no 5
M/ (3 MapKyBaHHAM
3,0 mn Ta 06’ eMom
HanoBHeHHsA 3,0

deppiHr
IHTepHeLHN
CeHTep CA

LLiBeiiuapis

BI/Ip06Hl/IK rotoBoro

nNpoaykTy, BiANOBIAAIbHNI
3a NepBUHHE NMakKyBaHHS,
KOHTPO/b SKOCTi Ta BUNYCK

cepii:
®eppiHr MM6X,
HimeuuunHa,;
BiANOBIAaIbHNIA 3a
BTOPWHHE MaKyBaHHS:
®eppiHr-/leunsa, a.c.,
Yecbka Pecny6nika

Himeyunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHAUM AifTbHUL
BWMYCKy cepii abo micLe npoBeaeHHs
KOHTPOJO AKOCTI. (ZiANbHICTb, 3a Ky
Bignosigae BUPOGHUK/iMNoOpTEp, He
BK/IIOYA0UM BUMYCK Cepili) 3miHa agpecu
BMPOGHMKA BTOPUHHOIO NakyBaHHSA. 3MiHu
| Tuny - 3miHK 3 AkocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro

3a
peyenmom

UA/10182/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

M), 2 agantepamu
0Nns hNakoHis, 2
ronkamu ans
BBE/EHHA Ta 2
CTEPXHAMMN MOPLUHSA
B KapTOHHiA
ynakoBLj 3
MapKyBaHHAM
YKpParHCLKOI MOBOIO;

2 thnakoHu 3
NMOPOLLKOM Y
KOMM/IEKTi 3 2
nonepeaHLo
HanoBHEHNMU
Lnpvuamu 3
PO34MHHKKOM (BOAA
ANA iH'eKuUild) no 5
M1 (3 MapKyBaHHAM
3,0 Mn Ta 06’ eMoMm
HanoBHeHHs 3,0
M), 2 agantepamu
0Nns hNakoHis, 2
ronkamu ans
BBE/EHHA Ta 2
CTEPXHAMMN MOPLUHSA
(3 MapkyBaHHAM
aHrMiNcbKOK MOBOIO)
B KapTOHHii
ynakoBLij 3
MapKyBaHHAM
aHrNiicbKo MOBOKO
3i CTUKepom
YKPAIHCbKOK MOBOK

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaliin Ta/abo fonycTUMUX MeX
roTOBOrO NikapCbKOro 3acoby
(monoBHeHHSA cneyudikaLii HOBUM
NOKa3HUKOM 3 BifjNOBIAHUM METOAO0M
BMNpo6yBaHHSA) [lonoBHEHHA cnevudikaLii
pO3umnHHMKa (BoAa ANS iH EKLN)
NOKa3HUKOM «3arasibHa KifibKicTb
opraHiyHoro Byramuo (TOC) 3
BiANOBIAHUM MEeTOA0M BMNPOOYBaHHSA
(meTog okncHeHHa ®. CLUA)

283.

DITOAEHT®

HacTolika no 100 mn
y thr1akoHi cKstHOMY
abo nonimepHomy;
no 1 pnakoHy B
nauui 3 kKapToHy; Nno
100 mn y 6aHuj
CKNSHIN; no 1 6aHLi
B NayLi 3 KApTOHY

NPAT
"“XIMOAPM3
ABO/,
"YEPBOHA
3IPKA"

YKpaiHa

MPAT "XIM®GAPM3ABO/

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asBHMKA
(BnacHvKa peecTpauinHoro NocBigYeHHs)
3MiHa HaliMeHyBaHHS 3asIBHUKA Ta 3MiHU Y
HanucaHHi agpecu 3asaBHUKa (BnacHuka
peecTpauiiHoro noceigyeHHs). TepMiH
BBEJEHHS 3MiH MpoTArom 6 micauis nicns
3aTBEepPMKEHHS. 3MiHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AIS/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro

6e3
peuyenma

nionsieae

UA/3681/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

NiKapCbKOro 3acoby, BKIHOYAKYN [i/TbHAL
BUNYyCKy cepii abo MicLe NnpoBefeHHs
KOHTPOO AKOCTI. (ZiANbHICTb, 3a Ky

BiANoBigae BUpoGHMK/iMnopTep,
BK/1OHAKUM BUMYCK cepiid) 3MiHa

HaliMeHyBaHHs1 BUPOGHMKa 13 Ta 3MiHn y

HanucaHHi agpecy BUpobHuka NN3. 3miHn
BHECEHO B iHCTPYKL,it0 415 MEANYHOIO
3acTocyBaHHSA NikapcbKoro 3acoby y

po3ainv "BupobHuk" Ta
"Micue3HaxoXeHHA BUPOOHUKa Ta
afpeca MicLsi NPoBaPKeHHs oro

[ISNbHOCTI" Ta SIK HACNIAOK - Y BiAMNOBIAHI

po34inu TEKCTY MapKyBaHHS NepBUHHOT Ta

BTOPWHHOI YNaKkoBKM NiKapCbKoro 3acoby.

TepMmiH BBEEHHS 3MiH NPOTArom 6 MicsuiB

nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHu
BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(NyHKT 6) Ta BTOPUHHOT (MyHKTY 15, 17)
YMakoBOK /iKapCbKOro 3acoby.

TepMmiH BBeEHHS 3MiH NPOTAroM 6 MicALiB

nicns 3aTBepKeHHs

284.

DNYOMISNH

TabneTkn BariHa/1bHi
no 10 mr; no 6
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobLyj;
no 2 Tabnetkn y

MegiHoBa
Al

LLiseiiuapis

BignosigansHuii 3a
BUPOGHMLTBO:
PotteHgopc ®apma
M6X, HimeyunHa;
BignosiganbHuii 3a
NnepBUHHE Ta BTOPUHHE

HimeuunHa/
LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu) - 3MiHK
BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(n. 6) Ta BTOPUHHOT (N. 17) ynakoBok

6e3
peyenma

UA/1852/01/01

6nicTepi; no 1
6nictepy B
KapTOHHI KOpo6Lii

nakyBaHHs: PoTTeHgopd

dapma M'm6X, HimeuyunHa,;
BignosiganbHuii 3a

KOHTPO/b SKOCTi Ta BUNYCK

NiKapCbKoro 3acoby LLoAo 1orotuny
3asBHVKa. BBeeHHS 3MiH NpoTArom 6
MicSLiB MiCNSA 3aTBEPAYKEHHS.

cepii: MegiHoBa AT,
Lseiiuapis

285.

DNYPA-5

PO3YUH NS iH'EKLN,
50 mr/mn; no 5 mn
abo 10 mny
chnakoHi no 1
hnakoHy B
KapTOHHI KOpo6Lii

Mini
Xenckepe
Nimiteq

Benuka
BpuTaHis

BeHyc Pemegic Nlimiteq

IHAjs

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nNikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /iKkapCbKoro
3acoby B nicnsipeecTpauiliiHnii nepios, abo
SIK pe3ynbTaTt OUiHKM 3BIiTYy 3 AOCNIMKEHb,

3a
peyenmom

He
nionsieae

UA/10633/01/01
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

npoBefeHVX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHUM OpraHoMm)
3MiHV BHECEHO B IHCTPYKLUito ANns
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginis "OcobmBoCTi
3actocyBaHHs" Ta "Mo6iuHi peakuyji"
BiANOBIAHO A0 iHdhopMaLi Wwoao 6e3nekn
3aCTOCyBaHHSA fjl040i PEeYOBUHW 3riAHO 3
pekomeHgauieto PRAC.

286.

OPEHOPMA

Tabnetkv no 10 wr,
no 10 TabneTok y
6nictepi; no 3 a6o 6
abo 10 6nicTepiB y
KapTOHHI KopooLli

Makneopc
dapmacbioT
nkasnc
Nimiteq

IHais

Makneozc

dapmacbioTrkasc Jlimiteq,

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. 3mMiH1 y KOpoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
reHepuyHuX/ribpuaHnx/6ionogibHNx
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3MiHa He NoTpebye HagaHHSA XOOHWX
HOBWX AOAATKOBUX AaHUX) 3MiHVM BHECEHO
00 IHCTPYKLiT 4na MegnyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y
po3gainu "®apmakonoriyHi BacTnsocTi”,
"MokasaHHs", "B3aemogis 3 iHwWnmu
nikapcbk1MW 3acobamMu Ta iHWi BUuam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHsA Ta gosun”, "Litn", "Mo6iyHi
peaxuii” 3rigHo 3 iHhopMaui€eto Woa0
MeAMYHOro 3acTOCyBaHHA pethepeHTHOro
nikapcbKoro 3acoby (Abilify®). BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAXKEHHSA

3a
peyerimom

He
nidnsieae

UA/18697/01/01

287.

DPEHOPMA

Tabnetku no 15 wmr,
no 10 TabneTtok y
6nicTepi; no 3 abo 6
abo 10 6nictepiB y
KapTOHHI KOpo6Lii

Makneopac
PapmacbioT
nkasc
Nimiten

IHais

Makneogc

dapmacbroTrkanc Jlimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT 41
MeJUYHOr0o 3aCTOCYBaHHS
reHepnyHnX/ribpuaHnx/6ionogibHmNx
Nikapcbkyx 3acobiB Micns BHECEHHN Tiel
camoi 3MiHM Ha pedhepeHTHWI npenapat
(3MiHa He nNoTpebye HagaHHA XOAHWX

3a
peyenmom

He
nidnsieae

UA/18697/01/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

HOBWX AOAATKOBMX AaHMX) 3MiHVW BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3ginu "dapmMakosoriyHi BNacTuBoCTi",
"Moka3aHHs", "B3aemogis 3 iHW1Mun
nikapcbk1Mmn 3acobamu Ta iHWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHs rpyagr”, "Cnocié
3actocyBaHHsa Ta gosu", "Aitn", "Mo6iyHi
peakuii” 3rigHo 3 iHhopMauieto LWoa0
Me[MYHOro 3aCTOCYBaHHA pediepeHTHOro
nikapcbkoro 3acoby (Abilify®). BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

288.

dPOMINIA®

TabneTku, BKpUTI
nniBKOBOIO
060/10HKO0, 1Mo 500
Mr; Mo 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lli

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLUTBO "“in bulk",
nepBMHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO b
cepii Ta BUMNYyCK cepii:
KPKA, a.4., Hoso mecTo,

Cn0oBEHIS; KOHTPOSIb Cepii:

KPKA, a.4a., HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptudikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONechbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro

Marepiany/peareHTy/npomMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANst 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBepL)KEHOr0

BUPOGHMKa - [ofaHHA OHOBIEHOTO
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii

hapmakonei Ne CEP 2004-148-Rev 09
ans A®l knapuTpoMILVHY Big,
3aTBepxeHoro Bupo6Huka IND-SWIFT
LABORATORIES LIMITED, India, sikuii
3MiHMB Ha3By Ha Synthimed Labs Private
Limited, India.
3miHu | TUny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/moHorpadii. NogaHHsA HOBOTO
abo oHoBNEHOTO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro

MaTepiany/peareHTy/npomMiKHOro

NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y

3a
peyenmom

UA/5026/02/02
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikat Bif yxe 3aTBepKEHOro
BUPOGHMKa - [MofaHHA OHOBIEHOTO
cepTudpikaTa BignoBigHOCTI EBpoNeiiChKii
thapmakonei Ne R1-CEP 2004-148-Rev 08
(3aTBEepmxeHo: R1-CEP 2004-148-Rev 06)
ana A®l knapuTpoMILVHY Big,
3aTBepaAxeHoro BupobHuka IND-SWIFT
LABORATORIES LIMITED, India.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepKEHHS.

289.

DPOMINIA®

TabneTku, BKPUTI
nAiBKOBOO
060710HKO0, Mo 250
Mr; no 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI KopooLli

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BUPOGHMLTBO "in bulk",
nepBUHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/Tb
cepii Ta BUNycK cepi:
KPKA, 4.4., HoBo mecTo,

CnoBeHisi; KOHTPO/b cepii:

KPKA, a.4., Hoso mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNEHOTO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro

MaTepiany/peareHTy/npomiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikat Bif yxe 3aTBepKEHOro

BUPOGHMKa - MogaHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkili

hapmakonei Ne CEP 2004-148-Rev 09
onsa A®l knapuTpoMILUHY Bif
3aTBEpPAKEHOro BMpo6HMKa IND-SWIFT
LABORATORIES LIMITED, India, sikuii
3MiHMB Ha3BYy Ha Synthimed Labs Private
Limited, India.
3miHu | TUny - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudcikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/MoHorpadii. NogaHHS HOBOTO
ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
hapmakonei: ana A®l; ons BuxigHoro

MaTepiany/peareHTy/npomMiKHOro

NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y

BUPOGHUUTBI ADI; Ana AONOMDKHOT

peyvoBUHM (cepTuddikaTt BiANOBIAHOCTI

3a
peuyenmom

UA/5026/02/01
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
€Bponeiicbkii hapmakonei) - OHOBNEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOGHUKA - MNogaHHs OHOBIEHOIO
cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei Ne R1-CEP 2004-148-Rev 08
(3atBepmxeHo: R1-CEP 2004-148-Rev 06)
ans A®| knapuTpoOMILVHY Big,
3aTBepxeHoro Bupo6Huka IND-SWIFT
LABORATORIES LIMITED, India.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB
nicns 3aTBepKeHHs.
290. | PYPAUWUNIH- NOPOLLOK A/15 TOB YkpaiHa TOB "TepHodhapm" YKkpaina BHECEHHS 3MiH 0 peecTpaLiiHnx bes nidnsieae UA/17847/01/01
TEPHO®APM NpUroTyBaHHs "TepHodap marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI. peyenma
pO34nHYy AN M" [oTOBWI Nnikapcbkumii 3aci6. CTabiNbHICTb.
30BHILUHLOTO 3MiHa y TepMiHax npuaaTHocTi abo
3acTocyBaHHs no 20 ymoBax 36epiraHHs roTOBOTr0 NikapCcbKoro
mr; no 0,94 r 3aco006y (36i1blUEeHHA TEPMiHY NPUAATHOCTI
NOPOLLKY B calle; no roToBOro MikapcbKoro 3acoby) - Ans
30 cawe y nauui 3 TOProBOi YNakoBKW (NiATBEPMKYETLCA
KapToHY OaHUMK peasibHOro yacy) - 36inbLlUeHHs
TepMiHy NpUAATHOCTI Y 3B'A3KY i3
OTPVMAHHAM MO3UTUBHKX AAHWX LLIOAO
LocnimkeHHs cTabinbHOCTI y peasibHOMY
yaci.
[itoua pepakuis: Po3gin «TepMmiH
NpUAATHOCTI» 3 POKW.
[MponoHoBaHa pepakuis:
Po3gin «TepMmiH npuaaTHoCTi» 4 poku.
3MiHM BHECEHO B po3zin "TepMmiH
npugaTHoOCTI" B IHCTPYKLO 4719 MEANYHOTO
3aCcTOCyBaHHSA NikapCbKoro 3acoby.
291. | XJIOPTEKCUOUNH- po34nH ons MPAT Ykpaina MPAT "XIM®GAPM3ABO/ YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 nionsieae UA/9766/01/01
KP 30BHILLHbOIO "XIMOGAPM3 "YEPBOHA 3IPKA" marepianis: 3miHu | Tuny - peyenma
3acTocyBaHHA 0,05 ABO/[, AOMiHICTpaTUBHI 3MiHW. 3MiHa
%, no 100 mny "YEPBOHA HalilMeHyBaHHs Ta/abo agpecy 3asBHMKA
KOHTEliHepi 3 3IPKA" (BNacHvka peecTpauiiHoro nNocBig4YeHHs) -

Hacagkow ans
CnpsiMOBaHOro
BBeleHHS; no 1
KOHTelHepy y nauui
3 KapToHy; no 100
My KOHTelHepi 3
Hacagkow Ans
CnpsiMOBaHOro
BBefeHHs; no 100
M/ Yy KOHTelHepi 3
Hacagkow ans
CcnpsiMoBaHoro

3MiHa HaliMeHyBaHHS 3aABHMKa Ta 3MiHU Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiHoro noceigyeHHs). BeeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AIS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKYN [iNTbHAL
BUNYyCKy cepii abo MicLie NpoBefeHHs
KOHTPO/O AKOCTI. (fifIbHICTb, 3a Ky
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BBEJEHHS BiANoBigae BUpoGHMK/iMnopTep,
niKkapcbKoro 3acoby BK/IOUAl0UM BUMYCK Cepiid) - 3MiHa
Y KOMNJIEKTi 3 HaliMeHyBaHHs1 BUpOGHMKa 13 Ta 3MiHn y
BariHanbHUM HanucaHHi agpecy BUpobHuka NN3. 3miHn
annikatopom 3i BHECEHO B po34inv "BupobHuk" Ta
3pOoLUyBaUIbHO "Micue3HaxomkeHHs BUPO6HMKa Ta
NIALLEYKOLO ajipeca MicLsi NPOBaPKEHHs Moro
o6’emom 100 mn Ta LiSNbHOCTI" B IHCTPYKLiO 418 MeguyHoro
NMA03axXNCHUM 3aCTOCYBaHHSA Ta K HACMifOoK - Y TEKCT
KOBMAYKkoM, y nauLli MapKyBaHHS YNakOBKW NiKapCbkoro
3 KapToHy; no 200 3acoby. BBefieHHs 3MiH NpoTArom 6-tu
My do1akoHi 3 MicsLiB NiCNsA 3aTBEPAYKEHHS.
Hacagxow; no 1
hnakoHy B nayui 3
KapToHy; no 200 mn
y hnakoHi 3
Hacagkow
292. | UENECTOOEPM- Kpem no 30 ry Ty6i; OpraHoH LLseiuapis OpraHoH XeiicT 68 Benbris BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/3403/01/01
B® 3 no 1 1y6iy CeHtpan lct marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI. peyenmom
FAPAMILU/HOM KapTOHHI KopooLli 6X [oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
roTOBOro NikapCbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHW y MeTogax
BMNpoGyBaHb (BK/OYaoum 3amiHy abo
[OMOBHEHHS)) - 3aMiHa MOTOYHOro MeToay
HPLC-CAD a5 OLiHK/ AOMILLIOK
reHTamiumHy cynbdaty y nikapcbkomy
3ac06i NpOTAroM TepMiHY NPUAATHOCTI.
3MiHu | TUNY - 3MiHK 3 SIKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby (iHLi 3MiHN) -
OHOB/IEHHS BXe 3aTBEPKEHNX METOAIB
KOHTPOJIHO0 SIKOCTi NMikapCbKoro 3acoby, a
came BUKNafeHHS TEKCTY fepXaBHo
MOBOHO 3TifJHO Cy4acHWX BUMOT
293. | LE®PENIA NOPOLLIOK ANs Mictpan AHrnis nan - NABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/18974/01/02
PO34UHY ANS iH'EKLIA Kenitan TOPNAH, C.A. martepianis: 3MiHu | TUny - peyenmom | niossizae
a6o iHdysiii no 2000 | MeHemKMeH AMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
mr; no 1 a6o 10 T NimiTeq, niKkapcbKkoro 3acoby - 3MiHW BHECEHO
hnakoHiB, y LLI0A0 Ha3BU NiKapCbKOro 3acoby.
KapTOHHI KopooLli 3arBepmxeHo: LEGENIM-BICTA
(CEFEPIME-VISTA) 3anponoHoBaHo:
LIE®ENIA (CEFELIYA). BBefeHHA 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS
294. | UE®ENIA NOPOLLOK A/1A MicTtpan AHrnisA nan - NABOPATOPIOC IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHnX 3a He UA/18974/01/01
PO3UMHY ANA iH'EKLil Kenitan TOPJ/IAH, C.A. marepianis: 3miHu | Tuny - peyenmom | niosisi2ae
ab60 iHdysin no 1000 | MeHemxMeH AZMiHICTpaTVBHI 3MiHW. 3MiHA Ha3BU
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep

n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o

yrnakoska) nocsi0O4YeHHs1

mr; no 1 a6o 10 T Nlimiteq, nikapcbKoro 3acoby - 3MiHM BHECEHO
hnakoHiB, y L1040 Ha3BU NiKapcbKoro 3acoby.
KapTOHHiiA KopooLyi 3arsepgxeHo: LEPEMNIM-BICTA

(CEFEPIME-VISTA) 3anponoHoBaHo:

LIE®ENIA (CEFELIYA). BBefeHHs 3MiH

npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

295. | LE®TYM® NOPOLLOK A/1A MNAT Ykpaina MAT "KuiBmegnpenapat" Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHnx 3a UA/0967/01/01
PO3unHy ANns iH'ekuin | "Knismegnp marepianis: 3miHu | Tuny - 3mMiHK Woao peyenmom
no1,0r; no 10 enapat” 6e3nekn/edreKTMBHOCTI Ta
hnakoHiB 3 hapmakoHarnsagy. BHeceHHs1 a6o 3miHa(L)

NOPOLLIKOM Y [0 3060B'A3aHb Ta YMOB BMAadi
KOHTYPHIl peecTpauiiHoro NOCBIAYEHHS, BKIHOHYAKUM
YyapyHKOBIi MnaH ynpasniHHA pu3nkamm
ynakosui; no 1 (3acTocyBaHHS TEKCTY, SKWIA NOrOKEHWUIA 3
KOHTYPHIl KOMMETEHTHVMM OpraHom) - 3asiBHUKOM
YapyHKOBII ynakoBLi Ha/jaHo OHOBMEHWIA MNaH ynpaBniHHA
B nauui pv3vikamu Bepcis 2.1 3MiH1 BHECEHO A0
yacTuH: | «3aranbHa iHhopmaw,is»
Il «Cneuundikauis 3 6e3nekm» |l «MnaH 3
hapmakoHarnsgy» V «3axogm 3
MiHimi3aLii pusukie» VI «Peslome nnaHy
ynpasniHHA pusmkamm» VIl «ogaTkm»
(mopatkm 4,7,8) y 3B'A3KY 3i 3MiHOIO
cneuudikauii 3 6e3neku gilo4oi peyoBrHU
e Tasmanm BiANOBIAHO [0 aKkTyaslbHOI
iHdhopmauii 3 Be6caiTy CMDh, a Takox y
3B'A3Ky i3 3MiHOK hopmMaTy BiAMNOBIAHO A0
sBumor Evaluation Guidance on the format
of the risk management plan (RMP) in the
EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines). Pestome MnaHy
ynpaBsniHHA pu3nkammn Bepcis 2.1
[J0a€ETbCA.

296. | ULATANPA TabneTku, BKpUTI kv Em Ipysia BMPOGHWK BiANOBIAaIbHUIA IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a He UA/20551/01/01
nNiBKOBOKO dapmacbioT 3a KOHTPO/b cepil, mMartepianis: 3MiHu | TUNy - 3MiHK WoA0 peuenmom | niosnsizae
060/10HKo10, no 10 nkasnc nepBUHHE Ta BTOPUHHE 6e3nekn/edpeKTNBHOCTI Ta
Mr; no 7 TabneTtok y nakyBaHHs: hapmakoHarnsgy. 3MiH1 y KOpoTkili
6nictepi; no 4 NNTABOPATOPIOC UNH®A XapaKTepucTuLli Nikapcbkoro 3acooby,
6nicTepu B nayu;j 3 C.A., IcnaHis; TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
KapToHYy BUPOGHWK BiANOBIAabHUI MeJMYHOr0 3aCTOCYBaHHS

3a BMPOGHULTBO, reHepUYHNX/ribpuaHNX/6ionoaibHMX
KOHTPOb Cepil, NepBUHHE NiKapcbknx 3acobiB Nicns BHECEHHS Tiel
Ta BTOPVMHHE NakyBaHHS, camoi 3MiHWN Ha pedhepeHTHWI npenapat
BUNYCK cepil: (3miHa He NoTpebye HaAaHHS XOOHUX
JIABOPATOPIOC LINH®A HOBMWX A0AATKOBMX AaHNX) 3MiHU BHECEHO
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n/n

Hasga siikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

C.A., IcnaHis

00 IHCTPYKLiT 4518 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3gainu "®apmakonoriyHi BractnsocTi”,
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aeMogiii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaar”, "34atHicTb BNaMBaTtu
Ha LWIBWAKICTb peakuii Npu kepyBaHHi
aBTOTpPaHCMOpPTOM abo iHWMMHK
MexaHismamu”, "MepenosyBaHHA",
"Mo6iuHi peakuii" 3rigHo 3 iHhopmaLieto
LLOA0 MEANYHOTO 3aCTOCYBaHHS
pediepeHTHOro Jlikapcbkoro 3acoby
(Uunpanekc, TabneTkn, BKpUTI N1iIBKOBOO
060/10HKO0, Mo 10 mr, 20 mr).

297.

UNTANPA

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKo10, no 20
Mr; no 7 TabneTok y

xn Em
PapmacbioT
nKasc

Ipysia

BMPOGHUK BiANOBIAa/IbHUIA

3a KOHTPO/b cepil,
nepBUHHE Ta BTOPVUHHE
nakyBaHHS:

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili

3a
peyenmom

He
nidnsieae

UA/20551/01/02

6nictepi; no 4
6nicTepu B navu;j 3
KapTOHY

NABOPATOPIOC UMHDA
C.A., Icnanis;
BMPOGHUK BiANOBIAa/IbHUIA
3a BMPOGHMLTBO,
KOHTPO/b cepii, NepBUHHE
Ta BTOPVHHE NakyBaHHs,
BWNYCK Cepil:
NABOPATOPIOC LUMHDA

XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMUYHOr0o 3aCTOCYBaHHS
reHepnyHuX/ribpuaHnx/6ionogibHmNx
nNikapcbKyx 3acobiB Micns BHECEHHSs Tiel
camoi 3MiHM Ha pedhepeHTHWIA npenapat
(3miHa He noTpebye HagaHHA XOAHNX
HOBWX AOAATKOBUX AaHUX) 3MiHVM BHECEHO

C.A,, IcnaHis

[0 IHCTPYKLii Ana MeanyHoro
3acToCcyBaHHSA NikapCcbKoro 3acoby y
po3ginu "dapmMakosoriyHi BNacTuBoCTi",
"B3aemopis 3 iHWMMU NiKapCbKUMun
3acob6amu Ta iHLWi BUAW B3aEMOgIn",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "3aatHicTb Bnavsatu
Ha LWBMAKICTb peakLuil Npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWKMMK
mMexaHismamu', "Mepefo3yBaHHsa",
"Mo6iuHi peakuii” 3rigHo 3 iHhopMaLieto
00 MEAUYHOTO 3aCTOCYBaHHS
pedyepPEeHTHOrO JlikapcbKoro 3acoby
(Unnpanekc, TabneTkn, BKPUTI M/TiIBKOBOIO
060/10HKO10, 10 10 mr, 20 Mmr).

298.

LN®PAH

TabneTkn, BKPUTI
060/10HKOH0, Mo 500
Mr; no 10 TabneTok
y 6nicTepi; no 1

CaH
dapmacbioT
nkan
IHoacTpi3

IHais

CaH ®apmacbloTukan
IHpacTpi3 flimiteq,

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTpob
roTOBOrO MiKapcbKoro 3acoby. 3miHa y

3a
peyerimom

UA/2897/01/02
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Ne | Ha3sa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
6nictepy y Nimiteq MeToAax BUNPOGyBaHHSA roTOBOro

KapTOHHI KopooLii

niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPKEHUX MeToAax BUNPOOYyBaHHS)-
3miHa B /13 3a Noka3HWKOM AKOCTI
«lpeHTundpikauis» metogom TLUX, a came
BBEAEHHSA MPUMITOK LLOAO0 NNAaCTUHOK Ta
BVCOTM MigAOMy pyxomoi ¢pasmn. 3miHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTodax BUNPOGyBaHHS
roToBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpKEHNX MeTofax
BMNpOGYBaHHS) - 3miHa B /13 3a
NnoKasHUKOM AKOCTi «KifnbkicHe
BU3HAYeHHA» meTogom BEPX, a came
3MiHa hopMynn 418 po3paxyHky,
BPaxoBYOUMN Macu CTaHAapTiB i 3pasky,
6e3 3MiHu TecTy.

*y pa3i BHeCeHHs1 3MiH 00 iHCMPYKYii Mpo Medu4YHe 3acmocysaHHs

B.o. HauanLHUKA
dapMaineBTUYHOT0 yIIPaB/JIiHHA

Onekcanap I'PIHEHKO
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