MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

12 yepBHsa 2025 poky Ne 964

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. 3apeecTpyBaTH JiKapceKi 3acobu (MeguuHi iMyHOOio/OTiUHI TTperapaT) Ta
BHECTH /10 [lep>KaBHOT'0 peeCTpy JiKapCbKUX 3aco0iB 3rifiHO 3 AoAaTKOM 1.

2. ITepepeecTpyBatu JiKapchKi 3acobu (MeauuHi iMyHOOio/OTiuHi TIperapaTy)
Ta BHECTH 710 [lep>KaBHOT'0 peeCTpy JiKapChbKHUX 3ac00iB 3TiJHO 3 ZI0/JaTKOM 2.
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3. BHecTu 3MiHM /10 peecTpalliiHUX MaTepiasiB Ha JlikapChKi 3acobu (MeAuuHi
iMmyHobionoriuni rpemnapaTtH) Ta Ao Jep>XKaBHOTO peeCcTpy JIiKapChbKUX 3ac00iB 3rigHO
3 I0JaTKOM 3.

4. ®apmaueBTuuHOMYy yripaBmiHHIO (J/Trogmumi  SIpko)  3abesneunTtu
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



ITEPEJIIK

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 12 yepBHA 2025 poky Ne 964

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

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
1. | ME3ONPAN MOPOLLIOK ANs dapmanesT Monbwa Brpo6HMUTBO, Icnanis PeecTpaujis Ha 5 pokis 3a He UA/20874/01/01
PO34uHYy A5 iH'EKUA | NYHWI 3aBOSA, nakyBaHHs, peyenmom nionsizae
Ta iHdy3iii, no 40 mr | «MNOJIbOAP KOHTPO/b Ta Pestome MYP Bepcia 0.2 gofaerbes.
y hnakoHi, no 10 MA» C.A. BUMYCK cepil MepioAnyHICTb NOAAHHSA PerynsipHo
CKNSIHMX (hN1akoHIB 3 nikapcbkoro OHOB/IHOBAHOrO 3BITY 3 6€3Mneku, BignoBigHO 40
NOPOLLKOM pas3oMm y 3acoby: Mopsaaky 34iicHeHHs hapMakoHarnaay,
KapTOHHI KOpooLi Nab6opaTtopioc 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHHU
HopmoH C.A. 340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHM
3710poB'sa YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.
2. | MIFPETAH TabneTkn, BKpUTI 3AT JNlntoBcbka | BUPOGHULTBO Ipnangis PeecTpaujis Ha 5 pokis 3a He UA/20875/01/01
NNiBKOBOO «Papmnira» Pecny6nik 3a MOBHUM peyenmom nionszae
060/10HKO10, 12,5 wr, a LMKI0M, Pestome nnaHy ynpasniHHA puankamu Bepcis 0.1
no 3 Tabnetkn y BWMYCK Cepil: Aopaetbesn. MNepiognuHiCTb NOAAHHS PerynsipHo
6nictepi, no 2 LaHenb OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
6nicTepu y nayui Megikan Mopsaky 34iCHEHHs hapMakoHariaay,
AHnimiTeq 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa OXOPOHHU
Komnawi, 30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
IpnaHgais 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
popatkosa pefakuii Haka3dy MiHicTepcTBa OXOPOHM
AinbHUUA 3710poB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
KOHTPOSO 996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
AKOCTI: 3a3Ha4yeHUMN Y NepiognMYHOCTI NoJaHHs
Komnnit perynsipHux 3BiTiB 3 6e3neku.

JlabopaTopi
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
CortoLH,
IpnaHgis
3. | nonbnPUA TabneTtku, BKPUTI dapmaueBT Monba Bupo6bHuuTBO, Kinp PeecTpauisa Ha 5 pokis 3a He UA/20876/01/01
NNiBKOBOIO VNYHWI 3aBOf, nepBuHHe peyenmom nionsizae
o060n0Hkoto, 50 mMr «MONb®AP nakyBaHHs, Pestome nnaHy ynpasiiHHA pusmkamu Bepcis 0.1
no 10 TabneTtok y MA» C.A. KOHTPO/b fopaetbes. MNepiognuHiCTb NOAAaHHA perynspHo
6nictepi, no 4 AKOCTI, BUMYCK OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
6nictepu B cepii: Mopsaky 34iicHeHHs hapMakoHariaay,
KapTOHHIA KOpooLi Megokemi 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHHU
Nimiteq 34,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
(UeHTpanbHwii 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
3aBog), Kinp Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
[MepBuHHE Ta 340pOB's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
BTOPVHHE 996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
nakyBaHHs 3a3Ha4YeHUMN y NepiogMyYHOCTI NoJaHHSA
Megpokemi perynspHux 3BiTiB 3 6e3neku.
Nimiten
(3aBopg AZ),
Kinp
4. | PUCNEPUAOH MOPOLLIOK TOBAPUCT YkpaiHa LINNA IHAjsa peecTpauis Ha 5 pokis - He UA/20877/01/01
(cy6eTaHuis) y BO 3 NIMITEL niosnsieae
noAgiiHMX OBMEXEH
nonieTuIeHoBMX 0]}6}
nakeTax (30BHiLLHiIi BIANOBIAA
YopHwuiA) ans JNIbHICTIO
hapmaueBTUYHOro «KOPIMOPA
3acTocyBaHHsA LA
«3[00POB'A

»

B.o. HauanLHUKA
dapMaiLeBTUYHOT0 yIIPaB/IiHHA

JIrogvuina AIPKO




ITEPEJIIK

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 12 yepBHs 2025 poky Ne 964

INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOTI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
1. | AIbBEH3I TabneTkn XyBasibHi €Bpo IHAiA IHpoko Pemegic IHAisa nepepeecTpauis Ha HE0OOMEXeHW TePMIH 3a He UA/18079/01/01
no 400 mr, no 3 Navichkep Niviteq OHOB/EHO iHdhopMaLito B IHCTPYKUIT Ans peyenmom nionsizae
Tabnetku y 6nictepi; MpaiiBiT MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B
no 1 6nictepy y Nimiteq po3ginax "MpotunokasaHHsa", "Oco6MBOCTI
KapTOHHI kopobuy; 3acTocyBaHHs", "INo6iyHI peakuii" BiANOBIAHO A0
no 1 tabnetuiy Marepianis peecTpauiiiHoro AoChE.
6nictepi; no 3
6nictepn y Peslome nnaHy ynpasiiHHA pusvkamu Bepcis 1.2
KapTOHHI KopooLli [0Ja€eThC.
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6€3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
3710poB'sa YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.
2. | AMIOOAPOHY NOPOLLOK AT Ykpaina YXKesiHr XeHrkaHr Kutaii MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH - He UA/18378/01/01
rAPOXNOPUL, | api6HokpucTanivnmii | "KUIBCbK PapmacboTikau niosnsieae
(cy6eTaHuis) y 717 Ko., TA.
naketTax noAsinHWX BITAMIHH
nonieTNeHoBux nn
ans 3ABOL"
hapmaLeBTUYHOrO
3aCTOCyBaHHSA
3. | BPY®EH® Tabnetku ABGOTT HimeuumnH damap A.B.E. Ipeuis MepepeecTpaLisi Ha HEOGMEXEHMNIA TEPMIH 3a He UA/18249/01/01
PETAP[ NPOJIOHrOBaHOi Aji, JlabopaTto a AHTOYCca MNnaHT OHOB/IEHO iHGhopMaLito B iIHCTPYKUIT Ans peyenmom nidnsieae
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BKPUTi MIBKOBOO pi3 M'm6X MeZMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby B
060/10HKO10, 1Mo 800 po3ginax "®apmakonoriyHi BnactusocTi”
mr; no 10 TabneTok (peparyBaHHA TEKCTY Ta YTOYHEHHS iHchopmalii),
y 6nictepi; no 1 abo "MokasaHHa" (pegaryBaHHs TEKCTY),
2 6nictepn y "MpoTumnokasaHHsA", "OcobnnBOCTI
KapTOHHI kopobuyj; 3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta 403un"
no 14 tabneTtok y (peparyBaHHs TEKCTy Ta YTOYHEHHS iHchbopmawii),
6nicTepi, no 1 "Mo6ivHi peakui™ BigNoOBIgHO A0 MaTepianis
6nictepy y peecTpavuiiHoro A0chE.
KapTOHHI Kopo6Li
Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 3.0
fofaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIgHO [0
Mopsaaky 3AilicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif, 26 BepecHst 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
4. | TPAHICETPOH | nopouok TOB YkpaiHa Xyb6eli XaocyH KHP MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH - He UA/18338/01/01
Yy (cybeTaHuin) y "BOPBAP dapmacboTukan niosnsieae
FIAPOXNOPUA | noasiiHux TC Ko., N4,
nonieTNeHoBUx PAPMA"
nakeTtax gns
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
5. | HEOMIUVH NOPOLLIOK TOBAPUC Ykpaina ToBapucTso 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 6e3 nionsieae UA/17830/02/01
nnc HawkipHuiA; no 10 ry TBO 3 06MEXEHOI0 OHOB/IEHO iHhopMaLito y posginax peuyenma
KOHTeliHepi abo y OBMEXE BiANOBIAA/LHICTIO "Ocob6nmBOCTI 3acTocyBaHHs", "Cnocib
chnakoHi; no 1 HOO "papmaneBTUIHa 3acTocyBaHHA Ta f031" IHCTPYKUIT Ans
KOHTeliHepy abo BIANOBIA KOMMaHis MeAMNYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby
dhnakoHy y kopobui 3 | AJIbHICT "3popos'a” BiANoBiAHO A0 iHdhopMaLii pedepeHTHoro
KapTOoHY 0 nikapcbkoro 3acoby baHeouuH, NOpoLLIOK
«KOPIMOP HaLLKipHWiA, y po3gini "Mo6iyHi peakuii" woao
AUIA BaXX/IMBOCTI 3BiTYyBaHHS Npo Mo6iYHi peakuii, y
«340POB po3aini "Ynakoska" [0 matepianis
" peecTpauiiHoro AOCbE, a TaKoX y TEKCTI

MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby
(BWUTyYEHHS pocilicbKoT MOBM).

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.1
[opaeTtbes.
MepioAnyHICTb NOAAHHSA perynsipHo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO f0
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.

PO3ACTUH®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, No 5 Mmr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B KOPOOLL
3 KapTOHY

MIKPO
NABC
NIMITEL

IHais

MIKPO JIABC
NIMITEL

IHais

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby B
po3ginax "®apmakonoriyHi BiacTuBocTi",
"MokaszaHHs", "MNpoTrnokasaHHs", "B3aemogis 3
iHLWMMK NiKapcbkMK 3acobamu Ta iHLWI BUAK
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHSA",
"Cnoci6 3acTtocyBaHHs Ta go3un", "Oitn", "To6iuHi
peakuii" BignosigHO A0 iHdopMaLii
pedoepeHTHoro nikapcbkoro 3acody (KPECTOP,
TabneTku, BKpUTI NNIBKOBOK 060/10HKOI0O, N0 5
Mmr, no 10 mr, no 20 mr, no 40 Mr), a Takox
OHOB/IEHO iHdhOpMaLito B po3gini "MobiyHi
peakuii" iIHCTPyKUii AN Megu4Horo
3acTocyBaHHS Nikapcbkoro 3acoby Wwoao
BaXK/IMBOCTI 3BITYBaHHSA NPO MoGiYHI peakwii.

Pestome nnaHy ynpasniHHA pu3ankamu Bepcis 2.0
fofaeTbes.

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIAHO [0
Mopsaky 3aiicHeHHs hapmakoHariagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMN y NepiognMYHOCTi NoJaHHs
perynsipHux 3BiTiB 3 6e3neKu.

3a
peyernmom

He
nionsieae

UA/18322/01/01

PO3ACTUH®

TabneTku, BKpUTI
NNiBKOBOIO
o060s10HKot0, Nno 10
Mr, no 10 TabneTok
y 6nicTepi; no 3
6nicTepu B KOpobUi

MIKPO
NABC
NIMITEL,

IHAjA

MIKPO JIABC
NIMITEL

IHAjia

MepepeecTpallis Ha HEOBMEXEHWNA TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B
po3ginax "®apmakooriyHi BacTuBocTi”,
"MokasaHHs", "MpoTunokasaHHs", "B3aemogis 3
iHLIMMKW NikapcbKMKU 3acob6amMu Ta iHLWi BUam

3a
peyenmom

He
nionsieae

UA/18322/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3 KapTOHY

B3aemogiin”, "OcobamMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTtocyBaHHs Ta go3un", "Oitn", "TMo6iuHi
peakuii" BiANOBIAHO A0 iHdopmaLii
pedhepeHTHOro nikapcbkoro 3acoby (KPECTOP,
TabneTku, BKpUTI NNIBKOBOK 060/10HKOH, N0 5
mr, no 10 mr, no 20 mr, no 40 Mr), a Takox
OHOBJ/IEHO iHd)opMaLito B po3gini "Mo6iyHi
peaxuii” iIHCTpYKLii Ana MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby oo
BaXK/IMBOCTI 3BITyBaHHS NPO MoGiYHI peakuji.

Pestome nnaHy ynpaBniHHA puankamu Bepcis 2.0
fofaeTbes.

MepiognyHICTb NOAAHHS perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Hakas3oM MiHicTepcTBa OXOpPOHM
370poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHSA
PErynsipHuX 3BiTiB 3 6e3MeKu.

PO3ACTUH®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 20
mr, no 10 TabneTok
y 6nicTepi; no 3
6nicTepu B KOpoobLi
3 KapTOHY

MIKPO
NABC
NIMITEL

IHais

MIKPO NIABC
NIMITES

IHais

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHOB/EHO iHGhOpPMAaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby B
po3ginax "®apmakooriyHi BiacTusocTi”,
"MokasaHHs", "MpoTunokasaHHs", "B3aemogis 3
HLWIMMKW NikapcbkMKU 3aco6amMu Ta iHLWi BUam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"Cnoci6b 3acTocyBaHHA Ta go3sun”, "Oitn", "Mo6iyHi
peakuii" BiaNoBigHO A0 iHdopmawii
pedrepeHTHoro nikapcbkoro 3acoby (KPECTOP,
TabneTkn, BKpUTI NNIBKOBOK 0GO/IOHKOHD, MO 5
mr, no 10 wmr, no 20 mr, no 40 Mr), a Takox
OHOBJIEHO iH(hopmaLito B po3aini "Mo6iyHi
peakuii" IHCTPYKUii AN MegMyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Wwoao
Ba&X/IMBOCTI 3BITYBaHHs NPO NO6iYHI peakuil.

Pestome nnaHy ynpasniHHA pusnkamu sepcisa 2.0
fofaeTbes.

MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM

3a
peyenmom

He
nidnsieae

UA/18322/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
YKkpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM
3[10poB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

PO3ACTUH®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 40
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B KOPOOLL
3 KapTOHY

MIKPO
NABC
NIMITEL

IHais

MIKPO JIABC
NIMITEL

IHais

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
OHOB/EHO iHG)OpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCcbKoro 3acoby B
po3ginax "®apmakonoriyHi BacTuBocTi”,
"MokasaHHs", "MpoTrnnokasaHHs", "B3aemogis 3
iHLWMMK NiKapcbkMK 3acobamu Ta iHLWi BUAW
B3aemMogiin", "Ocob6aMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTtocyBaHHs Ta go3un", "Oitn", "To6iuHi
peakuii" BignosigHO A0 iHdopMaLil
pedoepeHTHoro nikapcbkoro 3acody (KPECTOP,
TabneTku, BKpUTI NNIBKOBOK 060/10HKOI0O, N0 5
Mmr, o 10 mr, no 20 mr, no 40 Mr), a Takox
OHOB/IEHO iHd)OpMaLito B po3gini "MobiyHi
peakuii" iIHCTPyKUii AN Meau4Horo
3acTocyBaHHS Nikapcbkoro 3acoby Wwoao
BaXK/IMBOCTI 3BITYBaHHSA NPO MoGiYHI peakwii.

Pestome nnaHy ynpasniHHA pu3ankamu Bepcis 2.0
fofaeTbes.

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBIgHO [0
Mopsaky 3aiicHeHHs hapmakoHariagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMN y NepiognMYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3 6e3neKu.

3a
peyernmom

He
nionsieae

UA/18322/01/04

10.

DAPMANINOH
® TYPBO

PO34uH NS iHdy3il,
12 mr/mn; no 50 mn
y donakoHi; no 10
hnakoHiB y nayui 3
KapTOoHY

Tosapuct
BO 3
obMexeHo
10
Bignosiga
NBHICTIO
hipma
"HoBodhap
M_

YKpaiHa

ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
hipma
"HoBothapm-
BiocuHTes"

YKpaiHa

MepepeecTpalist Ha HeOBMEXEHW TePMIH
OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B
po3sginax "Cnoci6 3acTtocyBaHHs Ta 03u"
(iHdpopmauisa 3 6e3nekn), "HecymicHicTb"
BiANOBIAHO [0 OHOBMEHOT iIHGhopMmaLii 3 6e3nekn
3aCTOCYyBaHHSA [it0H0T Pe4OBUHYM NiKapCbKoro
3acoby, a TakoXX OHOB/IEHO po3ain "MNobiuHi
peakuii” iHdhopMaLiero Woa0 BaXKIMBOCTI

3a
peyenmom

He
nionsieae

UA/18156/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BiocuHTes 3BiTyBaHHS NPO Nigo3ptoBaHi NOGiYHI peakw;i.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.2
fofjaeTbes.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHM
370poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.
11. | ®JIEKCBYMIH PO34uH ANs iHGy3il, Takena ABCTpist BUNYCK cepil: ABCTpIs MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/18128/01/01
200 r/n; no 50 mn y Manydheky Takega /CLLA OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom nidnsieae
nonieTuieHoBoOMy YPiHT MaHyhekuypiHr MeZMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby B
nakeri; no 1 a6o no ABCTpIs ABcTpis Arl', po3ginax "Cknag" (pefakuiiHa npaeka),
24 naketu B Al AscTpis "MokasaHHa" (pepakuiiHa npaska), "Mo6iyHi
KapTOHHI kopobuyj; KOHTPO/b AKOCTI peakujii”.
no 100 mny cepii (kpim

nonieTuneHosomy
nakeTi; no 1 a6o no
12 nakeTiB B
KapTOHHI KOpo6Li

BMNpobyBaHb Ha
CTepUbHICTb Ta
6akTepiasibHi
€HIO0TOKCUHW):
Takega
MaHydekuypiHr
ABcTpist Al',
ABcTpis

KOHTPO/b AKOCTI
cepii:
"CTepunbHICTL" Ta
"BakTepianbHi
€HAOTOKCUHN":
Takega
MaHyhekuypiHr
ABcTpist AT,
ABCTpist

BMPOGHMLTBO
nikapcbKoro
3acoby:
cTepusibHe
HanoBHEHHS,
ocTaTo4yHa

Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 3.1
fojaeTbes.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyHOCTI NoJaHHSA
perynspHux 3BiTiB 3 6e3neku.
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Peknamys

Homep

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

aHHsA

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

nactepusavis,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
NPOMiKHUIA
BUMYCK:
Bakcanta tOC
IHK., CLLA
BMPOGHMLTBO
nikapcbKoro
3acoby:
BMPOGHMLTBO
Hepo3acoBaHol
npoaykuii,
TepMoobpobka
(BKNKOUALOUM
BifIHOB/NIEHHSA
dpakuii V,
ynbeTpa/giadinbTp
auito,
NPUroTyBaHHA
Hepo3acoBaHol
npoaykuii,
TepMiyHy 06pO6Ky,
0OCTaTo4Hy
hinbTpauito):
Bakcanta HOC
IHK., CLLIA

B.o. Haua/bLHUKAa
dapmareBTUYHOr0 YNpaB/IiHHSA

JIrogvuia SIPKO




Joparok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «Mpo gepxaBHy
peecTpauito (nepepeecTpadito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionorivHMX npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
Martepianis»

Bif 12 yepBHs 2025 poky Ne 964

ITEPEJIIK

JIIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIOJ0 AKUX BYJ/IN BHECEHI
3MIHU 10 PEECTPAIIMHUNX MATEPIAJIIB, AKI BHOCATBCSHA 4O JEPKABHOI'O PEECTPY JIIKAPCBbKHUX
3ACOBIB YKPAIHA

Ne Hassa Popma suUnycKy 3assHUK KpaiHa Bupo6HuUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04YeHHs
1. | L-TUPOKCUH | Ttabnetku no 125 BEP/IH- HimeuunHa Bupo6bHuyTeo "in bulk" HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/8133/01/04
125 BEP/1IH- MKr, No 25 TabneTok XEMI Al Ta KOHTPO/Ib Cepiii: 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom
XEMI y 6nicTepi; no 1 abo BEPNIH-XEMI AT, Ta dpapmakoHarnsagy. 3miHa yactotu Ta/abo
2, abo 4 6nictepu B HimeuuunHa; TEepMiHIB NofaHHA perynsipHO OHOB/IOBAHKWX 3BITIB
KapTOHHIli KopoobLi MakyBaHHS, KOHTPO/Ib 3 6e3neku nikapcbkmx 3acobiB - 3miHa yactoTn Ta
Ta BUMYCK Cepili: TepMiHy NofaHHsA peryispHO OHOBJIOBAHOTO 3BiTY
BEPNIH-XEMI AT, 3 6e3neku: [itoya pefakuis: YactoTa nogaHHs
HimeuunHa perynspHo OHOB/IHOBAHOIO 3BITY 3 6e3nekn 3 poku
KiHueBa garta An1sa BkIYeHHsA gaHux oo PO3b -
31.01.2019 p. Aarta nogaHHa 01.04.2019 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3nekn 5 pokis.
KiHueBa gata Ansa BKIOYEHHS gaHux fo PO36 -
31.01.2027 p. fata nogaHHs - 01.05.2027 p.
PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
nepioAnYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BITIB 3 6@3MeKu Jlikapcbknx 3acobis y €C
2. | L-TUPOKCUH | Tabnetku no 150 BEP/IH- HimeuunHa Brpo6HmuTBO "“in bulk" HimeuuunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/8133/01/05
150 BEP/1IH- MKr, No 25 TabneTok XEMI Al Ta KOHTPO/ib cepiii: 3MiHu | TUnY - 3MiHK Woao 6e3nekn/etheKTUBHOCTI peyernmom
XEMI y 6nictepi; no 1 abo BEPIH-XEMI AT, Ta thapmakoHarnsgy. 3miHa yactotun Ta/abo
2, abo 4 6nicTepu B HimeuuunHa; TepMiHiB NoaHHA perynspHO OHOB/IOBaHWX 3BITIB
KapTOHHIA KOpo6Li MakyBaHHSA, KOHTPO/Ib 3 6e3nekn nikapcbknx 3acobis - 3mMiHa yactoTn Ta
Ta BMNYCK Cepii: TEepMiHy NogaHHs perynsipHo OHOBJIIOBAHOIO 3BITY
BEP/NIH-XEMI AT, 3 6e3neku: [itoya pepakuis: YactoTa nogaHHs
HimeuunHa perynspHo OHOB/IOBAHOIO 3BITY 3 6e3neku 3 poku
KiHueBa gata ans BK/OYEHHS gaHux go PO36 -
31.01.2019 p. Aarta nogaHHa 01.04.2019 p.
MponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHo OHOB/IOBAHOIO 3BiTy 3 6e3mnekn 5 pokiB.
KiHueBa farta Ans BKIYeHHsA aaHux Ao PO3b -
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
31.01.2027 p. Aarta nogaHHsA - 01.05.2027 p.
PekomeHA0BaHO A0 3aTBepA)KEHHS BifMoBIAHO A0
nepiognYHOCTI NoAaHHSA PerynsipHoO OHOB/IHOBaHUX
3BITIB 3 6€3MneKu Jlikapcbkux 3acobis y €C
3. | L-TUPOKCWUH | Tabnetku no 50 mkr; BEP/IH- HimeuunHa Brvpo6HMuTBO HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8133/01/02
50 BEP/IH- no 25 Tabnetok y XEMI Al npenapary "in bulk", 3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
XEMI 6nicTepi; no 1 abo KOHTpO/b cepii: Ta papmakoHarnsagy. 3miHa yactotu Ta/abo
no 2, abo no 4 BEPNIH-XEMI AT, TepMiHIB NoaHHA perynsipHO OHOB/IOBAHKWX 3BITIB
6nictepu B HimeyuunHa; 3 6e3neku nikapcbkmx 3acobis - 3miHa yactoTn Ta
KapTOHHIli KopoobLi MakyBaHHS, KOHTPOSb TEepMiHy MoJaHHs perynsipHO OHOBJIIOBAHOTO 3BIiTy
Ta BUNYCK cepiii: 3 6esneku:
BEPNIH-XEMI AT, [itoua pegakuin: Yactota nogaHHsA perynsipHo
HimeuunHa OHOBJ/IKOBAHOTIO 3BIiTYy 3 6e3neku 3 pokn KiHuesa
gara ans skaoyeHHa gaHnx o PO36 -
31.01.2019 p. faTta nogaHHsA 01.04.2019 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/OBAHOIO 3BITY 3 6e3neku 5 pokis.
KiHueBa gata Ansa BKIOYEHHS gaHnx go PO36 -
31.01.2027 p. Aarta nogaHHsA - 01.05.2027 p.
PekomeHa0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
nepioguYHOCTI NoAaHHS PerynsipHoO OHOB/IOBaHUX
3BITIB 3 6€3MneKu Jlikapcbknx 3acobis y €C
4. | L-TUPOKCWUH | Tabnetku no 75 Mkr, BEP/IH- HimeuunHa Bupo6HumyTeo "in bulk" HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8133/01/03
75 BEPNIH- no 25 TabneTok y XEMI Al Ta KOHTPO/Ib Cepiii: 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom
XEMI 6nicTepi; no 1 abo 2, BEPNIH-XEMI AT, Ta dpapmakoHarnsgy. 3miHa yactotu Ta/abo
a6o 4 6nictepun B HimeuuunHa; TEepMiHiB NofaHHA perynsipHO OHOB/IOBAHKX 3BITIB
KapTOHHIl KopoobLi MakyBaHHSA, KOHTPO/Ib 3 6e3neku nikapcbkmx 3acobiB - 3miHa yactoTn Ta
Ta BUMYCK Cepili: TepMiHy NofaHHsA peryispHO OHOBJIOBAHOTO 3BiTY
BEPNIH-XEMI AT, 3 6e3neku: [itoya pefakuis: Yactota nogaHHs
HimeuyunHa perynspHo OHOB/IHOBAHOIO 3BITY 3 6e3nekn 3 poku
KiHueBa garta s BkIYeHHsA gaHux oo PO3b -
31.01.2019 p. Aarta nogaHHa 01.04.2019 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3nekn 5 pokis.
KiHueBa gata a1 BKIOYEHHS gaHux fo PO36 -
31.01.2027 p. fata nogaHHs - 01.05.2027 p.
PekomeHa0BaHO A0 3aTBEpA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BITIB 3 6@3MeKu Jlikapcbknx 3acobis y €C
5. | ADENb® C Tabnetku 3 AT Ykpaina BMPOGHMLITBO, Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/20345/01/01
MoguikoBaHUM "®dapmak” nepBUHHE | BTOPUHHE 3MiHu | TURY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom nionsea
BVMBISIbHEHHSIM, NO 6 nakyBaHHs1, KOHTPOJ1b BMPOBHMYOT AiNbHULI (BKAKOYAOUN AiNbHUL 415 €

mr/0,4 mr no 15
Tabnetok y 6nictepi;
no 2 6nictepn y
naJui

cepii Ta BUNycK cepii:
Apavep ®apma C.A.

A®I, npomixxHOro NpoAyKTy abo rotoBoro
NikapcbKoro 3acoby, AibHUL 4118 NPpOBEAEHHSA
nakyBaHHs1, BUPOOHWMKA, BigNOBiga/IbHOMO 3a
BWMYCK Cepiid, MicLie NPOBEAEHHSI KOHTPOSIO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo [0NOMiXXHOI pe4oBUHM (KO
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3a3HayeHo Yy 10CbE) BUTyHEHHS BUPOOHHMKA

Adamed Pharma S.A. (ul. Szkolna 33, Ksawerow,
95-054, Poland)/Agameg ®apma C.A. (By/.
LLikonbHa 33, KcaBepos, 95-054, MNonbLua)
BiNoBiga/IbHOro 3a NepBUHHE | BTOPUHHE
nakyBaHHS. 3a/NLLIAETLCS 3aTBEPIKEHWIA
BMpo6HMK Adamed Pharma S.A. (Ul. Marsz.
Jozefa Pilsudskiego 5, Pabianice, 95-200, Poland/
Apamepg ®apma C.A. (Byn. Mapwana HO3eda
Mincyacekoro 5, Ma6’aHnui, 95-200, MonbLia),
SIKWIA BUKOHYE (DYHKLIT BUPOGHMKA, L0
BUyYa€eTbCA. BBEAEHHA 3MiH NPOTAroM 6-Tu
MicALiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. BruyyeHHs1 BUPOGHMYOT
AinbHUUi (BKIOYaoumn AinbHuui ana Adl,
NPOMDKHOro NPoAYyKTy abo roToBOro JlikapCbKoro
3aco0by, AiNbHUL AN18 NpoBeAEeHHS NaKkyBaHHS,
BMPOGHWKA, BiANOBIAANLHOMO 3a BUNYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IHO cepil) abo
noctavasibH1Ka BUXILHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT peYOBMHN (SKLLO 3a3HaYeHo Y
[0CbE) BUTyYeHHs BUpo6Huka Adalvo Limited
(Malta Life Sciences Park, Building 1, Level 4, Sir
Temi Zammit Buldings, San Gwann, SGN3000,
Malta)/Apanso Jlimiteq (Manbta fMlaiid CalieHces
Mapk, 6yaisns 1, nosepx 4, Cep Temi 3ammiT
Binginrc, Can-I'eaHH, SGN3000, ManbTa)
BiANOBIA&/IbHOIO 3a BUNYCK cepii. 3anwaeTbes
3aTBepaxeHuii BupobHuk Adamed Pharma S.A.
(Ul. Marsz. Jozefa Pilsudskiego 5, Pabianice, 95-
200, Poland/ Agamepn ®apma C.A. (Byn. Mapwana
tO3edpa Mincyacekoro 5, Mab6’aHui, 95-200,
MonbLya), Akl BUKOHYE (OYHKLT BUPOBHNKa, LLIO
BUJTy4Ya€ETbCA. 3MiHN BHECEHO B PO34inu
"Brnpo6HMK" Ta "Micue3HaxoKeHHs BUPOOHUKa Ta
afpeca MicLs NPoBaKEHHS 0Oro Ais/IbHOCTI" B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
NikapcbKoro 3acoby Yy 3B'A3KY 3 BUNYYEHHAM
O[IHOTO 3 BUPOGHUKIB MiKAPCbKOro 3acoby Ta sk
HacnifokK - BiANOBIAHI 3MiHM y TEKCTI MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3miHu | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miH1) BHeceHo
He3HauHi 3MiHV Y TEKCT MapKyBaHHs1 NepPBUHHOT (1.
6) Ta BTOpWHHOI (M. 11, 16, 17) ynakoBku
nikapcbkoro 3acoby. BBeeHHs 3MiH NpoTArom 6-

TN MicaLiB NicNs 3aTBEpMKEHHS. 3MiHM | Tuny -
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamXeHHs AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro
3ac006y, BK/I0HAKYM AiNbHNLi BUNYCKY cepii abo
MicLie NpoBefileHHA KOHTPOSIK0 AKOCTI. (ZisNbHICTb,
3a AKy BiAnosifgae BUPo6HMK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiii) 3MiHa agpecu
BMpo6HMKa Adamed Pharma S.A./Apamen ®apma
C.A., a came npuBeAeHHS Y BIAMNOBIAHICTb 40
ceptudbikaty GMP. [itoua pegakuis: Adamed
Pharma S.A./Apavep ®apma C.A. Agpeca micus
npoBagxeHHs gisnbHocTi ul. Marsalka. Jozefa
Pilsudskiego 5, Pabianice, 95-200, Poland/sy.
MapLuana HO3edpa Mincyacbkoro 5, Ma6’aHnyi, 95-
200, Monblwa NponoHoBaHa peakuis: Adamed
Pharma S.A./Apameq ®apma C.A Agpeca micus
npoBapkeHHs aisnbHocTi Ul. Marsz. Jozefa
Pilsudskiego 5, Pabianice, 95-200, Poland/syn.
Mapwana tO3eda Mincyacekoro 5, Ma6’aHny, 95-
200, Monblwa 3MiHY BHECEHO B po3fin
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" B IHCTPYKL,itO ANs
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby Ta
AIK HACMIJOK - Y TEKCT MapKyBaHHS YNakoBK
nikapcbkoro 3acoby. BBefeHHs 3MiH NpoTarom 6-
TW MICALIB NiC/1A 3aTBEPAKEHHS.

AIMA®IKC

MOPOLUOK Ta
PO3YMHHWK ANs
PO34KHyY Ans
iHdpysili, 500 MO/10
mn; donakoH Ne 1 3
nopotukom no 500
MO y komnnexTi 3
PO34MHHMKOM (BOAa
Ans iH'ekuiid) no 10
My donakoHi Ne 1
Ta Habopom ans
PO3UYMHEHHS i
BBEJEHHA Y
KapTOHHIli KopoobLi

KEAPIOH
C.NA.

ITanis

KEAPIOH C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3MiHn | TUny - 3MiHn 3 akocTi. A®l. BUpobHMUTBO.
3MiHa po3mipy cepii (BkNtoYatoun fianasoxu) AdI
ab0 NPOMiXXHOro NPOAYKTY, SKUiA 3aCTOCOBYETLCA Y
npoueci BupobHuutea A®| (po3mip cepii akTUBHOI

peyoBUHM 6ioNOriYHOro/iMyHONOMNYHOTo
NOXOMKEHHS 36i/bLUNBCSA/3MEHLIMBCS 6€3 3MiHU
napameTpiB npoecy (Hanpuknag gybnoBaHHs

NiHiT)) - BBEAEHHS A0AATKOBOrO 36iMbLUIEeHHS

po3mipy cepii bulk po3unHy chakTopa Koarynsu,i
KpoBi ntoguHm IX 1000 MO 6e3 3miHM napameTpiB
npouecy (41 npouecy BUPOGHULITBA 3 HASBHOLO

cTagieto 3milyBaHHA ABOX okpemux bulk

PO34mHiB). 3MiHK | TUNY - 3MiHKW 3 AKOCTi. ADI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii

Ta/abo JonyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisx Ha A®l, abo BMXigHWI/MPOMIKHWIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuyTea APl (40NOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM SKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS) -
[lonoBHeHHs creumdikalii Ha NPOMKHWIA NPOAYKT

3a
peyerimom

UA/17426/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
bulk HOBMM nokasHMKOM Ta BigMNoBigHMM METO40M

BMNpOGYBaHHS, a came «MikpobHe uncno» ons
3paska bulk, BigibpaHoro nepef 3MiLlyBaHHAM
[ABOX okpemux bulk po3uuHiB, Ansa akux 6yno
npoBeAeHOo CTagito NPOMKHOro 36epiraHHsA (415
npouecy BUpOOHMLTBA 3 HASIBHOIO CTafi€Et0
npoMixHoro 36epiraHHs bulk po3unHy chakTopa
Koarynsuii kposi nogmHy 1X 1000 MO Ta
3MiLLyBaHHS ABOX okpeMux bulk po3unHis). 3miHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y crneuudikanisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBIgHMM METOAO0M BUNPOOYBaHHS) -
[onoBHeHHs cnevuudikaLii Ha NPOMKHWIA NPOAYKT
bulk HOBMM noka3HUKOM Ta BigMNOBIgHMM METOLOM
BMNpOGYyBaHHS, a came «MikpobHe unicno» ans
3paska bulk, BigibpaHoro nicns 3millyBaHHAM [BOX
okpemux bulk po3uvHis nepeg, ctagito NPOMiKHOro
36epiraHHsa (415 npouecy BUpOGHMLTBA 3
HasABHOO CTafieto NpomikHOro 36epiraHHs bulk
po3unHy hakTopa koarynauii Kposi AoAuHN 1X
1000 MO Ta 3miwyBaHHsa ABOX okpemux bulk
PO34KHIB). 3MiHU | TUNY - 3MiHK 3 KOCTi. API.
KoHTponb A®I. 3miHa y napameTpax crneuudikawii
Ta/abo fONyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMIKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTea APl (40NOBHEHHS
cneuudikaLii HOBUM NOKA3HMKOM AKOCTI Ta
BiANOBIAHUM METOA40M BUNPOOYBaHHS) -
[onoBHeHHs crneumdikaLii Ha NPOMDKHUIA NPOAYKT
bulk HOBMM noka3HUKOM Ta BigNOBIgHUM MEeTOLO0M
BUNpobyBaHHsA, a came «MikpobHe uncnio» Ta
«AKTMBHICTb (hakTopa IX (1000 MO)» ans 3paska
bulk, BigibpaHoro nicns 3millyBaHHAM [BOX
okpemux bulk po3uwnHis, Lo nonepesHbLO
36epiranncs okpemo abo y BUrNsAAj 3mMillaHoro
PO34MHY (419 NpoLecy BUPOGHULITBA 3 HAABHOIO
cTagielo NpoMixXHOro 36epiraHHs bulk po3uunHy
hakTopa koarynauii kposi mogmHu IX 1000 MO Ta
3MillyBaHHA ABOX okpeMux bulk po3uunHis).
MponoHoBaHa 3MiHa He BMVBAE Ha METOAMKM
aHanisy, BiAMoBIAHO A0 AKNX BUKOHYETbLCS
KOHTpOb bulk po3unHy. 3miHn | TUNy - 3MiHK 3

sakocTi. A®Dl. Cuctema
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTeliHep/3akynopoBasibHWii 3aci6. 3miHa y

6e3nocepeHiit ynakosui A®I (pigkux AdI
(HecTepunbHUX)) BBEAEHHA OAHOPA30BUX MILLIKIB
ON151 NIPOMDKHOTO 36epiraHHs bulk po3unny
hakTopa koarynaujii kposi itoguHn 1X 1000 MO
(ansa npouecy BUPO6GHULITBA 3 HASBHOK CTafieto
npoMixHoro 36epiraHHs bulk po3unHy chakTopa
Koarynsuii kposi ntoguHn IX 1000 MO). 3MmiHu |
TMny - 3MiHK 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa
nepiogy NoBTOPHWX BUMPOGYBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BIICYTHOCTI y 3aTBEP)KEHOMY [JOCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Wwo
BK/IIOYAE Mepiog, NOBTOPHOrO BUNPOGYBaHHS)
(nepiog, NOBTOPHOro BUNPO6yBaHHA/nepios
36epiraHHs) - 36iNbLIEHHA abo BBEAEHHS nepioay
NOBTOPHOro BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/IMKEHb Y peasibHOMY Yaci
- BBegeHHs nepiogy npomikHoro 36epiraHHs bulk
po34unHy hakTopa Koarynsuii Kposi NoanHu 1X
1000 MO npwu Temnepartypi Big 2 1o 8 °C He
6inblue 7 AHiB (415 nMpouecy BUpOGHMLUTBA 3
HasABHOO CTafieto NpomikHOro 36epiraHHs bulk
po3unHy hakTopa koarynauii Kposi AoAuHN 1X
1000 MO 3 abo 6e3 cTagii 3miLLyBaHHS ABOX
okpemux bulk po3unHis). 3miHu Il TUNy - 3MiHK 3
akocTi. A®l. BupobHMLTBO. 3MiHM B Npoueci
BMpO6HMLTBA API (3MiHA CTOCYETLCA aKTUBHOI
peyoBuMHM 6ioNOriYHOrO/iMyHONOrYHOTro
NOXOKEHHS ab0 BUKOPUCTaHHSA XiMiYHUX AD| y
BMPOGHMLTBI iKAPCbKOro 3acoby
6i0N10riYHOro/iMyHONONYHOTO NOXOXKEHHS, Ka
MOXXe MaTu 3HaYHWI BNIB Ha SIKICTb, 6e3neky Ta
eheKTBHICTb NiKapCcbKoro 3acoby, i He
CTOCYETbCSA NPOTOKOY) - 3MiHW B NPOLECi
BMPOGHULTBA, @ came BBEAEHHS OMNLUiOHabHOT
cTagii 3milyBaHHa ABox okpemux bulk posunHis
thakTopa koarynsauii kposi sitoguHn IX 1000 MO.
3MiHu Il TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPCHKMIA
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
(BKNKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
NiKapcbKoro 3acoby (3MiHa CTOCYETLCS BCiX iHLLIMX
nikapcbknx hopmM CyKynHOro (KOMmnsieKCHoro)
BMPOGHMYOro npouecy) 36inbLIeHHs po3mipy cepil
roToBOro fikapcbkoro 3acoby (N5 npouecy
BMPOGHMLITBA 3 HAABHOI CTAZIEI0 3MiLLyBaHHS
nBox okpemux bulk po3uunHis dhakTopa koarynsauii

KpoBi NtoguHm 1X 1000 MO) 3 500 — 1500
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
donakoHiB Ha Nnpr6n3Ho 1000 — 3000 donakoHiB
7. | AIMA®IKC NMOpPOLLOK Ta KEAPIOH ITania KEAPIOH C.M.A. ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17426/01/02
PO3UYNHHVIK ANA C.N.A. 3MiHn | TURy - 3MiHM 3 akocTi. A®l. BupobHuuTBO. peyenmom
PO3UmnHy Ans 3MiHa po3mipy cepii (Bktoyatoum gianasoHu) Ad|

iHdpys3ii, 1000
MO/10 mn; donakoH
Ne 1 3 nopoLukom no
1000 MO'y
KOMMNEKTi 3
PO34MHHKKOM (BOAa
Ans iH'ekuiid) no 10
My donakoHi Ne 1
Ta Habopom ans
PO3UYNHEHHS i
BBEJEHHA Y
KapTOHHIli KopoobLi

a60 NPoMiXXHOro NPOAYKTY, SKUIA 3aCTOCOBYETHLCS Y
npoueci BupobHuutea APl (po3mip cepii akTMBHOI
peyoBUHM 6i0M0riYHOro/iMyHOOTIYHOIO
NOXOKEHHS 36i/bLUMBCSA/3MEHLINBCS 6€3 3MiHU
napameTpiB npoecy (Hanpuknag, gyonoBaHHs
NiHiT)) - BBeAeHHs 08aTKOBOrO 36i/bLUEHHS
po3mipy cepii bulk po3unHy dakTtopa koarynsuii
KpoBi ntoguHmn IX 1000 MO 6e3 3miHWM napameTpis
npouecy (4158 npouecy BUPOGHULITBA 3 HAABHOIO
cTajji€eto 3milllyBaHHS BOX okpemumx bulk
PO34MHIB). 3MiHU | TURY - 3MiHK 3 IKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax cneuudikaiii
Ta/abo AONyCTUMUX MEX, BUSHAUEHUX Y
cneungikauiax Ha A®l, abo BUXIZHWUIA/NPOMIDKHW
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci Bupo6bHuLTBa APl (,0NOBHEHHS
cneumdikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM MEeTOA40M BUNPOOYBaHHS) -
[onoBHeHHs cnevuudikaLii Ha NPOMKHWIA NPOAYKT
bulk HOBMM noka3HUKOM Ta BigMNOBIgHMM METOLOM
BMNpOGYBaHHSA, a came «MikpobHe unicno» ans
3paska bulk, BigibpaHoro nepep, 3milLlyBaHHSAM
[ABOX okpemux bulk posuunHiB, Ansa akux 6yno
npoBefEeHO CTagilo NPOMKHOro 36epiraHHs (ons
npoLiecy BUPOGHULTBA 3 HAsSIBHOIO CTagieto
npoMixHoro 36epiraHHs bulk po3unHy chakTopa
Koarynsuji kposi noguHn 1X 1000 MO Ta
3MilyBaHHA ABOX okpeMux bulk po3uuHiB). 3MiHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikayisax Ha Adl, abo
BUXIAHWIA/NPOMDKHWI NpoAyKT/pearexT, Wwo
BVIKOPVICTOBYIOTBCSA Y Npoueci BupobHuutea Ad|
(8ONOBHEHHS cnevumdikalii HOBUM NOKAa3HUKOM
AKOCTI Ta BifMNoBigHMM METOA0M BUNPOOYBaHHS) -
[lonoBHeHHs creumdikaLii Ha NPOMDKHUIA NPOAYKT
bulk HOBMM noka3HUKOM Ta BigNOBIAHMM METOLO0M
BMNpOoGyBaHHSA, a came «MikpobHe uicno» ans
3paska bulk, BigibpaHoro nicnis 3milyBaHHAM ABOX
okpemux bulk po3unHiB nepes cTagito NPOMKHOIO
36epiraHHa (415 npouecy BUpO6GHMLTBA 3
HasiBHOIO CTagielo MPOMiXHOro 36epiraHHs bulk
po34unHy thakTopa Koarynswii Kposi noanHu 1X
1000 MO Ta 3miwyBaHHsA ABOX okpemux bulk
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

PO34mHiB). 3MiHK | TMNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo [onyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWI/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCSA Y
npoueci Bupo6HuLTea APl (A0NOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS) -
JonoBHeHHs cneuudikaii Ha NPOMiXHUIA NPOaYKT
bulk HOBMM nokasHMKOM Ta BigMNoBigHMM METO40M
BMNpobyBaHHSA, a came «MikpobHe uncio» Ta
«AKTMBHICTb hakTopa IX (1000 MO)» ans 3paska
bulk, BigibpaHoro nicns 3milyBaHHAM OBOX
okpemux bulk po3uuHis, Lo nonepesHbLO
36epiranncsa oKpemo abo y BUrISAj 3MiLLaHOro
PO34MHY (415 NpoLecy BUPOBHMLITBA 3 HAABHOIO
cTagieto NpomixHOro 36epiraHHs bulk po3unHy
hakTopa koarynauii kposi nogmHu 1X 1000 MO Ta
3MiLllyBaHHS ABOX okpemux bulk po3umHiB).
MponoHoBaHa 3MiHa He BMMBa€E Ha METOAVKM
aHanisy, BiANOBIAHO A0 AKNX BUKOHYETLCA
KOHTpOsb bulk po3uunHy. 3miHK | TURY - 3MiHK 3
akocTi. A®l. Cuctema
KOHTeliHep/3akKyrnopoBasibHWiA 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®I (pigkux AdI
(HecTepunbHUX)) BBeAeHHA 04HOPa30BUX MILLKIB
AN5 NPOMDKHOro 36epiraHHs bulk po3uunHy
thakTopa koarynsuii kposi itogmHm 1X 1000 MO
(4ns npouecy BUPOGHMLTBA 3 HASIBHOKO CTafi€to
npoMixHoro 36epiraHHsA bulk po3unHy chakTopa
Koarynsuii kposi noguHmn IX 1000 MO). 3MmiHu |
TMny - 3MiHK 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHUX BUNPOGyBaHb/nepiosy
36epiraHHsA abo ymoB 36epiraHHs A®| (3a
BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI €Bponelickkili hapmakonei, LWwo
BK/1HOUAE Nepiof, NOBTOPHOT0 BMNPOGYBaHHS)
(nepiof NOBTOPHOroO BUNPO6YBaHHA/Nepios,
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NOBTOPHOro BMNpobyBaHHsA/nepiody 36epiraHHsa Ha
OCHOBI pe3y/ibTaTiB JOC/NiHKeHb Yy peaslbHOMY yaci
- BBeieHHs nepiody npomikHOro 36epiraHHs bulk
po3unHy thakTopa koarynsuii Kposi noguHn IX
1000 MO npu Temnepatypi Big 2 0o 8 °C He
6inblue 7 AHiB (415 Npouecy BUPOGHMLUTBA 3
HasIBHOIO CTafielo MPOMiXHOro 36epiraHHs bulk
po34unHy hakTopa Koarynsuii Kposi NoanHu 1X
1000 MO 3 abo 6e3 cTagii 3MmiLlyBaHHS BOX
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

okpemux bulk po3uwnHis). 3miHu Il TRy - 3MiHK 3
AKoCTi. A®l. BUpo6HMLTBO. 3MiHU B NpoLLECi
BMpO6HMLTBA API (3MiHA CTOCYETLCA aKTUBHOT
peyoBUHM 6i0N0rYHOr0/iMyHOOTIYHOIO
NOXOKEHHSI 260 BUKOPUCTAHHS XiMiYHUX ADI y
BMPOGHULTBI NiKapCbKOro 3acoby
6i010ri4YHOro/iMyHO/ONYHOTO MOXOKEHHS, SKa
MOXe MaTu 3HaYHWiA BNIB Ha AKICTb, 6e3neky Ta
eheKTNBHICTb NiKapCcbKoro 3acoby, i He
CTOCYETbCS NPOTOKO/Y) - 3MiHW B NPOLIECi
BMPOGHMLITBA, & CaMe BBEAEHHS OMNL,iOHasTbHOT
cTagii 3milyBaHHa ABox okpemux bulk po3uuHis
thakTopa koarynsuii kposi ntoguHun 1X 1000 MO.
3MmiHu Il TUNYy - 3MiHK 3 SKOCTi. FOTOBWUIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa po3mipy cepii
(BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3aco6y (3MiHa CTOCYETLCS BCiX iHLINX
nNikapcbknx chopmM CyKynHOro (KOMmnsaekCcHoro)
BMPO6HMYOro npouecy) 36inbLeHHs po3mipy cepil
roToBOro Nikapcbkoro 3acoby (415 npouecy
BMPOOHMLITBA 3 HASBHOIO CTafi€tlo 3MillyBaHHSA
nBox okpemux bulk po3unHiB dakTopa koarynsuii
KpoBi MtognHy 1X 1000 MO) 3 500 — 1500
drnakoHiB Ha Npn6an3Ho 1000 — 3000 donakoHIiB

ANEKEH3A®

kancynu Teepgi no
150 mr; no 8 kancyn
TBEPAMX Yy BnicTepi,
no 7 6nictepiB y
KapTOHHIlA nayuj, no
4 naykn y KapTOHHIl
Kopobui

TOB «Pouu
YKpaiHa»

YkpaiHa

BWMYCK Cepii:

& . XohpmaHH-/15 Pow
Nta, Weenuapis;
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
BMNPOBYyBaHHSA
CTabiNbHOCTI, BUMYCK
cepit:
®.XothpmaHH-/15 PoLu
NTa, Wseiuapis;
BUNPOBYBaHHSA
CTabiNbHOCTI
(mikpobionoriyHa
yncTOoTa):
®.XothpmaHH-/15 PoLu
Ntp, Weeiiuapisa
BUNPOBYBaHHSA
cTabinbHoCTI,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS:
Jenbcapm MinaHo,
C.P.1., Itanis;
BUNPOBYBaHHSA
KOHTPOJIHO SIKOCTI

LBenuapis/
ITania/
HimeyunHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, 3MiHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gpaiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAAILHOI 3a hapMakoHarnsg,

3a
peyenmom

UA/16997/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
(mikpobionoriyHa
yuctota): Jlabop /1C
CE eHg Ko. KT,
HimeyvunHa;
BUNPOBYBaHHSA
KOHTPOJIHO SKOCTI
(eTunxnopuga): EBOHIK
OnepeiwH3 M6X,
HimeyuunHa;
BVPOGHMLTBO
Hepo3dhacoBaHoT
NPOAYKUii,
BMNPOOYBaHHSA
KOHTPO/IIO AKOCTi:
Ekcenna Mv6X eHg,
Ko. KI', HimeyunHa
9. | AIONYPUHO | Tabnetku no 100 mr; | TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/19063/01/01
N-300POB'A | no 10 TabneTtoky BO 3 obmexeHo 3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom nionsiea
6nicTepi, no 5 OBMEXXEH BiANOBIAANbHICTIO Ta chapmakoHarnsgy. 3miHa y KopoTkiii €
6nictepiB y Kopobui (e]}0} "®apmMaueBTUYHA XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
3 KapToHYy BIANOBIOA KomnaHis "3gopos'a” MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
NBHICTIO 3acToCcyBaHHS Ha MigcTasi perynsipHo
«KOPIMNOPA OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro
LA 3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
«300POB'A nikapcbKoro 3acoby B Mic/iAspeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHb,

»

npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHoMm).
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"B3aemogia 3 iHWKMMM NiKapCbkumn 3acobammn Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3acTocyBaHHs", "lMob6iyHi peakuii” BigMoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3nekn 3aCTOCyBaHHS
Ait04O0T peYOBUHM fikapcbkoro 3acoby. CynyTHs
3MiHa- 3MiHM LWoao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(1) Lo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
NOCBiAYEeHHS, BKoYatoun MnaH ynpasiHHA
pr3nkamm (3acTocyBaHHA TEKCTY, AKWI
NOroOKEHN 3 KOMMETEHTHUM OpraHom).
3asaBHMKOM HaflaHO OHOBJIeHWIA MnaH ynpasniHHA
pu3nkamu Bepcis 1.0.
3MiHU BHECEHO [0 YacTuH: | «3aranbHa
iHchopmauis» V «3axoam 3 MiHimizauii pusukis» VI

«Pe3oMe nnaHy ynpas/iHHA pusmkamn» VI
«flogatkm» (aoaatkv 2,3) y 3B’3Ky 3 OHOB/IEHHAM
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

iHchopmawii 3 6e3nekn Ajitoyoi pevyoBUHN
anonypuHos BiAnoBiAHO OCHOBHOI 3MiHU -
pekomeHpauii PRAC, WO € pyTUHHUM 3aX00M 3
MiHimi3auii pu3ukis. Pestome MnaHy ynpaBaiHHA
pusmkamu Bepcia 1.0 gofaeTbes

10.

ANOMNYPVIHO
n-3/,0POB'A

Tabnetkv no 300 wmr;
no 10 Tabnetok y
6nictepi; no 1 a6o 5
6nicTepis y kopoobLi
3 KapTOHY

TOBAPUCT
BO 3
OBMEXEH
olo
BIAMOBIJA
NBHICTIO
«KOPFMOPA
LS
«3[J0POB'HA

»

Ykpaina

ToBapucTBO 3
06MeXeHoH0
BiANOBIf&/IbHICTIO
"®apmaueBTnYHa
KomnaHia "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaLiitHuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMNOBIAHO A0 NiaHy negiaTpuyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHMM YMOBHOB&XKEHVM OpPraHOM).
3MiHN BHECEHO [0 IHCTPYKLi 415 MeguyHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BUAM B3aemogijin”, "OcobmBoCTi
3acTocyBaHHs", "Mo6ivHi peakuii" BignosigHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn 3acTOCyBaHHS
Ail040T peyvoBUHM fikapcbkoro 3acoby. CynyTHs
3MiHa- 3MiHu Woao 6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo 3miHa(n) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
nocBiAYeHHs, BKoYatoun MnaH ynpasiHHA
py3nkamm (3aCTOCYBaHHS TEKCTY, AKUi
NOrOPKEHWI 3 KOMMETEHTHUM OPraHom).
3aAaBHVMKOM HafaHO OHOBJIEHWIA MnaH ynpasBniHHS
pu3nkamm Bepcis 1.0.
3MiHM BHECEHO [0 YacTuH: | «3arasibHa
iHbopmauis» V «3axoau 3 MiHiMizauii pusukis» VI
«Pestome nnany ynpasniHHa pusvkamun» VI
«Jlopatkn» (goaatkn 2,3) y 38’A3Ky 3 OHOB/IEHHAM
iHbopmaLii 3 6e3neku Aityoi pevyoBUHU
an0nypuHON BiAMNOBI4HO OCHOBHOT 3MiHM -
pekomeHgauii PRAC, W0 € pyTUHHAM 3aX040M 3
MiHiMi3aLii pusukis. Pestome MNnaHy ynpasniHHA
pusukamm Bepcia 1.0 gogaeTbes

3a
peyerimom

He
nionsiea
€

UA/19063/01/02

11.

ANbBENA®

Tabnetku no 400 mr
no 1 rabnetuiy
6nictepi; no 1 a6o
no 3 6nictepun y
KapTOHHIlA ynakoBLy;
no 3 TabneTkn y

TOB
"TNEAGAP
M ATO"

YKpaiHa

TOB «KYCYM
PAPM», YkpaiHa
abo
TOB «NMEAPAPM
NTA» , YKpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA 4151
4yacTnHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO J1iKapCbKOro 3acoby (AiNbHULA, Ha Kl

3a
peyenmom

He
nionsiea
€

UA/14958/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nicTepi; no 1
6nictepy y
KapTOHHIiA ynakoBL,i

npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMNYCKY Cepiil, KOHTPOO AKOCTI,
NepBUHHOIO Ta BTOPUHHOTO NakyBaHHA, A1
HeCTepWIbHUX Jlikapcbknx 3acobiB) CynyTHS 3MiHa
- 3MiHK 3 sKOCTi. FOoTOBMIA Nikapcbkuid 3aci6. 3MiHK
y BUpPO6GHMLTBI. 3aMiHa abo BBeAieHHA A04AaTKOBOI
OiNbHWL| BUPOOHWLTBA 718 YacTVHK abo BCbOro
BMPOBHMNYOro NpoLecy roToBOro Nikapcbkoro
3aco6y (AiNbHULA 415 BTOPUHHOTO NakyBaHHS)
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3aMiHa
abo BBeieHHA AOAATKOBOI [ifbHULI BUPOGHMLTBA
NS YacTUHK abo BCbOro BUPOOHNYOro npouecy
roToOBOro Nikapcbkoro 3acoby (AibHUUA ANA
NepPBVHHOIO NaKyBaHHA) BBEAEHHS
anbTepHaTMBHOro BUpo6HMKa TOB "TMEAPAPM",
YKpaiHa, BignoBifansHOro 3a BUPO6HULITBO,
NepBrHHE Ta BTOPVHHE MakyBaHHS NiKapCbKoro
3ac06y. 3MiHU € PILLEHHAM MEHEeIKMEHTY
KOMNaHii Ta 3 MeTol onNTuUMi3aLii BUPOGHULTBA Ta
6i3Hec npouecis. BBEAEHHS 3MiH NPOTArOM 6-Tu
MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
3 gKocTi. FOoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofasaHHA BUPOOHYKa, Lo BiAgnoBsijae 3a
BBE3EHHA Ta/abo BMNyck cepii) - Briovyaroun
KOHTPO/b/BUNPOBYBaHHA cepii - BBEAEHHS
anbTepHaTMBHOro BUpo6Huka TOB "TMELPAPM",
YkpaiHa, BignoBiganbHOro 3a KOHTPO/b Ta BUMYCK
cepii MN3. 3MiHU € pILLEHHSAM MEHEeKMEHTY
KOMNaHii Ta 3 MeTo ONTMMi3avii BUpOGHULTBA Ta
6i3Hec npoueciB. 3MiHM BHECEHO B IHCTPYKLi0 415
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLie3HaxomKeHHS
BMPOGHMKA Ta agpeca MicLsa NPoBaKeHHs Moro
LOiSNbHOCTI" y 3B'A3KY 3 BBEAEHHAM 4,04aTKOBOro
BUPOBHMKA, SIK HACNIAOK - 3aTBEPAKEHHSI TEKCTY
MapKyBaHHS YNakoBOK NiKapCbkoro 3acooy.
BBeEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPLKEHHSA

12.

ANMb®OPT
CTIK

PO34YUH OpasibHUIA,
no 25 mr/10 mn; no
10 mny cawe, no 20
calle B KapTOHHIl
Kopoou,i

JenbTa
Megiken
MpomoyLLIH3
Al

LLiBeiuapis

CAI
MEHY®EKYYPIHT,
c.ny.

IcnaHis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO

B TEKCT MapKyBaHHS NePBUHHOI (MYHKTK 2, 6) Ta
BTOPUHHOT (NyHKTN 2, 11, 16, 17) ynakoBOK
nikapcbkoro 3acoby. BeefeHHs 3MiH NpoTarom 6-

3a
peyenmom

UA/18992/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
TW MicALIB Nic/1a 3aTBepAKEHHS
13. | AMENIBY PO3YMH ANS iH'EKLiA, CAMCYHI Pecny6nika BMpo6HULTBO /13; ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20540/01/01
10 mr/mn, chnakoH 3 BIOErMIC Kopes nepBrHHE NakyBaHHS,; CnonyyeHi 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
6opocunikaTHOro KO., NTA. KOHTPO/b SAKOCTi Npn LWratn Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
cknaTvny | 3 BUMYCKY cepii 3a Amepukm y3arasibHeHUX JaHnX Npo cucTemy
ryMOBOIO NMPOBKOH0 nokKasHukamu (CwA)/ hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
Ta aloOMiHIEBUM «EHOOTOKCHUHM» Ta Ipnangis/ npo cmuctemy chapmakoHarnsgy, aMiHa
KOBMa4koM 3 «CTepu/bHICTb»: Higepnanaun YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
kpuwkoto flip-off; no MateoH Itania C.n.A., 3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
1 chnakoHy B ITanis; kKOHTpoNb thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
cTaHAapTHO- SAKOCTi NpY BUNYCKY hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
€KCMOPTHI ynakosLi cepii 3a BCima Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
B KapTOHHIi Kopo6Lyi noKasHuKamu, oKpim 3pificHeHHs hapmakoHarnsay (BkioYakyn
NOKa3HWKIB KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
«EHOOTOKCUHM» Ta macTep-chaiina cuctemn hapmakoHarnsgy) 3miHa
«CTepubHICTb»; KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
KOHTPO/b SKOCTI Npu thapmakoHarnsag B YkpaiHi. [itova pegakuis:
BMBYEHHI CTabINbHOCTI [Omutpo CasueHko / Dmytro Savchenko.
3a BcimMa MponoHoBaHa pepakuis: Bynura Nigis
noKasHukamu: OnekciiBHa / Bulyha Lidiia Oleksiivha. 3miHa
€BpodoiHc JlaHKacTep KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6U 3asiBHYKA,
Na6opaTtopis, IHK, BiANOBiAaNbHOI 3a hapmakoHarnsg B YkpaiHi
Cnonyueni WTatn
Awmepukn (CLLA);
KOHTPO/b SIKOCTi Npun
BUNYCKy cepii 3a BCiMa
noKasHuKamm, oKpim
MOKa3HWKiB
«EHA0TOKCUMHU» Ta
«CTepunbHiCTb»;
KOHTPO/b SIKOCTi Npun
BMBYEHHI CTabiNbHOCTI
3a BCiMa
noKasHuKamm:
€spodiHc Biochapma
MpogakT TecTiHr
Alienenp fliviteg,
IpnaHgisa; BTOpMHHE
nakyBaHHs: EHecTis
Benbmpxiym HB,
Benbris; Bunyck cepit:
CamcyHr bioenic HN
5.B., Hinepnanamn
14. | AMIKCUH® IC | TabneTtku, BKpUTI ToBapuncTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 He UA/2559/01/01
o6onoHkoto, no 0,06 3 [0[aTKOBOK 3MmiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa kogy peyenma nionsea
r, no 3 Tabnetkn y [,00aTKOBOMO Bi4NOBiAa/IbHICTIO ATX. 3MiHV BHECEHO B iHCTPYKL0 A1 MeAUYHOro €
6nictepi; no 1, 2 abo | Bignosigasib "IHTEPXIM" 3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
3 6nicTepu B naui; HICTIO "®PapmakoTepanesTuyHa rpyna. Kog ATX"




25

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 5 TabneTtok y
6nicTepi; no 2
6nicTepy B nayui

"IHTEPXIM"

BiANOBIAHO [0 MKHAPOAHOrO knacmdikaropa
thapmakoTepaneBTUYHUX rpyn Ta Kogis ATX
BOO3: 3arBepmxeHo: IMyHOCTUMYNATOPU. |HLL
imyHocTumynsTopu. Kog ATX LO3A X.
3anponoHoBaHo: MpoTuBipycHi 3acobu aAns
CMCTEMHOTO 3acToCyBaHHS. [MpoTuBIpycHi 3acobu
npsamMoi gii. TunopoH. Kog ATX JO5A X19.
BBegeHHs 3MiH NpoTAroM 3-0x MicsLiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta YMOB
Buavi peecTpauiiHoro NocBif4eHHSs, BK/THOHa0UM
MnaH ynpaBniHHA pu3vkamn (iHLWi 3MiHW).
3asaBHMKOM HafaHO OHOB/IEHWIA MnaH ynpaBniHHSA
pv3vkamm Bepcis 2.1. 3MiHW BHECEHO [0 BCiX
YacTWH Yy 3B’A3Ky 3 OHOB/IeHHsAM dhopmaty MYP
BigNoBiAHO A0 iHTerpoBaHoro popmary Ha
nigctasi Guidance on the format of the risk
management plan in the EU accompanying GVP
Module V Rev.2 Ta 3 BpaxyBaHHAM OHOBJ/IEHOT
iHhopmaii B po3gini «®apmakoTepanesTuyHa
rpynax» NpoeKTy IHCTPYKLIT 415 MEeAUYHOro
3aCTOCyBaHHS.

15.

AMIKCUH® IC

TabneTku, BKPUTI
060n10HKo0, N0
0,125r,no 3
Tabnetkn y 6nictepi;
nol, 2 abo 3
6nictepu B nauuj; no
5 Tabnetok y
6nicTepi; no 2
6nictepu B navuj

ToBapucTeo
3
[04,aTKOBOHO
Bignosiganib
HiCTIO
"IHTEPXIM"

YKpaiHa,
YKpaiHa,
YKpaiHa

ToBapucTBO 3
[0,aTKOBOO
BiANOBIf&/IbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa kogy
ATX. 3MiHV BHECEHO B IHCTPYKLiIO A1 MeAUYHOro

3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy

"®papmakoTepanesTuyHa rpyna. Kog ATX"

BiANOBIAHO 40 MKHAPOAHOro Knacudikatopa

thapmakoTepaneBTUYHMX rpyn Ta Kogis ATX

BOO3: 3arBepaxeHo: IMyHOCTUMYATOPU. |HLWi

imyHocTumynsaTopu. Kog ATX LO3A X.
3anponoHosaHo: MpoTuBipycHi 3acobu ans
CMCTEMHOr0 3acTocyBaHHs. [poTuBipycHi 3acobu
npsamoi aii. TunopoH. Kog ATX JO5A X19.
BBefeHHst 3mMiH npoTArom 3-0x Micauis nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YyMOB
BMAAui peecTpaviiHoro noceigyYeHHs, BKIO4aum
MnaH ynpasniHHA pyu3ukamu (iHLLi 3MiHK).
3asBHUKOM HafaHO OHOBMEHWI MNnaH ynpasniHHA
pvi3vkamMm Bepcis 2.1. 3MiHM BHECEHO A0 BCiX

YaCTUH Y 3B’A3KY 3 OHOBJIEHHAM chopmarty MYP

BiAANOBIAHO A0 iHTerpoBaHoro hopmary Ha
nigctaei Guidance on the format of the risk
management plan in the EU accompanying GVP

Module V Rev.2 Ta 3 BpaxyBaHHAM OHOB/IEHOI

6e3
peyenma

He
nionsiea
€

UA/2559/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
iHchopmawuii B po3gini «PapmakoTepaneBTMyHa
rpynax» NpoekTy IHCTPYKLiT 415 MeAMYHOro
3aCTOCYBaHHS.
16. | AMIKCUH® IC | TabneTku, BKpUTI ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 nionsea UA/2559/01/01
o6onoHkoto, no 0,06 3 [00aTKOBO YTOUYHEHHS peecTpaLiiHoT npoLesypy B Hakasi peyenma €
r, no 3 Tabnetkn y [0[aTKOBOKO BiANOBIA&NbHICTIO MO3 Ykpainn Ne 699 Big 22.04.2025 - 3miHu |
6nicTepi; no 1, 2 abo | Bignosigasib "IHTEPXIM" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
3 6nicTepu B nauui; HiCTIO thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH [0
no 5 TabneTtok y "IHTEPXIM" MKSA N3 (po3ainy "MapkyBaHHA")-3rigHO
6nicTepi; no 2 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHS. 3MiHV Ao
6nictepu B navuj TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby
LLLOA0 BUYYEHHS iHChopMaLii poCiicbKo MOBOIO
Ta OHOBJ/IEHHA N.17 IHLLUE BTOPUHHOI YNaKoBKu
ans po3sysaHHs 0,06 r. BBefeHHs 3MiH NPOTAromM
6-T1 MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHM | TNy -
AAMIHICTPaTUBHI 3MiHW. (HLi 3MiHK) - 3MiHa Ha3BY
13 aHrniicbkolo MOBOO, @ came 0AaBaHHs
cumMBony "®".
[itoua pepaxuis:
AMIXIN IC
AMIKC/H® IC
MponoHoBaHa peaakuis:
AMIXIN® IC
AMIKCVH® IC
3MiHM [0 iHCTPYKUIT 4719 MEeANYHOro 3aCTOCYyBaHHS
NikapCcbKoro 3acoby Ta TeKCTY MapkyBaHHS
YNakoBKM LLLOAO HaNWCaHHA Ha3BW NiKapcbKoro
3ac06y aHr/ilicbKo MOBOIO i3 CMMBOJIOM "®" 3
METOH0 YHihikauii HanMcaHHA Ha3Bu B
peecTpauiinHmx MaTepianax. BBegeHHs 3MiH
NpOTSArom 6-Tv MicsLiB NicAsi 3aTBEPAKEHHS.
17. | AMIKCUH® IC | TabneTtku, BKpUTI ToBapuncTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 nionsea UA/2559/01/02
060/10HKOI0, NO 3 [0[aTKOBOK YTOYHEHHS peecTpaviiiHol npoueaypy B Hakasi peyenma €
0,125r,no 3 [,00aTKOBOMO Bi4NOBiAa/IbHICTIO MO3 Ykpainu Ne 699 Big 22.04.2025 - 3miHu |
Tabnetkn y 6nictepi; | Bignosiganb "IHTEPXIM" My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
nol,2a6o3 HICTIO hapmakoHarnsagy (iHwi 3MiHW) - BHECEHHS 3MiH [0
6nictepy B navyi; no | “"IHTEPXIM" MKSA N3 (po3gainy "MapkyBaHHA")-3rigHO

5 Tabnetok y
6nictepi; no 2
6nicTepy B navi

3aTBEPKEHOr0 TEKCTY MapKyBaHHs. 3MiHV A0
TEKCTY MapKyBaHHS1 YNakoBKW NMiKapCbKOro 3acoby
LLIOA0 BUyYEHHS iHGDOpMaLii pOCiiCbKO MOBOHO.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS. 3MiHW | Tuny - AOMiHICTpaTMBHI
3MiHW. (iHLWWi 3MiHK) - 3MiHa Ha3BK J13 aHrnilicbkoto
MOBOI0, & came fofaBaHHA cMMBosy "®".
[itoua pepaxuis:
AMIXIN IC
AMIKC/H® IC.
MponoHoBaHa peaakuis:
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
AMIXIN® IC
AMIKCUH® IC.
3MiHU [0 IHCTPYKUIT 418 MEANYHOrO 3aCTOCyBaHHA
NiKapCbKoro 3acoby Ta TeKCTY MapKyBaHHS
yNakoBKM LLLOAO HaNUCaHHA Ha3BW NikapcbKoro
3aco6y aHrilicbkor MOBOIO i3 cMMBOJIOM "®" 3
METOH0 YHichikaLjii HanncaHHsA Ha3BM B
peecTpauiiHnx matepianax. BBefeHHS 3MiH
NpoTArom 6-Tn MiCALIB MiCNA 3aTBEPAKEHHS.
18. | AMITAP® IC Tabnetkn gns ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 nionsiea UA/14893/01/01
PO3CMOKTYBaHHSA 3i 3 [0[aTKOBOK 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peyenma €
CMakOM BWLLHi 1Mo 8 [0[aTKOBOKO BiANOBIAANbHICTIO Ta hapmakoHarnagy (iHwi 3miHun)
Tabnetok y 6nictepi; | Bignosiganb "IHTEPXIM" 3MiHU BHECEHI 40 TEKCTY MapKyBaHHS yNakoBKu
no 1 a6o 2 6nictepu HiCTIO niKkapcbKoro 3acoby LWoA0 BUYYeHHSs iHdhopMaLii
B NauLj 3 KapToHY "IHTEPXIM" POCilicbKOl0 MOBOIO. BBEEHHS 3MiH NPOTArom 6-Tn
MicAUiB nicns 3aTBepAKeHHs. 3MiHu | Tiny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro
3acoby
OHOB/IEHHS TOProBOI HAa3BM NiKapPCbKOro 3acoby, a
came fofasaHHs cMMBoy "®".
[itoua pepakuis: AMILAR IC AMIJIAP IC
MponoHoBaHa pepakuis: AMILAR IC AMINAP® IC
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
19. | AMINAP® IC Tabnetkun gns ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 6e3 niosnsiea UA/14892/01/01
PO3CMOKTYBaHHA 3i 3 [0[aTKOBOK 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma €
CMaKoM anesibCuHy [0[aTKOBOKO BiANOBIAANbHICTIO Ta hapmakoHarnagy (iHwi 3miHun)
no 8 TabneTtok y Bignosigasib "IHTEPXIM" 3MiHV BHECeHi [0 TEKCTY MapKyBaHHS YNakoBKu
6nictepi; no 1 a6o 2 HiCTIO niKkapcbKoro 3acoby LWoA0 BUYYeHHS iHdhopMaLii
6nicTepy B naywj 3 "IHTEPXIM" pOCilicbKolo MOBOIO. BBEEHHS 3MiH NPOTArom 6-Tu
KapToOHY MicALiB nicna 3aTBepkKeHHs. 3MiHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro
3acoby
OHOB/IEHHS TOProBOi HAa3BM MiKapPCbKOro 3acoby, a
came fofasaHHs cMMmBony "®".
[itoua pepakuis: AMILAR IC AMIZIAP IC
MponoHoBaHa pepgakuis: AMILAR IC AMIJIAP® IC
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
20. | AMINAP® IC Tabnetku gns ToBapuncTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 niosnsza UA/14891/01/01
PO3CMOKTYBaHHSA Mo 3 [0[aTKOBOKO 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenma €
8 Tabnetok y [,04aTKOBOKO BiAMOBIQa/TbHICTIO Ta thapmakoHarnsgy (iHwi 3miHm)
6nicTepi; no 1 abo 2 Bignosigasnb "IHTEPXIM" 3MiHV BHECEeHi 0 TEKCTY MapKyBaHHS YNakoBKu
6nicTepy B nayw, 3 HiCTIO NikapcbKoro 3acoby o0 BUyYeHHs iHchopmalii
KapToHY "IHTEPXIM" pOCiicbKolo MOBOI0. BBeAEHHS 3MiH NpOTSArom 6-1n

MicALiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny -
AOMiHICTPaTMBHI 3MiHX. 3MiHA Ha3BU NiKaPCbKOro
3acoby
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
OHOBJ/IEHHS TOProBOi HAa3BM /liKapPCbKOro 3acoby, a
came fofasaHHs cumBosny "®".
[itoua pepakuis: AMILAR IC AMIJIAP IC
MponoHoBaHa pepakuis: AMILAR IC AMINAP® IC
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
21. | AMOILANIH Tabnetkv no 250 wmr; MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/2950/01/01
no 10 TabneTtok y "Kuismeanp "Knismegnpenapat” 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
6nicTepi; no 1 abo 2 enapat" Ta dhapmakoHarnagy (iHwi 3mMiHn) - OHOBNEHHSA
6nicTepy B navi TEKCTY MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoty
Bi4NoBigHO A0 BUMOr Hakaly MO3 YkpaiHu Big,
23.07.2015 p. Ne 460. Takox 3MiHN BHECEHO B
TEeKCT MapKyBaHHS NepBUHHOI (po3ain 6) Ta
BTOPWHHOI (po34ini 8, 17) ynakoBOK NiKapCbKoro
3aco6y. BHeceHHs 3miH o MKSA (po3giny
"MapkyBaHHS") -3rifHO 3aTBEPA)KEHOMY TEKCTY
MapKyBaHH. BBeZleHHs1 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepipkeHHs
22. | AHOPO NMopoLIoK AN nakcoCwmit Benvka nakco OnepeiilHc Benuvka BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/14742/01/01
ENNIOTA iHransuin, KnsiiH BpuTaHis HOK NimiTepq, Bputaniam 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii peuenmom
[030BaHwWit, no 55 Ekcnopt 3aci6. Cuctema KoHTeliHep/3akynoptoBanbHuWi
MKI/22 MKr/fo3y; no Nimiten 3aci6. 3MiHa y MmeToax BUNPObyBaHHS NepBUHHOT
30 gosy yNakKoBKW rOTOBOrO /iKapCbKOro 3acoby (He3HauHi
NMOpPOLLKOBOMY 3MiHM Yy 3aTBEPMKEHNX MeTofax BUNpobyBaHb)
iHranaTopi; no 1 BHeCeHHS 3MiH o 3.2.P.7. Cuctema
iHransaTopy B N0TKY 3 KOHTeliHep/3akKynopoBasibHWiA 3aci6, a came
(pONIbIY B KAPTOHHIM 3aMiHa HEKOPEKTHO 306paxeHHs pedhepeHTHOro
KOpoo6Li FTIR cnekTpy ons igeHTudikaLii KOHTaKTHOro
mMaTtepiany nepBuMHHOI ynakoBkn — MNBX 6nictepa y
3aTBepAxeHoMy po3gini 3.2.P.7. (Figure 5.
Reference FTIR Spectrum of PVC Film of Base
Foil Laminate), sike 6yn0 4o4aHO NOMUIKOBO.
3miHa He noe’A3aHa 3 HenepegbayeHMn
TEXHOMOTIYHUMK NOAIAMN, 3 HEBIANOBIAHICTIO
3aTBepXeHVM cneumdikauisam abo 3
BIAXVMNEHHAMY Y pe3ynbTaTtax AOC/iIKEHHS
cTabinbHocTi M13.
23. | AHTUKATAP NopoLUoK ANs CMNEPKO Kinp NNABOPATOPIOC IcnaHis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 nionsea UA/7810/01/01
AN OPa/IbHOIO PO34UNHY, IHTEPHELL ANKANIA DAPMA, 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma €
no 10 nakeTukis 3 HN NIMITEL, C.. Ta chapmakoHarnsgy. 3miHa y KopoTkili

MOPOLLKOM Y nauj 3
KapToHYy

XapakTepucTuL nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHS Ha MifcTaBi peryssipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo Joc/igKeHb 3 6e3Mekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnisspeecTpaviitHuii nepios,
ab0 fK pe3ynbTar OLiHKM 3BITY 3 [OCNIAKEHD,
npoBeAeHVX BifgMNOBIAHO A0 M1aHy NeaiaTpudHnx




29

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
pocnipxeHb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHM BHECEHO [0 TEKCTY IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby B
po3ainu "B3aemogist 3 iHWUMW NikapCbKUMN
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnusocTi
3actocyBaHHs", "lMob6iyHi peakuii” BignoBigHO A0
OHOB/EHOT iH(hopmaLii Wwoao 6e3neku
3acTOCyBaHHS Aito4ol pevyoBUHY NapaleTamor.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.
24. | ANETUCTUM | cupon; no 125ry Bpovnascbk MonbLa BMPOGHMLITBO 3a Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/16160/01/01
thnakoHi; no 1 e NMOBHUM LMKIOM 6e3 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenma
hN1akoHy 3 MipHUM nignpuemcTs BMNyCKa cepii: Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu A0
CTaKkaH4MKOM B 0 NiKapCbKnX Bpounascbke y3arasibHeHVX AaHnx Npo cuctemy
KOpOO6LLi 3 KAPTOHY Tpas nigNpreMCTBO thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
"TEPBAMNON niKapcbkux Tpas npo cuctemy hapmakoHarnsgy, amiHa
b" AT "lep6anonb" AT, yMNOBHOBaXeHOT 0cobu, BifgnoBiganbHOI 3a
Monbwa 3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
BUNYCK cepii: chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
Bpounascbke thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
niagnpMeEMCTBO BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
nikapcbkux Tpas 3[iicHeHHs chapMakoHarnsay (Bkiyakyn
"FEPBAMOJIb" AT, KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHH
Monbwa MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX laHNX YMOBHOBaXeHOT 0Cobm
3asBHWVKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
Bi4NoBiAaIbHOT 32 hapMakoHarnsg B YkpaiHi.
[itoua pepakuis: Muxainnok MapvHa
CraHicnagiBHa. [MponoHoBaHa pefakuis:
HikiTyeHkoBa J1t060B IBaHiBHa. 3MiHA KOHTaAKTHUX
LaHNX KOHTaKTHOI 0CO6M 3asiBHYKA,
BignoBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.
25. | APUTMIN Tabnetku no 200 wr, My6niyHe Ykpaina My6niuHe akuioHepHe Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/1438/02/01
no 10 Tabnetok y akujioHepHe TOBapuCcTBO "HayKoBo- 3MiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom nionsea
6nicTepi; no 2, 3abo | ToBapucTBO BMPOGHUUNIA LLEHTP Ta chapmakoHarnsgy. 3miHa y KopoTkili €
5 6nicTepiB y nauui 3 "HaykoBo- "BopLiariBcbkuii XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
KapToHYy BMPOGHUUNIA Ximiko- MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
LeHTp dhapmaLeBTUYHWI 3aCTOCYBaHHA Ha MigcTasi perynsipHo
"BopLuariscb 3asog" OHOBJIHOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro
Knit XiMiko- 3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
hapmauesT nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
NYHWIA ab0 5K pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHD,
3asopg" npoBefeHNX BiAMOBIAHO A0 NaaHy negiaTpuyHnX

pocnimpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVNM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLIii AN MegUyYHOro
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
BiNOBigHO 10 pekoMeHaaLii PRAC.
26. | ACEHTPA® TabneTku, BKpUTI KPKA, o.4., CnoBeHis Brpo6HWK, CnoBeHis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/8770/01/02
NAiBKOBOO HoBo mecTO BiAnoBiganbHMii 3a 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom
0600HKot0, Mo 100 BMPOBHULITBO «in 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
Mr; no 7 TabneTok y bulk», nepBrHHe Ta (BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
6nictepi; no 4 BTOPVHHE NakKyBaHHS, nikapcbKoro 3acoby (36inbeHHs 1o 10 pasis
6nicTepu y kopobu,i KOHTPO/b Ta BUMYCK MOPIBHSAHO i3 3aTBEp/XeHUM po3mipom) (B.11.6.4.
cepii: (a) 1A)
KPKA, a.4., Hoso BBEJEHHS 404aTKOBOro po3mipy cepii 13
mecTo, CnoBeHis 3arBepakeHo:
Brpo6HWK, Ans po3sysBaHHA no 100 mr — 280 000 - 560 000
BiAnoBiganbHMiA 3a TBMO.
BMPOOBHULITBO «in 3anponoHoBaHo:
bulk», nepBrHHe Ta Ans fosyeaHHsa no 100 mr — 280 000- 1 120 000
BTOPUHHE MaKyBaHHA: TBINO
KPKA, a.4a., Hoso
mecTo. CrioBeHis
Bunpo6HuK,
BignoBiganbHNI 3a
KOHTpO/b cepii:
HN30X (HauioHanbHi
na6oparopisi 3a
34paB'e, okone iH
XpaHo), CrioBeHist
27. | ACEHTPA® TabneTkn, BKPUTI KPKA, ao.4., CnoBeHisn Bupo6HMK, CnoBeHisn BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/8770/01/01
NAiBKOBOO HoBo mecTo BiANoBigabHNIA 3a 3MiHn | TURNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom

060/10HKO10, M0 50
Mr; Mo 7 TabneTok y
6nicTepi; no 4
6nictepu y Kopobui

BMPOBGHULITBO «in
bulk», nepsuHHe Ta
BTOPWHHE NakKyBaHHS,
KOHTPONb Ta BUMYCK
cepii:

KPKA, a.4., HoBo
mMecTo, CnoBeHis
Bupo6HMK,
BiANOBiAa/IbHWIA 32
BMPOBGHULITBO «in
bulk», nepsnHHe Ta
BTOPWHHE NakKyBaHHS:
KPKA, a.4a., Hoso
mecTo. CroBeHis
Brpo6HMK,
BiAnoBiganbHWii 3a
KOHTpOsb cepii:
HN30X (HauioHasbHi
na6oparopisi 3a
34paB'e, okone iH

3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
(BK/IHOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS
[0[aTkoBoro posmipy cepii M3
3arTBepaKeHo:
Ana no3ysaHHA no 50 mr — 560 000 - 1 120 000
TBMO
3anponoHoBaHo:
Ana no3ysaHHA no 50 mr — 560 000 - 2 240 000
TBMO
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
XpaHo), CrioBeHist
28. | ATOMOKCHWH | kancynu TBepai, no TOB Ykpaina BMPOBHULTBO, peuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18978/01/01
® 10 mr; mo 7 kancyny "ACIHO nakyBaHHs1, KOHTPO/1b 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi peyenmom
6nicTepi; no 1 YKPAIHA" AKOCTi Ta BUMNYCK cepil 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
6nictepy B nikapcbKoro 3acoby: 3MiHa y MeTofax BUNPo6yBaHHA roTOBOr0
KapTOHHI/ nauui SAPMATEH NiKapcbKoro 3acoby (He3HayHa 3miHa y
IHTEPHELUHN C.A,, 3aTBEpPXEHUX MeToAax BUNpobyBaHHS). HesHauHi
Ipeuis; 3MiHM y MeTogi BEPX, sikuii BUKOPUCTOBYETLCS
nakyBaHHs1, KOHTPO/1b [ON151 KOHTPOSHO NOKa3HWKiB «KifbkicHe
AKOCTi Ta BUMNYCK cepil BM3HAYEeHHs» Ta «OgHOPIAHICTb [030BaHUX
nikapcbKoro 3acoby: OOMHULB», @ caMe 3MiHW Y NPUroTyBaHHI
PAPMATEH C.A,, BMNPOBOBYBaHMX PO3UMHIB. 3MiHW [0 METOANKM
peuis «OfHOPIQHICTb A030BaHNX OAMHNL» BHOCATHCA
nuwe ana nosysadb no 10 mr ta 18 mr; gna
[o3yBaHb no 25 mr Ta 40 Mr faHa MeToAmKa
3anuwmnack 6e3 3miH. 3miHu | Tiny - 3miHun 3
sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(oHOBNEHHA npoLieaypy BUNPobyBaHHA Ans
npuBELEHHS Y BIANOBIAHICTb 3i 3MIHEHOO
3arasibHot cTatTelo JdY abo EBponeiicbKoi
thapmakoner).
3MiHa Yy MeTOZi KOHTPO/IHO 3@ NOKAa3HUKOM
«laoeHTUdikauis. IR-meToa» y 3B’A3Ky 3
npuBeeHHAM MEeTOAMKN Y BiANOBIAHICTb A0
Aitoyoi moHorpadii €.
29. | ATOMOKCHWH | kancynu TBepAi, no TOB Ykpaina BMPOGHMLITBO, peuis BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/18978/01/02
® 18 mr no 7 kancyny "ACIHO nakyBaHHs, KOHTPO/1b 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii peyernmom
6nictepi; no 1 a6o YKPAIHA" SIKOCTi Ta BUMYCK cepii 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.

no 2 6nictepu B
KapTOHHI naywi

NiKapcbKoro 3acoby:
®APMATEH
IHTEPHELUHN C.A,,
Ipeuis;
nakyBaHHs1, KOHTPO/Tb
AKOCTi Ta BUMNYCK cepil
NiKapcbKoro 3acoby:
®APMATEH C.A.,
Ipevis

3MmiHa y meTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNpobyBaHHS). HesHauHi
3MiHM y meTogi BEPX, sikuii BUKOPUCTOBYETbCSA
[OJ151 KOHTPOIO MOKa3HUKIB «KinbkicHe
BM3HAYEHHS» Ta «OAHOPIHICTL [030BaHNX
OVHULIb», & Came 3MiHU Y MPUroTyBaHHi
BMNPO6GOBYBaHMX PO3UMHIB. 3MiHW 40 METOANKU
«OAHOPIAHICTb A030BaHNX OfVHWNLb» BHOCATHCS
nvwe ana fo3sysaHb no 10 mr ta 18 mr; ana
[03yBaHb Mo 25 mr ta 40 Mr gaHa MeToauka
3asmwmnnack 6e3 3MiH. 3MiHu | Tuny - 3miHm 3
AkocTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(oHOBNEHHA npoLedypy BUNPobyBaHHA Ans
NpuBeAEHHS Y BiANOBIAHICTb 3i 3MIHEHOIO
3arasibHot0 cTatTelo 1Y abo €BponericbKoi
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
thapmakoner).
3MiHa y MeToAj KOHTPO/I0 3a NOKa3HMKOM
«lpoeHTUdikauis. IR-metoa» y 3B’A3Ky 3
npuBeAeHHSM METOAMKM Y BigNOBigHICTb [0
nito4oi MoHorpadii EP.
30. | ATOMOKCHWH | kancynwu TBepgi, no TOB YkpaiHa BMPOGHMLITBO, pevyis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/18978/01/03
® 25 mr; no 7 kancyny "ACIHO nakyBaHHs1, KOHTPOJ1b 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom
6nictepi; no 1 a6o YKPAIHA" SAKOCTi Ta BUNYCK cepii 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
no 2 6nictepu B nikapcbKoro 3acoby: 3MiHa y MeTogax BMnpobyBaHHS rOTOBOrO
KapTOHHI/ navu,i ®APMATEH nikapcbKoro 3acoby (OHOB/EHHS NpoLieaypuy
IHTEPHELUHM C.A., BUNPOBYBaHHSA A/191 NPUBEAEHHS Y BIANOBIAHICTb 3i
Ipeuis; 3MiHEeHO0 3arasibHoto cTatTelo dY abo
nakyBaHHs1, KOHTPOJ1b €Bponelicbkoi hapmakonel). 3miHa y MeTogi
SAKOCTi Ta BUNYCK cepii KOHTPO/II0 32 NOKa3HWKOM «laeHTudpikauis. IR-
nikapcbKoro 3acoby: MeTOoA» Y 3B'A3KY 3 NPUBEAEHHAM METOAVKM Y
OAPMATEH C.A., BiANOBIAHICTb A0 Ajto4oi MoHorpadii €.
peuist
31. | ATOMOKCHWH | kancynu TBepgi, no TOB Ykpaina BMPOGHMLTBO, pevys BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/18978/01/04
® 40 mr; no 7 kancyny "ACIHO nakyBaHHs1, KOHTPOJ1b 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKMiA peyenmom
6nictepi; no 1 a6o YKPAIHA" AKOCTi Ta BUMYCK cepii 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
no 2 6nictepu B nikapcbKoro 3acoby: 3MiHa y MeTogax BMNpobyBaHHS rOTOBOrO
KapTOHHI/ navw,i PAPMATEH nikapcbKoro 3acoby (OHOB/EHHS NpoLieaypuy
IHTEPHELUHM C.A., BUNPOBYBaHHSA A8 NPUBEAEHHS Y BIAMNOBIAHICTb 3i
Ipeuis; 3MiHeHO0 3arasibHoto cTatTelo dY abo
nakyBaHHs1, KOHTPOJ1b €Bponelicbkoi thapmakonel). 3miHa y MeTogi
AKOCTi Ta BUMYCK cepii KOHTPO/II0 32 NOoKa3HWKoM «laeHTudpikauis. IR-
nikapcbKoro 3acoby: MeTOoA» Y 3B'A3KY 3 NPUBEAEHHSAM METOAVKM Y
OAPMATEH C.A., BiAMOBIAHICTb A0 Ajto40T MOHOrpadii €P.
peuis
32. | AGDOUOA Kancynu m'ski no [enbta LLiBeliyapis [xentek MNpaiiBet IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/18381/01/01
EKCMNPEC 200 wmr, no 10 Megiken Nimiten 3MiHu | TUNYy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI. peyenma
Kancyn m'sakux y MpomoyLH3 3MiHa y meTofax BunpobysaHHsa APl abo
6nictepi; no 1 a6o 2 Al BMXiAHOTO MaTepiay/MpomMiKHOro
6nictepu B NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
KapTOHHIlA KOpO6L npoueci BupobHuuTea APl (BUy4eHHa meToay
BUMNPO6YBaHHS An1a Adl/peareHTy/MPoMiKHOTO
NPOAYKTY, SKLLO aflbTEPHATUBHUIA METOZ, BXe
3aTBEPKEHNN) BUAANEHHS 3 METOAiB aHanizy AdI
iHhopmauii wopo "Malvern Mastersizer 2000" Big,
komnadii "IOL Chemicals and Pharmaceuticals
Limited" B po3gaini 12.0 "CepegHiii po3mip
YyacTuHOK", 3anmwaeTbea "Malvern Mastersizer
3000"
33. | AGDDUNIA Kancynm mM'siki no Jenbta LLBeliuapis LxenTek MNpaiiset IHAis BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 6e3 UA/18232/01/01
MAKC 400 wmr; no 10 Megiken Nimiten 3MiHn | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI. peyenma
EKCIMNPEC Kancyn m'akux y [poMOoyLLH3 3MiHa y meTogax BunpobysaHHa APl a6o
6nicTepi, no 1,2, 3 Al BUXiHOro Marepiaay/npombKHOro

a6o 10 6nicTepiB y

NPOAyKTYy/peareHTy, Lo BUKOPUCTOBYETHLCS Y
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHii kopobuj npoueci BupobHuutea APl (Buy4eHHs meTogy
BUNPOBYBaHHSA Ana Adl/peareHTy/MpoMiKHOIo
NPOAYKTY, SIKLLO aNlbTePHATUBHUIA METOZ, BXe
3aTBepKeHUIi) BuganeHHs 3 MeTodiB aHasisy
Al iHpopmad,ii wopao "Malvern Mastersizer 2000"
BiA KomnaHii "IOL Chemicals and Pharmaceuticals
Limited" B po3gini 12.0 "CepepgHiii po3mip
YyacTuHOK", 3anuwaeTbes "Malvern Mastersizer
3000".
34. | BAPON 20 Kancynu, Mera ABcTpanis IHBeHTia Xenckea JTg, IHAjs BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/4467/01/02
KMLLKOBOPO34MHHI no | JalidhcaiieH TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peuenmom
20 mr no 10 kancyn ci3 23.07.2015 Ne 460) BunpaBneHHst TEXHIYHOT
y cTpuni; no 3 (ABcTpanis) nomMusku, 3rigHo n.2.4. n.n. 5 posginy VI Hakasy
CTPWNKX B KAPTOHHIA nri NnTg MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
ynakosui; no 14 Hakaszy MO3 Ykpainu Big 23.07.2015 p Ne 460) y
Kancyny ctpuni; no 3arBepmxeHux MKA N13 (vetogm aHanisy), ska
1 cTpuny B noB’A3aHa i3 pisHoUMTaHHAM iHchopMaLii B po3gini
KapTOHHI/ ynakosL,i 3.2.P.5.1. Cneundikauis Ta 3.2.P.5.2. AHanitnyHi
METOAMKM 3a NoKasHMKoM «Onuc», a came
NOMMJ/IKOBO BKa3aHO «4epBOHO/6INI0Or0 KOMbopy» B
OMKCi Kancyn 3amiCTb KOPEKTHOTo
«4epBOHOTr0/KOPUYHEBOrO KOMbOPY». 3a3HaveHe
BMNPaB/IEHHs BignoBigae marepianam
peecTpavuiiiHOro Aocbe, siki NpeAcTaBfeHi B apXiBi
(po3gin 3.2.P.5.1. Cneundpikauisi).
35. | BEPNINPUN® | Tabnetku no 20 mr; BEP/IH- HimeuunHa MakyBaHHA: MeHapiHi- Himeuunna BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/7553/01/02
20 no 10 TabneTtok y XEMI Al ®oH XeingeH MvbX, 3MiHu | TUny - 3MiHK 3 sKocTi. CepTudiikaT peyernmom

6nicTepi; no 3
6nictepn y
KapTOHHIli KopoobLi

HimeuuunHa;
Bupo6bHumyTeo "in bulk"
Ta KOHTPO/b cepili:
BEPNIH-XEMI AT,
HimeuuunHa; Knoke
dapma-Cepsic N'mbX,
HimeuuunHa;
MakyBaHHS, KOHTPO/Ib
Ta BUNyCK cepiit:
BEPNIH-XEMI AT,
HimeuuunHa;
MakyBaHHA: Knoke
PepnakyHrc-Cepsic
m6X, HimeyunHa

BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOr0 cepTudpikata
BiANOBIAHOCTI ab60 BUNYyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BMXigHOro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[onomixHoT pevosuHu (CE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo AONOMKHOT PEYOBUHN) -
OHoBreHuii cepTudikaT Bif BXe 3aTBEpAKEHOr0
BMpOo6HUKa - NMofaHHA oHoBNeHoro ME-
cepTudikaTa BignoBigHOCTI €EBpONeChKiii
thapmakonei R1-CEP 2003-172-Rev 03
(3aTBEepaxeHo: R1-CEP 2003-172-Rev 02) Big,
BXe 3aTBepxeHoro BupobHnka GELITA GROUP
01151 [OMNOMDKHOT pevoBuHM Gelatin. 3miHun | Tuny -
3MiHu 3 siKocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponelichKii
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiZAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBNEHWi cepTuddikaT Bif, yXe 3aTBepAKEHOr0
BMPOGHMKa - MNogaHHs OHOB/IEHOTO cepTuddikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2000-053-Rev 06 (3aTBepaxeHo: R1-CEP
2000-053-Rev 05) ans gitouoi peyosuHu Enalapril
maleate Bif, BXxe 3aTBEpAXEHOro BUPOGHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutaii.
3miHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikar BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHUKA -
MopaHHsA OHOBIEHOTO cepTudikaTa BiANOBIAHOCTI
€poneiickkili hbapmakonei Ne CEP 2000-053-Rev
07 ons girovoi peyosuHn Enalapril maleate Big
BXE 3aTBepXeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Tvny -
3MiHn 3 aKocTi. A®Il. KonTponb A®I. 3miHa y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHS (BKOYa0UM
3aMiHy abo fonoBHeHHS) APl abo
BVXifHOro/NPOMDKHOro NpoAayKTy) - 3amiHa
3acTapifioro MeToay BMNpoGyBaHHSA po3mipy
4aCTVHOK eHananpuay maneary MeToAoMm
nasepHoi andppaxuii ons supobHuka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., China
Ha HOBMWIA.
3MiHn | TURY - 3MiHK 3 sKocTi. APl. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHs A®| abo
BUXiZAHOrO MaTepiany/npomiKHOro
NpoAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA Y
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

npoueci Bupo6Huutea A®| (iHwi 3MiHM y meTogax
BUNPO6YBaHHSA (BK/IOUaluM 3aMiHy abo
[0noBHEHH:A) A®| abo BUXiAHOro/NPOMIKHOTO
npoaykTy) - 3amiHa 3acTtapinoro metogy
BUNPOOYBaHHA PO3Mipy YaCTUHOK eHananpuny
Masieaty MeTooM nasepHoi gudpaxuii gns
Brpo6HuKa INKE S.A., Spain Ha HoBWIA. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpO/1b rOTOBOrO NikKapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO liKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
MeTofax BunpobyBaHHs) - HesHauHa 3miHa y
3aTBEPAKEHNX METOAaX BUNPOOYBaHHA 3a
NoKasHUKoOM «OAHOPIAHICTb [030BaHUX OANHULIbY.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[ONYyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby
(BMNlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro nokasHWKa, Takoro sk 3anax Ta cMak,
abo igeHTuikauis 6apBHUKIB UM CMaKOBUX
[06aB0OK)) - BunyyeHHs He3Ha4yHOro napameTpy
“laeHTudikauis 3aniza okcugy yepsoHoro (E 172)”
3i cneumdikauii npu BUNYCKy cepii roToBOro
nikapcbKoro 3acoby. 3MiHa BHOCMTLCS A0 po34inis
“Cneumadikanis (npu Bunycky cepii)” Ta “Metogm
KoHTpon” MKA 13. PefakuiiiHa 3miHa:
npuBefeHHs y BignosigHictb p 3.2.P.5.1.
CreundikaLis Ao 3aTBEpXEHOro posginy
3.2.P.5.2. AHaniTUYHI METOAMKN 3a NOKA3HUKOM
«BTpaTa B Maci npu B/CYLLYBaHHI» (3aTBEpAKEHO:
Loss on drying - Ph.Eur. 2.2.32, vacuum drying
oven; 3anponoHoBaHo: Loss on drying - Ph.Eur.
2.2.32, vacuum drying oven or drying gun).

36.

BIOBEH
MOHO®

PO34unH ANs iHgy3il
5 %; no 25 mn, 50
mn a6o 100 mny
thnakoHi; no 1
dhnakoHy y nauuj 3
KapTOHY

TOB
"BIO®PAPMA
MNA3MA"

YKpaiHa

TOB "BIO®APMA
MNA3MA", YkpaiHa
( Bupo6HuyTBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepiid)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHV BUNpO6yBaHb

abo foNyCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BMpoBbHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHn) 3MiHn A0

MeTOAVKM «3arasibHuii 6inok» y Hepo3sdhacoBaHii
npoaykuii nikapcbkoro 3acoby 6IOBEH MOHO®

3a
peyenmom

UA/14526/01/01

37.

BIONEKTPA
MArHE3IYM
DOPTE

TabneTku Wwunyyi no
243 wmr; no 10
Tabnetok y Ty6i; no
1 Ty6i B KAPTOHHIl
Kopob6ui; no 4
TabneTkun y cTpuni;

AsnbneH
®apma Al

LLiBefiuapis

Fepmec ®apma MM6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cucTemy chapmakoHarnsgy, 3mMiHa

6e3
peyenma

UA/13955/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 5 cTpunis B
KapTOHHIlA KopooLi

yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKIyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOI 0C0bM 3asBHUKA,
BiANOBiAaNbHOI 3a hapmakoHarnsg,

Litouva pepakuis: Dr. Leonardo Ebeling / Ap.
Neonappo E6eniHr. MponoHosaHa pegakuis: Dr.
Anja Hofner / ip. Auss XocbHep.
3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0Co6U
3a8BHWVKa, BiANOBiAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHYKa, BigNoBiga/IbHOT 3a hapmakoHarnsg B
YKpaiHi. 3MiHa MicLe3HaxomKeHHs MacTep-caiina
cvucTeMu dpapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.

38.

BIONEKTPA
MArHE3IYM
DOPTICCIMY
M

TabneTku wunyi; no
10 TabneTok y Ty6i;
no 1 a6o 2 Ty6u B
nauuj 3 KapToHy

AsnbneH
®apma Al

LLiBefiuapis

lepmec ®apma MM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBiAaNbHOI 3a hapmakoHarnsg,

Litoua pepakuis: Dr. Leonardo Ebeling / Ap.
Neonappo E6eninr. MponoHosaHa pegakuisi: Dr.
Anja Hofner / ip. Auss XocbHep.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi. 3MiHa MicLle3HaxoMKeHHs1 MacTep-haina
cvucTeMu dpapmakoHarnsgy Ta ihioro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.

6e3
peyenma

UA/13697/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

39.

BIOLUMKNIH

TabneTku no 45 wmr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIlA ynakoBL,i

Bpounascbk
e
nignpvemMcTs
0 NiKapCbKNX
Tpas
"rEPBANON
b" AT

Monba

Bpounascbke
nigNpPUEMCTBO
NiKapcbKunx Tpas
"TEPBAMNOJb" AT

MonbLa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, smiHa
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0co6u, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKiyaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0Co6u
3a8BHWKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CObU 3asiBHUKA,
BiAANOBIAabHOI 3a hapMakoHarnfg B Ykpaii.
[itoua pepakuis: Muxaintok MaprHa
CraHicnasiBHa. [MponoHoBaHa pefakLis:
HikiTueHkoBa /110608 IBaHiBHA. 3MiHA KOHTAKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOT 32 (papmakoHarnsg, B YkpaiHi

6e3
peyenma

UA/13590/01/01

40.

BPECEK

NOPOLLIOK AN1AA
PO3UMHY ANS iH'EKLi
no2r;no1la6o 20
pNakoHiB 3
MOPOLLKOM Y
KapTOHHIlA KopooLi

PapmavnesT
MNyHa
KOMMaHis
"BOKATE
C.A"

Ipeuis

AHOAPM XENNAC
C.A.

pevyis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI aHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy papmMmakoHarnisgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
thapmakoHarnsag B Ykpaii.

[itoua pepakuis: TkaueHko TeTsHa lMeTpiBHa.
MponoHoBaHa pepakuin: Enb Kasne Hatanis
lOpiiBHa. YTOUYHEHHS WOAO0 3MiHW OPUANYHOI
agpecu.

3a
peyerimom

UA/8907/01/02

41.

BPECEK

NOPOLLIOK ANA
PO34MHY ANS iH'EKLi
nolr;nola6o 10
hNakoHiB 3
MOPOLLKOM Y

dapmavnesT
NyHa
KOMnaHis
"BOKATE
CA"

Ipeuis

AH®APM XEJTNAC
C.A.

Mpeuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux

3a
peyenmom

UA/8907/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHI Kopo6Lyi

npo cuctemy chapmakoHarnsgy, amMiHa
YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigaibHOI 3a
hapMakoHarnag B YKpaiHi.
[itoua pepakuin: TkayeHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pepakuis: Enb Kasine Hatanis
HOpiiBHA. YTOYHEHHS W00 3MiHW OPUANYHOT
ajgpecu.

42.

BPN30OTOH®

Kpanni o4Hi, no 5 mn
y thnakoHi, no 1
hnakoHy B nauui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIgHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponevicbkin hapmakonei) - Hosuii cepTudikart
Bifl HOBOro BMPOGHKKA (3aMiHa ab0 [ONOBHEHHS)
nofaHHa HOBOro cepTudikara BiANoBiAHOCTI
€poneiicbkili hapmakonei Ne CEP 2010-084 -
Rev 03 ana A®l Timonony maneaTy Bif, HOBOro
anbTepHaTMBHOro BUpo6bHMKa CENTAUR
PHARMACEUTICALS PRIVATE LIMITED, India.

3a
peyenmom

UA/17723/01/01

BY3UNHU
YOPHOI
KBITKA

KBiTKM 1Mo 40 1 abo
no 50 r y naukax 3
BHYTPILLHIM
naketom; no 1,5ry
PinbTp-NakeTi; No
20 chinbTp-nakeTiB y
nauyi abo y navui 3
BHYTPILUHIM NakeToMm

MpAT
"NikTpasn"

YKpaiHa

MpAT "NikTpasu"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoptoBanbHuWi
3aci6 (iHWi 3MiHWM) BHECEHHS! 3MiH 10 HOPMYBaHHS
NoKa3HuKiB «laeHTudikauis (30BHILLHI 03HaKW)»
(mopaBaHHA onucy MAiBKY NaKyBasIbHOI);
«TOBLLUMHA NIBKN» (YTOYHEHHS JONYCTVMUX HOPM
nokasHvka) cnewmdikaLii 3 KOHTPON NePBUHHOTO
nakyBaslbHOr0 MaTepiany a5 ynakosku no 40 r
a60o no 50 r y nauui 3 BHyTpiLLHIM nakeToMm (MniBka
nakyBa/ibHa (NepB1HHA))

6e3
peyenma

UA/6354/01/01

BYCTPUKC
nonio
KOMBIHOBA
HA

cycneHsis gns
iH'ekyii no 1 posi
(0,5 mn/po3sy); no 1
[103i y nonepesHbL0

nakcoCwmit
KnsiiH
Excnopt
NimiTeq

Benuka
BputaHis

npoBeAeHHs
KOHTPO/IHO SIKOCTi
BaKLMHW, BUNYCK Cepiit
TOTOBOTO NPOAYKTY:

Benbrisi/
PpaHuis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKMii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI AiIbHMLi BUpO6HMUTBA ANst

3a
peyenmom

UA/15071/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BAKUVHA HanoBHeHOMY "nakcoCmiTKnsiiH YyacTuHM abo BCbOro BUPOGHUYOro npotiecy
ansa wnpwyi; no 1 Bionopxikans C.A., roTOBOrO iKapCbKOro 3acoby (iHLUi 3MiHK)
MPO®DINAKT nonepeaHL0 Benbris BHeceHHs iHdopMaLii Woa0 BCiX BUPOOHNUMX
KN HarnoBHEHOMY chopmyBaHHs AinbHUUb MIBIM Ta ix dyHKuUii 3rigHo iHdopmauii B
OUNDTEPII, LINPULY Y KOMNAEKTI BaKLHWN, HANOBHEHHS 3apeecTpoBaHoMy [OCbLE.
NMPABLA, 3 IBOMa rosikamu B BaKLMHW B LUNPULY], TepmiH BBEAEHHSA 3MiH NPOTAroM 6 MicAuiB nicns
KALUHOKY naacTuKkoBomy MapKyBaHHSA Ta 3aTBEPMKEHHS. 3MiHW | Tuny - AOMiHICTpaTMBHI
(AUENMONAP | KoHTeliHepi; no 1 nakyBaHHs rOTOBOr0 3MiHW. 3MiHa HalilmeHyBaHHsA Ta/abo aapecu
HUIA KOHTeliHepy Yy NpoayKTY, 3asBHUKa (BNacHMKa peecTpauiliHoro
KOMMOHEHT | kapTOHHili Kopobui npoBefeHHs noceigyeHHs) 3miHa agpecu 3asBHUKa (BNacHUKa
)TA KOHTPOJI0 SAKOCTI peecTpauiiiHoro nocBig4eHHs1). TepMiH BBeAEHHS
noniomien BaKLMHN: 3MiH NPOTAroM 6 MiCALIB NiCNSA 3aTBEPLYKEHHS.
TY nakcoCmiTKnsnH
(HAKTUBOB Bionopxikans,
AHA) ®paHuisa
(AACOPBOB
AHA, 3I HamnoBHEHHA BaKLUHN
SMEHLLUEHN B LUNPULL, MapKyBaHHS
M BMICTOM i NaKyBaHHs rOTOBOTO
AHTUTEHIB) NPOAYKTY,
npoBefeHHs
KOHTPOJTIO AKOCTI
BaKLMHW:
InakcoCmiTKnanH
Bionogxikans C.A.,
Benebris
HanoBHEHHS BaKLHN
B LUNPULL:
CMmiTKnAliH Bivem
®apma 'm6X yHg, Ko.
KI', HimeyuunHa
45. | BA3ENIH masb o 30 ry Ty6ax MPAT YKkpaina BiANOBIAa/IbHWI 3a Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: Ges niosnsea UA/0845/01/01
"OITOPAPM BMPOGHMLTBO, 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenma €

nepBUHHE MakKyBaHHS,
KOHTPO/b AKOCTi Ta
BWMYCK Cepii:
MPAT "®ITO®APM",
YKpaiHa,;
BiANOBiAa/IbHWIA 32
BMPOBHULTBO,
NepBUHHE NakKyBaHHS
Ta KOHTPO/Ib AKOCTI:
AT "ly6Hnchapm",
Ykpaina
BiANOBiAa/IbHWIA 32
BUMYCK cepii, He
BK/IKOYAYM

HalimeHyBaHHs1 Ta/abo agpecy 3asiBHMKA
(BnacHvKa peecTpauiinHOro noceigveHHs) - 3MiHa
appecy 3asiBHUKa (BNacHMKa peecTpauiiHoro
NOCBIAYEHHS):
3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby Wwoa0
MicLe3HaX04KEeHHA 3asBHUKA.

TepmiH BBEAEHHS 3MiH - MPOTAroM 6 Micauis nicns
3aTBEPKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTpO/b/BUNpPOOYBaH
HS cepil:
MPAT "®ITODAPM",
YkpaiHa
46. | BAJICAPTAH | Tabnetku, BKpUTI Makneoac IHais Makneopc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/20094/01/03
160 NAiBKOBOO dapmacboT PapmacboTrKanc 3MiHn | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom niosnsea
MAKNEOAC o060n0Hkoto, no 160 ukasnc Nimiten Ta chapmakoHarnsgy. 3miHa y KopoTkiii €
Mr; no 10 TabneTok NimiTen XapakTepucTuL NikapcbKoro 3acoby, TekcTi
y 6nicTepi; no 1 abo MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3 6nictepuy 3acTocyBaHHS Ha MigcTasi perysspHo
KapTOHHIlA KopooLi OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acTOCyBaHHSA NiKapCbKoro 3acoby B po3zisn
"Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito40T pevoBunHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MiCSILiB Nicns 3aTBEPAKEHHS.
47. | BAICAPTAH | TabneTku, BKpUTI Makneogc IHgis Makneopc IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/20094/01/04
320 NAiBKOBOO PapmacboT $apmacboTukanc 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom niosnsiea
MAK/EOAC 060/10HKO10, No 320 nKanc Nimiten Ta chapmakoHarnsigy. 3miHa y KopoTkili €
mr; no 10 TabneTok Nimiten XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
y 6nicTepi; no 1 abo MapKyBaHHs Ta IHCTPYKLUiT 4519 MeANYHOro
3 6nictepu y 3acTocyBaHHA Ha niAcTaBi perynsipHo
KapTOHHIli KopoobLi OHOB/IKOBAHOIO 3BiTY 3 6e3neku NiKapCbKoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nic/isipeecTpaviitHuii nepiog,
ab0 fAK pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHb,
npoBeAeHnX BiANoBIAHO A0 NaHy negiatpudHmnx
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoMm)
3MiHV BHECEHO [0 IHCTPYKUIT 415 MeAUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby B po3ainv
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3nekn
LitoY0i pevyoBuHU. BBeAEHHSA 3MiH NPOTAroMm 6-Tu
MiCALIB MiCNs 3aTBEPKEHHS.
48. | BAJICAPTAH | Tabnetku, BKpUTI Makneogc IHais Makneopc IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a He UA/20094/01/01
40 N1iBKOBOIO PapmacboT dapmacbloTUKanc 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom nionsea
MAKNEOAC 060/10HKO10, MO0 40 nKasnc Nimiteq Ta hapmakoHarnsgy. 3miHa y KopoTkii €
mr; no 10 Tabnetok Nimiten XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI

y 6nictepi; no 1 aéo
3 6nictepu y

MapKyBaHHS Ta iHCTPYKLii 47151 MEANYHOTO
3aCTOCYBaHHs1 Ha MifcTaBi perysisipHo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHIli KopoobLi

OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpawiiinii nepiog,

ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby B po3finn
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
Aito4oT pevoBuHN. BBeAEHHS 3MiH NPOTArOM 6-Tu
MiCsILiB MicNnsi 3aTBEPAKEHHS.

49.

BAJ/ICAPTAH
80
MAKNEOAC

TabneTku, BKPUTI
nAiBKOBOO
obonoHkoto, no 80
Mr; no 10 TabneTok
y 6nictepi; no 1 abo
3 6nictepuy
KapTOHHIlA KopooLi

Makneogc
dapmacboT
nkasc
NimiTeq

IHais

Makneoac
PapmacboTrKanc
Nimiten

IHAis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHWN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCyBaHHA NikapcbKoro 3acoby B po3fisn
"Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito40T pevoBMnHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MiCSILiB Nicns 3aTBEPAKEHHS.

3a
peyenmom

He
niosnsea
€

UA/20094/01/02

50.

BA/IbCAPIA
H

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKO10, Mo 160
Mmr/25 wmr; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
Y KapTOHHIil kopobu,i

CaHpo3
PapmacboTi
Kans a.4.

CnoBeHisa

BUMYCK Cepii,
KOHTPO/b AKOCTI,
BMPOBHULTBO "in
bulk", nakyBaHHs:
Hosaprtic ®apma

C.n.A., Itanis; Bunyck
cepii, TeCTyBaHHs:
Jlek dapmaueBTnyHa
KoMnaHisa 4.4.,
CnoBeHis; B1nNycK
cepii, TeCTyBaHHsA:
CaHpos C.P.J1.,
PymyHis

ITania/
CnoseHis/
PymyHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHN AiSNIbHOCTI BUPO6HUKA (BKIKOYatoun,
3a HeObXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/TH0
SIKOCTi), ab0 BNacHuKa macTtep-gaiina Ha A®l, abo
noctavasbHuka A®Il/BuxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (AKLWLO
3a3HaYeHo Yy A0CLE Ha Nikapcbkuii 3aci6) 3a
BifiCYTHOCTI cepTudikaTa BifnosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe, ab60 BUPOOHMKA HOBOI f,OMOMiXHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y [IOCbE) - OHOBJIEHHSA
Ha3BW 3apeecTpPoBaHOI AiNbHUL Jlek
PapmacbioTikans g.4., CNoBeHisi, ika BUKOHYE

3a
peyerimom

UA/15620/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

hyHKLT 4iNbHWL 3 KOHTPO/TO AKOCTI (TiNTbKK
[OOMILLKKM HiITpo3aMiHy MeTogoMm X MC/MC)
nikapcbKoro 3acoby, Ha «HoBapTic
dapmacbtoTikan MaHydaktypuHr JI/1C,
CnoBeHis». Homep DUNS Takox 6yB OHOB/IEHWI
Ansa ainbHuli «HoapTic ®apmacbkloTikan
MaHydhakTypuHr JI/1C, CnoBeHis» ans aitoyoi
PeyoBMHM NikapCbKoro 3acoby. Y pesynbrari
3asBMeHOI NpoLeaypu 3MiHn byae BHECEHO A0
po3ainy peecTpauiiiHoro gocbe 3.2.5.2.1.

51.

BAHKOMILUN
H-BOKATE

niodpinizat gns
NPUroTyBaHHS
PO34nHyY Ans
iHdpy3iin no 500 wr;
no 1 a6o 10
ch1akoHiB 3
niodpinizatom y
KapTOHHIl KopoobLi

dapmavnesT
nyHa
KOMnaHis
"Bokate
C.A"

Ipeuis

AH®APM XEJTNAC
C.A.

peuis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
hapmMakoHarnag B YKpaiHi.

[itoua pepakuin: TkaueHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pepakuis: Enb Kasne Hatanis
HOpiiBHA. YTOYHEHHS W00 3MiHV OPUANYHOT
ajgpecu.

3a
peyenmom

UA/8773/01/01

52.

BEIOBI
®JIEKCTAY

PO34MH ANS iH'eKLi
no 0,25 mr; no 1,5
M1 PO3UYMHY Y
nonepeaHbLO
HamnoBHEHiIN wnpwvu-
pyuu; 1
nonepeaHbLO
HamnoBHeHa LUNpuL-
pyyka Ta 4
0HOpPAa30Bi rosikn
Hoso®aiiH® lMntoc B
KapTOHHIli KopoobLi

A/T HoBso
Hopgaick

[aHis

NPUroTyBaHHA,
HamnoBHEHHSA Ta
KOHTPO/b SAKOCTi
npoaykuii in bulk
(kapTpuaxi no 1,5 mn
Ta 3 mn).
BignosiganbHuii 3a
BMNYCK Cepii roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHisi; npurotysaHHs,
HanoBHEHHS Ta
KOHTPO/Ib AKOCTI
npoaykuii in bulk
(kapTpuaxi no 1,5 mn
Ta 3 mn).
KomnnekTyBaHHs,
MapKyBaHHs Ta

JIETTE]

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. A®I. MpoeKTHWIA
npocTip Ta nicnapeecTpaviliHiii IPOTOKON
ynpas/liHHA 3MiHamMy. BnpoBaKeHHs 3MiH, W0
nepefbadyeHi y 3atBepkeHoMy NpoTOKOAi
ynpas/liHHA 3MiHaMK (BNPOBAaXEHHS 3MiHU AnA
6i0/10rYHOr0/iIMyHOMOrYHOrO NiKapCbKoro 3acoby)
BNPOBaXEHHS 3MiH, nepefbaveHux y
3aTBEPAKEHOMY NPOTOKOAI yNpaB/iHHA 3MiHaMu
AN BNPOBaZpKEHHS BiNbLIOro po3mipy
XpomatorpadiyHnX KONOHOK Ha eTarni OYMLLLEHHS
Ha Kpoui 12 (Z3) Ta kpoui 13 (Z4) Ta
BMNpoOBaXeHHA ynbTpa/giadineTtpauii (UF/DF)
3aMicTb konoHkn RP-HPLC Ha cTagii
KOHLEHTPYBaHHA 14 (Z5) y npoueci BUpo6HMLTBA
Lir040i pevyoBUHY cemarnyTuay.

3a
peyenmom

UA/20617/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nakyBaHHS roTOBOro
nikapcbKoro 3acoby
(cemarnyTna, po3uvH
ONns iH'ekuin no 1,5 mn
Ta 3 MA, nonepeaHLo
HanoBHeHa LwnpuL-
pyuka PDS290 anis
cemarnytuay): AIT
HoBo Hopgick, aHis
53. | BEroBl PO34YMH ANS iH'eKLi A/T HoBo [JaHis NPUroTyBaHHs, [JaHis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/20617/01/02
®NTIEKCTAY no 0,5 mr; no 1,5 mn Hopgaick HamnoBHEHHA Ta 3MiHu | TUNY - 3MiHK 3 siKoCTi. A®I. MpoeKTHWIA peyernmom
PO34nHYy Y KOHTPO/b SAKOCTI NpOoCTIip Ta nicnspeecTpaviiHnii NPoToKoN
nonepeaHbLO npoaykuii in bulk ynpaBniHHA 3MiHaMW. BnpoBamxeHHs 3MiH, Wwo
HamnoBHEHiIN Wnpuu- (kapTpuaxi no 1,5 mn nepefbadyeHi y 3atBepkeHoMy NpoTOKOi
pyuuj; 1 Ta 3 mn). ynpas/liHHA 3MiHaMK (BNPOBAaMXEHHS 3MiHU ANA
nonepeaHbO BignosiganbHuii 3a 6i0/10rYHOr0/iIMyHOMOrYHOrO NiKapCbKOro 3acoby)
HanoBHeHa LUNpuL- BUMYCK Cepii roToBOro BNPOBa/PKEHHA 3MiH, nepegbayeHnx y
pyyka Ta 4 nikapcbKoro 3acoby: 3aTBEPKEHOMY NPOTOKOAI yNpaB/iHHA 3MiHaMu
0HOpPAa30Bi rosikn A/T Hoso Hopagick, AN BNPOBaZpKEHHS 6inbLIOro po3mipy
HoBo®aiiH® lMntoc B [aHis; npuroTyBaHHs, XpomatorpadivyH1x KONOHOK Ha eTarni O4nLLLEHHS
KapTOHHI KOpOoobLii HanoBHEHHA Ta Ha kpoui 12 (Z3) Ta kpoui 13 (Z4) Ta
KOHTPO/Ib SKOCTI BNpoBamXeHHs ynbTpal/giacinstpayii (UF/DF)
npoaykuii in bulk 3aMicTb KonoHkn RP-HPLC Ha cTagii
(kapTpuaxi no 1,5 mn KOHLEHTPyBaHHA 14 (Z5) y npoueci BUpo6HMLUTBa
Ta 3 mn). Ail040T peyoBUHN cemarnyTuay.
KomnnektyBaHHs,
MapKyBaHHS Ta
nakyBaHHS roToBOro
niKkapcbKoro 3acoby
(cemarnyTng, po3uvH
ONns iH'ekuin no 1,5 mn
Ta 3 M, nonepeaHLo
HarnoBHeHa LWnpuL-
pyuyka PDS290 ans
cemarnytuay): AIT
HoBo Hopgick, [aHis
54. | BEIoBl PO34MH ANS iH'eKLi A/T Hoso [JaHis NPUroTyBaHHS, [JaHis BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/20617/01/03
®NEKCTAY no 1 mr; no 3 mn Hopgaick HamnoBHEHHA Ta 3MiHu | TUNY - 3MiHK 3 siKocTi. A®I. MpoeKTHWIA peyernmom

PO3UUHY y
nonepeaHbO
HamnoBHEHiIN wnpwu-
pyuu; 1
nonepeaHbLO
HamnoBHeHa LUNpuL-
pyyka Ta 4
0HOpPAa30Bi rosikn
Hoso®aiiH® lMntoc B
KapTOHHIV Kopobui

KOHTPO/b SAKOCTI
npoaykuii in bulk
(kapTpuaxi no 1,5 mn
Ta 3 mn).
BignosiganbHuii 3a
BMNYCK Cepii roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHisi; npurotysaHHs,
HanoBHEHHS Ta

npocTip Ta nicnapeecTpaviiHiii IPOTOKON
ynpas/liHHA 3MiHamMy. BnpoBaKeHHs 3MiH, LWo
nepefbadyeHi y 3atBepkeHoMy NpoTOKoAi
ynpas/iHHA 3MiHaMK1 (BNPOBaMXEHHS 3MiHU ANA
6i0/10r4YHOr0/iMyHOMOrYHOrO NiKapCbKoro 3acoby)
BNPOBa/PKEHHA 3MiH, nepegbayeHnx y
3aTBEPAKEHOMY NPOTOKOAI yNpaB/iHHA 3MiHaMu
AN BNPOBaZpKEHHS BiNbLIOro po3mipy
XpomatorpadiyH1X KOMOHOK Ha eTarni OYMLLLEHHS
Ha Kpoui 12 (Z3) Ta kpoui 13 (Z4) Ta
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTPO/Ib SKOCTI BNpOBamXeHHs ynbTpal/giacinstpayii (UF/DF)
npoaykuii in bulk 3aMicTb KonoHkn RP-HPLC Ha cTagii
(kapTpuaxi no 1,5 mn KOHLeHTpYBaHHA 14 (Z5) y npoueci BupobHuuTBa
Ta 3 mn). Ai040T PeYOBUHU cemarnyTuay.
KomnnektyBaHHs,
MapKyBaHHS Ta
nakyBaHHS roTOBOro
nikapcbKoro 3acoby
(cemarnyTnga, po3uvH
ONns iH'ekuin no 1,5 mn
Ta 3 MA, nonepeaHLo
HanoBHeHa LWnpuL-
pyuka PDS290 ans
cemarnytugy): AIT
HoBo Hopgick, [aHis
55. | BEIOBI PO34YMH ANS iH'EKLi A/T HoBo [JaHis NPUroTyBaHHs, [JaHis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/20617/01/04
®NIEKCTAY no 1,7 mr; no 3 mMn Hopgaick HamnoBHEHHA Ta 3MiHu | TUNY - 3MiHK 3 siKocTi. A®I. MpoeKTHWIA peyernmom
PO34MHYy Y KOHTPO/b SAKOCTI NpOoCTIip Ta nicnspeecTpaviiHnii NpoToKonN
nonepeaHbO npoaykuii in bulk ynpaBniHHA 3MiHaMK. BnpoBamxeHHs 3MiH, Wwo
HamnoBHEHiN wnpwu- (kapTpuaxi no 1,5 mn nepefbadyeHi y 3aTBepkeHoMy NpoTOoKoi
pyuuj; 1 Ta 3 mn). ynpas/liHHA 3MiHaMK1 (BNPOBAMKEHHS 3MiHU ANA
nonepeaHbO BignosiganbHuii 3a 6i0/10rYHOr0/iIMyHOMOrYHOTO NiKapCbKOro 3acoby)
HanoBHeHa LUNpuL- BUMYCK Cepii roToBOro BNPOBa/PKEHHA 3MiH, nepegbadyeHnx y
pyyka Ta 4 nikapcbKoro 3acoby: 3aTBEPAKEHOMY NPOTOKOAI YNpaB/iHHA 3MiHaMu
0HOpPAa30Bi rosikn A/T Hoso Hopagick, AN BNPOBaZpKEHHS 6iNbLIOro po3mipy
HoBo®aiiH® lMntoc B [aHis; npuroTyBaHHs, XpomatorpagivyHnX KOMOHOK Ha eTarni O4MLLLEHHS
KapTOHHI KOpooL; HanoBHEHHA Ta Ha kpoui 12 (Z3) Ta kpoui 13 (Z4) Ta
KOHTPO/Ib SKOCTI BNpoBamXeHHs ynbTpal/giacinstpayii (UF/DF)
npoaykuii in bulk 3aMicTb KonoHkn RP-HPLC Ha cTagii
(kapTpuaxi no 1,5 mn KOHLEeHTpYBaHHA 14 (Z5) y npoueci BupobHuuTBa
Ta 3 mn). Ail0Y0T peyoBUHN cemarnyTuay.
KomnnektyBaHHs,
MapKyBaHHS Ta
nakyBaHHS roToBOro
nikapcbKoro 3acoby
(cemarnyTng, po3uvH
ONns iH'ekuin no 1,5 mn
Ta 3 M, nonepeaHLo
HarnoBHeHa LWnpuL-
pyuyka PDS290 ans
cemarnytugy): AIT
HoBo Hopgick, [aHis
56. | BEIoBl PO34YMH ANS iH'eKLi A/T Hoso [JaHis NPUroTyBaHHS, [JaHis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/20617/01/05
®NEKCTAY no 2,4 mr; no 3 mMn Hopgaick HamnoBHEHHA Ta 3MiHu | TUNY - 3MiHK 3 siKocTi. A®I. MpoeKTHWIA peyernmom

PO3UUHY y
nonepeaHbLO
HaMoBHEHI WnpuL-
pyuui; 1 abo 3

KOHTPO/b SAKOCTI
npoaykuii in bulk
(kapTpuaxi no 1,5 mn
Ta 3 mn).

npocTip Ta nicnapeecTpaviiHiii IPOTOKON
ynpas/liHHA 3MiHamMy. BnpoBaKeHHs 3MiH, LWo

nepefbadyeHi y 3aTBepkeHoMy NpoTOKOAi
ynpas/liHHA 3MiHaMK1 (BNPOBAMKEHHS 3MiHW Ans




45

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nonepeaHbO BignosiganbHuii 3a 6i0/10r4YHOr0/iMyHOMOrYHOTO NiKapCbKOro 3acoby)
HanoBHEHi WnNpuL- BUMYCK Cepii roToBOro BNPOBa/PKEHHS 3MiH, nepegbayeHnx y
pyukm Ta 4 abo 12 nikapcbKoro 3acoby: 3aTBEPAKEHOMY NPOTOKONI yNpaBAiHHA 3MiHaMuK
0HOPAa30BMX 00K A/T Hoso Hopagick, AN BNPOBapKEHHS 6ibLIOro po3mipy
HoBo®aiiH® lMntoc B [aHis; npuroTyBaHHs, XpomatorpadiyH1X KONOHOK Ha eTarni O4MLLLEHHS
KapTOHHIli KopoobLi HamnoBHEHHA Ta Ha kpoui 12 (Z3) Ta kpoui 13 (Z4) Ta
KOHTPO/Ib SKOCTI BNpOBaXeHHs ynbTpal/giacinstpayii (UF/DF)
npoaykuii in bulk 3aMicTb KonoHkn RP-HPLC Ha cTagii
(kapTpuaxi no 1,5 mn KOHLEHTpYBaHHA 14 (Z5) y npoueci BUpo6bHMLTBa
Ta 3 mn). Ai040T PeYoBUHN cemarnyTuay.
KomnnektyBaHHs,
MapKyBaHHs Ta
nakyBaHHS roTOBOro
nikapcbKoro 3acoby
(cemarnyTnga, po3uvH
Ans iv'exuii no 1,5 mn
Ta 3 Mn, nonepeaHLo
HanoBHeHa LUNpuL-
pyuka PDS290 ans
cemarnytugy): AIT
HoBo Hopgick, aHis
57. | BEPOPAB® /| | nopoluok Ta CaHodi dpaHLis FAYNT ®APMA ®paHuia/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/13038/01/01
VERORAB PO3YMHHVK ONs MacTep NIBPOH, ®paHuis YropwmHa 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
BAKUVHA NpuUroTyBaHHs (noBHUIA KN Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
AHTUPABIYH | cycneHsii gns BMPOGHMLITBA, y3arasibHeHUX AaHux Npo cuctemy
A iH'eKUili, He MeHLle KOHTPO/b AKOCTI hapmakoHarnagy (BBefeHHS y3arasibHeHUX JaHnxX
IHAKTUBOBA | 2,5 MO/go3a; no 1 PO34YMHHUKA B npo cuctemy papMakoHarnsgy, amiHa
HA CYXA chnakoHy 3 amnynax); CaHodi yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a

nopotukom (1 fo3a)
Ta 1 nonepegHL0
3arnoBHeHoOMy
wnpuyy (0,5 mn),
LLIO MICTUTb
po3umnHHuK (0,4 %
PO34MH HaTPIo
xnopvay), B
KapTOHHI ynakoBsL,i
3 MapKyBaHHAM
YKPaiHCLKOI0
MOBOI0; Nno 1
hnakoHy 3
nopowkom (1 gosa)
Ta 1 nonepegHbLO

MacTep, ®paHuis
(KOHTpOAb AKOCTI,
BTOPWHHE NakKyBaHHS,
BUNYCK Cepii NOPOLLKY;
NOBHUIA LKA
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BTOPUHHE MaKyBaHHS,
BUMYCK cepil
pO34MHHKKA); CaHoi
Mactep, ®paHuis
(NoBHWMIA LMKN
BMpPOGHULTBA,
KOHTPO/b SKOCTI,
BTOPWHHE NakKyBaHHS,

3anoBHEHOMY BUMYCK Cepii NOPOLLIKY;
wnpuyy (0,5 mn), BTOPVHHE NaKyBaHHS,
LLIO MICTUTb BUMYCK cepil
PO3UYNHHUK, B po34nHHYKKa); CaHoi-
CTaHfapTHO- ABeHTic 3pT,,

3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6U
3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag,.
3MiHa MicL,e3HaxoMKeHHs1 MacTep-haiina
cmucTemu dhapmakoHarnsgy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy




46

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€KCMOPTHIN
ynakoBLi, sika
MICTUTBCA Y
KapTOHHI kopobu,j 3
IHCTpyKLUieto Ansa
Me[UYHOro
3aCTOCyBaHHS; No 5
hNakoHiB 3
nopotukom (1 fosa)
Y KOMM/IeKTi 3
po3unHHMKoMm (0,4 %
PO34MH HaTpito
X/0puay) B amnynax
no0,5mnNe58
KapTOHHI ynakoBL,i
3 MapKyBaHHAM
YKpaiHCLKOH
MOBOI0; N0 5
ch/1aKkoHiIB 3
nopotukom (1 gosa)
Y KOMMN/IEeKTi 3
po3umnHHukom (0,4 %
PO34MH HaTPIo
Xnopuay) B amnynax
no 0,5mnNe58
cTaHfapTHO-
€KCMOPTHIM
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobui 3
IHCTpyKLUieo ans
MeAMYHOro
3aCTOCyBaHHS; Mo
10 dpnakoHis 3
nopoLukom Ta no 10
nonepeAHbLO
3anoBHEHUX
wnpwyis (0,5 mn),
LLIO MICTATb
po3unHHuK (0,4 %
PO34MH HaTPIo
xnopvay), B
KapTOHHI ynakoBLi
3 MapKyBaHHAM
YKpaiHCLKOI0
MoBOI0; no 10
thnakoHiB Ta no 10
nonepeAHL0

YropLyHa (BTOpMHHE
nakyBaHHS, BUNYCK
cepii)
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3anoBHEHUX
wnpwyis (0,5 mn),
LLIO MICTATb
po3umnHHuK (0,4 %
PO34MH HaTPIo
xnopvay), B
CTaHfapTHO-
€KCMOPTHIN
ynakoBLi, sika
MICTUTBCA Y
KapTOHHiI kopobuj 3
IHCTpYyKLUieo ans
MeAMYHOro
3aCTOCYyBaHHSA

58.

BEPTITOXEE
nb

Kpanni opasibHi; no
30 Mn 'y donakoHi-
KpanenbHuui; no 1
pNakoHy-
KpanenbHuui y
KOpOOLLi 3 KAPTOHY

Bionoriwe
Xannbmitre
Nb Xeenb
mM6X

HimeuunHa

Bionoriwe
XainbMiTTenbs Xeenb
m6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MiHu | TMRY - 3MiHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMMX MEX, BU3HaUYeHuX y cnevmdikauisax
Ha A®|, abo BYXiZHWNIA/MPOMIXKHWIA
NpOAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuyTea APl (40NOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM SKOCTi Ta
Bi4NOBIAHMM METOL0M BMNPOBYBaHHS) - 3MiHa B
cneundikauii Ambra grisea mother tincture, a
came gofaHo TecTtoBuii napameTp «Escherichia
coli» B SIKOCTi 4OAATKOBOrO PYTUHHOIO TECTYBaHHS
3a NoKasHMKoM «MikpobionoriyHa Ynctota», a
TakoX BiAKOpUroBaHo napameTp «lgeHTudikauiss.
3aTtBepmkeHo: Ambra grisea mother tincture
3.2.S.4.1. Microbiological contamination
Escherichia coli: not listed 3anponoHoBaHo: Ambra
grisea mother tincture 3.2.S.4.1. Microbiological
contamination Escherichia coli: absent/1 ml
Ph.Eur. 2.6.13. 3miHu | Tvny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI €BpoONenchkii
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HEOO6XiAHICTIO NPUBEAEHHS Y BifNOBIAHICTL A0
MoHorpadgii JdY abo €sponelicbkoi hapmakoner,
ab0 iHWOi HaujoHanbHOI hapmakonei aepxasu €C
(iHWi 3miHK) - 3miHa y cneuudpikauii Ambra grisea
mother tincture Ana NOBHOI BigNOBIAHOCTI
MoHorpadii HAB «Ambra grisea», a came
BUAa/IEHHs HE3HAYHOro NnokasHuKa «BmicTt
eTaHoNy» Ta 3MiHa napameTpy TecTy «Baxki
MeTanu/pTyTb». 3aTBepmxeHo: Ambra grisea
mother tincture 3.2.S.4.1. Ethanol content: min. 88
% (m/m) C2H60 3.2.S.4.1. Heavy metals/mercury

6e3
peyenma

UA/5303/02/01




48

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
max. 50 ppb 3anponoHoBaHo: Ambra grisea
mother tincture 3.2.S.4.1. Ethanol content: not
tested 3.2.S.4.1. Heavy metals/mercury max. 100
ppb
59. | BEPTIFOXEE | po3uuH ANs iH'eKuiid Bionoriwe HimeuunHa Bionoriwwe HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5303/01/01
Nb IHeKUJi no 1,1 mn B amnyni; Xannbmitte XainbmitTesnb Xeenb 3MiHn | TUNYy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI. peyernmom
no 5 amnyny nb Xeenb M6X 3MiHa y napameTpax cneuudikauii Ta/abo
KOHTYPHIit 6X O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisax
YapyHKOBIli Ha A®|, abo BVXigHWA/MPOMIKHWIA
ynakosLi; no 1 abo NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCSA Y
no 2 aéo no 20 npoueci Bupo6bHuLTBa APl (ONOBHEHHS
KOHTYPHUX cneumdikaLii HOBUM NMOKA3HNKOM SIKOCTi Ta
YapyHKOBUX BiANOBIAHVMM MeToA0M BMNPoOYyBaHHS) - 3MiHa B
yrnakoBOK y KOpOO6Lii cneumdikauii Ambra grisea mother tincture, a
3 KapToHYy came gogaHo TectoBuii napameTtp «Escherichia
coli» B IKOCTi OAATKOBOrO PYTUHHOIO TECTYBaHHS
3a nokasHuKoM «MikpobiosioriyHa ymcToTa», a
TakoX BiAKOpPUroBaHo napameTp «lgeHTudikawis.
3arBepmkeHo: Ambra grisea mother tincture
3.2.S.4.1. Microbiological contamination
Escherichia coli: not listed 3anponoHoBaHo: Ambra
grisea mother tincture 3.2.S.4.1. Microbiological
contamination
Escherichia coli: absent/1 ml Ph.Eur. 2.6.13. 3MiHn
| Tuny - 3miHn 3 akocTi. CepTudikat
BignosigHocTI/TE-cepTucpikat BignosigHocCTi
€Bponelicbkili thapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponelicbkoi thapmakonei, abo iHLwOoi
HaujioHanbHOI thapmakonei aepxasu €C (iHLi
3MiHKM) - 3MiHa y cneundpikauii Ambra grisea
mother tincture Ana NOBHOI BigNOBIAHOCTI
MoHorpadii HAB «Ambra grisea», a came
BUAa/IEHHS HE3HAYHOro NokasHuka «BmicTt
eTaHoNy» Ta 3MiHa napameTpy TecTy «Baxki
MeTanu/pTyTb». 3aTBepmxeHo: Ambra grisea
mother tincture 3.2.S.4.1. Ethanol content: min. 88
% (m/m) C2H60 3.2.S.4.1. Heavy metals/mercury
max. 50 ppb 3anponoHoBaHo: Ambra grisea
mother tincture 3.2.S.4.1. Ethanol content: not
tested
3.2.5.4.1. Heavy metals/mercury max. 100 ppb
60. | BIBAHAT PO3YMH NS iH EKLN, EnEnCi Ipy3ia K.T. POM®APM PymyHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17489/01/01
POM®APM 3wMr/3mn;no3mMny Pomdapm KOMMNAHI C.P.11., 3MmiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
nonepegHbL0 KomnaHi PymyHis Ta chapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo
HanoBHEHOMY xopoxunsa (KoHTponb AkoCTi 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
wnpwuui; no 1 a6o no BUXiHVX Ta noceigyeHHs, Bkoyaouy MnaH ynpasaiHHA




49

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
4 nonepeAHbLO nakyBasIbHUX pr3nkamu (3acToCyBaHHA TEKCTY, SKWi
HanoBHEHWX maTepianis, NOroXEHN 3 KOMNETEHTHNM OpraHom)
wnpuumn y énictepi, NPOMDKHUX Ta 3asBHWKOM HalaHO OHOBJIEHWIA MNaH ynpasniHHS
pasom 3 1 a6o 4 Hepo3dhacoBaHmx pu3sukamm Bepcis 3.0
rofikaMu y KapTOHHIl NpOAYKTIB, rOTOBOrO 3MiHM BHECEHO [0 YaCTUH:
KopoobLi nikapcbKoro 3acoby, | «3aranbHa iHthopmalis»
BTOPUHHE MaKyBaHHS Il «Cneundikauis 3 6e3nekm»
nikapcbKoro 3acoby, Il «MnaH 3 chapmakoHarnagy»,
cepTudikauis Ta V «3axofun 3 MiHimMi3aLi pu3unkis»,
BUMYCK Cepii; VI «Pe3iome nnaHy ynpasniHHSA pyu3nrkamms
BupobHMLTBO Ta VIl «dopaTku» ( 6, 7, 8)
nepBuUHHE NakyBaHHsA Yy 3B’513Ky 3 OHOBJ/IEHHAM iHdopMaLiii 3 6e3neku
nikapcbKoro 3acoby) Ailo40i peyoBrHM ibaHAPOHOBA KMCNoTa
BiANOBIAHO [0 akTyanbHOI Bepcii 3.3 nnaHy
yNpaBiHHA pu3nkamy pedhepeHTHOro NikapcbKoro
3aco6y boHBiBa, po3milLieHoro Ha odilifiHoMy
caiiti EMA 16.09.2024 poky. Pestome MnaHy
ynpas/iHHA pu3nkamu Bepcis 3.0 AofaeTbes.
61. | BIHMOLETU Tabnetku no 5 wmr; MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/8199/01/01
H no 10 TabneTtok y "XIM®GAPM3 "XIM®GAPM3ABO/, 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom niosnsza
6nicTepi, no 3 abo ABO[, "UEPBOHA 3IPKA" HallMeHyBaHHs Ta/abo agpecyu 3asBHMKa €
no 5 6nictepiB y "YEPBOHA (BNacHvKa peecTpauiiHoro nocBigYeHHs). 3miHa
naJi 3 KapToHy 3IPKA" HaliMeHyBaHHs 3asIBHUKA Ta 3MiHW Y HanucaHHi
agpecu 3asaBHUKa (BNacHUKa peectpauiiHoro
noceigyeHHs). 3miHu | Tvny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBsigae
BMPOGHUK/IMNIOpPTEp, BK/IKOYAKYM BUMYCK CEPIl).
3MiHa HaliMeHyBaHHS1 BUPOGHUKa /13 Ta 3MiHK y
HanucaHHi agpecun BMpo6Huka MN3. 3MiHun
BHECEHO B iHCTPYKLt0 4151 MELUYHOIO
3aCcTOCYyBaHHS NikapCcbKoro 3acoby y posainu
«BurpobHMK» Ta «Micue3HaxomKeHHs BUPOBHMKa
Ta agpeca MicLsa NpoBaXeHHs MOro AisfbHOCTI» 3
Bi4NOBIAHVMM 3MiHAMU Y TEKCTi MapKyBaHHS
ynakoBKM fikapcbKoro 3acoby. BBeAeHHs 3MiH
NpOTSArom 6-Tv MicsLiB NicAsi 3aTBEPAKEHHS.
62. | BIHNOLETU Tabnetku no 10 mr; MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/8199/01/02
H no 10 Tabnetok y "XIMOGAPM3 "XIMGAPM3ABO/, 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom nionsea
6nicTepi; no 3 ABO/L "YEPBOHA 3IPKA" HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa €
6nictepu B nauui 3 "YEPBOHA (BNacHvKa peecTpauiiHoro nocBigYeHHs1). 3miHa
KapToHYy 3IPKA" HalilMeHyBaHHS 3asBHUKA Ta 3MiHV Y Han1caHHi

afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
nocBigYeHHs). 3MiHM | TUNy - AgMIHICTPaTUBHI
3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapcbKoro 3acoby, BkIoYatoun
AiNbHUL BUNYCKY cepii abo micue npoBegeHHs
KOHTPOJI0 AKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKUM BUMYCK CEPIlt).
3MiHa HalimeHyBaHHsA BUPOGHUKA 13 Ta 3MiHW Y
HanucaHHi agpecu BupobHuka MN13. 3miHn
BHECEHO B iHCTPYKLl0 415 MEAUYHOrO
3acTOCyBaHHSA NiKapcbKoro 3acoby y po3aim
«Burpo6HMK» Ta «MicLe3HaxomKeHHs BUPOGHMKa
Ta afpeca MicLs NPOBaPKEHHS 1A0T0 AiSNIbHOCTI» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.
63. | BITAMIHC TabneTkn XyBasibHi AT YKkpaina AT "KMIBCbKIN Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/5624/01/01
500 3 IMMOHHVM cvakom | "KUTBCBKU BITAMIHHWIA 3miHu | TUNYy - 3miHu 3 sKocTi. CepTudikar peyenma
no 500 mr, no 10 n 3ABO4" BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
Tabnetok y 6nictepi; | BITAMIHHA €sponelicbkiin hapmakonei/moHorpadii. 3miHu,
no 3 a6o 6 6nicTepis " 3ABOA" noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
B nauuj; no 30 BiANOBIAHICTb A0 MOHOrpadii 4dY abo
Tabnetok y €Bponelicbkoi hapmakonei, abo iHWOoi
KOHTEliHepi HaujioHanbHoi chapmakonei gepxasu €C (3miHa y
(6aHouui); no 1 crneundikaisx, nos'asaHa 3i 3miHamu B 1dY, abo
KOHTEliHepy €Bponericbkin dhapmakonei, abo iHLwi
(6aHouuj) y navuj; HaujioHanbHili hapmakonei gepxasu €C). 3MiHa
no 10 TabneTok y noB'A3aHa 3 OHOB/IEHHSIM [OKYMEHTIB BUPOOHUKA
6nictepax; no 30 Ha cybcTaHuito Hatpito ackopbaT, BUpo6bHuLTBa
Tabnetoky "Northeast Pharmaceutical Group Co., Ltd.",
KOHTeliHepax Kutaid, o BignoBigaoTs OHOBEHIl MoHorpadil
(6aHouKax) EP «Sodium ascorbate: 1791» i ctocytoTbcst
po3ginis «Jomiwka E» (kncnoTa wasenesa),
«3ani3o», «Hikenb», «CynpoBigHi OMILLKM»
64. | BITAMIHC TabNeTkn XyBaslbHi AT Ykpaina AT "KNIBCbKNW Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/1861/01/01
500 3 NepPCUKoBUM "KUIBCbKN BITAMIHHW 3MiHu | TUnNY - 3MiHK 3 aKocTi. CepTudikaT peyenma
cmakom no 500 wr; n 3ABO4" BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
no 10 Tabnetok y BITAMIHHW €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
6nicTepi; no 3 abo 6 " 3ABOA" noB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y

6nicTepiB B nauuj;
no 30 TabneTok y
KOHTEliHepi
(6aHouui); no 1
KOHTeliHepy
(6aHouuj) y navuj;
no 10 TabneTtok y
6nictepax; no 30

BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHOI hapmakonei gepxasu EC (3miHa y
crneundikalisx, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkiii chapmakonei, abo iHLil
HaujioHanbHili hapmakonei gepxasu €C). 3MiHa
noB'A3aHa 3 OHOB/IEHHSIM [OKYMEHTIB BUPOGHUKA
Ha cybcTaHujito Hatpito ackopbaT, BUpo6HULTBa

Tabnetoky "Northeast Pharmaceutical Group Co., Ltd.",
KOHTeliHepax Kutaid, Wwo BignoBigaoTs OHOB/EHIl MoHorpadii
(6aHou4Kax) EP «Sodium ascorbate: 1791» i cTocytoTbcst
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
po3ginis «Jomiwka E» (kncnota wasenesa),
«3ani3o», «Hikenb», «CynpoBigHi OMILLKM»
65. | BITAMIHC TabneTkn XyBasibHi AT Ykpaina AT "KMIBCbKN Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/5623/01/01
500 3 anesibCMHOBUM "KUIBCbKW BITAMIHHWIA 3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar peyenma
cmakoM no 500 wr, " 3ABO4" BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
no 10 TabneTok y BITAMIHHN €sponelicbkiin hapmakonei/moHorpadii. 3miHu,
6nicTepi; no 3 abo 6 " 3ABOA" noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
6nicTepiB B nauuj; BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
no 30 TabneTok y €Bponelicbkoi hapmakonei, abo iHWOi
KOHTEliHepi HaujioHanbHoi hapmakonei gepxasu €C (3miHa y
(6aHouui); no 1 crneundikaisx, nos'a3aHa 3i 3miHamu B 1dY, abo
KOHTeliHepy €Bponericbkin dhapmakonei, abo iHLwi
(6aHouuj) y navuj; HaujioHanbHili hapmakonei gepxasu €C). 3MiHa
no 10 TabneTok y noB'A3aHa 3 OHOB/IEHHSIM [OKYMEHTIB BUPOOHUKA
6nictepax; no 30 Ha cybcTaHuito Hatpito ackopbaT, BUpo6bHMLTBa
Tabnetoky "Northeast Pharmaceutical Group Co., Ltd.",
KOHTeliHepax Kutaid, o BignoBigaoTs OHOBNEHIl MoHorpadil
(6aHouKax) EP «Sodium ascorbate: 1791» i ctocytoTbcst
po3ginis «Jomiwka E» (kncnota waeenesa),
«3ani3o», «Hikenb», «CynpoBigHi OMILLKM»
66. | BOKCNA® Tabnetkn no 0,2 mr TOB Ykpaina TOB "KYCYM ®APM", Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/13543/01/01
no 10 Tabnetok y "TNEQ®AP Ykpaina 3MiHn | TURNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKMii peyenmom niosnsiea
6nictepi; no 3 abo M naTa" abo 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo €

10 6nicTepiB y
KapTOHHI ynakoBL,i

TOB «NMEA®APM
NTh» , YKpaiHa

BBE/EHHS 40AaTKOBOI AiNIbHULI BUPOBHWLTBA 415
4yacTnHM abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO J1ikapCbKOro 3acoby (4inbHULUSA, Ha sKil
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMNYCKY Cepiil, KOHTPO/IO AKOCTI,
NepBMHHOIO Ta BTOPUHHOIO NakKyBaHHA, 415
HeCcTepW/bHNX liKapCbknX 3acobiB) - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB "TNEGAPM
NTA", YkpaiHa, BignoBiganisHOro 3a BUPOGHULTBO,
nepBrHHE Ta BTOPVHHE MakyBaHHS NiKapCbKoro
3acoby 3 fo3yBaHHsAM 0,2 Mmr.
3arsepaxeHo: TOB «kKYCYM ®APM»
40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn.
CkpsbiHa, 54
3anponoHoBaHo:

TOB «KYCYM ®APM>»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, By/.
CkpsibiHa, 54 TOB «JIEA®APM NTA» 40020,
YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn.
[asupgoscbKoro Mpuropist, 54 BeefeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
CynyTHS 3MiHa
- 3MiHK 3 SKOCTi. F0TOBMIA NiKapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS A04aTKOBOI
AiNbHWUI BUPOBHULTBA 718 YacTHK abo BCbOro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOBGHMNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (4inbHUUA ANA BTOPUHHOMO NakyBaHHS)

- 3MiHM 3 5IKOCTi. FOTOBWIA Nikapcbkunid 3aci6. 3MiHN
y BUPOGHMLTBI. 3amMiHa abo BBeAEHHS A0AATKOBOT
OiNbHWLI BUPOBHULTBA 719 YacTHK abo BCbOro
BVMPOGHWNYOrO MPOLECY roTOBOrO MiKapCbKOro
3ac006y (AinbHMLA AN NEePBUHHOTO NaKyBaHHS)
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHN Yy BUPO6HULTBI. 3MiHA
iMnopTepa/3MiHu, L0 CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO NikapCbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOGHUKA, WO
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMYCK cepil) -
Bktouaroun KOHTPOb/BUNpo6yBaHHSA cepil
BBE[IEHHS a/lbTepHaTUBHOIO BUpo6HMKa TOB
"TNEAPAPM NTA", YkpaiHa, BignoBiganbHOro 3a
KOHTPONb Ta Bunyck cepii N3 3 go3yBaHHAM 0,2
M.
3aTBepaKeHo:

TOB «KYCYM ®APM»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, ByS.
CkpsbiHa, 54 3anponoHoBaHo:

TOB «KYCYM ®APM»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, ByA.
CkpsbiHa, 54
TOB «MEA®APM NTO»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn.
[Jasunpaoscbkoro puropis, 54
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3aCTOCYBaHHA Y 3B'A3KY 3 BBE,EHHAM [0AATKOBOro
BMPOGHUWKa (015 fo3yBaHHsa 0,2 Mr), a came
[ofaHo po3ginv "BupobHuk” Ta
"Micue3HaxoMkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaKEHHS NOro AisnbHOCT" 4Ns A0AATKOBOTO
BUPOGHMKA Ta K HACNi[OK - 3aTBEPAKEHHA TEKCTY
MapKyBaHHS yNakoBKW /likapcbKoro 3acoby ans
[04aTKoBOro BUpobHvKa. BeefeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

67.

BOKCUA®

Tabnetkn no 0,3 wr;
no 10 Tabnetok y
6nictepi, no 3 abo
10 6nictepiB y
KapTOHHI ynakoBLi

TOB
"TNEQ®AP
MnaTa"

Ykpaina

TOB "KYCYM ®APM",
YkpaiHa abo TOB
«NEAPAPM NTO»,
Ykpaina

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBE/IEHHS 40AaTKOBOI AifIbHULI BUPOBGHWLTBA 415
4acTnHK abo BCbOro BUPOOHMNYOro npouecy
rOTOBOrO J1ikapCbKOro 3acoby (AiNbHULSA, Ha sKil
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX JTiKapCbknX 3aco6iB) - BBEAEHHS

3a
peyerimom

He
nionsiea
€

UA/13543/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

anbTepHaTUBHOro BMpo6Huka TOB "MMEAGAPM
NTA", YkpaiHa, BignosiganibHOro 3a BUPOGHULTBO,

NepBrHHE Ta BTOPVHHE MakyBaHHS NiKapCbKoro

3acoby 3 go3yBaHHsAM 0,2 Mmr.
3arsepaxeHo: TOB «kKYCYM ®APM»
40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, ByA.
CkpsbiHa, 54
3anponoHoBaHo:
TOB «KYCYM ®APM>»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, By/.
CkpsibiHa, 54 TOB «[MIEA®APM NTA» 40020,
YkpaiHa, Cymcbka 06nactb, M. Cymu, Bys.
[asunpaoBcbkoro Mpuropis, 54 BBegeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
CynyTHS 3MiHa
- 3MiHu 3 AKoCTi. F0TOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeEHHS [04aTKOBOI
AiNbHUL| BUPOOHULTBA 4718 YacThHK abo BCbOro
BMPOBGHMNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (4inbHUUA ANA BTOPUHHOMO NakyBaHHS)

- 3MiHM 3 5IKOCTi. FOTOBWIA Nikapcbkunid 3aci6. 3MiHN
y BUPOGHMLTBI. 3amMiHa abo BBeAEHHS A0AATKOBOI
OiNbHWLI BUPOBHULTBA 719 YacTHK abo BCbOro
BVMPOGHWNYOrO MPOLECY roTOBOrO MiKapCbKOro
3ac006y (AinbHMLA AN NEePBUHHOTO NaKyBaHHS)
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOGHUKA, L0
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMYCK cepil) -
Bktouaroun KOHTPOb/BUNpo6yBaHHSA cepil
BBE[IEHHS a/lbTepHaTUBHOIO BUpo6HMKa TOB
"TNEAPAPM NTA", YkpaiHa, BignoBiganbHOro 3a
KOHTpONb Ta Bunyck cepii N3 3 go3yBaHHAM 0,2
M.
3aTBepakeHo:

TOB «KYCYM ®APM»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, ByS.
CkpsbiHa, 54 3anponoHoBaHo:

TOB «KYCYM ®APM»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn.
CkpsbiHa, 54
TOB «MEA®APM NTO»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn.
[Jasunpaoscbkoro puropis, 54
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3aCTOCYBaHHS Y 3B'A3KY 3 BBEAJEHHAM [10AATKOBOro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOGHUKa (015 fo3yBaHHsa 0,2 Mr), a came
[ofaHo po3ginv "BupobHuk” Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaKEHHS NOro AisnbHOCTI" 4Ns A0AATKOBOTO
BUPOGHMKA Ta K HACNi[OK - 3aTBEPAKEHHSA TEKCTY
MapKyBaHHS yNakoBKW /likapcbKoro 3acoby ans
[04aTKoBOro BUpobHVKa. BBeaeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

68.

BO/IbTAPEH
®

cynosuTopii no 50
Mr; Mo 5
cynosuTopiiB y
cTpuni, N0 2 cTpunm
B KOPOOLii 3 KApTOHY

HosaprTic
dapma Al

LLisefuapis

Lendhapm XtoHiHT
CAC

PpaHLin

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-aiina cuctemy papmMmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi ocobu,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0opKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iiCHeHHS
OCHOBHOI fisi/IbHOCTi 3 dapmakoHarnsgy.

3a
peyerimom

UA/9383/01/02

69.

BO/NIbTAPEH
®

cynosuTopii no 100
Mr; o 5
CynosunTopiiB y
cTpuni, no 1 ctpuny
B KOPOOLLi 3 KAPTOHY

Hosapric
®apma Al

LLiBefiuapis

Oendhapm XtooHiHT
CAC

PpaHuis

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnagy 3asBHUKa AN 34iNCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi jaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
mMacTep-gaiina cuctemu papmMakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YyNOBHOBaXKeHOi ocobu,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
thapmakoHarnisgy. 3miHa Micus 34jiiCHEHHs
OCHOBHOI AiSNIbHOCTI 3 hapMakoHarnisgy.

3a
peyenmom

UA/9383/01/03

70.

BOJ/IbTAPEH
®

cynosuTopii no 25
Mr; Nno 5

HosaprTic
Papma Al

LBeliuapis

Lenchapm XtoHiHT
CAC

PpaHLin

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHu | TMny - 3MiHK Woao 6e3nekn/etpeKTUBHOCTI

3a
peyenmom

UA/9383/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Cyno3unTopiiB y Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
cTpwni, No 2 CTpUnM y3arasibHeHUX JaHnX Npo cucTemy
B KOPOO6LLi 3 KApTOHY thapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YMNOBHOBaXeEHOT 0cobu, BigNoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnszy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXeHOi ocobu,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
hapmakoHarnsagy. 3miHa mMicus 34iiCHeHHS
OCHOBHOI fliANIbHOCTI 3 dhapMakoHarnsay.
71. | TEBIPAH TabneTkun, BKpUTI dapmauesT MonbLa PapmaueBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/7565/01/01
MN/1iBKOBOIO NYHWI 3aBopg 3miHu | TUNYy - 3miHu 3 sKocTi. CepTudikar peyenmom
060/10HKO10, N0 200 3aBog, "MONb®APMA" C.A. BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
mr, no 10 TabneTok "MONb®AP €Bponelicbkili hapmakonei/moHorpadii. MogaHHa
y 6nicTepi; no 3 MA" C.A. HOBOro abo OHOBMIEHOro cepTudikaTa
6nictepay BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
KapTOHHIli Kopoobui BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - Houii cepTudpikat
Bifl HOBOrO BMPOG6HMKa (3aMiHa a0 [ONOBHEHHS) -
HOBWI cepTudikaT Big HOBOro BUPOGHKKA (3aMiHa
ab6o ponoBHeHHs)(B.111.1. (a)-3,1AHN), nogaHHsA
HOBOro cepTudikaTa BifgnoBiAHOCTI EBPONENCHKIi
thapmakonei Ne gnss RO-CEP 2019-238 - Rev 01
nitoyoi pevoBuHY Aciclovir Big HOBOro BUPOGHMKa
HUBEI YITAI PHARMACEUTICAL CO., LTD
72. | TEBIPAH TabneTku, BKpUTI dapmauesT Monbwa dapmanleBTUUHNI Monbwa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/7565/01/02
NAiBKOBOO NYHWIA 3aBof 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peuenmom
060n0Hkot0, No 400 3asof "MONb®APMA" C.A. BignosigHocTi/l E-cepTudpikat BignosigHOCTI
mr, no 10 Tabnetok "MONb®AP €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
y 6nictepi; no 3 MA" C.A. HOBOro abo OHOBMEHOro cepTudpikata

6nictepay
KapTOHHIli KopoobLi

BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponevicbkiin hapmakonei) - Hosuii cepTudikat
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Bif] HOBOrO BMPOGHMKa (3aMiHa abo [OMNOBHEHHS) -
HOBWIA cepTudikaT Big HOBOro BUPOGHKKa (3aMiHa
abo gonosHeHHs)(B.111.1. (a)-3,IAHN), nogaHHA
HOBOro cepTudikaTa BifgnoBiAHOCTI EBPONECHKIi
thapmakonei Ne s RO-CEP 2019-238 - Rev 01
Aito4oi peyosrHK Aciclovir Bifi HOBOTO BUPOGHMKA
HUBEI YITAIl PHARMACEUTICAL CO., LTD
73. | FEBIPAH TabneTku, BKPUTI dapmauesT Monbwa dapmaLeBTUYHNI Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7565/01/03
nAiBKOBOO NYHWIA 3aBog 3MiHu | TUny - 3MiHun 3 aKocTi. CepTudiikaT peyernmom
060/10HKO10, Mo 800 3aBog "TMONb®APMA" C.A. BignosigHocTi/l E-cepTudikar BignosigHoCTI
mr o 10 Tabnetoky | "MOJIbOAP €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
6nictepi; no 3 MA" C.A. HOBOro abo OHOBMEHOro cepTudpikata
6nictepa y BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
KapTOHHIlA KopooLi BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikart
Bi/j, HOBOro BUPOG6HYKa (3aMiHa abo AOMNOBHEHHS) -
HOBWI cepTudikaT Bif HOBOro BUPOGHYVKa (3aMiHa
a6o gonosHeHHs)(B.111.1. (a)-3,IAHN), nogaHHA
HOBOrO cepTudikaTa BignoBiAHOCTI EBPONECHKii
tpapmakonei Ne gnss RO-CEP 2019-238 - Rev 01
Aito4oi peyoBrHK Aciclovir Bif HOBOTO BMpPOGHMKa
HUBEI YITAIl PHARMACEUTICAL CO., LTD
74. | FTEKOBEH PO3unH ANs iHQy3il, MpuBaTHe Ykpaina MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/11511/01/01
no 200 mn, 250 mn, akuioHepHe TOBapucTBo "lHdy3ia” 3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudikar peyenmom
400 mn a6o 500 mn TOBapuUCTBO BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
y naswyji; no 1 "IHgpy3ia” €Bponelicbkili hapmakonei/moHorpadii. MogaHHa

NAAWLI Yy navui

HoBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANoBIgHOCTI €Bponeiickbkili hapmakonei: gns
A®I; ans BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif yXe 3aTBepAXEeHOro BUPOOHUKa -
[MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2008-105-
Rev 02 (3atBepmkeHo: R1-CEP 2008-105-Rev 01)
ansa [ito4voi peyoBrHN Hatpito xnopug, Big
3aTBepaxeHoro Bupo6Hnka DANSK SALT A/S,
Denmark. 3miHa Bigbynachb, y 3B'3Ky 3i 3MiHOIO
BnacHuka (Name of Holder) CEP 3 Dansk Salt A/S
Ha Mariager Salt Specialties A/S, Bupo6Hu4a
AinbHUUA, agpeca Ta yci BUpo6HWYi onepaduii
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3a/mMwarTbCs He3MiHHMMK, [litoua pegakuis: CEP
Ne R1-CEP 2008-105-Rev 01 MKA 13 CKNAL
HaTpito xnopug (Dansk Salt A/S, daHis)
MponoHoBaHa pepakuis: CEP Ne R1-CEP 2008-
105-Rev 02 MKA N13 CKNAL Hartpito xnopug,
(Dansk Salt A/S, faHisi*) * BignoBiganbHWii 3a
nakyBaHHs Ta BUMyck cepii - Mariager Salt
Specialties A/S, JaHis
75. | TEKCAKCUM | cycneHsia gns CaHodpi PpaHuin BVMPOGHMLTBO PpaHLin BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/13080/01/01
® | HEXAXIM iH’ekuiii no 0,5 mn (1 Mactep roTOBOro 3MiHu | TUny - 3MiHu 3 sKocTi. A®l. KoHTponb AdI peyenmom
BAKUUHA [03a) B nonepeaHbL0 Hepo3dhacoBaHOro (iHwi 3miHW) Mepernag, cTpaTerii KOHTPOII0
ansa 3arnoBHEHNX NPOAYKTY, BTOPUHHE Hepo3gacoBaHoro (bulk) KOH'toroBaHoro
NPO®INAKT wnpuyax 3 1-eto nakyBaHHs (LLunpuLm), nonicaxapugy Haemophilus Tuny b Ha eTanax
KU (abo 2-ma) KOHTPO/b SIKOCTI, rofI0BHOrO nocisHoro matepiany (Master Seed Lot
DNDTEPII, OKpemunmu rosikamu, BWMYCK Cepii: (MSL)) 1 po6oyoro nocisHoro matepiasy (Working
MNPABLS, no 1 wnpuuy B CaHodpi MacTep, Seed Lot (WSL)). TepMiH BBe4EHHS 3MiH - KBITEHb
KALUHOKY KapTOHHIA ynakoBLy; PpaHuis; 2027. 3MmiHu | TUny - 3MiHK 3 SKocTi. AdI.
(ALENONAP | no 0,5 mn (1 go3a) B BVMPOGHMLTBO KoHTposnb A®I (iHLWi 3miHK)
HUIA nonepeaHLo roToBOro Mepernag ctpaTerii KOHTPOO Hepo3dacoBaHOro
KOMMOHEHT | 3anoBHeHuX Hepo3dghacoBaHOro (bulk) akTMBHOrO hapMaLeBTUYHOIO iHrpesieHTa
), TENATUTY wnpuyax 3 1-eto NpoayKTY, KOH'toroBaHoro nonicaxapugy Haemophilus tuny b
B (abo 2-ma) 3arnoBHEHHS, npu BUNycKy. TepMiH BBEEHHS 3MiH - KBiTEHb
PEKOMBIHA OKPEMUMU rosikamu, BTOPUHHE NakyBaHHS, 2027. 3MiHu | Tuny - 3miHK 3 sKocTi. AdI.
HTHA, no 1 wnpuuy B KOHTPO/b SKOCTI, Bupo6HMLTBO. 3MiHK BUNpobyBaHb abo
noniomieni cTaHgapTHO- BUWMYCK Cepiii: [ONyCTUMMX MEX Y Npoueci BUpo6bHuuTBa Adl, wwo
TY €KCMOPTHIN CaHodpi Mactep, BCTaHOB/eHI y cneundikauisx (iHWi 3MiHW)
IHAKTUBOBA | ynakosui, sika dpaHuis; Mepernag cTparterii KOHTPOIO B NPOLLeCi
HA TA MICTUTBCA Y BTOPWHHE NakKyBaHHS, BMPOOHMLTBA HEPO3(haCOBaHOr0 akTVBHOIO
3AXBOPHOB KapTOHHIA Kopoo6Li 3 BUWMYCK Cepiii: hapMaLeBTUYHOIO IHrpefieHTa KOH'toroBaHoro
AHb, IHCTpYyKLUieo ans CaHodi-ABeHTic 3pT., nonicaxapugy Haemophilus tuny b. Tepmin
CAPUYUNHEH | meauyHoro YropLumHa; BBEJEHHS 3MiH - KBiTeHb 2027. 3miHu | TNy -
nx 3acTocyBaHHs; No KOHTPO/b AKOCTI 3MiHM 3 aKocTi. A®l. BUpOBHULITBO. 3MiHU
HAEMOPHIL 0,5 mn (1 gosa) B (wnpuuw): BMNpo6yBaHb abo JOMYCTUMUX MEX Y NPOLECi
usTuny B nonepeaHL0 IHTepHewwHN Apar BMPO6HMLTBA ADI, IO BCTAHOB/IEHI Y
KOH''OFOBA | 3amnoBHeHuX [eBenonveHT- crneundikalisx (4osaBaHHA HOBOrO BUMNPOGYBaHHS
HA, wnpuyax 3 1-et0 Ekcnept, ®paHuis Ta gonyctummnx mex) JlogaBaHHsA ONTUYHOT
AQNCOPBOBA | (a6bo 2-ma) winbHocTi (Optical Density at 600 nm) sk
HA, PIOKA OKPEMUMU rosikamu, KOHTPOJII0 B NpoLLeci BUPOGHULITBA FOI0BHOMO

no 10 wnpuuis B
KapTOHHI ynakoBLy;
no 0,5 mn (1 gosa) B
nonepeaHbLO
3anoBHEHUX
wnpuyax 3 1-eto0
(a6o 2-ma)
OKPEMUMM rosiKamu,
no 10 wnpuuis B
CTaHAapTHO-

nocisHoro matepiany (Master Seed Lot (MSL)) i
po6oyoro nocisHoro matepiany (Working Seed Lot
(WSL)), 3 meToto aganTauii 40 pigkoi nonepeaHbLOol

KyNbTYpW | NPOC/iAKOBYBaHHSA PO3BUTKY
aHaniTMYHNX MeToAiB. TePMiH BBEAEHHS 3MiH -

KBiTeHb 2027. 3MiHuW | TUNY - 3MiHK 3 AKOCTI. ADI.

CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPIKEHOMY

[0cbe cepTudpikata BignoBigHOCTI €BpoONeNChKil
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
€KCMOPTHIN thapmakonei, Lo BK/IYa€e nepios NOBTOPHOro
ynakoBLi, sika BUNPO6YBaHHS) (Nepios NOBTOPHOTO
MiCTUTbCA Y BMNPOGYBaHHs/Nepiog 36epiraHHs) - 3MiHa ymMoB
KapTOHHI Kopoo6Li 3 36epiraHHA A®| - 3miHa yMOB 36epiraHHs
IHCTpyKLUieto Ansa rofI0BHOrO nocisHoro matepiany (Master Seed Lot
MeANYHOro (MSL)) i po6oyoro nocisHoro matepiany (Working

3aCTOCyBaHHS; No
0,5wmn (1 po3a) y
thnakoHax, no 10
ch1akoHiB y
KapTOHHIlA ynakoBLy;
no 0,5 mn (1 gosa) y
thnakoHax, no 10
hNakoHiB B
cTaHAapTHO-
€KCMOPTHIN
ynakoBLi, sika
MICTUTBCA Y
KapTOHHI KopooLji.
MapkyBaHHA
YKpaiHCbKO Ta
aHrniricbkoto, abo
IHLLUMUW IHO3EMHUMM
MoBaMu

Seed Lot (WSL)) 3 cybnimoBaHnx Ha 3aMOPOXEHi
pigki MSL i WSL 3 meTot0 onTumisau,ii npouecy
BMPOOHULITBA. TEPMIH BBELEHHS 3MiH - KBITEHb

2027. 3minun |l Tuny - 3miHu 3 akocTi. AdL.
Brvpo6HMuTBO. 3MiHM B npoueci BUpobHuuTea Ad|
(3MiHa CTOCYETbLCA aKTUBHOI PEYOBUHY
6i010riYHOro/iMyHOONYHOT0 MOXOKEHHA abo
BMKOPUCTaHHSA XiMiuHux APl y BUPOGHULTBI
nikapcbKoro 3acoby 6io10riYHOro/iMyHON0r4YHOro

MOXOKEHHS, AKa MOXe MaTh 3HaYHUI BNVB Ha
AKICTb, 6e3neKy Ta e(peKTUBHICTb J1ikapCbKoro

3acoby, | He CTOCYETLCA NPOTOKOY) 3MiHa B
npoLeci BUPOGHULITBA FO/I0BHOTO MOCIBHOMO
matepiany (Master Seed Lot (MSL)) i po6ouoro
nocisHoro matepiasny (Working Seed Lot (WSL)).
TepMmiH BBELLEHHS 3MiH - KBiTeHb 2027.
3MmiHu Il Tuny - 3MiHK 3 sikocTi. A®L. BUpo6GHMLTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y

BMPOGHMYOMY npolieci A®I, abo 3miHa BUPOGHUKa

(Bkntovaroun, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTpOsto sikocTi) APl (3a BigCyTHOCTI
cepTudikaTa BifgnoBiaHOCTI EBpONEiiChKilt
hapmakonei y 3aTBepKeHOMY A0CLE)(3MiHA B
A®| GionoriyHoro noxomxeHHs abo BUXigHOMY
marepiani/peareHTi/MPoMbKHOMY NPOAYKTI, L0
BMKOPWCTOBYHOTLCS A4/15 BUPOGHMLTBA
6i0/10riYHOro/iMyHOOrYHOTO NiKapCbKOro 3acoby )
3MiHa BUPOBHMKa CUPOBUHK Ta PO3UUHIB AN1A
cepefioBHyLL, L0 BUKOPUCTOBYHOTLCA Ha eTani
chepmeHTaUil B NpoLieci BUpO6HMLTBA

Hepo3¢hacoBaHOro akTMBHOMO hapMaLleBTUHHOIO

iHrpeieHTa KOH'toroBaHoro nonicaxapvay
Haemophilus Tuny b i3 «CaHodpi Mactep» Ha

«Tepmo diwep CaeHTithik» 3 MeTo onTuMisaLi

BMPOOHULITBA. TEPMIH BBELEHHSA 3MiH - KBITEHb
2027. 3minun |l Tuny - 3miHn 3 akocTi. AdI.
Brvpo6HMuTBO. 3MiHM B npoueci BUpobHuutea Ad|
(3MiHa CTOCYETLCA aKTUBHOI PEYOBUHY
6i0N10riYHOro/iMyHOONYHOT0 MOXOKEHHA abo
BMKOPUCTaHHSA XiMiuHux APl y BUPOGHULTBI
niKkapcbKoro 3acoby 6i010riYHOro/iMyHoN0r4YHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MOXOKEHHS, fKa MOXe MaTh 3HaYHUI BNVB Ha
AKICTb, 6e3neKy Ta e(peKTUBHICTb J1ikapCbKoro
3ac06y, | He CTOCYETLCA NPOTOKONY) OHOB/IEHHSA
eTaniB pepMeHTaL,ji Ta OUNLLEHHS B NPOLIECi
BMPOOHMLTBA HEPO3(hacOBaHOro akTVBHOIO
hapMaLEeBTUYHOrO iHrpedieHTa KOH'toroBaHoro
nonicaxapugy Haemophilus Tuny b. Takox
BHECEHHS pefaKLUiiH1X npaBok,
[ofaBaHHA/kopuryBaHHs iHchopmadii 6e3 3miHn
BMPOGHNYOI NPaKTVKW, BUAAIEHHSA HEBIANOBIAHOI
iHcbopMmauii Ta peopraHisavii iHchopmauii B 3TA.
TepMmiH BBELleHHS 3MiH - KBiTeHb 2027. 3MiHu ||
TIny - 3miHu 3 sikocTi. A®l. BupobHuutBo. 3MiHu B
npoueci BupobHuMLTBa APl (3MiHa cCTOCYETLCA
aKTMBHOI peYOBMHY 6i0N0rYHOr0/iIMyHONOrYHOrO
NMOXOKEHHS 260 BUKOPUCTAHHSA XiMi4HNX AD| y
BMPOGHMLTBI iKapcbKoro 3acoby
6i010ri4HOro/iMyHOOMNYHOTO NMOXOKEHHS, SKa
MOXe MaTu 3HauHWiA BN/IMB Ha AKICTb, 6e3neky Ta
eheKTBHICTb NikapcbKoro 3acoby, i He
CTOCYETbCS NPOTOKONY) OHOB/IEHHS Aliana3oHiB
KPUTUYHMX NapameTpiB BUPOOHULITBA, TOBTO 3MiHa
BEPXHbLOI MeXi Aiana3oHy KPUTUYHOrO NapameTpa
TPUBA/IOCTI NEpeMiLyBaHHS, | 36iNbLUEHHS
HWDKHBOT MeXi LUBUAKOCTI roMOreHi3adii nepeg,
3anoBHEHHAM Ha eTani OYuLLIeHHA B NpoLecCi
BMPOGHMLTBA HEPO3(hacoBaHOIO akTUBHOIO
hapmaLeBTMYHOrO IHFrpedieHTa KOH'loroBaHoro
nonicaxapugy Haemophilus tuny b B 6yaisni V10.
OHoBMEHHS gaHnx Banigauii Biabynocs Ha OCHOBI
6e3nepepBHOT Bastigauii npoLecy.
3anponoHoBaHwuii gianas3oH € 6i/lbLl 0OGMEXEHUM,
HiXX NOTOYHWIA. TepMiH BBeAEHHS 3MiH - KBITEHb
2027.

76.

FEMOPO/1b

cynosuTopii; no 6
CynosunTopiiB y
6nicTepi; no 2
6nictepu B
KapTOHHI/ ynakosL,i

Bpounascbk
e
nignprvemMcTs
0 NiKapcbknx
Tpas
"TEPBAMNON
b" AT

MonbLa

Bpounascbke
nignpMeEMCTBO
nNikapcbknx Tpas
"TEPBANO/b" AT

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXeEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-cpaina cuctemm dpapmakoHarnsgy) 3miHa

6e3
peyenma

UA/7628/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTaKTHUX JaHNX YOBHOBaXXEHOT 0CO6M
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsg.
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHarnifg B YkpaiHi.
[itoua pepakuis: Muxaiiniok MaprHa
CraHicnasiBHa. [MponoHoBaHa pefakuis:
HikiTueHkoBa /110608 IBaHiBHA. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBiAa1bHOI 3a thapmakoHarnsag B YkpaiHi

77.

rAPACEK

rpaHynv ans
OpasbHOT cycneHsii
no 30 mr, no 16
calle B KapTOHHIl
KopooLi

ABGOTT
Na6opatopi3
6X

HimeuunHa

CodpapTekc

®paHLis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHV BUNPOGYBaHb
abo [oNyCTUMUX MEX, BCTAHOBNEHNX Y
cneumdikauisx, nig yac BUPo6GHMLTBA rOTOBOro
nNiKapcbKoro 3acoby (iHwi 3MiHM). OHOBNEHHS
po3giny 3.2.P.3.3. B yacTuHi «in-process control» 3
METOI0 BUAB/IEHHSI MOMUJIKOBO BKa3aHoOi
iHchopMmawii BiANOBIAHO 4O MOTOYHOTO KOHTPOSHO
nig yac BupobHuuTea N3, a came: HEKOPEKTHO
Bka3aHi Ha3su TecTiB (Uniformity of dosage unit Ta
Mean Mass) Ta HEKOPEKTHO npeAcTas/ieHi
KpuUTepii NPUAHATHOCTI AN18 0CTaHHBLOro. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHM Y NpoLLeci
BMPOGHMLITBA rOTOBOTO J1ikapCbKoro 3acoby,
BK/IHOHAK0UM MPOMIXKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO
nikapcbKoro 3acoby (iHLWwi 3MiHN). OHOBNEHHSA
po3ainy 3.2.P.3.3. AnA y3romKeHHs BUKNafeHol
iHchbopmav,ii 3 hakTMYHUM NPOL,ECOM BUPOOHMLTBA
N3. BUpo6HWuuii npouec 3anmnwaeTbes
HE3MiHHWUM.

6e3
peyenma

UA/13273/01/02

78.

FAPACEK

rpaHynu ans
OpasTbHOT CycneHsii
no 10 mr; no 16
calle B KapTOHHIi
KOpoo6Li

AGGOTT
Na6opatopis
M6X

HimeyunHa

CodthapTekc

PpaHuin

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNPOGYBaHb
abo gonycTMMmUX MeX, BCTAHOB/IEHNX Y
cneundoikauisix, Mg yac BUpoOHMLTBA FOTOBOrO
niKkapcbKoro 3acoby (iHwi 3MiHM). OHOBNEHHS
po3giny 3.2.P.3.3. B yacTuHi «in-process control» 3
METOI0 BUABMEHHSI MOMUJIKOBO BKa3aHoi
iHhopmaLii BignoBigHO A0 NOTOUYHOIO KOHTPOSIHO
nig, yac Bupo6HuuTea N3, a came: HEKOPEKTHO
Bka3aHi Ha3su TecTiB (Uniformity of dosage unit Ta
Mean Mass) Ta HEKOPEeKTHO NpeacTaBeHi
KpuTepii NPUAHATHOCTI AN OCTaHHBLOro. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHV Yy BUPOOHMLTBI. 3MiHM y npoLeci
BMPOGHMWLITBA rOTOBOTO J1iKapCbKOro 3acoby,

6e3
peyenma

UA/13273/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BK/1OUAKUY MPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
niKapcbKoro 3acoby (iHwi 3MiHM). OHOBNEHHS
po3gainy 3.2.P.3.3. aNs y3rofxeHHs BUKNageHoil
iHhopmaLii 3 hakTMYHUM NpPoLLecoM BUPOGHULITBA
3. BUpo6HMUmii npouec 3anwaeTbes
HE3MiHHUM.
79. | FAPOKOPTU | masb o4yHa, 5 mr/r; TOB "BAYLU Ykpaina dapmsasog, €nbha Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4619/01/01
30H no 3ryTy6i; no 1l XENC 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
Ty6i B KQPTOHHIA YKPAIHA" Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
KopooLi TEeKCT MapKyBaHHS NepPBUHHOT (N. 6) Ta BTOPUHHOT
(nyHKTM 16, 17) ynakoBOK NikapCbKoro 3acoby.
80. | MHEKOXEEN | kpanni opasibHi No Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/7867/01/01
b 30 mMn 'y cknsiHoOMy Xaiinbmitte XainbmitTens Xeenb 3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii peyenma
dhnakoHi- nb Xeenb M6X 3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.
KpanenbHuui; no 1 M6X 3miHa napameTpiB cneyudikauii Ta/abo

hNakoHy-
KpanesnbHuLi B
KOpo6Lji 3 KapTOHY

[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
(BUAYYEHHS HE3HAYHOrO NOKa3HMKa (Hanpuknag,
3acTapifioro NokasHvKa, Takoro sk 3anax Ta cMak,
abo igeHTUdikauiss 6apBHUKIB UM CMaKOBUX
[06aBoK)). BuganeHHs TeCToBOro napameTpy
«Yucno XazeHa» 3 MKH rotoBoro npoaykry. 3mMiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTUMmX
MEXX rOTOBOr0 NiKapCbKoro 3acoby (BUy4YeHHs
HEe3HaYHOro NokasHvka (Hanpuknag, 3actapifnoro
rokasHuKa, Takoro ik 3anax Ta cmak, abo
iAeHTugiKaLisn 6apBHUKIB YN CMaKOBUX 406aBOK)) -
BupaaneHHs napameTpy «pH» 3 cneyudikauii
roToBOro NPOAYKTY (cneumdikalis npu BUMYCKY).
BupaaneHHs TecToBoro napameTpy «pH» sk
HecyTTeBOrO. - 3MiHM | TURY - 3MiHN 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
niKkapcbKoro 3acoby. 3miHa y MeToAax
BMNPOGYBaHHSA roTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa Yy 3aTBEPKEHNX METOAAX
BMNPOGYBaHHSA) - He3HauHa 3MiHa B MeTogi
KOHTPO/10 BUNPO6OBYBaHHA TECTOBOrO napameTpy
«BMicT eTaHosy» B crieuumadikaL,ii rotoBoro
npoaykTy. 3MiHu | Tuny - 3MiHK 3 AkocTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTpOsib roTOBOro Nikapcbkoro
3acoby. 3MiHa y MeTofax BUNPOByBaHHS roTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMXEHUX MeToAax BUNpobyBaHHs) -
BUAA/IEHHS ieTa/IbHOro ONNCy MeToay
BMNPOBOBYBaHHA A1 TECTOBOr0O NapameTpy
«3anax». MeToa onucaHwii B oQoiLliiHii




62

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
thapmakonei (HAB); ToMy BU3HAYEHHS 3aBXAn
nNpoBOAMNOCS BifNOBIAHO A0 YMHHOI pefakuii HAB
H22.1.
81. | rAIUMH Tabnetku nn YkpaiHa TOB "Apnivea" Pecny6nika BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: Ges UA/14604/01/01
cybniHrBaUibHi No "TNEJEKC" BipmeHis 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peyenma
100 mr; no 50 Ta chapmakoHarnsagy (iHwi 3miHmn)
Tabnetok y 6nictepi; 3MiHU BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
no 1 6nictepy B yNakoBKU NiKapcbKoro 3acoby y nyHktn 11, 17.
KapTOHHI Kopo6Lyi BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
82. | MIATOH® PO3YMH ANS iH'EKLIN, AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/13359/01/01
250 mr/mn; no 4 mn "®apmak” 3MmiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
B amnyni; no 5 Ta thapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
amnyn y énictepi; no B TEKCT MapKyBaHHS NePBUHHOI Ta BTOPUHHOI
1 a6o 2 6nictepu y yMakoBOK NikapCbKoro 3acoby, a came: BUTy4YEHO
naJi 3 KapToHy; No Ay6niotouy iHhbopmalito pociiicbkolo MOBOO Ta
4 Mmn B amnyni; no 5 BMK/IaeHo 1T aHINifcbKo MOBOK. TepMiH
a6o 10 amnyny BBE/EHHS 3MiH NpoTsAroM 6 micauis nicns
naJui 3 KapToHy 3aTBePMKEHHA - 3MiHM | TNy - 3MiHK WoA0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM) BHeceHo He3HauHi 3MiHW Y TekcT
MapKyBaHHS NEPBUHHOI (MYHKTU 1, 6) Ta BTOPUHHOIT
(nyHkT 1, 11, 17) ynakoBKmM NiKapCbKoro 3acoby.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
83. | rPUMIro rpaHynu ans TOB Ykpaina KYCYM XENTXKEP IHAis BHECEHHS 3MiH 10 peecTpayiiiHux maTepianis: 6e3 UA/17055/01/01
XOTMIKC® OP&/TbHOTO PO3UNHY "TNEQPAP MBT NTA 3MiHM | TUNy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI peyenma
3i CMakoM YOpHOI MnaTa” Ta (papmakoHarnsgy (iHwi 3miHu) - 3MiHW BHECEHO
CMOpPOAMHN; N0 5Ty y TEKCT MapKyBaHHA nepBuHHOI (M. 1, 2, 4, 17) Ta
cawe; no 5 abo no BTOPVHHOI (. 2, 12, 16, 17) ynakoBKM /ikapCbKOro
10, a6o no 20 cawe 3acoby. BBefeHHs 3MiH NpPOTAroM 6-Tu MicsiLiB
Y KapTOHHilA nicns 3aTBeppkeHHs
ynakoBLi
84. | rPUMIO rpaHynu ans TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/16502/01/01
XOTMIKC® OpasIbHOro PoO3ynNHYy "TNELPAP NBT NTA4 3MiHM | TUNy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI peyenma
3i CMakoM IMMOHa M naTa” Ta dpapmakoHarnsagy (iHwi 3miHu) 3mMiHW BHECEHO Y
no5rycauwe, no5 TEeKCT MapKyBaHHS nepBuHHOI (n. 1, 2, 4, 17) Ta
abo no 10, a6o no BTOPWUHHOT (N. 2, 12, 16, 17) ynakoBKun NikapCbKoro
20, abo no 50 cawe 3acoby. BBefeHHs 3MiH NPOTAroM 6-TW MicsLiB
Y KapTOHHiii nicns 3aTBepKEHHS.
ynakoBLi
85. | rPUNro rpaHynv ans TOB YkpaiHa KYCYM XENTXKEP IHAjs BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/16501/01/01
XOTMIKC® OP&/IbHOIO PO3UNHY "TNEQ®PAP MBT NTA 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peyenma
3i CMakoM nosyHuuj MAaTh" Ta thapmakoHarnsagy (iHwWi 3miHM) 3MiHN BHECEHO Y

no5ry cauwe, no5
a6o no 10, a6bo no
20, abo no 50 cawe
Y KapTOHHIl

TEKCT MapKyBaHHS nepBuHHOT (N. 1, 2, 4, 17) Ta
BTOPUWHHOI (. 2, 12, 16, 17) ynakoBKu NikapCbKOro
3acoby. BBefeHHs 3MiH NPOTAromM 6-Tu MicsLiB
nicns 3aTBepAKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ynakoBLUi
86. | TPUNMOMEA® | kancynu; no 10 MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 niosnsza UA/6632/01/01
Kancyn y énicrepi; "XIMOGAPM3 "XIMGAPM3ABO/, 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenma €
no 2 6nictepun y ABO/L "UEPBOHA 3IPKA" Ta chapmakoHarnsgy. 3miHa y KopoTkili
naJi 3 KapToHy "YEPBOHA XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
3IPKA" MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
ab0 AK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm).
3MiHN BHECEHO B |HCTPYKLO 4719 MEAWNYHOIO
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"B3aemogia 3 iHWKMMK NiKapCbkumn 3acobammn Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHoO 40
iHhopMaUii Wwoao 6e3nekn 3acToCyBaHHA Aito4oil
PEYOBUHM - NapaueTamon - 3rigHo 3
pekomeHgaujieto PRAC. BBeieHHS 3MiH NPOTArom
3-x MicsiLiB MicNs 3aTBEPKEHHS.
87. | TPUNOUUTP | kpanni Ha3asibHi, TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 6e3 UA/11186/02/01
OH PUHIC pPO34nH BO 3 06MexeHo 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
no 15 mn y conakoHi OBMEXXEH BiANOBIA&/bHICTIO Ta hapmakoHarnsagy (iHwi 3miHm)
3 KPULLIKOIO- (0]}0} "®apmMaueBTNYHa 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
KpanesibHULEeto 3i BIANOBIOA KoMnaHisa "3go0pos'a” yMakoBKU NikapcbKoro 3acoby y nyHkt 2,11, 17
CK/SIHOIO NINETKOI0; NBHICTHO Ta B TEKCT MapKyBaHHSA NepBUHHOT YNakoBKM 2, 5,
no 1 dpnakony y «KOPTIOPA 6. Takox Buy4YeHo ayontowody iHhopmalito
KOpOOGLii 3 KApTOHY LA POCiiCbKO MOBOIO.
«30POB'A BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
» 3aTBEPLKEHHS
88. | rPYgHMIA 36ip; no50ry MpAT Ykpaina MpAT "NikTpasun" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/5858/01/01
3BIP Nel naykax 3 BHYTPILLUHIM "NikTpasn" 3MiHM | TMny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
nakeTom; Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHeCeHOo
no 1,5 ry cinbtp- y n. 1. HA3BA JIIKAPCbKOIO 3ACOBY Tta n. 17.
nakeTi; no 20 IHLE TekcTy mapkyBaHHS BTOPUHHOT YNakoBKu
iNbTP-NakeTis y nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTArom 6-
nauui abo y nayui 3 TN MicALiB NicNs 3aTBEPAXEHHS.
BHYTPILUHIM NaKeToMm
89. | rPYgHuIA 36ip; no50ry MpAT Ykpaina MpAT "NikTpasu" Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/5859/01/01
3BIP Ne2 naykax 3 BHYTPILLIHIM "NikTpasn" 3MiHM | TUny - 3MiHK Woao 6e3nekn/etheKTUBHOCTI peyenma

naketom; no1,5ry
QinbTp-NakeTi; No
20 chinbTp-nakeTiB y
nayui abo y nayui 3

Ta dpapmakoHarnsagy (iHwi 3miHu) 3MiHW BHECEHO Y
n. 1. HA3BA JTIKAPCbKOI'O 3ACOBY ta n. 17.
IHLLE TekcTy mapkyBaHHA BTOPUHHOT YNaKoBK1

NiKapcbKoro 3acoby. BBeAeHHs1 3MiH MPoTArom 6-
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3acoby

BHYTPILUHIM NaKeToMm

TW MiICALB NiC/1A 3aTBEPAKEHHS.

90.

DANALVH L,

kancynu no 300 wr;
no 8 kancyny
6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CLWA

dPapeBa AMb6ya3

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO

[l0 TEKCTY MapKyBaHHS1 YNakoBOK MiKapCbKoro

3acoby, a came 10 TEKCTY MapKyBaHHA BTOPUHHUX

ynakoBoK B n.n. 3, 7, 8, 17 Ta [0 TEKCTY
MapKyBaHHS NepBUHHMX YNakoBOK B N.N. 4, 6.
BBefeHHs 3MiH npoTArom 12-Tu micsyis nicns
3aTBEPMAKEHHSA. 3MiHu |l Tuny - 3MiHK WoAo
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
AaHVIMU 3 SIKOCTi, JOKMIHIYHAMMW, KATHIYHUMUN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy
3MiHV BHECEHO [0 IHCTPYKUIT AN MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis

"®apmakonoriyHi BactusocTi", "Oco6nmnBocTi

3acTocyBaHHsA", "Cnocib 3acTocyBaHHs Ta f03u",

"Mo6iuHi peaxuii".
BBefeHHs 3MiH NpoTArom 12-Tu micsyis nicns
3aTBEPKEHHS.

3a
peyenmom

He
niosnsea
€

UA/1903/02/02

91.

DANALVH L,

kancynu no 150 wr;
no 8 kancyny
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CLWA

dapeBa AMbGya3

PpaHLin

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:

3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO

[10 TEKCTY MapKyBaHHS YNakoBOK /liKapCbKoro

3acoby, a came [10 TEKCTY MapKyBaHHSI BTOPUHHIX

ynakoBoK B M.n. 3, 7, 8, 17 Ta A0 TEKCTY
MapKyBaHHs NePBUHHMX YNaKOBOK B M.Mn. 4, 6.
BBefeHHA 3MiH NpoTAarom 12-tm micAuis nicns
3aTBEepMAKEHHS. 3MiHM |l Trny - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMU
LaHVMU 3 AKOCTI, AOKMIHIYHUMM, KAIHIYHUMUN
[aHVMU Ta fjaHumuy 3 chapmakoHarnsagy
3MiHM BHeCeHO [0 IHCTpyKLii 4158 MeguyHoro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactnsocTi”, "OcobamBocCTi

3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",

"Mob6iuHi peakuii”.
BBeaeHHA 3MiH NpoTarom 12-tu micsAuis nicns
3aTBEPKEHHS.

3a
peyerimom

He
nionsiea
€

UA/1903/02/01

92.

AOEHIrMA®

po3uunH ans
opasibHOro
3acTOCyBaHHs, 2

TOB
"TNELGAP
M AT

YkpaiHa

TOB "KYCYM ®APM",

Ykpaina
abo

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:

3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii

3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo

3a
peuenmom

He
nionsiea
€

UA/17456/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

mr/mn, no 100 mn
PO34MHY Y h/1akoHi;
no 1 dpnakoHy
pasom i3 MipHOo
JIOXKOIO Y KapPTOHHIl
ynakoBLi

TOB «NEA®APM
NTh» , YKpaiHa

BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A/15
4yacTHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO NiKapcbKoro 3acoby (AinbHULA, Ha SAKIN
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMNYCKY Cepiil, KOHTPO/O AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HeCTepW/IbHKX JliKkapCbknx 3aco6iB) - CynyTHs
3MiHa - 3MiHM 3 SiKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
[0[aTKOBOI [i/TbHNL BUPOGHMLTBA A1 YACTUHM
a60 BCbOro BUPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHWUUA 4151 BTOPUHHOTO
nakyBaHHS) - 3MiHM 3 SAKOCTi. [0TOBWIA flikapCbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBE/lEHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTnHK abo BCbOro BUPOOHMYOrO npouecy
roToOBOro Nikapcbkoro 3acoby (AibHUUA ANA
NepPBUHHOTO NakyBaHHs) BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB "MMEAGAPM
NTA", YkpaiHa, BignosiganibHOro 3a BUPOGHULTBO,
nepBUHHE Ta BTOPMHHE NaKyBaHHS /likapCbKoro
3aco0by. [N NpPONOHOBaHOrO BUPOOHMKA
BBOAMTLCA 1 ynakoBka - dp1iakoH no 100 mn.
3arBepakeHo:

TOB «KYCYM ®APM»

40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, By/.
Ckpsi6iHa, 54
3anponoHoBaHo:

TOB «KYCYM ®APM»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, ByS.
CkpsbiHa, 54
TOB «MEA®APM NTO»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn.
[Jasunaoscbkoro puropis, 54
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3aCTOCYBaHHA Y 3B'A3KY 3 BBE,EHHAM [0AAaTKOBOro
BMPOGHMWKA, a caMe J0AaHo po3ainy "BupobHuk"
Ta "MicLe3HaxomKeHHs1 BUPOGHMKa Ta ajpeca
MicLA NPOBaKEHHS 1oro AisinbHOCTI" Ans
[04aTKOBOro BUPOOHYMKA Ta AK HACNIA0K -
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby A5 4O4ATKOBOrO BUPOOHUKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTbCA BUNYCKY cepii Ta
KOHTPOJH0 SIKOCTi rOTOBOrO flikapCbKoro 3acoby
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(3amiHa abo foaaBaHHS BUPOGHMKA, L0
BiAnoBifae 3a BBe3eHHA Ta/abo BMNYycK cepii) -
Bkntoyaroun KOHTPOb/BUNpobyBaHHSA cepii
BBE/leHHS1 a/lbTepHaTVBHOIO BUpo6HMka TOB
"TNEA®PAPM NTA", YkpaiHa, BiAnOBigaNbHOro 3a
KOHTpONb Ta Bunyck cepii MN3. Ana
NPOMNOHOBAHOTO BUPOGHMKA BBOANTLCA 1 ynakoBka
- thnakoH no 100 mn.
3aTBepakeHo:

TOB «KYCYM ®APM»

40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, By/.
Ckpsi6iHa, 54
3anponoHoBaHo:

TOB «KYCYM ®APM»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn.
CkpsbiHa, 54
TOB «MEA®APM NTO»

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, ByS.
[Jasupaoscbkoro puropis, 54
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3aCTOCYBaHHA Y 3B'A3KY 3 BBE,EHHAM [0AATKOBOro
BMPOGHMWKA, a caMe A04aHo po3ainy "BupobHuk"
Ta "MicLe3HaxomKeHHs1 BUPOGHMKa Ta agpeca
MicLs NPOBaKEHHS 10ro AisinbHOCTI" Ans
[04aTKOBOro BUPOOHMKA Ta AK HACNIA0K -
3aTBEPAKEHHS TEKCTY MapKyBaHHSA ynakoBKu
NiKapcbKoro 3acoby N5 LO4ATKOBOrO BUPOOHUKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.

93.

AEHOBE/Ib®
30

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, Nno 0,03
Mr/2 mr; no 21
Tabnetyi, no 1 abo
no 3, abo no 6
6nictepiB y
KapTOHHI Kopo6Lyi

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmbeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKynopoBabHUi
3aci6. 3miHa y nepBWHHIl ynakoBLyi FOTOBOro
nikapcbKoro 3acoby (SKiCHWI Ta KinbKicHUIA cknan)
- TBepai nikapcbki hopmn - OHOB/EHHSA p. 3.2.P.7.
CucTema koHTeliHep/ 3aKynoproBasibHUIA 3aci6, a
came 3asBHUK AOAAE NOCUIAHHA Ha Te, L0 XOfeH
3 Matepianis, sIKi BAKOPUCTOBYHOTbLCA ANS
MepBVMHHOTO NakyBaHHS, He MicTUTb nitrocellulose,
OCKiNbKM B iesiK1X 3acTapinux 3assax
nocTavasibHUKIB 3a3HauveHo, Lo nitrocellulose
BVIKOPVCTOBYETbLCS 5K I'PYHT A4/15 APYKapCbKOl
thapbu. AntomiHieBa honbra 3 HiTPOLLEN01030t0
BXe [JaBHO He BUKOPUCTOBYETLCS. Kpim Toro, 6yno
BWJ/TY4YEHO MOXJ/IMBICTb BUKOPUCTOBYBATU
aloMiHiEBY hONbry, HaApykoBaHy 3 060X 60KIB.
3anuwmnncs Tinbkun antoMiHieBi ponbru,
HaJpyKOBaHi Ha 30BHILLHI/i CTOPOHi. B pamkax Lmx

3a
peyerimom

UA/15836/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3MiH OHOB/IEHI OKpEMi YacTVHU hOpMy/TioBaHb Ta
chopmart Bcboro po3sginy 3.2.P.7., BHeceHi
pepakuiiiHi 3MiHW. MpeacTaBneHHs cneuudikawin
AntomiHieBOI honbrv NnepeBefeHo B TaGNNYHY
hopmy, ane 3anuwniocsa 6e3 3MmiH. 3MiHu | Tuny -
3MiHU 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CuncTemMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3MiHa noctavanbHUKa NakyBasibHUX MaTepianis
ab0 KOMNNEKTYUNX (SKLWO 3a3HAYEHO B JOCLE)
(BVNyYeHHs1 nocTavyaslbHNKa) - OHOBJIEHHS P.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BU/yYEHO BCi MOCWU/IAHHSA Ha Pi3Hi
Ha3BV BUPOGHMKIB NEPBMHHOT YNakoBku, 3a
BMHAATKOM Has3B, 3a3HayeHux y exemplary technical
documentation
94. | ANPEPENIH MOPOLLIOK Mo 22,5 mr INCEH dpaHLis Brpo6HMUTBO, LBenuapis/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/9454/01/02
® Ta PO3YMHHUK Ans PAPMA nepBrHHE NakyBaHHS, PpaHuis 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom niosnsiza
cycneHsii gns KOHTPO/b SKOCTI Ta 3aci6. CtabifbHICTb. 3MiHa y TepMiHax €
iH'eKuil 3 BMNPOGYBaHHA Ha npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
NPOSIOHIOBaHUM CTabiNbHICTb: niKapcbKoro 3acoby (36iNbLUEHHS TePMiHY
BMBI/TbHEHHAM; 1 MOPOLLIOK: npuaaTHOCTI rOTOBOrO fikapcbKoro 3acoby) - [Ans
ch/1aKoH 3 MOPOLLUKOM [Jebiochapm Picepu TOProBOi ynakoBku (NiATBEPMAXKYETbCA JaHUMN
Yy KOMMEeKTi 3 eHf, MaHyakuypuHr peasnibHOro Yacy) - 36i/bLLIEHHSA TEPMiHY
PO34MHHMKOM (BOAA C.A., Wseiiuapis npugatHocTi MN3.
ANs iH 'ekyiii) no 2 3aTBepmkeHo: 3 pokn
mn B amnyni Ne 1, 1 Bupo6bHuuTBO, 3anponoHoBaHo: 4 pokun
6nicTepom, Lwo nepByHHE NakyBaHHA 3MiHN BHECEHO B IHCTPYKL,iHO 415 MEANYHOro
MicTWUTb 1 wnpu, Ta KOHTPO/Ib AIKOCTI: 3aCcTOCyBaHHA NikapcbKoro 3acoby y po3gin
ans iH'ekuiii Ta 2 PO3UYNHHUK: «TepMiH NpuAaTHOCTI».
IH'EKLIMHI ronkn y CEHEKCI, ®paHuis BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
KapTOHHIli KopoobLi 3aTBEPAKEHHS.
3IrePI4 XAMENBbH 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
M6X, HimeuunHa 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHV BUNPOGYyBaHb
abo [oNyCTUMUX MEX, BCTAHOBNEHNX Y
BTOpuHHE nakyBaHHSA cneumdikauisx, nig yac BUPo6GHMLTBA rOTOBOro
Ta BUNyCK cepii: NiKapcbKoro 3acoby (iHLi 3MiHW) - BUNPaBEHHS
INCEH ®APMA TeXHiuHMX nomunok B n.3.2.P.3.3.0nuc
BIOTEK, ®paHuis BMPOBHMYOro Npouecy Ta KOHTPOIO npoLecy, a
came y KpUTepisx NPMRHATHOCTI napameTpy
«BioHaBaHTaXEHHSA» AN151 KOHTPOJ0 MPOMIDKHOIO
NPOAYKTY, @ TakoX B Ha3Bi NapameTpy Ta kpuTepii
NPUIAHATHOCTI NOKa3HMKa «OCMONSABbHICTb».
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
95. | APOTABEPW | po3uunH s iH'ekuii, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/7468/02/01
H-AAPHULUA 20 mr/mnno 2 mn B "PapmaueBT "®apmMaueBTNYHa 3MiHn | TURNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
amnyni; no 5 a6o no nyHa chipma thipma "dapHuus" 3aci6. 3MiHW y BUPOBHULLTBI. 3MiHM Y npoLeci
10 amnyny "fapHuus" BMPOGHMWLITBA rOTOBOTO J1iKapCbKOro 3acoby,




68

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTYPHIi BK/1OUAKUY MPOMIKHUIA MPOAYKT, WO
YapyHKOBIl 3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
ynakosui; no 1 NikapcbKoro 3acoby (iHwWi 3MiHu) -
KOHTYPHIi BHECEHHS 3MiH 0 BUpo6HMYoro npouecy /13, a
YapyHKOBIl ynakoBLi came: f0 TEXHO/MIOMYHOrO NPOoLeCy MPOMOHYETLCA
y nauui nopatn Cragito 3 Ctepunizauis po3umnHy B
amnynax. CTepunisadito NPONOHYETLCS MPOBOAUTY
B NEPBUHHI yNakoBLi B paMkax hapMakoneiiHoro
pexumy (Temneparypa 121 °C npotarom 15
XBWUH). Takox BigkopurosaHo Ctagito 2
AMMyNOBaHHSA PO3YMHY.
96. | EBKANINT HacToika ans AT YkpaiHa AT "Nly6Hndhbapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/7019/01/01
30BHILLHLOIO Ta "Ny6Hndhap 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenma
BHYTPILLUHbOrO m" Ta hapmakoHarnsagy (iHwi 3miH1) OHOBJIEHO TEKCT
3aCTOCyBaHHS; Mo MapKyBaHHS yrnakoBKM NiKkapcbKoro 3acoby, a came
25 Mn y donakoHax- BWyYEHO iHhOpMaLLito, 3a3HaYeHy POCICHKO
KpanenbHWUUsX; No MOBOI0. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
25 Mn y donakoHi- MiCALIB MIiCNA 3aTBEPLKEHHS.
KpanenbHuuj; no 1
hNakoHy-
KpanesnbHuLi B
nauuj; mo 100 mny
dhnakoHax
97. | EK3OTEPIH nak gns HirTie TOB YkpaiHa BUNYCK Cepiit: HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/20724/01/01
nikyBanbHuiA; no 3,3 "CaHpo3 Cantotac ®apma ITanis TexHiyHa nomusika (3rigHo Hakasy MO3 Bif, peyenma
mn abo 6,6 mn YkpaiHa" m6X, HimeuyunHa,; 23.07.2015 Ne 460) BvnpaBneHo TexXHi4Hy
PO34mnHy y thnakoHi 3 BMPOGHMLITBO 3a NOMUJIKY Y TEKCTi MapKyBaHHSA BTOPUHHOI
annikaropom; no 1 MOBHUM LIK/IOM: yNakoBKW NiKkapCbKoro 3acoby, AoNyLeHy Mig vac
hNakoHy B Anbpacirma C.n.A., npouenypu peectpauii (Hakaz MO3 YkpaiHu Ne 25
KapTOHHIli KopoobLi ITanisa Big 03.01.2025 p.)
3artBepaxeHo: 6. OCOBJ/INBI SACTEPEXXEHHA
LWOA0 3BEPIFAHHA NIKAPCHKOIO 3ACOBY Y
HEAOCTYMHOMY A5 AITEW MICLYI
36epirati y HelOCTYNHOMY AN5 AiTel Micwj.
3anponoHosaHo: 6. OCOBJINBI
3ACTEPEXXEHHSA WOA0 3BEPIFTAHHA
JNNIKAPCBKOI'O 3ACOBY Y HEAOCTYMNHOMY
AN JITEV MICLI 36epiraTi B HeJoCTYMHOMY
ONs fiTei micui. 3asHaveHe BUNpaB/IeHHs
BignoBigae marepiasiaMm peecTpaLiiiHoro A0Cbe.
98. | EKCDOPX TabneTku, BKpUTI HosaprTic LBeliuapis Brpo6HMUTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/8102/01/01
NAiBKOBOIO dapma Al NOBHUM LMK/TOM: IcnaHis 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom

o6onoHkoto, 5 mr/80
Mr o 14 TabneTok y
6nictepi; no 1 abo
no 2 6nictepu B
KopooLi

Hosaprtic ®apma
C.n.A., ITanis;
BupobHuyTBO,

KOHTPO/b SKOCTI,

NepBUHHE MakKyBaHHS,
BTOPUHHE MaKyBaHHS:

Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHUx Npo cUCTeMy
thapmakoHarnsgy (BBeAeHHS y3arasibHEHNX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBiAaNLHOI 3a
3fiiCHEHHS1 dpapMakoHarns4y; KOHTaKTHOI 0cobu 3
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3irdopig Bapbepa, thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
C.J1.,, IcnaHis thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXeHOi ocobu,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
hapmakoHarnsagy. 3miHa micus 34iiCHeHHS
OCHOBHOI flifANIbHOCTI 3 dhapMakoHarnsay.
99. | EKC®OPX TabneTkun, BKpUTI HosaprTic LLisefiuapis Brpo6HMUTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/8102/01/02
MN/1iBKOBOIO dapma Al NOBHUM LK/IOM: Icnanis 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKOI0, 5 HosapTic ®apma Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu A0
mr/160 mr no 14 C.n.A., ITanis; y3arasibHeHUX AaHuX Npo cuctemy
Tabnetok y 6nictepi; Brpo6HMUTBO, hapmakoHarnsgy (BBefAeHHs y3arasibHEHUX JaHnx
no 1 a6o no 2 KOHTPO/b SIKOCTI, npo cuctemy hapmakoHarnsgy, amiHa
6nicTepy B KOPOOL nepBrHHE NakyBaHHS, yMNOBHOBaXeHOT 0cobu, BifgnoBiganbHOI 3a
BTOPWHHE NaKyBaHHS: 3AiiCHeHHA hapMakoHarnsagy; KOHTaKkTHOT ocobu 3
3irchpig Bapbepa, thapmakoHarnaay 3asiBHUKa A5 34iiCHEHHS
C.N., IcnaHis thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHH
macTep-gaiina cuctemy hapmMmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi ocobu,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iiCHeHHS
OCHOBHOI Aisi/IbHOCTi 3 dapmakoHarnsgy.
100. | EKCDOPX TabneTku, BKpUTI Hosapric LLiBefiuapis Brpo6HMUTBO 3a ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8102/01/03
NAiBKOBOO dapma Al NOBHUM LMK/IOM: IcnaHis 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom

060s10HKOI0, 10
Mmr/160 mr no 14
Tabnetok y 6nictepi;
no 1 a6o no 2
6nicTepy B KOpOOLi

HosapTic ®apma
C.n.A., ITanis;
Bupo6bHnuTBO,

KOHTPO/b SIKOCTI,

NnepBUHHE NaKyBaHHS,
BTOPUHHE MaKyBaHHS:
3irchpig Bapbepa,
C.J1., IcnaHis

Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
npo cmuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
mMacTep-gaiina cuctemu hapmMakoHarasgy). 3miHa
KOHTaKTHUX AaHWX YyNMOBHOBaXKeHOi ocobu,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapMakoHarsgy. 3miHa Micusi 34jiiCHeHHs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
OCHOBHOI fifsiNIbHOCTI 3 chapmakoHarnsay.
101. | ENEBIT® TabneTku, BKPUTI Baiiep LLiBeiiuapis [paxeHodapm HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/9996/01/01
MPOHATA/Ib | nniBKOBOK KoHcbomep Anotekep Mwownb 3MiHn | TUny - 3MiHK 3 aKocTi. CepTudiikaT peyenma
0060/10HKOI0; Mo 10 Kep Al meX BignosigHocTi/l E-cepTudikar BignosigHoCTI
Tabnetok y 6nictepi; €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
no 3 a6o 10 HOBOro abo OHOBMEHOro cepTudpikata
6nicTepiB y BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
KapTOHHIA KopobL; BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
no 20 TabneTok y A®I; ons BMXigHOro
6nicTepi; no 5 marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
6nictepiB y BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
KapTOHHIli Kopoobui [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikart
Bif, HOBOro BUPOGHYKa (3aMiHa abo [OMNOBHEHHS)
noAaHHA HOBOro cepTtudikaTa BiANOBIAHOCTI
€poneiicbkili hbapmakonei Ne CEP 2022-492 -
Rev 01 ans gjtouoi pevoBuHu Pyridoxine
hydrochloride (BitamiH B6) Bif, HOBOro BUPO6HUKa
CEP holder: DSM Nutritional Products Ltd.,
BUpo6HMYa ginbHuusa DSM Nutritional Products
GmbH.
102. | ENTIOKCATUH KOHUeHTpaT ans TOB Ykpaina CaHodi-ABeHTIC Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a He UA/9385/02/01
® pO34nHy Ans "CaHodi- Hoiunang MmeX 3MiHu 1l Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI | peyenmom niosnsza
iHdpy3ii, 5 mr/mn; Ne ABeHTIC Ta dhapmakoHarnsagy. 3mMiHu y KopoTkili €
1: no 10 mn YkpaiHa" XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
KOHLIeHTpaTy, Lo MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
MicTATb 50 mMr 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU AaHUMU 3
okcaslinnatuhy, y AKOCTI, AOKTIHIYHUMM, KTIHIYHMMUW JaHuMK Ta
thnakoHi a6o no 20 AaHumun 3 hapmakoHarnsgy - 3mMiHu BHECEeHO 0
MJ1 KOHLIeHTpaTy, Lo IHCTPYKUiT NS MEANYHOrO 3aCTOCYBaHHS
MicTATb 100 mr nikapcbkoro 3acoby A0 po3ainis "®apmakosnioriyHi
okcaninnatuhy, y BNacTuBOCTI", "B3aeMogisa 3 iHWMMUW NiKapCbKUMu
dhnakoHi; B NigaoHi, 3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3anasHomy 3acTOoCyBaHHA", "3acTocyBaHHSA Yy nepiog,
KpWLLKOIO, B BariTHOCTi abo roAyBaHHs rpyaat"”, Takox
KapTOHHIli KopoobLi iHchopmauis 3 po3giny "Ocobnusi 3axoam 6e3nekn”
nepeHeceHa B po3ain "OcobnmsocTi
3acTocyBaHHA". BBeeHHS 3MiH NPOTArom 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS
103. | EHANNANPUN | Tabnetku, 10 TOBAPUCT Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/1350/01/01
-HL- mr/12,5 mr, no 20 BO 3 BMpPOBOHULTBA, 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyernmom
340POB'A a60o no 30 TabneTok OBMEXXEH KOHTPO/b SKOCTI, 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3Mipy cepil
y 6nicTepi; no 1 (0]}6} BMNYCK cepil: (BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBoro
6nicTepy B BIAMOBIOA ToBapucTBo 3 nikapcbkoro 3acoby (3meHweHHA fo 10 pasis)
KapTOHHI KOpOOLii NIBHICTHO 06MEeXEHO BBEJEHHSI 404ATKOBOro po3mipy cepii ans
«KOPINOPA BiANOBifa/IbHICTIO BUpPOG6HMKa 13 ToBapncTBO 3 06MEXEHOI0
LA "®apmMaLeBTnYHa BiANOBIAA/ILHICTIO «DapmaL,eBTUYHA KOMMaHis
«3[10POB’'A KoMnaHis "3gopos's”, «3p0poB’s» — 9,250 Tuc. yn. Ne20(20x1) y
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
» YkpaiHa; BCi cTagji 6nictepax (29,600 kr) ginbHuus Td uexy MNo.
BMpPOGHULTBA,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MEXeHOI0
BiANOBiAa/IbHICTIO
"®APMEKC IPY1",
YKpaida
104. | EHSUCTAN® | TabneTtku, BKpUTI ToppeHT IHAjs ToppeHT IHAjs BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/2874/01/01
LyKPOBOIO dapmacbloTi $apmacstoTikasic 114, 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peuenmom
060/10HKOIO, Kasc Jta,. Ta thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECeHO
KMLLKOBOPO34UHHI, B TEKCT MapKyBaHHS BTOPWHHOI (MyHKTK 2, 8, 11,
no 10 TabneTtok y 12, 13, 16, 17) Ta nepBUHHOI (NyHKTN 2, 3, 4, 5, 6)
6nicTepi; no 2 abo 8 yMakoBOK NikapcbKoro 3acoby. TepmiH BBeAEHHS
6nicTepiB y 3MiH NPOTAroM 6 MicALIB MiC/A 3aTBEPKEHHS.
KapTOHHI ynakoBLi
105. | EPMYUVH® NopoLUOK A8 YAB "MPA" JNntoBcbka 3ETA ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a He UA/14153/01/01
Opa/TbHOT CyCneHsil, Pecny6nika DPAPMALIEYTILL 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom niosnsiea
175 mr/5 mn 1 C.N.A. Ta hapmakoHarnsagy (iHwi 3miHu). 3mMiHU BHECEHO €
h1akoH 3 NOPOLLKOM [0 IHCTPYKUIT ANA MeANYHOro 3acTocyBaHHS
3 MipHUM nikapcbkoro 3acoby Ao posainy "OcobnnBocTi
KOHTEHEPOM Y 3acTocyBaHHA" BiANOBIAHO A0 OHOBNEHOT
KOpPOOGLii 3 KApTOHY iHchopmawii 3 6e3nekn fONOMIXHOI PeyoBUHM
(HaTpito 6eH30aTy). BBEAEHHS 3MiH NPOTArOM 6-Tu
MicALiB nicnsa 3aTBepAKEHHs
106. | EPOTOH® Tabnetku no 50 wmr, MPAT Ykpaina BiANOBIAa/IbHWI 32 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4652/01/01
no 1 a6o no 2, abo "OITOPAPM BMPOGHMLITBO, 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKMii peyenmom
no 4 TabneTtkn y " nepBuHHE, BTOPMHHE 3aci6. 3MiHV Y BUPOOHULITBI. 3MiHW Y npoLeci
6nictepi; no 1 nakyBaHHsi, KOHTPOJ1b BMPOBHMLUTBA FOTOBOIO NiKapCbKOro 3acooy,
6nicTepy B nauui 3 Ta BUNycK cepi: BK/1HOHAKUY NPOMIXKHUIA NMPOAYKT, WO
KapToHY; no 4 MPAT "®ITO®APM", 3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
Tabnetkn y 6nictepi; YKpaiHa,; niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
no 2 6nictepu B BiAnoBiganbHMiA 3a BMPOOHULITBA) HE3HAYHI YTOYHEHHS B NPOLIECI
nauuj 3 KapToHy BUMPOGHMLITBO, BMPOGHMLTBA Ha NOTYXHOCTSX AT «/ly6HMUhapm»,
nepBUHHE,BTOPUHHE a came 3MiHa CTOCYETbCA OMnuUCy npoLecy,
nakyBaHHs!, KOHTPO/Tb MOKa3HMKIB KOHTPOIO, AKi 3a NonepeaHbLOI0
AKOCTI: OL|iHKOIO0 He BN/nBatoTb Ha AkicTb N13.
AT "ly6Hnpapm",
YkpaiHa
BiANOBIAabHUIA 3a
BUMYCK cepii, He
BK/TIOHA0UM
KOHTpO/b/BUNpobyBaH
HS1 cepil:
MPAT "®ITO®APM",
YKpaiHa
107. | EPOTOH® Tabnetku no 100 wmr, MPAT YKpaiHa BiANOBiAa/IbHMIA 32 YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/4652/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 1 a6o no 2, abo "OITOPAPM BMPOGHMLTBO, 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA peyenmom
no 4 Tabnetkn y " nepBuHHE, BTOPUHHE 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
6nictepi; no 1 nakyBaHHs1, KOHTPO/1b BMPOBHMLTBA FOTOBOrO NiKapCbKOro 3acoby,
6nicTepy B nauui 3 Ta BUMyCK cepii: BK/1OUAKUY MPOMIKHUIA MPOAYKT, WO
KapToHy; no 4 MPAT "®ITOPAPM", 3aCTOCOBYETLCS NPV BUPOOHULITBI TOTOBOrO
Tabnetkn y 6nictepi; YkpaiHa,; niKkapcbKkoro 3acoby (He3HayHa 3MiHa y npoveci
no 2 6nictepu B BiANoBigabHNIA 3a BMPOOHULITBA) HE3HAYHI YTOYHEHHS B NPOLIECI
nautii 3 KapToHy BUPOGHMLITBO, BMPOOHMLTBA Ha NOTYXHOCTAX AT «Jly6HMUbapm»,
nepBUHHE,BTOPUHHE a came 3MiHa CTOCYETbCS OnUCy NpoLiecy,
nakyBaHHs!, KOHTPO/Tb MOKa3HWKIB KOHTPOJIIO, K 3a NonepeHbLO0
AKOCTI: OLiHKOIO He BNAMBatoTb Ha akicTb M13.
AT "Nly6Hudapm",
YkpaiHa
BiAnoBiganbHMIA 3a
BUNYCK cepil, He
BK/THOHAI0UM
KOHTPONb/BUNPOGYBaH
HA cepil:
MPAT "®ITODAPM",
YKpaiHa
108. | EPOTOH® Tabnetku no 50 wr, MPAT YkpaiHa BiANOBIAa/IbHWI 3a YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4652/01/01
no 1 a6o no 2, abo "OITOPAPM BMPOGHMLTBO, 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
no 4 Tabnetkn y " nepBuHHE, BTOPUHHE Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHKM BHECEHO B
6nicTepi; no 1 nakyBaHHs1, KOHTPO/1b TEKCT MapKyBaHHS NepBUHHOI (po3ain 6) Ta
6nicTepy B nauui 3 Ta Bunyck cepii: MPAT BTOPUHHOI (po3ainu 8, 13, 17) ynakoBok
KapToHy; no 4 "®ITODAPM", niKkapcbkoro 3acoby. BBeeHHs 3MiH NpoTArom 6-
Tabnetkn y 6nictepi; YkpaiHa; TN MIiCALB NicNa 3aTBEPAKEHHSA
no 2 6nictepu B BiANOBiAa/IbHWIA 32
naJui 3 KapToHy BMPOBHULTBO,
nepBUHHE,BTOPUHHE
nakyBaHHs, KOHTPO/Tb
akocTi: AT
"Ny6Hnchapm",
YKpaiHa,;
BiAgnoBiganbHMi 3a
BMNYCK cepil, He
BK/TIOHA0UM
KOHTPO/b/BUNPOGYBaH
HA cepii: MPAT
"®ITOPAPM",
YKpaiHa
109. | EPOTOH® Tabnetku no 100 wmr; MPAT YkpaiHa BiANOBIAa/IbHMI 32 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4652/01/02
no 1 a6o no 2, abo "®ITOPAPM BMPOGHMLITBO, 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom

no 4 Tabnetkn y
6nictepi; no 1
6nicTepy B nauui 3
KapToHy; no 4
TabneTtkn y 6rictepi;

nepBuHHe, BTOPUHHE
nakyBaHHs, KOHTPO/1b
Ta Bunyck cepii: MPAT
"OITOPAPM",
YKpaiHa,

Ta hapmakoHarnsgy (iHwi 3miH1) 3MiHKM BHECEHO B
TEeKCT MapKyBaHHS NepBUHHOI (po3ain 6) Ta
BTOPWHHOI (po3ainu 8, 13, 17) ynakoBok
nikapcbkoro 3acoby. BBeeHHs 3MiH NpoTArom 6-
TN MiCALB NicNs 3aTBEpAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 2 6nictepu B BiANOBIAa/IbHWI 3a
naJui 3 KapToHy BUPOBHULTBO,
nepBUHHE,BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
akocTi: AT
"Ny6Hnhapm",
YKpaiHa,
BiAnoBiganbHMi 3a
BUNYCK cepil, He
BK/THOHAI0UM
KOHTPONb/BUNPOGYBaH
HA cepii: MPAT
"OITOPAPM",
YKpaiHa
110. | ETOPA TabneTkn, BKPUTI dapmaueBT Monbwa PoHTiCc Xennac Mpeuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/18682/01/01
NNiBKOBOIO NYHWIA 3aBOA Megikan EHg, 3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. BunyueHHs peyenmom
060/10HKOI0 M0 60 Mr | «MNOJIb®AP dapmacbloTikasc BUPOGHWYOT fiNbHNL (BKIHOYAKOUN AibHALI A5
no 7 TabneTtok y MA» C.A. Mpopaktc C.A. A®I, npomixXHOro NpPoAyKTy abo rotosoro
6nicTepi, no 1 NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
6nictepy B nakyBaHHs1, BUPOBHMKa, BiNOBILaIbHOrO 3a
KapTOHHI Kopo6Lyi BWMYCK CEPiid, MicLie NPOBELEHHS KOHTPOIO cepii)
ab0 noctavasnibHVKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHYU (AKLLO
3a3HaYeHo Yy A0CLE) BUYYEHHSA BUPOGHNYOT
ninbHUui Alembic Pharmaceutical Limited, IHgjs
ons A®l eTopukokenb 3a CXxemolo cuHTesy Route
of synthesis 2. 3miHu Il TMny - 3miHK 3 AkocTi. ADI.
(iHWi 3MiHW) OHOBNEHHA MacTep-ghaiina Ha AdI
eTOpPUKOKCK6 Bif BUPOGHMKa Alembic
Pharmaceutical Limited, IHgis. 3aTBepaxeHo:
BigkpuTa YactmHa: ETB-ETR-ROW-AP-2020-00
3akpuTa yactnHa: APL-ETX-ROW-AP-2020-00
3anponoHoBaHo: BigkpuTa yactuHa: ETB-ETR-EU-
AP-2022-00 3akputa yactnHa: ETB-ETR-EU-RP-
2022-00
111. | ETOPA TabneTkn, BKPUTI dapmaueBT Monbwa PoHTiCc Xennac Mpeuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/18682/01/02
NAiBKOBOKO NYHWIA 3aBOA, Megikan EHg 3MiHY | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
060710HKO0 10 90 Mr | «MOJIb®AP $apmacbloTikanic BVMPOGHWYOI finbHNL (BKIHOYAKOUN AiNbHALI ANS
no 7 TabneTtok y MA» C.A. Mpogaktc C.A. A®I, npomixXHOro NpPoAyKTy abo rotoBoro

6nicTepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

NiKapcbKoro 3acoby, AibHUL AN NpOBEAEHHS
nakyBaHHs1, BUPOBHMKa, Bi4NOBILaIbHOIO 3a
BWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOO cepii)
ab60 nocTavasibHMKa BUXiAHOrO MaTepiany,
peareHTy ab0 [,ONOMiXHOI pe4OBUHYU (AKLLO
3a3HaYeHO Y A,0CLE) BUYYEHHS BUPOGHNYOT
pinbHUUI Alembic Pharmaceutical Limited, IHais
ons A®| eTopukokecnb 3a cxemolo cuHTesy Route
of synthesis 2. 3miHu Il TMny - 3miHK 3 AkocTi. ADI.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

(nikapcbka chopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(iHWi 3MiHW) OHOBNEHHA MacTep-ghaiina Ha Ad|
€TOPUKOKCUG Big, BUpo6HMKa Alembic
Pharmaceutical Limited, IHAis. 3aTBepAXEHO:
BigkpuTa yactmHa: ETB-ETR-ROW-AP-2020-00
3akpuTa yactnHa: APL-ETX-ROW-AP-2020-00
3anponoHoBaHo: BigkpuTa YactnHa: ETB-ETR-EU-
AP-2022-00 3akputa yactnHa: ETB-ETR-EU-RP-
2022-00

112.

ETOPA

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI No 120
Mr 0 7 TabneTok y
6nicTepi, no 1
6nictepy B
KapTOHHIl KopoobLi

PapmavnesT

NYHWIA 3aBOA

«MNOJIb®AP
MA» C.A.

Monbwa

PoHTic Xennac
Megikan EHg,
$apmacbloTikasc
Mpopaktc C.A.

pevyis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. BunyueHHs
BUPOGHMYOT AiNbHULL (BKNHOYAOUN AiNbHULI A5
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKA, Bi4NOBILaIbHOIO 3a
BWMYCK CEpiid, MicLie NPOBEAEHHS KOHTPOIO cepii)
ab0o noctavasnibHVKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHU (AKLLO
3a3HaYeHo Yy A0CLE) BUYYEHHSA BUPOGHNYOT
ninbHUui Alembic Pharmaceutical Limited, IHgjs
ons A®l eTopukokenb 3a Cxemolo cuHTesy Route
of synthesis 2. 3miHu Il TMny - 3miHK 3 AkocTi. AdI.
(iHWi 3MiHW) OHOBNEHHA MacTep-ghaiina Ha AdI
eTOPUKOKCKG Bif, BUPOGHMKa Alembic
Pharmaceutical Limited, IHgis. 3aTBepaxeHo:
BigkpuTa YactmHa: ETB-ETR-ROW-AP-2020-00
3akpuTa yactnHa: APL-ETX-ROW-AP-2020-00
3anponoHoBaHo: BigkpuTa yactuHa: ETB-ETR-EU-
AP-2022-00 3akputa yactnHa: ETB-ETR-EU-RP-
2022-00

3a
peyerimom

UA/18682/01/03

113.

EXIHACA/lb

cupon; no 125ry
hnakoHi; no 1
hNakoHy B ynakoBLi

Bpounascbk
e
nignpuemcTs
0 NiKapCbKux
Tpas
"TEPBAMNON
b" AT

Monbla

Bpounascbke
nigNPUEMCTBO
nNikapcbknx Tpas
"TEPBANO/b" AT

Monbwa

BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6MU, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 3LiCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXeHOT 0CobM
3asBHWVKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
Bi4NOBiAaIbHOT 32 hapMakoHarnsg B YkpaiHi.
[itoya pegakuis: Muxainntok MapvHa

6e3
peyenma

UA/9100/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CraHicnaBiBHa. [TponoHoBaHa pefakuis:
HikiTueHkoBa J1l060B IBaHiBHA. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6U 3asiBHYMKA,
BiNOBiAA/IbHOI 32 hapmakoHarisag, B YkpaiHi

114.

3ETPOH

PO3YMH ANS iH'EKLiA,
2 mMr/mn; no 4 mn B

amnyni; no 5 amnyn
Y KapTOHHili kopobLi

dapmavnesT
NyHa
KOMMaHis
"BOKATE
CA"

Ipeuis

PA®APM C.A.

peuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs chapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemn hapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
Bi4NoBiAaIbHOT 32 hapMakoHarnsg B YkpaiHi.
[itoua pegakuin: TkaueHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pepakuis: Enb Kasne Hatanis
HOpiiBHA. YTOYHEHHS W00 3MiHV OPUANYHOT
agpecu

3a
peyenmom

UA/16146/01/01

115.

3ETPOH

cupon, 4 mr/5 mn; no
50 mMn y donakoHi; no
1 chnakoHy B
KOMMNEKTi 3 MipHOI
JIOXKOHO Y KapTOHHIl
KopoobUi

dapmavnesT
N4yHa
KOMMaHis
"BOKATE
CA"

peuis

PA®APM C.A.

peuis

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa AN 34iNCHEHH:
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXeEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fjiicHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
mMacTep-gaiina cuctemu hapmMakoHarasgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
hapmMakoHarnag B YKpaiHi.

[itova pepakuis: TkavyeHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pepakuis: Enb Kasne Hatanis
HOpiiBHA. YTOYHEHHS W00 3MiHW OPUANYHOT
ajgpecu.

3a
peyenmom

UA/16121/01/01

116.

IEYNPOM _
AN DITENA

CyCneHsisi opasibHa
no 100 mr/5 mn no
100mn, 150 mn abo
200 M1y dh1aKoHi;

KOHina6, NN

CLWA

BupobHuyTBO,
nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/b SIKOCTI,

Icnanis/
Higepnanamn
/ Nonbwa

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO

B IHCTPYKLIit0 /19 MEANYHOIO 3aCTOCYBaHHS

6e3
peyenma

He
nionsiea
€

UA/15878/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 1 dprakoHy y
KOMM/IEKTi 3i
LUNPULLOM-
£03aTopoM Mo 5 mMn
B KapTOHHI Kopo6Lyi

BWMYCK Cepii roToBOro
nikapcbKoro 3acoby:
Papmackeppa
MaHydoekuypiH, C.J1.,
Icnais;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/b SKOCTI,
BWMYCK Cepii roToBOro
nikapcbKoro 3acoby:
Lendapm Bnagen
B.B., Higepnanay;
KoHTposb siKocTi (3a
BUHATKOM
Mikpob6ionoriyHoro
KOHTPO/10), BUMYCK
cepii roToBOro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/b SIKOCTI:
Epedapm, C.J1.,
Icnanis; Bunyck cepii
roTOBOrO NPOAYKTY:
TOB HOC dapmauis,
MonbLa;
AnbTepHaTuBHa
OinbHUUA ons
npoBefeHHsA
Mikpo6ionoriyHoro
KOHTpO/10 (Cy6a0roBip
3 BUPOGHUKOM
dapmanigep, C.A.):
Bionab C.J1., IcnaHis

nikapcbKoro 3acoby Ao posgainy "lMNepefosyBaHHsA"
BiANOBIAHO iHhOpMaLii oo 6e3neku

3aCTOCYBaHHS Ajil040I Pe4oBUHM 3rigHO. BBEEHHSA

3MiH NPOTAroM 6-TW MiCALIB NicNs 3aTBEpPAKEHHS

117.

IEYNPOM _
NS MITER
®OPTE

CyCneHsis opasibHa
no 200 mr/5 mn, no
30 mn, 100 mn, 150
mn abo 200 mn y
thnakoHi; no 1
hNakoHy B
KOMMIEeKTi 3i
LINpULLOM-
fo3aTopoM no 5 mn

B KapTOHHIi kopo6Lii

KOHina6, /N

CLWA

Brpo6HMUTBO,
nepBuHHE Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/b SKOCTI,
BWMYCK Cepii roToBOro
NPOAYKTY:
Papmacbeppa
MaHydoekuypiH, C.J1.,
IcnaHis;
Brpo6HMUTBO,

Icnanis/
Higepnangm
/ NonbLa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu). 3mMiHU BHECEHO

B IHCTPYKLit0 419 MEAUYHOIO 3aCTOCYBaHHSs
nikapcbKoro 3acoby Ao posgainy "lMNepefosyBaHHsA"
BiANOBIAHO iHpopmaLii oo 6e3neku
3aCTOCYBaHHSA fjl040i pevyoBnHU. BBeAeHHS 3MiH

NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPAXKEHHS.

6e3
peyenma

He
nionsiea
€

UA/15878/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/b SIKOCTI,
BWMYCK Cepii roToBOro
npoaykTy: flendapm
bnapen b.B.,
HinepnaHngy;
KoHTposb siKocTi (3a
BUHATKOM
Mikpob6ionoriyHoro
KOHTPOJ10), BUMYCK
cepii roToBOro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/b SIKOCTI:
Epedapm, C.J1.,
IcnaHis;
AnbTepHaTuBHa
OinbHUUA ons
npoBefeHHs
Mikpo6ionoriyHoro
KOHTpO/10 (Cy6a0roBip
3 BUPOOHUKOM
dapmanigep, C.A.):
Bionab C./1., IcnaHis;
Bunyck cepii rotoBoro
NPOAYKTY:
TOB HOC dapmauis,
Monblua

118.

IMOAIYM®LY
o

TabneTku; no 6
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI nayui

MakHin
MNpogakTc
Nimiteq

AHrnis

BMPOGHMLITBO 3a
NOBHUM LMIK/IOM
(BMPOGHMLTBO rOTOBOI
nikapcbKoi hopmu,
KOHTPO/b AKOCTI
rOTOBOI NiKAPCbKOI
chopmMu, NEPBUHHE
nakyBaHHS Ta BUNYyCK
cepii): [XKHTN
KoHcblomep Xesnc
(PpaHc) CAC,
®paHLis; KOHTPO/b
akocTi: AHcceH Cinar
C.M.A., Itanis;
KOHTPO/Ib SAKOCTi

®paHuia/
ITania/
IcnaHis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
TexHiyHa nomusika (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BunpaBneHo TEXHIYHY

MOMWIIKY B IHCTPYKLT 415 MEANYHOIO
3acToCyBaHHSA NikapcbKoro 3acoby y po3gini
«OCHOBHI (i3VKO-XIMIYHI BNaCTUBOCTI», AONYLLEHY
nig yac peectpadii (Hakaz MO3 Big 25.02.2023 p.
Ne 338), a came: B onuci TabN1eToK ynyLieHo
nigkpecneHHs cnosa «IMO». 3ATBEPDKEHO:

OCHOBHI (pi3UKO-XiMi4Hi B1aCTUBOCTI: TabneTka
6in0ro konbOPY KancyonoAibHoi hopmu 3

BaHifIbHUM 3anaxom. TabneTka 3 Hanmcom «IMO»

3 0fHOro 6OKy Ta MiHIE MK HanMcamu «2» Ta
«125» 3 iHworo 60oky. 3AMPONOHOBAHO:

OCHOBHI (hi3VKO-XiMiYHi B/1IaCTMBOCTI: TabneTka

6e3
peyenma

UA/19902/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
(TiIbKM TECTyBaHHSA 6i/10ro0 KO/IbOPY KancynonoaibHoi hopmu 3
CTabifbHOCTI): BaHifIbHUM 3anaxom. TabneTka 3 Hanmcom «IMO»
[XOHCOH i [KOHCOH 3 0fiHOro 60Ky Ta MIHIE MK HanMcamu «2» Ta
MpaiBart /174, IHAis; «125» 3 iHWoro 60ky. 3azHa4yeHe BUMNpaB/IeHHS
KOHTPO/b SKOCTi: BiANOBigae MaTepianaMm peecTpauiiiHoro 4OChbeE.
MakHI/ IBEPIKA,
CJ1.Y., Icnanis

119. | IHGPAHPUKC cycneHsia gns nakcoCmit Benuka nakcoCmiTKnsiiH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13939/01/01
InB iH'ekuii; no 0,5 mn'y KnanH BpuTtaHis Bionogxikans C.A., 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi peyenmom
KOMBIHOBA | nonepefHbo Ekcnopt Benebris 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
HA 3arnoBHeHOMY NimiTen (npoBefeHHs BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
BAKUVHA 0ofiHOpa3oBOMY KOHTPOJTO SIKOCTI YacTuHM ab0 BCbOro BMPOBHUYOTrO npoLecy
anda LINpUL Y KOMMEKTI BaKLUMHU, BUMYCK Cepiii rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHK).

MPODINAKT 3 ronikoto; no 1 a6o roTOBOro MPOAYKTY); BHeceHHs iHthopMauii LWoA0 BCIX BUPOBHUUNX
KU 10 nonepefHbLO nakcoCmiTKnsaiiH AinbHUUb MIBIM Ta ix dyHKUiT 3rigHo iHdopmauii B
OUNDTEPII, 3anoBHEHNX Bionoaxikans, 3apeecTpoBaHoOMYy [0CLE.
MPABLSA, 04HOPa30BUX PpaHuis TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
KALUJTFIOKA LINpULIB Y (chopmyBaHHs 3aTBEPMKEHHA.3MiHM | TUNy - AOMiHICTpaTWBHI
(ALENMONAP | nnacTvkoBoMy BaKLJHW, HANOBHEHHS 3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo agpecu
HUIA KOHTeliHepi; no 1 BaKLMHM B LINPWUL, 3asBHUKa (BNacHMKa peectpauiiiHoro
KOMMOHEHT | KoHTeiiHepy B MapKyBaHHA Ta noceigyeHHs). 3MiHa agpecu 3asiBHVKa (BacHuMka
)TA KapTOHHI Kopoo6Li 3 nakyBaHHS rOTOBOro peecTpauiiiHoro nocBig4eHHs1). TepMiH BBeAEeHHS
noniomieni MapKyBaHHAM NPOAYKTY, 3MiH NPOTAroM 6 MiCALIB NicNs 3aTBEPKEHHS.
TY YKPaiHCLKOK MOBOIO npoBefeHHs
KOHTPOJTIO AKOCTI
BakKLVHW);
nakcoCmiTKnsinH
Bionogxikans C.A.,
Benebris
(HanoBHEHHS BakLHM
B LUMPWL, MapKyBaHHS
i NaKkyBaHHS roTOBOrO
NPOAYKTY,
npoBefeHHs
KOHTPO/IIO AKOCTI
BaKLUHN);
CwmiTKnAiiH Bivem
dapma M'm6X yHa Ko.
KI, HimeyunHa
(HanoBHeHHs BaKLMHN
B LUMpWLL)

120. | IHOAHPUKC cycneHsia gns nakcoCwmit Benuka nakcoCmiTKnsiiH dpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15120/01/01
KOMBIHOBA iH’EKUNA; cycneHsis KnsinH BpuTaHis, Bionopxikans, Benbris/ 3MiHu | TUNy - AOMiHICTpaTUBHI 3MiHX. 3MiHa peyenmom
HA Ans iH'ekuji no 1 Excnopt Benuka dpaHuis HimeuuunHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa
BAKUUHA posi (0,5 mn)y Niviteq BputaHis, (PopmyBaHHs, (BNacHviKa peecTpauiiHoro nocBigYeHHs). 3miHa
ansa nonepeHbLO Benuka HanoBHEHHS B afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
MPODINAKT 3arnoBHEHOMY BpuTaHis nonepegHL0 noceigyeHHs) MakcoCmiTKnsliH Ekcnopt JNlimiTes,

KN wnpuui Ne 1y HamnoBHEeHiI LWNpuui, Benuka bpuTanis. TepMiH BBeEHHS 3MiH
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Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
OUNDTEPII, KOMM/EKTI 3 OJHIED MapKyBaHHs Ta npoTArom 6 micsuiB nicns 3aTBepAKeHHS. 3MiHu |
MPABLSA, abo ABoMa rosikamu; nakyBaHHs1, KOHTPO/1b TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KALUTHOKY no 1 nonepeaHsLo AKOCTI); 3MiHn y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
AUENONAP HarnoBHEHOMY nakcoCmiTKnsiiH [04aTKOBOI [i/TbHNL BUPOGHMLTBA A1 YACTUHM
HA LINPpULi Y KOMNAEKTI Bionogxikans C.A., a60 BCbOro BUPOGHMYOrO MpoLecy rotoBoro
OYMLLEHA 3 ofHieto abo gsoma Benbris nikapcbKoro 3acoby (iHLi 3MiHN). BHeceHHs
IHAKTUBOBA | ronkamu y (HanoBHeHHs B iHchopmawii LWoAo BCiX BUPOGHWUYMX AiNIbHULbB
HA PIOKA naacTUKOBOMY nonepegHbL0 MIBIM Ta ix doyHKLji 3rigHo iHpopmaLii B
KOHTeliHepi; no 1 HamnoBHEeHiI LWNpuL, 3apeecTpoBaHOMY A0ChE. TakoxX, KoMnaHis
nnacTyKoBoMy MapKyBaHHS Ta 3a8BHUK BHOCUTb pefakLiiiHi npaskn B MKA Ha
KOHTEliHepy B nakyBaHHs1, KOHTPO/1b TUTY/IbHIN CTOPIHUI ANA YHidikawii iHdbopmai.
KapTOHHI KOpo6Li AKOCTI); TepMmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
CMmIiTKnsliH Bivem 3aTBEPKEHHS.
dapma M'm6X yHg, Ko.
KI, HimeuunHa
(HanoBHeHHs B
nonepeaHbLO
HanoBHEHI LWNpuL);
nakcoCmiTKnsnH
Bionopxikans C.A.,
Benbris
(KoHTponb sKocTi,
BMNYyCK cepii)
121. | noa po3uunH ans MPAT YkpaiHa BiAnoBigabHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: Ges nionsiea UA/8248/01/01
30BHILLHLOIO "OITOPAPM BMPOGHMLTBO, 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenma €
3aCTOCYBaHHS, " nepBUHHE MakKyBaHHS, HalimeHyBaHHs1 Ta/abo agpecy 3asiBHMKA
cnupToBuii 5 % no KOHTPO/b AKOCTi Ta (BnacHvika peecTpauiiHoro NocBigYeHHs). 3MiHN
10 mn, a6o no 20 BWMYCK Cepil: BHECEHO B iHCTPYKL,i0 A58 MEeANYHOrO
M, abo no 100 mn y MPAT «®PITODPAPM», 3acToCcyBaHHSA NikapcbKoro 3acoby Lwono
dhnakoHax YkpaiHa MiCLie3HaXOKEHHS 3asBHMKa. TepMiH BBEAEHHS
BiANOBiAa/IbHWIA 32 3MiH - MPOTAroM 6 MicAUiB Nicns 3aTBEpPAKEHHS
BMPOBHULTBO,
NepBUHHE NakKyBaHHS
Ta KOHTPO/Ib AKOCTI:
Mnn "KINAP ",
Ykpaina
BiANOBiAa/IbHWIA 32
BUMYCK cepii, He
BK/IHOYAOYMN
KOHTpO/b/BUNpoOyBaH
HA cepii:
MPAT "®ITO®APM",
YkpaiHa
122. | NOKENb nopoLUoK AN BPOC NTA, Ipeuis BEPOC NTA4 Mpeuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0388/01/01
PO34MHY ANS iH'EKLi 3MmiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom

no 750 mr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHIV Kopobui

Ta hapmakoHarnsgy. BeeeHHs a6o 3MiHu go
y3araslbHeHVX AaHux Npo cUcTemy
chapmakoHarnaay (BBEAEHHS y3arasibHeHUX JaHNX
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

npo cuctemy chapmakoHarnsgy, amMiHa
YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigaibHOI 3a
hapMakoHarnsag B YkpaiHi.
[itoua pepakuin: TkayeHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pepakuis: Enb Kasine Hatanis
HOpiiBHA. YTOYHEHHS W00 3MiHW OPUANYHOT
ajgpecu.

123.

KANEHAYNN
MA3b

masb no 30 ry Tybax

MPAT
"OITOPAPM

YkpaiHa

BiANOBiAa/IbHMIA 32
BMPOBHULTBO,
nepBHHHE NakyBaHHS,
KOHTPO/Ib AKOCTi Ta
BMNYCK cepil:
MPAT "®ITOPAPM",
YkpaiHa
BiAnoBiganbHMii 3a
BMPOGHMLITBO,
nepBUHHE NaKyBaHHS
Ta KOHTPO/Ib AKOCTI:
AT "Nly6Hndapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecyu 3asBHMKa
(BnacHvKa peecTpauiiiHoro NocBigYeHHs) - 3MiHM
BHECEHO B iHCTPYKLit0 415 MEAUYHOIO
3acToCyBaHHSA MikapCcbKoro 3acoby woa0
MiCLie3HaXOMKeHHA 3asaBHMKA. TepMiH BBEEHHS
3MiH NPOTAroM 6 MiCALIB NicNs 3aTBEPKEHHS.

6e3
peyenma

nionsiea
€

UA/8039/01/01

124.

KANIO
xnoengy
PO34UH 4%

PO34nH ANs iHQys3il
4 % no 50 mn a6o
no 100 mny
nAsLKax

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"IHdpy3in”

YkpaiHa

MpuBaTHe akLjioHepHe
ToBapuCTBO "lHdy3ia"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURYy - 3MiHM 3 akocTi. A®Il. CTabinbHiCTb.
3MiHa nepioly NOBTOPHMX BMNpo6yBaHb/nepioay

36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTI Y 3aTBEpPAKEHOMY [0ChE cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/IHOYAE Nepios, NOBTOPHOTO BUNPOBYBaHHS)
(nepiog, NoBTOPHOro BUNpobyBaHHA/nepioa
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepioy 36epiraHHa Ha
OCHOBI pe3ynbTaTiB AOC/IMKEHb Y peasibHOMY Yaci
BBE/leHHs1 TepMiHY NepPEKOHTPOIO - 5 pokiB A1
BUXiQHOT CUPOBMHK Kanito xnopua, BUPOGHULTBA
"Macco Organiques s.r.0.", Yecbka Pecny6sika.
3arBepmKeHo: TepMiH NPUAATHOCTI - 3 POKK
3anponoHoBaHo: TepMiH NepeKoHTPo - 5 pokiB

3a
peyenmom

UA/9407/01/01

125.

KAHTAB

Tabnetku, no 16 mr
no 14 tabnetok y
6nictepi; no 2, abo
4, abo no 6

HOBEN
IIAY CAHAT
BE
TIIKAPET

TypeuunHa

HOBE/ I/IAY CAHAI
BE TIOXAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHa y KopoTkii
XapakTepucTuui nikapcbkoro 3acoby, TEeKCTi

3a
peyenmom

He
nionsiea
€

UA/13920/01/02




81

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nicTtepiB y
KapTOHHIlA ynakoBL,i

ALl

MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpaviitHuii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMOBIAHO A0 NiaHy negiaTpudHnX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLii 415 MegUYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby B po3ginu
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiAMNOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
4ito4oi pevoBuHY BBeAeHHSA 3MiH NPOTArom 6-Tu
MiCALIB 3 AT 3aTBEPKEHHS.

126.

KAHTAB

Tabnetku no 32 mr
no 14 tabneTtok y
6nictepi; no 2, abo
no 4, abo no 6
6nictepiB y
KapTOHHI/ ynakosL,i

HOBEN
IIAY CAHAT
BE
TIIKAPET
ALl

TypeuunHa

HOBE/ IJAY CAHAT
BE TIOXAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby B po3fisn
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOB/EHOT iH(hopMaLii 3 6e3neku
Ai040T peyoBrHN BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCsILiB 3 AaTV 3aTBEPAKEHHS.

3a
peyenmom

He
nionsiea
€

UA/13921/01/01

127.

KAHTAB

Tabnetku, no 8 mr
no 14 TabneTtok y
6nicTepi; no 2, abo
4,a6ono7
6nictepiB y
KapTOHHI ynakoBL,i

HOBE/
INAY CAHAT
BE
TIIKAPET
A.LL.

TypeuyunHa

HOBE I/IAY CAHAIT
BE TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
ab0 5K pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHD,
npoBefeHNX BiAMOBIAHO A0 NaaHy negiaTpuyHnX
pocnimpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLIii AN MegUyYHOro

3a
peyenmom

He
niosnsea
€

UA/13920/01/01




82

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3aCcTOCyBaHHA NikapcbKoro 3acoby B po3zisn
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Ail040i peyoBrHN BBeAEHHS 3MiH NpOTArom 6-Tu
MiCAILiB 3 AaTW 3aTBEPOKEHHS.
128. | KA®®ETIH TabNeTKU, BKPUTI AJIKANIOIA, Pecny6nika | AJIKAJIOIL AL Ckon'e | Pecny6nika BHECEHHS! 3MiH [J0 peecTpauiiiHix matepianis: 3a UA/9711/01/01
Kona® NNiBKOBOIO AL Ckon'e MiBHiuHa MiBHiuHa 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKOI0, M0 10 MakefioHist MakefioHist Ta (papmakoHarnsgy. 3MmiHa yactotu Ta/abo
Tabnetok y 6nictepi; TEPMiHiB NOAAHHSA PErysipHO OHOB/IIOBAHMX 3BITiB
no 1 6nictepy B 3 6e3neku nikapcbknx 3acobiB - 3miHa yacToTn Ta
nauLj KapTOHHI TEepMiHy NofaHHs perynsipHo OHOB/IHOBAHOIO 3BITY
3 6e3neku: [itoua pegakuis: Hactota nogaHHs
perynsipHo OHOBJIOBAHOrO 3BiTY 3 6e3nekn 3 poku
KiHueBa faTa A5 BKIOYEHHS AaHux fo PO36 -
02.06.2025 p. farta nogaHHA - 02.09.2025 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/OBAHOIO 3BITY 3 6e3neku 5 pokis.
KiHueBa gata Ansa BKIOYEHHS gaHnx go PO36 -
28.06.2028 p. farta nogaHHsA - 26.09.2028 p.
PekomeHa0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
nepioguYHOCTI NoAaHHS PerynsipHoO OHOB/IOBaHUX
3BITIB 3 6€3MneKu Jlikapcbknx 3acobis y €C
129. | KA®®DETIH TabneTku, BKPUTI ANKANOIA, Pecny6nika | ANKANOIQ AL Ckonm'e Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/9711/01/01
Kona® NAiBKOBOO AL Ckon'e MiBHiuHa MiBHiuHA 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom niosnsea
o6onoHkoto, no 10 MakefioHis MakefioHis Ta chapmakoHarnsgy. 3miHa y KopoTkili €

Tabnetok y 6nictepi;
no 1 6nictepy B
nauuj KapTOHHI

XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A9 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
ab0 5K pe3ynbTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiAMOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHECeHi A0 IHCTPYKUiT 418 Mean4yHoro
3acTocyBaHHS fiKapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHA", "OcobaMBOCTI 3aCTOCyBaHHA",
"Mo6iuHI peakui™ WoA0 6e3nekn 3acToCyBaHHS
Ailoyoi pevoBuHM NceBgoedefpuH 3a
pekomeHgauieto PRAC EMA.
3MiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Aoc/iAKeHb 3 6e3Mekn 3acTOCyBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbKoro 3acoby B Mic/ispeecTpaviitHuii nepiog,
ab0 sK pe3ynbTar OUiHKW 3BITY 3 AOCNILKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHeCeHi A0 IHCTPYKUiT 418 Mean4Horo
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU NikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "lNMob6iyHi peakuii” Wwoao 6esnekn
3aCTOCYBaHHA Ait040i peyoByHY napaueTamon 3a
pekomeHgauiero PRAC EMA.

130.

KETUNENT®

TabneTku, BKpUTI
NAiBKOBOO
060/10HKO0, N0 100
mr, no 10 Tabnetok
y 6nictepi; no 3 abo
6 6nictepiB y
KapTOHHI ynakoBL,i

3AT
dapmavnesT
N4YHWIA 3aBOS

Eric

YropwmHa

3AT dapmaueBTUUHNI
3aBog ElC

YropuwmHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
TexHiyHa nomusika (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BunpaBneHHst TEXHIYHOT

NoMUsIK, 3rigHo n.2.4. n.n. 4 po3giny VI Hakasy

MO3 Ykpaiuu Big 26.08.2005 p. Ne 426 (y pegakuii
Hakady MO3 Ykpainu Big 23.07.2015 p Ne 460) y
3arBepmxeHnx MKA 13, a came B cneuudikauii

N3 3a nokasHukoMm «CepegHsi Maca» 6yno
LOMYyLLLEHO MOMUJIKY Y 3a3HAaY€HHI BEPXHbOI MeXi
cneuudikauii. 3aTBepakeHo:

CepegHsa maca 205,0 mr = 7,5 % (189,7 — 202,3

mr) 3a n.8, EP, 2.9.5. 3anponoHoBaHo: CepefHsi
maca 205,0 mr + 7,5 % (189,7 — 220,3 mr) 3a n.8,
EP, 2.9.5. 3a3HauyeHe BUNpaB/ieHHs Bignosigae
marepiasiaMm peecTpaLiiHoro Aocke, SKi
npeacTasneHi B apxisi (po3ain 3.2.P.5.1.
Cneumdpikauis)

3a
peyenmom

UA/8157/01/02

131.

KNEKCAH®

PO3YMH ANS iH'EKi,
10 000 aHTKN-Xa
MO/mn;

Ne 10 (2x5):

no 0,2 M1y wnpuuy-
[03i i3 3aXMCHOI0
CMCTEMOIO FOJIKM
ERIS; no 2 wnpwuu-
[o3un y 6nictepi; no
5 6nictepiB y
KapTOHHI KopobL;
no 0,2 MmNy wnpu-
[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
PREVENTIS; no 2
LINpuL-A03n Y
6nicTepi; no 5
6nictepiB y
KapTOHHI Kopoo6Li;

TOB
"CaHodi-
ABEHTIC
Ykpaina"

Ykpaina

CAHO®I BIHTPOTI
IHOACTPIA

PpaHuin

BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6MU, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 3LiCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu hapmMakoHarnsgy). 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
thapmakoHarnsgy.
3MiHa Micus 34iliCHeHHS OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy.

3a
peyerimom

UA/7182/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

no 0,2 Mny wnpwy-
[03i 6e3 3axmcHol
CUCTEMU TOSIKK; MO 2
LINPUL-A03K1 Y
6nicTepi; no 5
6nictepiB y
KapTOHHI kopobuy;
no 0,4 mn 'y wnpwu-
[03i i3 3aXMCHOI0
CUCTEMOIO FOJIKN
ERIS; no 2 wnpwvu-
[o3un y 6nictepi; no
5 6nictepiB y
KapTOHHI kopobuy;
no 0,4 mny wnpuy-
[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
PREVENTIS; no 2
LINPUL-A03K1 Y
6nicTepi; no 5
6nictepiB y
KapTOHHI kopobuy;
no 0,4 mny wnpuu-
[03i 6e3 3axX1CHOT
CUCTEMM TONKU; MO 2
LUNPUL-A031 Y
6nictepi; no 5
6nicTtepiB y
KapTOHHI kopobuy;
no 1 mny wnpuu-
[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwu-
[o3n 'y 6nictepi; no
5 6nicTepiB y
KapTOHHI Kopobuyj;
no 1 mny wnpuu-
[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
PREVENTIS; no 2
LUNPUL-A031 Y
6nictepi; no 5
6nicTtepiB y
KapTOHHI kopobuy;
no 1 mny wnpuu-
[03i 6e3 3axXNCHOT
CUCTEMM TONKU; NO 2
LUNPUL-A03K1 Y
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
6nicTepi; no 5
6nicTepiB y
KapTOHHI KOpo6Li
132. | KNNIOCAPT® TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLITBO, YkpaiHa/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/8765/01/02
NAiBKOBOO "TNEQ®PAP nepBrHHE NakyBaHHS, IHais 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom niosnsza
060n0Hkot0, No 50 MnaTa" BTOPVHHE NaKyBaHHS, 3aci6. 3MiHn y BUpo6HMLTBI. 3amiHa abo €
Mr, Mo 14 TabneTok KOHTPO/b SKOCTI, BBE/EHHS A0AAaTKOBOI AiNbHULI BUPOGHMULTBA A5
y 6nictepi; no 1, 2 BUNYyCK cepii YacTuHM abo BCbOro BUPOOHUYOrO npoLecy
abo 6 6nicTepis B abo roTOBOrO JliKkapcbKoro 3acoby (AinbHuus ans
KapTOHHI ynakosL,i BTOPWHHE NakKyBaHHS, BTOPVHHOIO NakyBaHHS)- BBEEHHS
KOHTPO/b SIKOCTI, anbTepHaTMBHOIO BUpo6HuKa TOB "TNEA®APM
BMNYCK cepii 3 NTA", YkpaiHa BignoBigasibHOro 3a BTOPMHHE
npoaykuii in bulk: nakyBaHHs npoAykuii i3 in bulk, BurotoBneHoi
TOB "KYCYM ®APM", BUPO6HMKOM KYCYM XENTXKEP MBT NTA, IHais
YkpaiHa ana nosysaHHa 50 mr Ta 100 Mr. 3a3HayeHHs p.
abo YnakoBka [151 KOKHOr0O BUPOBHMKa OKpeMo.
BMPOBHULTBO, BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
nepBrHHE NakyBaHHS, 3aTBepMKEHHS. 3MiHM | TUny - 3MiHKU 3 AKOCTI.
BTOPUHHE MaKyBaHHS, [oTOBWIA NTikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
KOHTPO/b SIKOCTI, 3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUMYCKY
BUNYCK cepii cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKOro
abo 3acoby (3amiHa abo JofaBaHHSA BUPOGHKKA, Lo
BUPOGHMLTBO BiAnoBifae 3a BBe3eHHA Ta/abo BUNYycK cepii) -
npoaykuii in bulk: Bkntoyaroun KOHTposib/BMNpoByBaHHA cepii.
KYCYM XENTXKEP BBefeHHs1 anbTepHaTUBHOTO BUpo6HUka TOB
MBT NTA, IHAis "TNEQ®APM NTA", YkpaiHa BiANOBiLaIbHOIO 3a
abo KOHTPO/b SKOCTI Ta BUNYCK Cepil MpoAayKw,i i3 in
BTOPUHHE MaKyBaHHS, bulk, BurotoneHoi Bupo6bHnkom KYCYM
KOHTPO/b SIKOCTI, XENTXKEP NBT NTA, IHaia ans fo3ysaHHA 50 Mr
BMNYCK cepii 3 Ta 100 mr. 3MiHVM BHECEHO B IHCTPYKLiO A5
npoaykuii in bulk: MeZMYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby y
TOB «MEAPAPM po3ainu "BupobHuk", "MicLie3HaxomKeHHsS
NTO», YkpaiHa BMPOGHMKA Ta agpeca MicLs NPOBamXEHHS Moro
LisANbHOCTI" 3 BigNOBIigHNMYM 3MiHAMUW B TEKCTI
MapKyBaHHS yNakoBOK.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
133. | KNOCAPT® TabneTkun, BKpUTI TOB Ykpaiva BMPOGHULITBO, Ykpaina/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a He UA/8765/01/03
N/1iBKOBOIO "TNEQPAP nepBrHHE NakyBaHHS, IHAiA 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom nionsea
o60noHkoto, no 100 M aTa” BTOPUHHE MaKyBaHHS, 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo €

Mr: no 14 TabneTok
y 6nictepi, no 1, 2
abo 6 6nicTepis B
KapTOHHIlA ynakoBLy;
no 10 TabneTtok y
6nicTepi; no 3, 9 abo
10 6nicTepiB B
KapTOHHI ynakosL,i

KOHTPO/b SIKOCTI,
BWMYCK cepil
abo
BTOPWHHE NaKyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepii 3
npoaykuii in bulk:
TOB «KYCYM

BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLUTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuusa Ans

BTOPWHHOIO NakKyBaHHS)- BBEJEHHSA
anbTepHaTMBHOro BMpo6Huka TOB "MMEA®APM
NTA", YkpaiHa BignoBiganbHOro 3a BTOPUHHE
nakyBaHHs NpoAykuii i3 in bulk, BurotoBneHoi

BMpo6HMKoM KYCYM XENTXKEP MBT NTA, IHAis
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
PAPM», YKpaiHa ans posysaHHA 50 mr Ta 100 Mr. 3a3HayeHHs p.
abo YnakoBka 151 KOXHOrO BUPOBHMKa OKpeMo.
BMPOGHMLTBO, BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
NepBUHHE MakKyBaHHS, 3aTBep/MKeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
BTOPVHHE NakKyBaHHS, [oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
KOHTPOb AKOCTI, 3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCSA BUMYCKY
BMMYCK cepil cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO J1iKaPCbKOro
abo 3acoby (3amiHa abo fofaBaHHA BUPOOHUKA, LU0
BVMPOGHULTBO BiAnoBifae 3a BBe3eHHA Ta/abo BUMNYCK cepil) -
npoaykuii in bulk: Bkntoyaroun KoHTposb/BMNpo6yBaHHS cepii.
KYCYM XENTXKEP BBeneHHs1 anbTepHaTUBHOIO BUpo6HMKa TOB
MBT NTA, IHgisa "TNEAPAPM NTA", YkpaiHa BignoBsifanbHOro 3a
abo KOHTPO/b SKOCTi Ta BUMYCK cepii NpoAykKuii i3 in
BTOPVHHE NakKyBaHHS, bulk, BurotosneHoi BupobHukom KYCYM
KOHTPOb AKOCTI, XENTXKEP MBT NTA, IHaia ana gosysaHHA 50 mr
BWMYCK Cepii 3 Ta 100 mr. 3MiH/ BHECEHO B iHCTPYKLil0 ANs
npoaykuii in bulk: MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
TOB «NMEA®APM po3ginu "BrupobHuk", "MicLe3HaxomKeHHs
NTA», YKpaiHa BMPOGHMKA Ta agpeca MicLs NPoBaKeHHs Moro
LisANbHOCTI" 3 BigNOBIAHNMM 3MiHAMUW B TEKCTI
MapKyBaHHS yNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
134. | KNOCAPT® TabneTkun, BKpUTI TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/8765/01/01
MN/1iBKOBOIO "TNEQPAP 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom nionsiea
060/10HKOI0, M0 25 M naTa” 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo €

Mr; no 14 tabnetok
y 6nicTepi; no 1, 2
a6o 6 6nictepis B
KapTOHHI/ ynakosL,i

BBE/IEHHS A0AAaTKOBOI AifIbHULI BUPOBGHWLTBA 415
4acTnHK abo BCbOro BUPOOHMYOro npouecy
roToOBOro NikapcbKoro 3acoby (AibHUUA AnA

BTOPWHHOIO NakKyBaHHS)- BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB "TNE®APM
NTA", YkpaiHa BignoBiganbHOro 3a BTOPUHHE
nakyBaHHs npoAykuii i3 in bulk, Burotosnexoi

BMpo6HMKOM KYCYM XENTXKEP MBT NTA, IHaisa

ana nosysaHHa 50 mr Ta 100 Mr. 3a3HayeHHs p.
YnakoBka /151 KOXXHOro BUPOGHMKa OKPeMO.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns

3aTBEPKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTI.

[oTOBWIA Nikapcbknii 3aci6. 3MiHW Y BUPOOHULTBI.

3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY

cepii Ta KOHTPOJII0 AKOCTi FOTOBOMO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHsi BUPOOHUKA, L0
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMYyCK cepil) -
Bk/itoyaroum KOHTPOsb/BUNPOBYBaHHSA cepii.
BBefeHHs anbTepHaTNBHOrO BUpo6HUKa TOB

"TNEAPAPM NTA", YkpaiHa BignoBifansHoro 3a

KOHTPO/b SIKOCTI Ta BUNYCK Cepil NpoAaykw,i i3 in

bulk, BurotoeneHoi BupobHnkom KYCYM
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

XENTXKEP MBT NTA, IHaia ana go3ysaHHA 50 mr
Ta 100 mr. 3MiHVM BHECEHO B IHCTPYKLIiO A5
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ginu "BrupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKaA Ta afpeca MicLis NPOBaAKeHHs /ioro
AisnbHOCTI" 3 BiANOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHS YNakoBOK.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHSA

135.

KNOCAPT®

TabneTku, BKpUTI
NAiBKOBOO
06010HKot0, Mo 100
mr; in bulk: Ne1800
(10x180): no 10
TabneTtok y 6nictepi;
no 180 6nicTepiB y
KapTOHHI Kopo6Lyi

TOB
"TNELGAP
M ATO"

YkpaiHa

KYCYM XENTXKEP
MBT NTA,

IHgis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHn y BUpO6HMLTBI. 3amiHa abo
BBE/JEHHS A0AAaTKOBOI AiNbHULI BUPOGHMULTBA 415
4yacTHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuus Ans
BTOPVHHOIO NaKyBaHHS)- BBEEHHS
anbTepHaTMBHOIO BUpo6HuKa TOB "TNEA®APM
NTA", Ykpaina BignosiganbHOr0 3a BTOPUHHE
nakyBaHHs npoAykuii i3 in bulk, BurotoBneHoi
BUpo6HMKOM KYCYM XENTXKEP MBT NTA, IHAis
ana nosysaHHa 50 mr Ta 100 Mr. 3a3HayeHHs p.
YnakoBka [151 KOKHOrO BUPOBHMKa OKpeMo.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHM 3 SKOCTI.
[oTOBWIA NTikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY
cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKApCbKOro
3acoby (3amiHa abo JofaBaHHSA BUPOGHKKA, Lo
BiAnoBifae 3a BBe3eHHA Ta/abo BMNYycCK cepii) -
Bkntoyaroun KOHTposb/BUNpoByBaHHA cepii.
BBefeHHs1 anbTepHaTNBHOTO BUpo6HUka TOB
"TNEQ®APM NTA", YkpaiHa BiAnoBifanbHOro 3a
KOHTPOb AKOCTi Ta BUMYCK cepii NpogykKuii i3 in
bulk, BurotoneHoi Bupo6bHnkom KYCYM
XENTXKEP NBT NTA, IH4ia ans fo3ysBaHHA 50 Mr
Ta 100 mr. 3MiHV BHECEHO B iHCTPYKLit0 ANA
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLie3HaxomKeHHsS
BMPOGHMKA Ta agpeca MicLs NPOBamXEHHS Moro
LisANbHOCTI" 3 BigNOBIgHNMYM 3MiHAMUW B TEKCTI
MapKyBaHHS yNakoBOK.

BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
3aTBEPAKEHHS

UA/20514/01/02

136.

K/TOCAPT®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, M0 50
mr, in bulk: Ne2520
(14x180): no 14

TOB
"TNEADAP
M ATA

YkpaiHa

KYCYM XENTXKEP
nBT NTA,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
4acT1HK abo BCbOro BUPOGHNYOro npouecy

UA/20514/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Tabnetok y 6nictepi;
no 180 6nicTepiB y
KapTOHHI KOpo6Li

roTOBOrO JliKapcbKoro 3acoby (AinbHuUsA Ans
BTOPVHHOIO NakyBaHHS)- BBEAEHHS
anbTepHaTuBHOro Bupo6Huka TOB "TNEA®APM
NTA", Ykpaina BignoBiganbHOrO 3a BTOPUHHE
nakyBaHHs npoAykuii i3 in bulk, BurotoBneHoi
BMpo6HMKOM KYCYM XENTXKEP MBT NTA, IHAiA
ans posysaHHsa 50 mr Ta 100 Mr. 3a3HayeHHs p.
YnakoBka 151 KOXHOrO BUPOBHMKa OKpeMo.
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCSA BUMYCKY
cepii Ta KOHTPOJI0 SIKOCTi FOTOBOTO J1iKaPCbKOro
3acoby (3amiHa abo fofaBaHHA BUPOOHUKA, LU0
BiAnoBifae 3a BBe3eHHA Ta/abo BMMNYCK cepil) -
Bkntoyaroum KoHTposb/BMNpPo6yBaHHS cepii.
BBeneHHs1 anbTepHaTUBHOIO BUpo6HMKa TOB
"TNEA®APM NTA", YkpaiHa BignoBifanbHOro 3a
KOHTPO/b SKOCTi Ta BUMYCK cepii NpoAykKuii i3 in
bulk, BurotosneHoi BupobHukom KYCYM
XENTXKEP MBT NTA, IHaia ana gosysaHHA 50 mr
Ta 100 mr. 3MiH/ BHECEHO B iHCTPYKLil0 Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLie3HaxomKeHHS
BMPOGHMKaA Ta agpeca MicLsa NPoBaKeHHS Moro
LisANbHOCTI" 3 BigNOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHS yNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

137.

KO-OIOBAH®

TabneTku, BKPUTI
NNiBKOBOIO
06010HKOH0, No 80
mr/12,5 wmr; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
Y KOPO6LUj 3 KApTOHY

HosaprTic
Papma Al

LLisefuapis

Brpo6HMuTBO 3a
MOBHUM LIK/IOM:
HosapTic ®apma
C.n.A., ITanis;
MepBuHHE Ta
BTOPWHHE NaKyBaHHS:
Micbapm C.n.A.,
ITanis; KoHTponb
akocTi: CaHgos C.P.J1.,
PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi ocobu,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iiCHeHHS
OCHOBHOI fifi/IbHOCTi 3 dpapmakoHarnsgy

3a
peyenmom

UA/8688/01/01




89

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
138. | KO-AIOBAH® | TabneTtku, BKpUTI HoBaprTic LLiBefiuapis Brpo6HMUTBO 3a ITanis/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/8688/01/02
NAiBKOBOO dapma Al NOBHUM LMK/TOM: PyMyHis 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peuyenmom
06010HKO0, N0 160 HosapTic ®apma Ta hapmakoHarnsagy. BeegeHHs abo 3miHu o
mr/12,5 wr; no 14 C.n.A,, Itanis; y3arasibHeHUX AaHux Npo cuctemy
Tabnetok y 6nictepi; [MepBuHHE Ta thapMakoHarnagy (BBefeHHs y3arasibHeHUX JaHnx
no 1 a6o 2 6nictepu BTOPVHHE NaKyBaHHSA: npo cuctemy thapmakoHarnsgy, smiHa
y KOpo6Lj 3 KapTOHY Micapm C.n.A., yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
ITanis; KoHTponb 3[iiCHEeHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
akocTi: CaHgos C.P.J1., chapmakoHarnsgy 3asBHuKa AN 3LiCHEHHS
PymyHis chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0co6u, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKiyaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobu,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsigy. 3miHa micus 34iicHeHHs
OCHOBHOI AisiNIbHOCTI 3 dhapmMakoHarnsay
139. | KO-OIOBAH® | Tabnetku, BKpUTI HosapTic LLiBeiiuapis Bupo6bHMLTBO 3a ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8688/01/03
N/1iBKOBOIO dapma Al NOBHUM LMK/TOM: PymyHis 3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
o060n0Hkoto, No 160 HoBapTic ®apma Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
Mr/25 mr; no 14 C.n.A., Itanisi; y3arasibHeHUX AaHux Npo cuctemy
Tabnetok y 6nictepi; MepBrHHE Ta hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
no 1 a6o 2 6nictepu BTOPUHHE MaKyBaHHS: npo cuctemy chapmakoHarnsgy, aMiHa
Y KOPO6Lj 3 KApTOHY Midpapm C.n.A., YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
ITanis; KoHtponb 3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
skocTi: Canpos C.P.J1., thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
PymyHis thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemu hapmakoHarnagy) 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi ocobu,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
hapmakoHarnsagy. 3miHa micus 34iiCHeHHS
OCHOBHOI AisiNIbHOCTI 3 dpapmakoHarnsay
140. | KO-AIOBAH® | TabneTtku, BKpUTI HosaprTic LLisefiuapis Brpo6HMUTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/8688/01/04
NAiBKOBOO dapma Al NOBHUM LMK/TOM: PyMyHis 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom

060/10HKO10, No 320
mr/12,5 wmr; no 14

Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
Y KOPOO6L,j 3 KApTOHY

HosapTic ®apma
C.n.A., ITanis;
lMepBuHHE Ta

BTOPUHHE NaKyBaHHSA:
Micbapm C.n.A.,
ITanis; KoHTponb
akocTi: Cangos C.P.J1.,
PymyHis

Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKTHOI ocobu 3
thapmakoHarnagy 3asiBHUKa A5 34iliCHEHHS
hapmMakoHarnsay B YkpaiHi, KO BOHA BigMiHHa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiJl yNOBHOBaXeHOI 0c06WU, BiAMNOBIga/IbHOI 3a
3iiCHeHHSs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi

MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi ocobu,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa

MicLe3Hax0o[KEHHS MacTep-aiina cnuctemm

hapmakoHarnsgy. 3miHa micus 34iiCHeHHS
OCHOBHOI fiSi/IbHOCTi 3 dpapmakoHarnsgy

141.

KO-AIOBAH®

TabneTku, BKpUTI
N/1iBKOBOIO
0607/10HKOI0, N0 320
mr/25 wr; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
y KOpo6Lj 3 KapTOHY

HoBaprTic
®apma Al

LLiBeiuapis

Brpo6HMLUTBO 3a
MOBHUM LIK/IOM:
HosapTic ®apma
C.n.A,, Itanis;
MepBuHHE Ta
BTOPWHHE NaKyBaHHS:
Micapm C.n.A.,
ITania; KoHTponb
skocTi: Cangos C.P.J1.,
PymyHis

ITania/
PyMmyHis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHvKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YyNOBHOBaXKeHOI ocobu,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3Haxo4KeHHs MacTep-ghaiina cuctemm
thapmakoHarnagy. 3miHa mMicus 34jiiCHEHHs
OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarnsay

3a
peyenmom

UA/8688/01/05

142.

KONAPEKC C

kancynu Teepai, no
10 kancyny
6nicTepi; no 1 abo 2
6nictepn y
KapTOHHIli KopoobLi

CTALOA
ApuHaimiTT
enb Al

Himeyunna

CTALA
ApuHaiimittens Al

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TURY - 3miHk 3 sKocTi. CepTudikat
BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BMXigHOro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[onomixHoT pevosuHu (CE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMDKHOT PEYOBUHN) -
OHoBreHuii cepTudikaT Bif BXe 3aTBEpAKEHOr0
BMPOGHMKA - NofaHHA oHoBneHoro ME-
cepTudikaTa BignoBigHOCTI €EBpONeChKiii
hapmakonei Ne R1-CEP 2000-029-Rev 06 ansa
XenaTtuHy Bif, 3aTBEPAXKEHOro BUPOGHMKA
Rousselot, Higepnanan. 3minu | Tuny - 3miHn 3

be3s
peyenma

UA/4648/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ansa gonomixHoi pevosnHn (ME-cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMDKHOT PEHOBUHN) -
OHoBreHWi cepTuddikaT Bif BXe 3aTBepAKEHOro
BMPOGHMKA - NoJaHHA oHoBneHoro MNE-
cepTudikaTa BignoBiaHOCTI EBpoNeiichkiit
hapmakonei Ne R1-CEP 2000-045-Rev 04
(3aTBepmkeHo: R1-CEP 2000-045-Rev 03) a5
XenaTtuHy Bif, 3aTBepAKeHoro Bupo6Huka PB
Gelatins/Tessenderlo Group N.V., Benbris.
KomnaHist BnacHuka CEP 3miHWna Ha3sy 3 PB
Gelatins Ha Tessenderlo Group N.V. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ansa gonomixHoi pevosnHn (ME-cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoOro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMDKHOT PEHOBUHN) -
OHoBreHWi cepTudikaT Bif BXe 3aTBepAKEHOro
BMPOGHMKA - NoJaHHA oHoBneHoro ME-
cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
hapmakonei Ne R1-CEP 2000-344-Rev 03
(3aTBepmkeHo: R1-CEP 2000-344-Rev 02) anis
XenaTuHy Bif, 3aTBepkeHoro sBupobHuka Nitta
Gelatin India Ltd, IHAis. 3miHW | TURY - 3MiHK 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI ab6o
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo

NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
A®l; ansa gonomixHoi pevoBunHu (MTE-cepTuddikart

BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
npoaykTy abo AONOMKHOI PEYOBUHN) -
OHoB/eHWiA cepTuUdikaT Bif BXe 3aTBEPIKEHOI0
BMPOGHMWKA - NOAaHHSA OHoBreHoro ME-
cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2005-217-Rev 02 ansa
XenaTtuny Bif, 3aTBepakeHoro Bupo6Huka Nitta

CepTudpikat BignosigHocTi/lE-cepTucpikart
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANoOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®l; ansa gonomixHoi pevoBunHu (MTE-cepTuddikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
npoaykTy abo AONOMKHOT PEYOBUHN) -
OHoB/eHWiA cepTuUdikaT Bif BXe 3aTBEPIKEHOI0
BMPOGHMWKA - NOAaHHSA OHoBreHoro ME-
cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
thapmaxonei Ne R1-CEP 2005-217-Rev 01
(3aTBepmxeHo: R1-CEP 2005-217-Rev 00) g5
XenaTuHy Bif 3aTBepakeHoro Bupo6Huka Nitta
Gelatin Inc., AnoHia. 3miHu | TUNy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; pnsa gonomixHoi pevosuHy (CE-cepTudikat
BiNOBIgHOCTI €Bponelickkili hapmakonei ans
A®l|/BuxigHoro matepiasy/peareHTy/npoMiKHOro
NpoAyKTY abo AONOMDKHOT pevyoBUHN) - BunyyeHHs
cepTucpikaTis (y BUNaaKy HassBHOCTI
MynbTUNAETHOrO cepTudpikata Ha martepian) -
BUyYeHHs [E-cepTudikara BignosigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2000-027-
Rev 02 ans xenatuHy Bupo6Huka Rousselot,
HigepnaHgun. 3miHn | Tmny - 3MiHW 3 SIKOCTI.

Gelatin Inc., AnoHia. 3MiHn | TURY - 3MiHK 3 SKOCTI.

CeprtudpikaT BignosigHocTi/l E-cepTudikar
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BiANOBIAHOCTI E€BpONechbkili
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; pnsa gonomixHoi pevosuHy (CE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
NpoAyKTY abo AONOMDKHOT pevyoBUHN) - BunyyeHHs
cepTucpikaTis (y BUNaaKy HassBHOCTI
MynbTUNETHOrO cepTudpikata Ha martepian) -
BUyYeHHs [E-cepTudikara BignosigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2001-332-
Rev 02 ans xenatuHy Bupo6Huka Rousselot,
HigepnaHgun. 3miHn | Tmny - 3MiHW 3 SIKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; pnsa gonomixHoi pevosuHy (CE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
NpoAyKTY abo AONOMDKHOT pevyoBMHN) - BunyyeHHs
cepTucpikaTis (y BUNaAKy HassBHOCTI
MynbTUNETHOrO cepTudpikata Ha martepian) -
BUyYeHHs [E-cepTudikara BignosigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2002-110-
Rev 00 ans xenatuHy Bupo6Huka PB Gelatins,
Benbrisi. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBsigHOCTI a6o
BW/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; pnsa gonomixHoi pevosuHy (CE-cepTudikat
BiNOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
NpoAyKTY abo AONOMDKHOT pevyoBMHN) - BunyyeHHs
ceptudikaTis (y BUNaAKy HasiBHOCTI
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

MynbTUNETHOrO cepTudpikata Ha martepian) -
BUyYeHHs [E-cepTudikara BignosigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2003-172-
Rev 01 gns xxenatuHy Bnpo6Huka Gelita Group,
HimeuuunHa. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; pnsa gonomixHoi pevosuHy (CE-cepTudikat
BiNOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
NpoAyKTY abo AONOMDKHOT pevyoBUHN) - BunyyeHHs
cepTucpikaTis (y BUNaAKy HassBHOCTI
MynbTUNETHOrO cepTudpikata Ha martepian) -
BUyYeHHs [E-cepTudikara BignosigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2004-247-
Rev 00 gns xxenatuHy Bupo6Huka Nitta Gelatin
Inc., AnoHisa. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; pnsa gonomixHoi pevosuHy (CE-cepTudikat
BiNOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
NpoAyKTY abo AONOMDKHOT pe4yoBUHN) - BunyyeHHs
cepTucpikaTis (y BUNaAKy HassBHOCTI
MynbTUNETHOrO cepTudpikaTa Ha martepian) -
BUyYeHHs [E-cepTudikara BignosigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2004-320-
Rev 00 gns xxenatuHy Bupo6Huka Nitta Gelatin
Inc., AnoHisa. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXIAHOrO MaTepiany/peareHTy/npoMiKHOIo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BiNOBIgHOCTI €Bponelickkili hapmakonei ans

npoAykTy abo [ONOMiXHOI pevyoBuHK) - HoBuiA
ceptudikaT Ansa BUXigHOro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0NOMDKHOT peyoBrHU Bif, HOBOro abo Bxe

cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
hapmakonei Ne R1-CEP 2010-043-Rev 00 ansa

XenaTtuHy Bif, 3aTBEPAXKEHOTO BUPOGHMKA
Rousselot, Higepnangy. 3miHn | Tuny - 3MiHn 3

BifNOBIAHOCTI €BpONENChKilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®l; ansa gonomixHoi pevoBunHu (MFE-cepTuddikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
npoaykTy abo [ONOMiXHOI peqyoBuHN) - HoBuii
cepTuduikat gns BUXigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OMOMDKHOT peYOBMHY Bif, HOBOTO abo BXe
3aTBepAXEHOro BUPOGHUKa - NoAaHHa Hosoro IME-
cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
chapmakonei Ne R1-CEP 2008-048-Rev 00 ans
XenaTuHy Big HoBoro Bupo6Huka Pioneer Jellice
India Private Limited, IHgis. 3miHu | TURY - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ansa gonomixHoi pevosnHn (ME-cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoOro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMDKHOT pEYOBUHN) -
OHoBreHWi cepTudikaT Bif BXe 3aTBepAKEHOro
BMPOGHMKA - NoJaHHA oHoBneHoro ME-

cepTudpikaTa BignosigHoCTi EBponeiichbkiii

MPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHULTBI
A®I; nnsa gonoMixHoi pevosnHn (ME-cepTuddikart

A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro

3aTBEPKEHOr0 BUPOOHWMKA - NofaHHa Hosoro ME-

aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
hapmakonei Ne R1-CEP 2000-029-Rev 05
(3aTBepmkeHo: R1-CEP 2000-029-Rev 04) ans
XenaTtuHy Bif, 3aTBEPAXKEHOTO BUPOGHMKA
Rousselot, Higepnanan
143. | KONIrA3- Kpanni opasibHi, TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/17462/02/01
340POB'A emysbceist, 40 mr/mn, BO 3 06MEXEHO 3MiHn | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
no 30 MmNy ¢hr1akoHi, OBMEXXEH BiANOBIAANbHICTIO Ta thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO
3aKynopeHomy OKo "®apmaueBTnyHa B TEKCT MapKyBaHHs NepBUHHOT (po3ainm 1, 5, 6)
npo6Koto- BIANOBIOA KomnaHis "3gopos'a” Ta BTOPWHHOI (po3ginu 1, 11, 17) ynakoBok
KpanensHuueto Ta NBHICTIO nikapcbkoro 3acoby. BBegeHHs 3MiH npoTarom 6-
KpuLukoto; no 1 «KOPIMNOPA TN MiCALB NicNa 3aTBepKEeHHS
hnakoHy y kopobui 3 LA
KapToHy «300POB'A
»
144. | KONICTUH NMopoLLIOK ANs 3eHTiBa, K.C. Yecbka MoBHWI LMKN [anisa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15525/01/02
3EHTIBA PO34YMHY ANS iH'EKLi Pecnybnika | BupobHuuTBa: Kcennia YropwmHa 3MiHM | TUnY - 3MiHK 3 aKocTi. CepTudikaT peyenmom
abo iHdysiii no 2 dapmacsbtoTikanc AnC, BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
000 000 MO; 1 a6bo [aHis; TecTyBaHHs: €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
10 dhnakoHis 3 Kcennia HOBOro abo OHOBMEHOroO cepTudikata
NMOPOLLKOM B $apmacstoTikanc 114, BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
KapTOHHIW nayv, YropmHa BiANoOBIgHOCTI E€Bponeiickbkili hapmakonei: gns
A®I; ans suxigHoro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, y)Xe 3aTBEepIXXEHOro BUPOOHUKA
nofaHHsA OHOBJ/IEHOrO cepTudiikara BiAnoBiLHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2000-207 -
Rev 06 (3aTBepmkeHo: R1-CEP 2000-207 - Rev
05) ana A®I konicTumeTaTy HaTpito, CTEePUbHNIA
Bif, y)XXe 3aTBepkeHoro BupobHuka Xellia
Pharmaceuticals ApS, [aHisi.
145. | KONICTUH NopoLLIOK AN 3eHTiBa, K.C. Yecbka MoBHWIA UMK [Oanisa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/15525/01/01
3EHTIBA PO3UKHY ANs iH'eKLiA Pecnybnika | BupobHuuTBa: Kcennia YropLmHa 3MiHu | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom

a60 iHgysi no 1
000 000 MO; 1 a6bo
10 cpnakoHis 3
MOPOLUKOM B
KapTOHHI naywi

dapmacbtoTikasic AnC,
[aHis; TecTyBaHHS:
Kcennia
dapwmacsktoTikanc J11a,
YropwmHa

BignoBigHOCTI/IE-cepTucpikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BiAMOBIAHOCTI ab60 BU/TyYEHHST cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BVIKOPWCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakoner) - OHOB/IeHWI
cepTudikaT Bif, y)Xe 3aTBepIAXXeHOro BUPO6HUKa
NoAaHHA OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
€Bponelicbkii papmakonei R1-CEP 2000-207 -
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Rev 06 (3aTBepmkeHo: R1-CEP 2000-207 - Rev
05) ana A®I konicTuMeTaTy HaTpito, CTepUbHUIA
Bifl y)Ke 3aTBeppKkeHoro BupobHuka Xellia
Pharmaceuticals ApS, AaHis.
146. | KOHTPON®/T | po3uunH ANs iH'eKLiiA, TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/19023/01/01
EKC 2 mr/Mn, no 2 mn B "MIKPOXIM" "MIKPOXIM", YkpaiHa 3MiHn | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom niosnsea
amnynax; no 5 (BignoBiganbHuii 3a Ta chapmakoHarnsgy. 3MiHu y KOpoTkili €
amnyn y énictepi; no BUMYCK cepii, He XapakTepucTuL NikapcbKoro 3acoby, TekcTi
1 a6o 2 6nictepu y BK/IHOYAOYMN MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
nauuj 3 KapToHy KOHTpO/b/BUNpoOyBaH 3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
HA cepii; puanyHa NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
ajpeca Ta BMpO6HMya 3MiHM Ha pethepeHTHW npenapaT (3MiHa He
AiNbHNLA); noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
BiAnoBiganbHMiA 3a naHnx) 3MiHM BHECEHO A0 IHCTPYKLUi Ans
BMPOBHMLTBO Ta MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
KOHTpO/b/BUNpoOyBaH po3ginu "lMNpotunokasaHHsA", "OcobmBocTi
HSA cepil, He 3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog,
BK/1HOHA0UN BUMYCK BariTHoCTi abo rogysaHHs rpyaat”, "Mo6iyHi
cepii: peakujii* 3rigHo 3 iHhopMmaLji€eto Woa0 MeguyHoro
AT "Tannycapm", 3acTocyBaHHA peepeHTHOro NikapcbKoro 3acoby
Ykpaina Muscoril, solution for injection, 4 mg/2 ml).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
147. | KO- Tabnetku, 4 mr/1,25 MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/17442/01/01
MPEHENIA® Mr; no 10 Tabnetok "KuiBmegnp "KuiBmegnpenapat"”, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
y 6nictepi; no 3 enapar" Ykpaina HalilMeHyBaHHs Ta/abo agpecu micus

6nicTepu y nauui

(BMPOGHMLTBO 3
npoaykuii in bulk
ipMn-BrpobHUKa
ATtnanTik ®apma
Mpopycbiioc
dapmacsioTikac C.A.,
MopTyranis a6o
MegiHdbap
MaHydaktypiHr C.A.,
MopTyranis)

NpOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIoYatoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpPTEp, HE BK/IKOYAKYM BUMYCK Cepild).

3miHa Ha3BuM Ta agpecu BUpobHuka in bulk
ATnaHTik ®apma - MNpopyckitoc apmackloTikac,
C.A., y 3B'AA3Ky i3 NpYBEAEHHAM [0 OHOBJ/IEHOT
niueHsii Ha BUpobHMLTBO. BrpobHuya AinbHuus Ta
BCi BUPOOHMYI onepawii 3anuwaiTbes
He3MiHHUMU. BBeieHHA 3MiH NpoTArom 9-Tn
MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, BK/OYAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NpoBefleHHA KOHTPOSIIO AKOCTI. (ZisNbHICTDb,
3a Ky Bignosigae BMpo6HUK/iMnopTep, He
BK/IO4Al0UM BMMNYCK cepiid). 3MiHa Ha3BM Ta agpecu
BMpo6HUKa in bulk ®apmanabop MpogyToc
dapmacbroTikoc C.A., MNopTyranis, y 3B'A3Ky i3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nNpuBEAEHHSAM 40 OHOBJ/IEHOI MiLEH3IT Ha
BMPOGHMLTBO. BMpo6HUMYa AinbHUUA Ta BCi
BMPOGHUWUYI onepauii 3a/IMLanTbCsa HE3MIHHUMMU.
BBefeHHs 3MiH NpoTarom 9-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOJI0 AKOCTi FOTOBOTO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, LLO
BiANOBIAAa€e 3a BBE3€EHHS Ta/abo Bunyck cepii) - He
BK/TIOHAI0UN KOHTPO/Ib/BUNPOOYBaHHSA cepil.
[JopnasaHHA dyHKLii BUNYycK cepil in bulk gns Bxe
3aTBEPAKEHOro BUpobHuka dapmanabop
Mpoaytoc ®apmacstoTikoc C.A., BIANOBIAA/ILHOIO
3a BUPOGHMLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTposb cepii in bulk. 3miHn BHeceHo
B TEKCT MapKyBaHHS YNakoBKU NiKapCbKoro 3acoby
o040 AofaBaHHs BUPOGHUKa «MegiHdap
ManydhakTypiHr C.A.», MopTyranis (nonepegHe
HalimeHyBaHHs ®apmanabop MpoayToc
dapmacbtoTikoc C.A., MopTyranis), Wo Bignosigae
3a Bunyck cepii in bulk. BBeAeHHS 3MiH NPOTArom
9-Tn MicsaUIB Nicns 3aTBEPKEHHS

148.

KO-
NPEHENIA®

Tabnetkn, 8 mr/2,5
mr; no 10 TabneTok
y 6nictepi; no 3
6nicTepy y nauui

MAT
"Kuismegnp
enapar”

Ykpaina

NnAT
"Knismegnpenapar”,
YKpaiHa
(BMPOGHMLTBO 3
npoaykuii in bulk
ipMn-B1pobHUKa
ATnaHTiKk ®apma
Mpopycbiioc
dapmacoloTikac C.A.,
MopTyranis a6o
MegiHdap
MaHydakTypiHr C.A.,
MopTyranis)

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBsigae
BMPOGHMK/IMNOpPTEp, HEe BK/IKOYaKUM BUMYCK Cepild).

3miHa Ha3BuM Ta agpecu BupobHuka in bulk
ATnaHTik ®apma - MNpopycbkitoc apmackloTikac,
C.A., y 3B'A3Ky i3 NpYBEAEHHAM [0 OHOBJ/IEHOT
niueHsii Ha BMpobHMLTBO. BrpobHuya AinbHuus Ta
BCi BUPOOHMYI onepawii 3anuwaiTbes
He3MiHHMMW. BBeAeHHS1 3MiH NpoTsArom 9-tu
MicsLiB NicnsA 3aTBepAKEHHS. 3MiHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BK/0YAKYM AiNbHNLi BUNYCKY cepii abo
MicLie NpoBefileHHA KOHTPOSIIO AKOCTI. (ZisNbHICTDb,
3a Ky Bignosigae BMpo6HUK/iMnopTep, He
BK/IO4Al0UM BMMYCK cepiid). 3MiHa Ha3BM Ta agpecu
BMpo6HUKa in bulk ®apmanabop MpogyToc
PapmacsbtoTikoc C.A., MNopTyranis, y 38'A3Ky i3

3a
peyerimom

UA/17442/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nNpuBEAEHHSAM 40 OHOBJ/IEHOI MiLEH3IT Ha
BMPOGHMLTBO. BMpo6HUMYa AinbHUUA Ta BCi
BMPOGHUWUYI onepauii 3a/IMLanTbCsa HE3MIHHUMMU.
BBefeHHs 3MiH NpoTarom 9-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOJI0 AKOCTi FOTOBOTO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, LLO
BiANOBIAAa€e 3a BBE3€EHHS Ta/abo Bunyck cepii) - He
BK/TIOHAI0UN KOHTPO/Ib/BUNPOOYBaHHSA cepil.
[JopnasaHHA dyHKLii BUNYycK cepil in bulk gns Bxe
3aTBEPAKEHOro BUpobHuka dapmanabop
Mpoaytoc ®apmacstoTikoc C.A., BIANOBIAA/ILHOIO
3a BUPOGHMLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTposb cepii in bulk. 3miHn BHeceHo
B TEKCT MapKyBaHHS YNakoBKU NiKapCbKoro 3acoby
o040 AofaBaHHs BUPOGHUKa «MegiHdap
ManydhakTypiHr C.A.», MopTyranis (nonepegHe
HalimeHyBaHHs ®apmanabop MpoayToc
dapmacbtoTikoc C.A., MopTyranis), Wo Bignosigae
3a Bunyck cepii in bulk. BBeAeHHS 3MiH NPOTArom
9-Tn MicsaUIB Nicns 3aTBEPKEHHS

149.

KOPBITONI®
100

Tabnetkv no 100 wmr;
no 10 Tabnetok y
6nictepi; no 3 abo 5
6nictepiB y
KapTOHHIli KopoobLi

BEP/IH-
XEMI Al

HimeuunHa

Brpo6HuK, Lo
BUKOHY€E BMPOOHWLTBO
npenaparty "in bulk",
KOHTpPONb cepii:
BEPNIH-XEMI AT,
HimeuunHa,
Brpo6HuK, Lo
BUKOHYE KiHL|eBe
nakyBaHHs: MeHapiHi-
®oH XengeH MvbX,
HimeyumnHa;
BUpO6HMK, L0
BMKOHYE KiHLEBE
nakyBaHHs!, KOHTPO/Tb
Ta BUNycK cepi:
BEP/IH-XEMI AT,
HimeyunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. BunyueHHs
BUPOGBHMYOT AiNbHULL (BKNHOYAOUN AiNbHULI AN1A
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
NiKapCcbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOBHMKa, BiNOBILaIbHOrO 3a
BWMYCK CEPiid, MicLie NPOBELEHHS KOHTPOIO cepii)
ab0o noctavasnibHVKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHYU (AKLLO
3a3HayeHo y A0CbE) - BUTYYEHHS BUPOOGHNYOT
OinbHUUi ana A®l (meTonponon TapTpaT), a came
ninbHUUi "TEVA Pharmaceutical Industries LTD".
3anvwaeTbcs 3aTBeEpAKeHa BUPO6HMYA AiNbHULA
ana A®l (vetonponon Taptpar) - Microsin S.R.L.,
PymyHis. 3miHu | TUny - 3MiHK Woa0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM). 3MiHN BHECEHO A0 po3giny "OcobnmnsocTi
3acTocyBaHHA" IHCTPYKLT ANnA MeAu4HOoro
3acTOCyBaHHS NikapcbKoro 3acoby Lwo40 6e3nekn
[O0MOMIKHOT peqoBVHN. BBeAEHHS 3MiH NPOTArom
6-TU MicsAUIB Nicns 3aTBEPKEHHS

3a
peyerimom

He
nionsiea
€

UA/3124/01/01

150.

KOPBITONI®
50

Tabnetkun no 50 wmr;
no 10 Tabnetok y
6nictepi; no 3 abo 5
6nicTepiB y

BEP/IH-
XEMI Al

HimeyunHa

Bupo6HuK, Lo
BUKOHY€E BUPOOHMLTBO
npenaparty "in bulk",
KOHTpPO/b cepii:

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AiNbHULI (BKNHOYAOUN AiNbHULI ANS
A®l, NpomiXXHOro NpoAyKTy abo rotToBoro

3a
peyerimom

He
nionsiea
€

UA/3124/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHIli KopoobLi BEP/IH-XEMI AT, NiKapCbKOro 3acoby, AibHULL AN NPOBEAEHHS
HimeyumnHa; nakyBaHHs1, BUPOOGHMKa, BigNOBIAAIbHOMO 3a
Bupo6HuK, Lo BUMYCK Cepili, MicLle NPOBefEeHHA KOHTPOSIIO cepii)
BMKOHYE KiHL,EBE abo nocrtavasnibHVKa BUXIQHOrO MaTepiasty,
nakyBaHHs: MeHapiHi- peareHTy ab0 [ONOMiXHOI peYOBUHU (AKLLO
®oH XeiigeH M6X, 3a3HayeHo y [0CbE) - BUTYYEHHS BUPOOGHMNYOT
HimeuumnHa; OinbHUUi ana A®l (meTonponon TapTpar), a came
Bupo6HuK, Lo ninbHUUi "TEVA Pharmaceutical Industries LTD".
BMKOHYE KiHLEeBE 3anvwaeTbcs 3aTBepAKeHa BUPO6HMYa AinbHULA
nakyBaHHs1, KOHTPOJ1b ana A®l (vetonponon Taptpar) - Microsin S.R.L.,
Ta BUNycK cepi: PymyHis. 3miHu | TUny - 3MiHK Woa0
BEPIIH-XEMI AT, 6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
HimeuunHa 3MiHM). 3MiHM BHECEHO A0 po3giny "OcobnmnsocTi
3acTocyBaHHA" IHCTPYKLii ANna Meau4Horo
3acTOCyBaHHSA NikapcbKoro 3acoby Lwono 6esnekn
[O0MOMDKHOT pe4oBVHN. BBEAEHHS 3MiH NpoTArom
6-TU MicsAUIB Nicnsa 3aTBEPKEHHS
151. | KOPOAPOH® | po3uunH Ans iH'ekuii, TOB YkpaiHa Brpo6HMLTBO, PpaHuia/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/3683/01/01
50 mr/mn; Ne 6: no 3 "CaHodi- nepBUHHE NakyBaHHS, ITanisa 3miHu | TUNYy - 3miHu 3 sKocTi. CepTudikar peyenmom
M1 B amnyni; no 6 ABEHTIC BTOPVHHE NakKyBaHHS, BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
amnyn B NoniMepHUX Ykpaina" MapKyBaHHs, €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
YyapyHkax y aHaniTn4He HOBOro abo OHOBMIEHOro cepTudikaTa
KapTOHHIlA KopooLi BMNPOBYBaHHA Ta BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BUMYCK Cepii: BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
CaHodpi BiHTpon A®I; ons BMXigHOro
IHaacTpia, PpaHLis; mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
Brpo6HMLTBO, BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
nepBUHHE NakyBaHHS, [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
BTOPUHHE MaKyBaHHS, €Bponelicbkiin hapmakoner) - OHOBIEHWIA
MapKyBaHHs, cepTuddikaT Bif y)Xe 3aTBEPIXEHOr0 BUPOOHUKA -
aHaniTn4He nopaHHs oHoeneHoro Ceptudcpikata CEP 2009-
BMNPOBYBaHHA Ta 031-Rev 03 ana A®I AmiogapoHy rigpoxnopuz, Big,
BMNYCK Cepiit: BXe 3aTBEP)KEHOr0 BUPOOHMKA, L0 3MIHVB Ha3By
CAHO®I C.P.11,, 3 SANOFI CHIMIE, France Ha SANOFI
ITania WINTHROP INDUSTRIE, France. 3aTBepaXeHo:
R1-CEP 2009-031-Rev 02, 3anponoHosaHo: CEP
2009-031-Rev 03
152. | KCAHTUHO/ | po34unH ANs iH'eKuii, NAT Ykpaina MAT "Tanuucapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/4963/01/01
Yy 150 mr/mn; no 2 mn "Tannucapm 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
HIKOTUHAT B amnyni; no 10 " HaliMeHyBaHHs Ta/abo agpecu micus

amnysn y KOHTYPHiiA
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIit
YapyHKOBIli ynakoBLyi
B Maui; no 2 Mn B
amnyni, no 10
amnyn y kopobui

NPOBaPKEHHS AiSSIbHOCTI BUPOBHMKA (BKIHOYAOUN,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPOTHO
SKOCTi), ab0 BNacHvKa macTtep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
3aCTOCOBYOTbCA Y BUPO6HULTBI ADI (SKLL0
3a3HayeHo y [0ChbE Ha NikapcbKuii 3acib) 3a
BiACYTHOCTI cepTudikarta BifgnoBigHOCTi
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
€Bponeiicbkilii hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT LOMOMIKHOT
PEeYOBUHM (SKLLLO 3a3HAYEHO Y A0CLE) - 3MiHa
afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPO6HUKa AD| KCaHTUHONY HiKOTUHAT
3aTtBepmkeHo: Lvyuan Road, Shanghe Economic
Development Zone 251601 Shandong, Jinan,
Shanghe, China 3anponoHoBaHo: Keyuan Street,
Shandong Shanghe Economic Development Zone
Shandong, Jinan, Shanghe, China,
Micue3HaxokeHH BUPOBHNYOI AiNbHULi Ta BCi
BMPO6HUUI onepauii 3a/IMLIaTbCs HE3MIHHUMMU.
153. | KCAHTUHOM | po3uunH ANs iH'eKu;ii, MAT YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/4963/01/01
y 150 mr/mnno 2 mn B | "lanuudapm 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom
HIKOTUHAT amnyni; no 10 " 3aci6. KOHTpO/ib AONOMDKHUX PeYOBUH. 3MiHa
ammnyn y KOHTYpPHIiA napameTpiB cneuudikauiii Ta/abo JonycTUMnX
YapyHKOBIl MeX A/151 AOMOMDKHOI peqOBUHM (IHLWI 3MiHK) -
ynakosui; no 1 CynyTHS 3MiHa - 3MiHK 3 AKOCTi. [oTOBWIA
KOHTYPHIi nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH.
YapyHKOBIli ynakoBLj 3MiHa y MeToZiax BUNPO6YyBaHHSA AOMOMIKHOI
B nauuj; no 2 mn B peyoBuHM (iHLWI 3MiHM y MeToAax BUNpPobyBaHHSA
amnyni, o 10 (BrtOYatouM 3amiHy abo JoAaBaHHs)) -
amnyn y kopoobui MpuBeaeHHs cneumaikayii Ta MeToAiB KOHTPOSIO
[OMNOMDKHOT peyoBMHY Boga ans iH'ekuii o sumor
MoHorpadii E®, a came: BUTyHYeHO MOKa3HMK
«HiTpaTn»; 4OAAHO MOCKIaHHSA Ha Le OAWH MeTog,
KOHTPO/I0 3a NOKa3HUKOM «bakTepianbHi
€HJOTOKCUHM» (EP 2.6.32); 3a NOKa3HUKOM
«MuToma eneKkTponpoBiAHICTb» Ta NOKA3HUKOM
«MIKpO6IONONYHNI MOHITOPUHT», 3MIHEHO
nocunaHHsA Ha MeToan KOHTposito (MoHorpadis EP
«Water for injections in bulk (0169)»)
154. | KCEN/IIOH® cycneHsia gns TOB Ykpaina AHCCeH Benbrisi/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13547/01/01
IH'EKU "[I>KOHCOH i PapmaLnesTuka HB, LLiBeiiuapis 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii peyenmom
NPOIOHIOBaHOI Ajl, LbKOHCOH Benbrisi; Cinar Arl, 3aci6. KoHTpOosib rOTOBOro Nikapcbkoro 3acoby
100 mr/mn; no 0,5 Ykpaina" LLisefiuapis (iHWi 3MmiHW). OHOBNEHHSA BXe 3aTBEPKEHNX

mn, abo 0,75 mn,
a6o 1,0 mn, a6o 1,5
M1y nonepeaHbLo
HarnoBHEHOMY
wnpwyj; no 1
LwnpuLy i 2 ronkamm
ans
BHYTPILLHLOM'A30BM
X IH'EKUIN Y
KapTOHHIli KopoobLi

MeTOoZiB KOHTPOsItO AKOCTi /13, a came
BUKaEHHS TEKCTY [ilepXXaBHO MOBOIO 3riHO
cy4acHux BMMOTr. TakoX BHECEHHS pedaKkLiiHMX

NnpaBoK, YTOYHEHb Ta MNOSICHEHb A0 TekcTy MKA 13
y BignosigHocTi go po3sginis 3.2.P.5.1.
Cneuucpikauis, 3.2.P.5.2. AHaniTnyHi metoavkm Ta
Aitoyoro PeecTpauiiHoro nocBig4eHHs (TUTynbHa
cTopiHka MKA 13 npuBefeHa y BignoBiagHICTb).
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM). BHEeCceHHs 3MiH A0 po3giny «MapKyBaHHs»
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
MKA N13. 3aTBepmxeHo: MapkyBaHHSA. JogaeTtbes.
3anponoHoBaHo: MapkyBaHHS. BiagnosigHo Ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHU
BHECEHO B TEKCT MapKyBaHHS NePBUHHOT yNaKkoBKu
(NyHKTK 1, 6) Ta BTOPUHHOI YNakoBKu (NMyHKT 17)
NiKapCcbKOro 3acoby, TakoX BHECEHO pefaKLiliHi
npaBKy y TEKCT MapKyBaHHS YMakoBKW NiKkapCbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepKEHHS.
155. | KCUNOCHPE | cnpeii Ha3abHWA, TOB YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/19065/01/02
n 1,0 mr/mn, no 10 mn "APTEPIYM 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peyenma
y dhnakoHi 3 nta" Ta thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO
Hacocom [03aTopoM y TEKCT MapKyBaHHs NepBUHHOI (M. 6) Ta
i3 po3nunoBayem; BTOPUHHOI (. 8, 9, 17) ynakoBKv NikapCbKOro
no 1 dpnakony B 3acoby. BBefeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nayui nicsis 3aTBepAKEeHHs
156. | KCOCIMATA TabneTtku, BKPUTI Actennac Higepnavan | nepBuHHe nakyBaHHsA, | HigepnaHau BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/20118/01/01
N/1iBKOBOIO dapma BTOPVHHE NakKyBaHHS, / AnoHis 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
o6onoHkoto no 40 tOpon B.B. KOHTPO/b SIKOCTI, 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
Mmr; no 21 Taébnetui, BMNYCK cepil: npugatHocTi abo ymoBax 36epiraHHsi rOTOBOro
BKPUTIli N/1IBKOBOIO [endapm Mennen nikapcbKoro 3acoby (iHLi 3MiHN). 36iNbLUeHHS
060/10HKOI0, Y B.B., HigepnaHau; yacy 36epiraHHs bulk Ha /13 3 18 micsauiB Ha 30
6nictepi; no 4 BMPO6HULTBO bulk: MiCALB HAa OCHOBI OTPUMaHNX NO3UTUBHUX JaHUX
6nictepu B Actennac ®apma [Hk. o040 gocnimpkeHHs ctabinbHocTi bulk Ha 36
KapTOHHIli KopoobLi A3y TexHonoaxi MicALiB.
LleHTp, AnoHis
157. | NIEBOKCUME | po3uvH gns iHdysiid, TOB Ykpaina yopng MEANLUMH TypeyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/14634/01/01
a 500 mr/100 mn; no "YOPNA INAY CAH. BE TIK. 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenmom niosnsza
100 mn y chnakoHi; MEAMLUNH" A.LL. Ta thapmakoHarnsgy. 3MiHa y KopoTkii €

no 1 chrakoHy y
KapTOHHIlA KopoobLi

XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs! Ta IHCTPYKLUIiT A8 MeANYHOro
3acToCcyBaHHs Ha MifcTasi perynspHo
OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3neku NiKapCbKoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nic/isspeecTpaviitHuii nepios,
ab0 siK pe3ybTar OLUiHKN 3BiTY 3 AOCNIAKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHnx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHVM YNOBHOB&XXEHNM OpraHoM). 3MiHu
BHECEHO [0 iHCTPYKLii 415 MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby y po3ginm
"Oco6nmBoCTi 3acTocyBaHHA", "Mepeao3yBaHHA",
"Mo6iuHi peakuii” BiAMNOBIAHO 4O OHOBMEHOI
iHcbopMmawii 3 6e3nekun 4ityoi pevoBUHN.
BBegeHHS 3MiH NpOTSArom 6-Tu MicALiB nicas
3aTBEPKEHHS. - 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpOTKiil XapaKTepucTuLi Nikapcbkoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiAcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpaviitHuii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMOBIAHO A0 NiaHy negiaTpudHnX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVUM YNOBHOB&XXEHVM OpraHoM). 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawuii 3 6e3neku Ajto4oi pevyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS

158.

NEBOKCVIME
i}

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, N0 500
Mr no 7 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

TOB
"YOPN[,
MELMLINH"

YkpaiHa

YOPNA, MEANLH
INIAY CAH. BE TILX.
AL

TypeuunHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3aim
"Oco6nmBocTi 3acTocyBaHHA", "lMepeno3yBaHHS",
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHchopmauii 3 6e3neku Ajr4oi peyoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. - 3MiHM | TUny - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3acToCyBaHHA Ha MiAcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnifxkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gin

3a
peyenmom

He
nionsiea
€

UA/12659/01/01




104

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHbopMmauii 3 6e3nekun Ait4oi pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

159.

NEBOMAK
750

TabneTku, BKPUTI
N/1iBKOBOIO
o060n0Hkoto, no 750
Mr; no 10 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBLy;
no 10 TabneTtok y
6nicTepi; no 10
6nictepiB y
KapTOHHI/ ynakosL,i

Makneogc
dapmacboT
nkasc
NimiTen

IHais

Makneoac
PapmacboTrKanc
Nimiten

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVUM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3acToCyBaHHS NiKapcbKoro 3acoby y po3aiu
"Oco6nmBoCTi 3acTocyBaHHA", "Mepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawuii 3 6e3nekn Ajto4oi pevyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS - 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLi NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVNM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHchopmauii 3 6e3neku Ajr4oi peyoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

Ne 10 - 3a
peyenmom
Ne 100 — 8
ymoBax
cmavyioHapy

He
niosnsea
€

UA/15561/01/01

160.

NEBOMIH®
30

TabneTkn, BKPUTI
nNiBKOBOKO
06010HKO10, Nno 0,03
mr/0,15 mr no 21
Tabnetui y 6nictepi;
no 1 a6o no 3, abo
no 6 6nictepis y

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBoro abo OHOB/IeHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANoBigHOCTI E€Bponeiichbkili hapmakonei: ans

3a
peyerimom

UA/16583/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHIli KopoobLi A®l; gns BuxigHOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepAXEHOro BUPOOHUKA
nogaHHa oHosneHoi Bepcii CEP Levonorgestrel 3
R1-CEP 2003-127-Rev 02 Ha CEP 2003-127 - Rev
03 Big BMpo6HUKa Industriale Chimica S.R.L.
Saronno IT
161. | NIEBO®/IOL, TabneTku, BKPUTI TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/2397/01/01
NH 250 nAiBKOBOO "ACIHO 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom niosnsea
o060n0Hkoto, no 250 YKPATHA" Ta chapmakoHarnsgy. 3mMiHu y KopoTkili €

Mr, no 5 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHI nauwi

XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHux/6ionogioHMx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pethepeHTHWI npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
naHnx) 3MiHM BHECEHO A0 IHCTPYKLUi Ans
MEeANYHOro 3acTOCyBaHHSA NiKapCcbKoro 3acoby y
po3gainy "dapmakonoriyHi BNactTueocTi",
"MokasaHHs" (pegarysaHHs), "B3aemogis 3 iHWnMun
nikapcbkvMmn 3acobamu Ta iHWi BUAn B3aemogii',
"Oco6nMBOCTI 3acTocyBaHHS", "3aaTHICTb
BM/IMBATW Ha LWBMAKICTb peakLii npy KepyBaHHI
aBTOTPaAHCMOPTOM ab60 iHWKMMK MexaHi3mamn',
"Cnocib 3acTtocyBaHHs Ta go3u”, "Oitn"
(yTouHeHHs), "MepenosyBaHHs", "Mo6IYHI peakuii”
3rigHO 3 iHhopMaLiEelo Woh0 MeanyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(Tavanic®, film coated tablets, 500 mg) (eCTD
Bepcis 0003). 3miHn | TMny - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLi NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEeHTHUM YMOBHOBaXEHUM OpraHom) 3MiHu
BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHchbopmauii 3 6e3nekm gjtoyoi pevosuHn (eCTD
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Bepcia 0003).

162.

NEBO®J10L,
MH 500

TabneTku, BKPUTI
nAiBKOBOO
o6onoHkoto, no 500
mr, no 5 a6o 10
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHI naywi

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pecthepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
naHnx) 3MiHM BHECEHO A0 IHCTPYKLUi Ans
MEeAMYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby y
po3ainu "dapmakonoriyHi BnactTueocTi",
"MokasaHHs" (pegaryBaHHs), "B3aemogis 3 iHWnMun
nikapcbkvMKn 3acobamu Ta iHWi BUAn B3aemogii',
"Ocob6nMBOCTI 3acTocyBaHHS", "3aaTHiCTb
BM/IMBATU Ha LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCMOPTOM ab0 iHWKMMK MexaHiamamn',
"Cnocib 3acTtocyBaHHs Ta go3u”, "fitn"
(yTouHeHHs), "MepenosyBaHHs", "Mo6IYHI peakuii”
3rigHO 3 iHhopMaLiEelo Woh0 MeanyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(Tavanic®, film coated tablets, 500 mg) (eCTD
Bepcis 0003). 3miHn | Trny - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLi NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETeHTHUM YMOBHOBaXEHUM OpraHom) 3MiHu
BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHchbopmav,ii 3 6esnekm gjtoyoi pevosuHn (eCTD
Bepcia 0003).

3a
peyenmom

He
niosnsea
€

UA/2397/01/02

163.

NEKALON
XOT

MOPOLLIOK A1si
OP&/TbHOTO PO3UNHY
500 mr/12,2 mr, no
2,5 1 nopoLuky Ana
OP&/TbHOTO PO3UNHY
B calue, no 10 a6o
20 cawe B
KapTOHHIV Kopobui

CaHpo3
dapmacbHoTi
Kans g.4.

CnoBeHisa

[103BiN Ha BUMNYCK
cepii: Cantotac
dapma N'v6X,
HimeuuunHa;
BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
XEPMEC ®apma
lec.m.6.X., ABCTpis

Himeuumnna/
ABcTpis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHeCeHOo

B TEKCT MapKyBaHHS1 BTOPMHHOT yNakoBKM
NiKkapcbKoro 3acoby y nyHktn 8, 11, 12, 14, 17 Ta B
TEKCT MapKyBaHHS1 NEPBUHHOT YNaKOBKW Y MyHKTU

3, 4, 6. BBeieHHs 3MiH NPOTArom 6-Tv MicsiLiB

nicns 3aTBepipkKeHHs

6e3
peyenma

UA/19718/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
164. | NIEKAQON MOPOLLIOK ANs CaHpo3 CnoBeHis [03BiN Ha BUMYCK HimeuunHa/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/19631/01/01
XOT MAKC OPa/IbHOIO PO3UnHy, | PapmacbioTi cepii: Cantotac ABCTpiIs 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peyenma
1000 mr/12,2 mr, no Kans3 g.n. dapma N'vbX, Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
10 cawe, wo HimeyuunHa; B TEKCT MapKyBaHHA BTOPUHHOT yNakoBKN
MicTuTb 5,150 r BMPOBHULTBO 3a nikapcbKoro 3acoby y nyHktu 8, 11, 12, 17 Ta B
MOPOLLKY NS NOBHUM LKOM: TEKCT MapKyBaHHS NEPBUHHOT YNaKoBKN Y NYyHKTK
OPa/ILHOIO PO34NHY, XEPMEC ®apma 3, 4, 6 BBefieHHs1 3MiH NPOTArom 6-Tn MicALiB
B KapTOHHIi Kopo6Lyi lec.m.6.X., ABCTpig nicnsa 3aTBepAXeHHs
165. | IEPKAMEH® | Tabnetku, BKpUTI MeHapiHi TNMokcembypr PekopgarTi IHgycTpia ITanisa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/13569/01/02
AN® 20/20 MN/1iBKOBOIO IHTEpHeLLoH Kimika e 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom nionsiea
060/10HKO10, 20 an dapmadeyTtuka C.n.A. Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO €
mr/20 mr no 14 OnepenwoH B IHCTPYKL,iIO A5 MeANYHOro 3acTOCyBaHHS
TabneTok, BKpUTMX c nikapcbKoro 3acoby, a caMe BU/Ty4YeHO po3ginu
NAiBKOBOO IMokcembypr "MoBHOBaXHWIA NpeACTaBHUK",
060/10HKOI0, Y C.A. "Micue3HaxomkeHHs npeAcTaBHMKA" Ta Ak
6nicTepi; no 2 HacnioK BUTyYEHO 3 TEKCTY MapKyBaHHS
6nictepu B ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
KapTOHHIV Kopobui NpPOTAroM 6-TM MiCALIB MiCNA 3aTBEPKEHHS
166. | IETPO30I/1- TabneTku, BKpUTI TOB «TeBa Ykpaina BMPOGHMLITBO, I3painb/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/13315/01/01
TEBA NAiBKOBOO YKpaiHa» nepBuHHE Ta YropLmHa 3MiHu | TUny - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI. peyenmom
060n0HKO0, 2,5 Mr BTOPVHHE NakKyBaHHS, 3miHa y meTodax BunpobysaHHs A®| abo
no 10 Tabnetok y KOHTPO/b AIKOCTI, BUXiZAHOrO MaTepiany/npomiKHOro
6nictepi; no 3 BWMYCK cepiii: TeBa NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
6nicTepu y kopobui dapmaueBTikan npoueci BupobHuutea APl (He3HauHi 3MiHW y
IHgacTpi3 /T4, 3aTBEPMKEHNX METOAaX BUNPOGYBaHHS) -
13painb; nepsuHHe Ta HesHauHi 3MiHn A0 MeToAMKM BUNPOGYBaHHSA A5
BTOPUHHE NakyBaHHA, BM3HAYEHHS PO3Mipy YacTOK METOAOM la3epHoil
KOHTPO/b SIKOCTI, andopakuii y 3B'A3Ky i3 BBEJEHHSIM HOBOro
BUMNYCK cepiii: AT npunagy Mastersizer 3000
dapmaueBTUYHNI
3aBof TeBa,
YropLlimHa
167. | NIBOMAK 600 | TabneTku, BKpUTI Makneogc IHgis Makneogc IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9086/01/01
NAiBKOBOO dapmacboT dapmacbloTrKanc 3MiHu | TUNY - 3MiHK 3 SIKOCTi. [OTOBWIA NikapCbKMii peyenmom
06010HKOI0 No 600 nkasnc Nimiten 3aci6. KOHTposib roToBOro MikapcbKoro 3acoby.
Mr; Mo 4 TabneTkn y NimiTeq 3MiHa napameTpiB cneundikaiii Ta/abo
cTpwni; no 1 ctpuny [0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
Y KapTOHHilA (IHWi 3MiHK) BBEAEHHA NEPIOANYHOCTI TECTYBaHHSA
ynakosui; no 10 nokasHuka «MikpobiofnioriyHa umctoTa», a came:
TabneTok y cTpuni; TECT He € PYTUHHVM LLOAO KPUTEPIto BUMYCKY
no 1 a6o 6, a6o 10 napTii. BunpobysaHHA NPOBOANTY Ha NepLunX
CTPUMIB Yy KAPTOHHIl TPbOX BaUlifauinHMX NapTisix, @ NOTiM Ha NepLUii i
ynakoBLi KOXHI AecATiil napTiaxX NpoTAroM PokKy.
168. | NIM®OMIO3 PO3YMH ANS iH'EKLiA, Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/2054/01/01
OT H IH'EKUT | no 1,1 mn B amnyni; Xaiinbmitte XavnbmitTens Xeenb 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom nionsiea
no 5 amnyny nb Xeenb veX Ha3BW JlikapCcbKOro 3acoby €
KOHTYpHIlA M6X 3MiHa Ha3BW NiKapCbKOro 3acoby: 3aTBEePKEHO:

YapyHKOBIW

NIM®OMIO30T H (LYMPHOMYOSOT® N)
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ynakosui; no 1 a6o 3anponoHosaHo: JIIM®OMIO3OT H IH'EKLLIT
no 2, a6o no 20 (LYMPHOMYOSOT® N INJECTIONS)
KOHTYPHUX BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
YapyHKOBUX 3arBepmKeHHs. 3MiHu | Tuny - 3MiHn Woao
yrnaxkoBOK B KOpooL, 6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3 KapToHYy 3MiHM) - OHOB/IEHHS TEKCTY MapKyBaHHS
NepBMHHOT ynakoBku (M. 3 i n. 4) Ta BTOPUHHOT
ynakoBKM NiKapcbkoro 3acoby (n. 8).
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPMKEHHS.
169. | NITPYNO Kancynu Teepai no Mdpaiizep CLWA BUNPOBYBaHHSA cuwA/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/20751/01/01
50 mr no 10 karncyn Eny.Ci.Mi. cTabinbHoCTI: HimeuunHa 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHWN. 3MiHa peyernmom
TBEpAMX y bnicTepi, Kopnopeiiw Mdpaiizep IHk., CLUA; HalilMeHyBaHHs Ta/abo agpecu micus
no 3 6nictepu y H BMPOBHULTBO, NPOBapPKEHHS AiS/IbHOCTI BUPOBGHMKA (BKIHOYAOUN,
KapTOHHIl KopoobLi TeCTyBaHHA npu 3a HeObXiAHOCTI, MiCLie NPOBEAEHHSA KOHTPO/TIO
BUWMYCKY, AKOCTi), abo BnacHvKa macTtep-ghaiina Ha A®l, abo
BUNPOBYBaHHSA nocravanbHuka Ad1/BuxigHOro
cTabinbHOCTI, marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
NepBUHHE | BTOPUHHE 3aCTOCOBYIOTbCH Y BUPO6HULTBI ADI (SKLL0
nakyBaHHs, 3a3Ha4YeHo y A0ChbE Ha NikapcbKuii 3acib) 3a
MapKyBaHHs, BUMYCK BiACYTHOCTI cepTudikara BifnoBigHOCTI
cepii: MNdpaiizep €Bponeiicbkili hapmakonei y 3aTBepakeHoMy
MeHtodek4ypuHr nocbe, abo BUPOOHMKA HOBOI LONMOMIXHOT
Jonuneng Mm6X, PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - 3MiHa
HimeuunHa agpecy BUpoGHYMKa BUXigHOT cMpoBMHK Aragen
Life Sciences Limited, L0 3acTOCOBY€ETLCA Y
BMPOGHMLTBI A®I, a came 2,4-anxnop-7H-nipono
(2,3-d) nipumiguHy (Suppliers of PF-02150736).
Micue3HaxokeHH BUPOBHNYOI AiNbHULi Ta BCi
BMPO6GHUYI onepauii 3a/MwalTbCs HE3MIHHUMU
170. | NO3APTAH TabneTku, BKpUTI TOB «TeBa Ykpaina AT dapmaueBTUYHNI YropwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a He UA/16519/01/02
MMKOC-TEBA | nniBKOBOK YkpaiHa» 3aBop TeBa , IcnaHis 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom nionsea
06010HkKot0, Mo 100 YropwmHa; Tesa Ta chapmakoHarnsgy. 3miHa y KopoTkili €

mr/25 mr, no 10
Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHIli KopoobLi

$apma C.J1.Y., IcnaHis

XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCyBaHHS Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3MneKn NiKapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviitHuii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigxeHb (PIP) (iHwi 3MiHW) - 3MiHN BHECEHO A0
IHCTPYKUIi 418 MeANYHOro 3acTOCYBaHHSA
niKapcbKoro 3acoby y po3ainm "OcobamnBocTi
3acTocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
OHOB/IEHOI iHGhopMaLil 3 6e3nekn Aitoyoi
peyoBUHW. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicns 3aTBepipkKeHHs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
171. | NO3APTAH TabneTkun, BKpUTI TOB «TeBa YkpaiHa AT dapmaueBTUYHNI YropuwwHa/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/16519/01/01
MMKOC-TEBA | nniBKOBOK YkpaiHa» 3aBop TeBa , IcnaHis 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peyenmom nionsea
06010HKOt0 No 50 YropuvHa; TeBa Ta thapmakoHarnsgy. 3MiHa y KopoTkii €
mr/12,5 wr, no 10 ®apma C.J1.Y., IcnaHis XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
Tabnetok y 6nictepi; MapKyBaHHS Ta IHCTPYKLUiT 4518 MeAMYHOro
no 3 a6o no 6, abo 3acToCcyBaHHSA Ha MifcTasi perynspHo
no 9 6nictepiB y OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3neky NiKapCbKoro
KapTOHHIli KopooLi 3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicispeecTpawiiiinii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BITY 3 AOCNIIKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigkeHb (PIP) (iHwi 3MiHW) - 3MiHN BHECEHO [0
IHCTPYKUIi A1 MEANYHOrOo 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3aim "OcobnunBocCTi
3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn Aitoyoi
peyoBUHW. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsALUIB
nicns 3aTBepipkeHHs
172. | NOMEPAMIA- | Tabnetkv no 2 mr; TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/1674/01/01
3400POB'A no 10 TabneTtok y BO 3 06MEeXeHO 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peyenma
6nicTepi; no 1 abo OBMEXEH BiANOBIAANbHICTIO Ta thapmakoHarnagy (iHwi 3miHun)
no 2 6nictepu B (0]}6} "®GapmaueBTnyHa 3MiHU BHECEHO Y TEKCT MapKyBaHHS NepBUHHOT (1.
KapTOHHIlA KopooLi BIANOBIOA KoMnaHis "3gopos'a” 4,5, 6) Ta BTOpUHHOI (N. 1, 11, 17) ynakoBOK
NIBHICTHO niKapcbKoro 3acoby; a TakoX BUIy4YeHO
«KOPTOPA iHhopMaLito, 3a3HaYeHy poCifiCbKO MOBOLO;
uiA nepeHeceHo MiXXHapOAHi NO3HAYEHHS OANHULb
«30POB’A BMMIpIOBaHHS; BHECEHO HEe3HauHi pefakuiiHi
» npaBKu MO TEKCTY MapKyBaHHSA NepBUHHOI Ta
BTOPVHHOI YNaKOBOK JIiKapCbKOro 3acoby. TepMmiH
BBE/lEHHS 3MiH NMpOoTsAroM 6 micauis nicns
3aTBEPAKEHHS.
173. | nonrPiaAM Tabnetku 4 mr/1,25 3eHTiBAa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 0 peecTpayjiiiHux maTtepianis: 3a He UA/19970/01/01
mr/5 mr; no 15 Pecny6nika Pecny6nika 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom niosnsea
Tabnetok y 6nictepi, Ta chapmakoHarnsgy. 3miHa y KopoTkili €

no 2 abo 4 6nictepu
Y KapTOHHIil kopobu,i

XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
ab0 5K pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHDb,
npoBefeHNX BiAMOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVUM OpPraHom) - 3MiHu
BHECEHO B IHCTPYKLUit0 A1 MeAUYHOr0
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mepeno3yBaHHA" BiANOBIAHO A0 iHopmaLii
LoA0 6e3nekn 3acTOCyBaHHSA Ail0UYMX PEYOBUH
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

174.

3rigHo 3 pekomeHgauieto PRAC. BBefeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3miHa y KopoTkiii
XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTYy 3 6e3neKkn NikapCbKoro
3acoby, abo foc/iAKeHb 3 6e3Mnekn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpaviitHuii nepiog,
ab0 sK pe3ynbTar OLIHKN 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO A0 NaaHy negiaTpuydHnX
pocnigpkeHb (PIP) (iHwi 3MiHW) - 3MiHM BHECEHO B
IHCTpPYKLit0 418 MeANYHOro 3acTOCyBaHHA
NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HWMKM NiKapcbKMMK 3aco6amMu Ta iHLWi BUan
B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHSA",
"Mo6iyHi peakuii™ BiANOBIAHO A0 iHopMmaLi 3
6e3mekn 3acTocyBaHHS JliKkapCbKOro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

nocsBi0YeHHs

nonpePiaAM

Tabnetkun 8 mr/2,5
Mmr/5 mr; no 15
TabneTtok y 6nictepi,
no 2 a6o 4 6nictepu
Y KapTOHHili kopobLi

3eHTiBa, K.C.

Yecbka
Pecny6nika

3eHTiBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. (iHLWi 3MiHW) - BUNPaBAEHHS NOMUKN B
po3ainax focbe Ans fo3yBaHHA 8 mMr/2,5 mr/5 mr
AN YTOUHEHHS HanMcaHHs Konbopy TabneTok, 3
BignosigHumu 3miHamy B Cneuudikauiio MKA N3
(Ha MOMEHT BMNYCKy Ta MPOTArOM TepMiHy
nNpuAaTHOCTI) 3a NOKa3HUKOM «Onuc» 3MiHn
BHECEHO B IHCTPYKLIi0 A58 MeAnYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Nikapcbka hopmMa (OCHOBHI Di3UKO-XIMiYHi
BNACTMBOCTI)" WOAO onucy Tabnetkun ans
[03yBaHHA (8 Mr/2,5 Mr/5 mr). BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPAKEHHS.
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiAMNOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVNM OPraHom) - 3MiHu

BHECEHO B IHCTPYKLIi0 AN MeAnYHOro

3a
peyenmom

He
nionsiea
€

UA/19970/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

3acToCyBaHHA NikapcbKoro 3acoby A0 po3ainy
"Mepeno3yBaHHA" BiANOBIAHO A0 iHopmaLil
oo 6e3neky 3acToCyBaHHS Ail0UMX PEYOBUH
3rigHo 3 pekomeHgauieto PRAC. BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acoby, TeKcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo foc/igKeHb 3 6e3Mnekn 3acTOCyBaHHSA
nikapcbKoro 3acoby B Mic/iAspeecTpaviitHuii nepiog,
ab0 sK pe3ynbTar OLIHKN 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO A0 NaaHy negiaTpuyuHnX
pocnigpkeHb (PIP) (iHwi 3MiHW) - 3MiHM BHECEHO B
IHCTpPYKLUit0 418 MeANYHOro 3acTOCyBaHHA
NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HWMKM NiKapcbKMMK 3acobamMu Ta iHLWi BUan
B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHSA",
"Mo6iyHi peakuii™ BiANOBIAHO A0 iHopMmaLi 3
6e3mekn 3acTocyBaHHS JliKkapCbKOro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas

3aTBEPKEHHS.
175. | NonNPIAAM Tabnetkun 8 mr/2,5 3eHTiBa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/19970/01/03
Mr/10 mr; no 15 Pecny6nika Pecny6nika | 3MmiHu | TUNy - 3MiHK WoA0 6e3nekn/eddIeKTUBHOCTI peuenmom niosnsiz2a
TabneTtok y 6nictepi, Ta hapmakoHarnsgy. 3miHa y KopoTkii €
no 2 a6o 4 6nictepu XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
Y KapTOHHili kopobLi MapKyBaHHS Ta IHCTPYKLUiT 4519 MeAMYHOro

3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM OpPraHom) - 3MiHu
BHECEHO B IHCTPYKLi0 AN MeANYHOro
3aCcTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Mepeno3yBaHHa" BigMoBIAHO A0 iHhopmavi
o0 6e3neky 3acToCcyBaHHA AiloUnX PeHOBUH
3rigHo 3 pekomeHaauieto PRAC. BBeaeHHs 3MiH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCyBaHHA Ha NigcTasi perynsipHo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpawiiinii nepiog,

ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkeHb (PIP) (iHwi 3MiHW) - 3MiHN BHECEHO B
IHCTPYKLit0 4519 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby A0 po3zinis "B3aemogist 3
HLIMK NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHSA",
"Mo6ivHi peakui™ BignosigHo A0 iHdopMauji 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acooy.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns

3aTBEPKEHHS.

176.

MArHIKOP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0, N0 75
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
10 6nicTepiB y nauui

AT
"KUIBCbKW
%
BITAMIHHU
" 3ABOA"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHH1IN
3ABO"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3miHum).
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS MiKapcbKoro 3acoby Ao po3ginis
"Moka3aHHs" ( YTOYHEHO iHhopMaLito LWoao
3aCTOCYBaHHSA HU3bKUX 03 acnipuHy) Ta "Cnocio
3acTocyBaHHs Ta A03u" BignoBigHO A0 iHchopmavi
oo 6e3neku 3acToCcyBaHHS Ajit040i PEHOBUHM.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPMAKEHHSA. 3MiHK |l Tuny - 3MiHK WoAo
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
3MiHa y NnpaBOBOMY CTaTyCi /likapCbKOro 3acoby
(yci iHWi 3MiHM NpaBoOBOro cTaTycy). 3MiHn
BHECEHO B iHCTPYKLit0 415 MEAUYHOIO
3acTocyBaHHs A0 po3giny "Kateropis Bignycky"
(3aTBeppxeHo: bes peuenTa — 30 TabneTok. 3a
peuentom — 100 TabneTok; 3anponoHoBaHo: be3
peuenTa). BBefgeHHs 3MiH NpOTSArom 6-Tv Micsuis
nicns 3aTBepKeHHs

bes
peyenma

nionsiea
€

UA/11211/01/01

177.

MA/IbTO®DEP
®

Kpanni opanbHi, 50
mr/mn; no 30 mny
hNakoHi 3
KpanenbHuueto; no 1
ch1akoHy B
KapTOHHIli KopoobLi

Bidhop
(IHTepHewwH
n) IHK.

LLiBeiiuapis

Brvpo6HMuTBO
Hepo3dgracoBaHol
NPOAYKLUIT, KOHTPO/Ib
SAKOCTI, NepBUHHA Ta
BTOPWMHHA ynakoBKa:
KopgeH d®apma
$pibyp CA,
Llseiuapis;

BUPOGHMLTBO
Hepo3dghacoBaHol
NPOAYKLUIT, KOHTPO/Ib
SAKOCTI, NepBUHHA Ta
BTOpPWHHA ynakoBKa:

Lseiiuapis/
MopTtyranis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHWi
3aci6 (iHLWi 3MiHW). BHECEHHS YTOUHEHHSA [0
MaTepianis peecTpaLiiiHoro gocke (p. «YnakoBka»
MK$A /13), a caMme YTOUYHEHHS, Lo NepBUHHEe
nakyBaHHS MIiCTUTb He e NakoH, a Lie i
KpanenbHUL. 3MiHM BHECEHO B IHCTPYKLil0 ANns
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3zin «YnakoBka». 3MiHM | TUMY - 3MiHK 3 AKOCTI.
oTOBUIA NiKapCbKkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWii 3aci6. 3miHa y
NepBUHHIl yNakoBLi rOTOBOrO JlikapCbKoro 3acoby
(siKicHWIA Ta KinbKicHWIA cknag) - M'siki Ta

3a
peyenmom

He
niosnsea
€

UA/5869/03/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
|16epchap IHaycTpis HecTepw/bHi piaki nikapcbki gpopmu. BBegeHHs
PapmaueyTika C.A., anbTepHaTMBHoOro Standard closure screw cap
MopTtyranis with dropper Bupo6HuLTBa Sensoplast, 6e3 3miHu
AKICHOTO Ta Ki/IbKICHOTO Cknagy nakyBaslbHOro
KoHTposib sKOCTi, matepiany. 3atBepmkeHo: Standard closure screw
[03BiN Ha BMNYCK cap (HDPE) with dropper (LDPE) supplied by
cepii: Remy&Geiser for Iberfar Industria Farmaceutica
Bidhop (IHTepHeLuH) SA. 3anponoHoBaHo: Standard closure screw cap
IHK., LBeiiyapis (HDPE) with dropper (LDPE) supplied by
Remy&Geiser and standard closure screw cap
(HDPE) with dropper (LDPE) supplied by
Sensoplast for Iberfar Industria Farmaceutica SA.
178. | ME3AKAP® CyCneHsis opasibHa, TOB YkpaiHa TOB "KYCYM ®APM", YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/9832/03/01
100 mr/5 mn no 100 "TNEQPAP Ykpaina 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom niosnsiza
My donakoHi; no 1 M aTa" abo 3aci6. 3miHM y BUpOOHULTBI. 3miHa €

chnakoHy 3 MipHUM
CTakaH4MKoM y
KapTOHHI/ ynakosL,i

TOB «NMEAPAPM
NTA», YKkpaiHa

iMnopTepa/3MiHu, L0 CTOCYITHLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, LLO
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMNyCK cepil) -
Bk/itoyaroum KOHTPOsb/BUNPOBYBaHHSA cepii.
BBefeHHs anbTepHaTNBHOTO BUpo6HUKa TOB
"TNEAPAPM", YkpaiHa, BiANOBIAa/IbHOIO 3a
KOHTPONb Ta BUMyckK cepii [13. 3MiHW € pilueHHAM
MEeHeKMEHTY KOMMNaHii Ta 3 MeTor onTumisaui
BMPOGHMLTBA Ta 6i3Hec npoueciB. 3MiH/ BHECEHO
B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYyBaHHS
NiKapcbKoro 3acoby y po3ainm "BMpo6Huk",
"Micue3HaxomkeHHs1 BUpO6HMKa Ta afgpeca Micus
NPOBa/KEHHS NOr0 AisSIbHOCTI" y 3B'A3KY 3
BBEJEHHAM [04aTKOBOr0 BUPOOHMKA, SIK HACNI0K
- 3aTBEPAKEHHS TEKCTY MapKyBaHHS yNakoBOK
niKkapcbKoro 3acoby. BBeeHHs 3MiH NpoTArom 6-
TN MicALiB nicns 3aTBEpMKEHHS. 3MiHW | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHWL| BUPOOHMLTBA 4718 YacTuHK abo BCbOro
BMPOBGHMNYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (OinbHMLS, Ha sKili NpoBOAATLEA OyAb-AKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOMO
nakyBaHHS, 4151 HECTePUSIbHUX NIKAPCbKNX
3aco6iB). CynyTHS 3MiHa- 3MiHK 3 AKOCTI. [0TOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
a60 BBeleHHA 104ATKOBOI AiNbHUL BUPO6GHMLTBA
AN YaCcTUHU abo BCbOro BUPOGHMYOTO npouecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuusa ans
BTOPWHHOTO NakyBaHHs1) - 3MiHU 3 sikoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBGHMLUTBI. 3aMiHa




114

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

abo BBeiEHHA AOAATKOBOI [ifIbHULL BUPOGHMLTBA
[ANSA YacTuHK abo BCbOro BUPOGHMYOro npouecy
roTOBOrO /liKapcbKoro 3acoby (AinbHuua aAns
NepPBUHHOTO NaKyBaHHS) - BBEAEHHS
anbTepHaTMBHOIo BUpo6HuKa TOB "TNMEAPAPM",
YKpaiHa, BignosifansHOro 3a BUPOOHULITBO,
NnepBUHHE Ta BTOPMHHE NakyBaHHS /iKapCbKoro
3aco06y. 3MiHU € piLLeHHAM MEHeIKMEHTY
KOMMaHii Ta 3 MeTo onTUMi3aLii BUpobHMLUTBa Ta
6i3Hec npoliecis. BBeAeHHs 3MiH NpoTarom 6-1n
MicsILiB Nicns 3aTBepPAKEHHS.

179.

MEHOMNYP

MOPOLLIOK
niodpinizoBaHnin Ans
NPUroTyBaHHA
PO3UMHY ANS iH'EKLi
no 75 MO ©CTI Ta
75 MO /I'; no 10
pNakoHiB 3
nopoLukom i mo 10
amnyn i3
po3umnHHukom (0,9 %
PO34MH HaTpito
xnopuay, kucnota
X/TOPUCTOBOAHEBA
po3BejeHa, Boga
Ans iH'ekuiid) no 1
M1 B KAPTOHHIN
ynakoBLi

®eppiHr
6X

HimeuunHa

BUPOBHMK NOPOLLIKY,
nepBUHHE MakKyBaHHS,
KOHTPO/b AKOCTI
(okpim 6ionoriuHoro
aHanisy), MapKyBaHHs,
BTOPWHHE NakKyBaHHSA
Ta BUNyCK cepii:
®eppiHr MM6X,
HimeuunHa; BUPOOHUK
MOPOLLKY, NEPBUHHE
nakyBaHHS: ®eppiHr
MpopaxLwiH IHK., CLUA;
BTOPVHHE NaKyBaHHS:
®eppiHr-SleumBa, a.c.,
Yecbka Pecny6nika;
KOHTPO/b SAKOCTI
(6ionoriynnii aHanis):
NOT , HimeuuuHa;
KOHTPO/b SAKOCTI
(6ionoriyHnii aHanis):
KsanTtek JlabopaTtopis,
IHK., CLUA; BUPOBHUK
PO3YMHHYIKA,
nepBUHHE MakKyBaHHS,
MapKyBaHHS Ta
BTOPVHHE NaKyBaHHS:
Xaynt ®apma
BtonbhiHr Tm6X,
HimeuunHa; BUpOGHMK
PO3YMHHYIKA,
NepBUHHE MaKyBaHHS,
KOHTPO/b SIKOCTI:
3eHTiBa K.C., Yecbka
Pecnyb6nika;
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BTOPWHHE MaKyBaHHS

HimeuuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
(BK/TIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (Maclitab a5 nikapcbkoro
3aco6y 6i0/10rYHOro/iMyHOS10rIYHOTO MOXOAXKEHHS
36iNbLUMBCA/3MEHLINBCSA 63 3MiHWM BUPOBHNYOro
npouecy (Hanpuknag gyonoBaHHS NiHiY)).
BBefeHHs anbTepHaTUBHOIO Po3Mipy cepii 75,2 kr
(corresponding to 72 900 vials) (Ha gogaTok fo
BXE 3aTBepXeHOoro po3mipy cepii 85,8 kr
(corresponding to 83 300 vials)) Ha Bxe
3aTBEPKEHIN BUPOOHWMYIN finsHui ®eppiHr FTmM6X
y Himeuunni gns Bupo6bHuytea MEHOMMYP 75 MO
NOPOLLIOK NiodiNi3oBaHWi ANns NPUroTyBaHHs
po3unHy Ans iH'ekuin no 75 MO ®CrI 1a 75 MO /I

3a
peyenmom

UA/6705/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ta BUNycK cepii
PO3YMHHMKA:
®eppiHr TM6X ,
HimeyynHa

180.

MET®OPMIH

TabneTku, BKPUTI
NAiBKOBOO
o60noHkoto, no 1000
Mr; no 10 TabneTok
y 6nicTepi; no 3 abo
5, abo 6 6nicTepiB y
naJui

TOB
"APTEPIYM
nTaor

YKpaiHa

NAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHn | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikart
Bif, HOBOro BUPOGHYMKa (3aMiHa abo [OMNOBHEHHS)
noAaHHA HOBOro cepTtudikaTa BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2013-188 -
Rev 01 ana A®|l meTchopMiHy rigpoxnopuay Big
HOBOrO aslbTEPHATUBHOTO BMPO6HUKa |IOL
Chemicals and Pharmaceuticals Ltd, IHgis

3a
peyenmom

UA/18846/01/01

181.

MINIICTAH
FAPSYNN
YA 3I

CMAKOM
NIMMOHA

NOPOLLIOK ANA
OpasibHOTO PO3UUHY;
no 6 'y NakeTuky;
no 10 nakeTwkiB y
KapTOHHI Kopo6Lyi

Mini
Xernckepe
Nimiteq

Benvka
BpuTtaHis

IkcEnb labopatopiec
Mer. N14,.

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiSSIbHOCTI BUPOBHMKA (BKIHOYAOUN,
3a HeobXigHOCTI, MicLle NPOBEeAEHHS KOHTPO/THO
SKOCTi), ab0 BNacHvKa macTtep-ghaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYOTbCH Y BUPOOHULTBI ADI (SKLL0
3a3HayeHo y [0ChbE Ha NikapcbKuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LONMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3Bu BNpo6HKKa AD| MapaueTtamony 3 Farmson
Pharmaceutical Gujarat Pvt. Ltd., IHgis Ha
Farmson Basic Drugs Private Limited (Unit-11),
IHAis. Micue BUpo6HMUTBA HEe 3MIHW/IOCh.

6e3
peyenma

UA/2368/01/01

182.

MIPAMIAE3®

Kpanni BYLUHi,
PO3YVH CNMPTOBWIA,
0,1%no5mny
nonimepHomy
oNakoHi 3
KpanenbHuueto; no 1
chnakoHy B nauui 3
KapTOHY

KHBMIN
"ICHA"

Ykpaina

TOB "TepHodapm"

Ykpaina

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO

B TEKCT MapKyBaHHS1 BTOPVMHHOT yNakoBKM

nikapcbKoro 3acoby y nyHktu 8, 11, 16, 17. A

TakoX BUy4yeHo Ay6niotouy iHopmalio

pOCiiiCbKO0 MOBOO. 3MiHW Il TUMY - 3MiHM 3 AKOCTI.

A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA

6e3
peyenma

UA/0237/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BVIXiLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHUYOMY npoLeci AdI,
ab6o 3miHa BUpo6HWKa (BKIOYaKoun, ge HeobxigHo,
MicLe NpoBeaeHHs KOHTPOsIo akocTi) APl (3a
BifiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoOMy
[0Cbe)(BBEAEHHS HOBOTO BUPO6HUKa Ad®| 3
HafaHHAM mMacTep-ghaiina Ha A®l) - BBeAEHHS
HoBOro BMpo6Huka TOB "BAJTAPTIH ®APMA",
YkpaiHa gns A®| beHsnngumeTun [3-
(mipicToinamiHo)nponinjamoHito xnopua,
MOHOriApaT 3 HaflaHHsIM MacTep-haiina Ha AdI.
3arBepmkeHo: TOB «BupobHnye 06’egHaHHSA
«TeTepiB», YkpaiHu 3anponoHosaHo: TOB
«Bunpo6HMYe 06’efHaHHA «TeTepiB», YkpaiHn TOB
"BANTAPTIH ®APMA", YkpaiHa

183.

MoAnin 10

TabneTku, BKPUTI
nAiBKOBOO
o6onoHkoto no 10
Mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu y
KapTOHHIA ynakoBL,i

ToppeHT
dapmacbioTi
kasic JiTg,

IHais

ToppeHT
dapmacstoTikanc /1ty

IHais

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXEHNM OpraHom)
3MiHM BHECEHO [0 TEKCTY IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHA /TikapCbKoro 3acoby B
po3ainu "B3aemogis 3 iHWUMW NikapCbKUMN
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "lMob6iyHi peakuii” BigMoBigHO A0
OHOBJEHOT iH(hopmaLi Wwoao 6e3neku
3aCTOCYBaHHS fjilo40i pevoBnHN. TepMiH BBEAEHHS
3MiH - NPOTArom 6 MicsILiB Nicns 3aTBEPAKEHHS

3a
peyenmom

He
niosnsea
€

UA/17077/01/01

184.

MoAanin 20

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto no 20
Mmr, no 10 TabneTok
y 6nictepi, no 3
6nictepu y
KapTOHHIA ynakoBsL,i

ToppeHT
dapmacbioTi
kasnc JiTg,

IHais

ToppeHT
dapmacbtoTikanc /1T

IHais

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT A/19 MeaNYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 5K pe3ynbTar OLIHKN 3BITY 3 AOCNILKEHD,
npoBefeHNX BigMOBIAHO A0 NaaHy negiaTpuydHnX

3a
peuyenmom

He
niosnsea
€

UA/17077/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pocnipxeHb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHom)
3MiHM BHECEHO [0 TEKCTY IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby B
po3ainu "B3aemogist 3 iHWUMW NikapCbKUMN
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnusocTi
3actocyBaHHs", "lMob6iyHi peakuii” BignoBigHO A0
OHOB/EHOT iH(hopmaLii Wwoao 6e3neku
3aCTOCYBaHHS fjito40il pevoBnHN. TepMiH BBEAEHHS
3MiH - NPOTSArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS

185.

MoAsin 40

TabneTku, BKPUTI
nAiBKOBOO
o060n0oHkoto no 40
Mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu y
KapTOHHIA ynakoBL,i

ToppeHT
dapmacbioTi
kasic JiTg,

IHais

ToppeHT
dapmacstoTikanc /11

IHAis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/igkeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHom)
3MiHM BHECEHO [0 TEKCTY IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHA /TikapCbKoro 3acoby B
po3ainu "B3aemogis 3 iHWUMW NikapCbKMMn
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "lMob6iuHi peakuii” BigMoBigHO A0
OHOBJEHOT iH(hopmaLi Wwoao 6e3neku
3aCTOCYBaHHS fjilo40il pevoBnHN. TepMiH BBEAEHHS
3MiH - NPOTArom 6 MicsILiB Nicns 3aTBEPAKEHHS

3a
peyenmom

He
niosnsea
€

UA/17077/01/03

186.

MoAsin 8o

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto no 80
Mmr, no 10 TabneTok
y 6nictepi, no 3
6nictepu y
KapTOHHIA ynakoBsL,i

ToppeHT
dapmacbHoTi
kasnc Jitg,

IHais

ToppeHT
dapmacbtoTikanc J1Tg

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
ab0 5K pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHDb,
npoBefeHNX BiAMOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVNM OpraHom)
3MiHM BHECEHO [0 TEKCTY IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby B
po3ainu "B3aemogis 3 iHLWUMN NikapCbKMMn
3acobamu Ta iHwWi BUAK B3aemogiin”, "OcobamsocTi

3a
peuyenmom

He
niosnsea
€

UA/17077/01/04
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3actocyBaHHs", "lMob6iyHi peakuii” BignoBigHO A0
OHOBJEHOT iH(hopmaLii Wwoao 6e3neku
3aCTOCYBaHHA fjito40il pevoBnHN. TepMiH BBEAEHHS
3MiH - NPOTSArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS
187. | MOHTY/NNAP® | TabneTku, BKpUTI TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/15649/01/01
NAiBKOBOO «NEQPAP NBT NTA4 3MiHn | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom niosnsea
obonoHkoto, no 10 M NTO» Ta chapmakoHarnsgy. 3MiHu y KOpoTkili €

Mr, no 10 TabneTok
y 6nictepi; no 3
6nictepu y
KapTOHHIA ynakoBL,i

XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pethepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
AaHux). 3MiHW BHECEHO A0 IHCTPYKLUi AnA
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3ainu "dapmakonoriyHi BNactTueocTi",
"MpoTmnokasaHHA", "B3aemopis 3 iHWKMMK
nikapcbkvMKn 3acobamm Ta iHWi BUgn B3aemogiii',
"Ocob6nmBocTi 3acTocyBaHHA", "lMepeno3yBaHHS",
"Mo6iyHI peakuii BigNOBIAHO A0 iHhopmaLii Wwoao
MELMYHOr0 3aCTOCYBaHHS pethepeHTHOro
nikapcbkoro 3acoby (CUHIYNAP, TabneTky,
BKPUTI NNiBKOBOIO 06010HKOI No 10 mr).
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YyMOB
BMAAui peecTpaviiHoro noceigyYeHHs, BKIO4aum
MnaH ynpasniHHA pu3nkamu (3acTocyBaHHS
TEKCTY, KU NOTrOMKEHWI 3 KOMMETEHTHUM
opraHom). 3asBHUKOM HafaHO OHOB/IeHWIi MnaH
ynpasniHHA pusmkamu Bepcisa 2.0. 3MiHU BHECEHO
[0 yactuH: | «3aranbHa iHdopmauis» Il
«Cneuundoikauisi 3 6esnekn»

Il «MnaH 3 chapmakoHarnsagy» V «3axoam 3
MiHimi3auii pusmkie» VI «Pe3tomMe nnaHy
ynpaBniHHa pusnkamu» VIl «JoaaTku» (4oAaTKu
1-8) y 3B’13KY 3 BUAASIEHHSAM BX/IMBUX
iAEHTUCHIKOBAHUX PUSUKIB, BXKNVMBUX NOTEHLAHNX
PU3KKiB, @ TakOX BULA/IEHHA BiACYTHLOT
iHchopmauii BignosigHo Ao HaRP Assessment
Report for montelucast, a Takox y 3B'A3Ky i3
3miHOW dhopmaTy BignoBigHO A0 BMor 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 lMnaHy ynpasniHHSA pyu3nkamm
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Bepcis 2.0 4oAAETLCS.
188. | MOoCcua mMT Tabnetku no 5 mr; ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3509/01/02
no 10 TabneTok y dapmacbioTi dapmacstoTikanc /1ty 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
cTpuni; no 3 cTpunu kanc /itg, Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
Y KapTOHHiii TEeKCT MapKyBaHHS NepPBUHHOI (MyHKTK 2, 3, 4, 5, 6)
ynakoBLi Ta BTOPUHHOI (MyHKTK 8, 12, 13, 16, 17) ynakoBoK
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsiLiB Micns 3aTBepKEHHS
189. | MOTOPUKC TabneTku, BKPUTI AT Ykpaina AT "KNIBCbKNW Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 niosnsea UA/3797/01/01
NAiBKOBOO "KUIBCbKN BITAMIHHW 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma €
060/10HKO10, M0 10 n 3ABO4" Ta chapmakoHarnsgy. 3MiHu y KopoTkili
mr no 10 Tabnetoky | BITAMIHHU XapaKkTepucTuLi NikapcbKoro 3acoby, TekcTi
6nicTepi; no 1 a6o 3 " 3ABOA" MapKyBaHHs Ta IHCTPYKLUiT 4519 MeANYHOro
6nictepu y nauui 3aCTOCYBaHHSA reHepUUYHUX/Ti6puaHUX/6ioNoai6HNX
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHW NpenapaT (3MiHa He
noTpebdye Hafi@aHHs XOAHNX HOBUX AOAATKOBMX
AaHunx). 3MiHM BHECEHO A0 iIHCTPYKLi An1s
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "®apmakotepaneBTuuHa rpyna. Kog ATX
" (woao Ha3Bu 6e3 3miHn kogy ATX),
"®apmMakonoriyHi BnactTmsocTi”,
"MpoTmnokasaHHA", "B3aemopis 3 iHWKMMK
nikapcbkvMun 3acob6amu Ta iHLWi BUan B3aemogiii",
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnocib 3acTocyBaHHA Ta fo3un",
"Mepepno3yBaHHsA", "Mob6i4HI peakuii” 3rigHo 3
iHcbopMmaLlieto Woa0 MegMYHOro 3acToCyBaHHs
pethepeHTHOrO /ikapcbKoro 3acoby
(MOTUNIYM®, TabneTkun, BKPUTI M/1IBKOBOKO
060/10HKO0, M0 10 Mr) BBeAeHHS 3MiH NpOTArom 6-
TN MiCALB Nicns 3aTBEpAKEHHS
190. | MO®IUVH po3uunH ang iHgysih, | TEXHOIMAK IpnaHgis AH®APM XENNAC peuis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a He UA/19742/01/01
400 mr/250 mn; no MAHY®EKY C.A. 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsea
250 M1 pO34UMHY Y E NIMITEL Ta hapmakoHarnsgy. 3miHa y KopoTkii €

hnakoHax, no 1

hNakoHy y
KapPTOHHI KOopooL,ji

XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnsipeecTpaviiinii nepiog,
a60 Sk pe3y/bTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBefeHnX BiANOBIAHO A0 NnaHy negiaTpuydHnX
pocnipkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHWN BHECEHO A0 IHCTPYKLi 415 MeguyHoro
3aCTOCYBaHHS M1ikapcbKOro 3acoby y posginu
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
Ai040T peyvoBrHN BBeAEHHS 3MiH NPOTAroM 6-Tu
MicALIB 3 AaTV 3aTBEPKEHHSA. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHS Ha MifcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTYy 3 6e3neKkn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpawiiiinii nepiog,
ab0 Sk pe3yibTar OLiHKM 3BITY 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom) 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHdbopmawii 3 6e3nekn Aitoyoi pevoBuHN BBeeHHs
3MiH NPOTArom 6-TW MicsLiB 3 AaTW 3aTBEPKEHHS.

191.

MYKOTEK®

cupon no 100 mn
a6o no 200 mny
dhnakoHi; no 1
chnakoHy pasom 3
MipHUM
CTaKkaH4MKOM y
KOpOo6Li 3 KapTOHY

“OHiK
dapmacboT
nkan
Na6opatopis

(BipaineHHs
doipmm “Ix.
B. Kemikan3
eHp
dapmacboT
nkans fita.”)

IHais

lOHik PapmacbloTukan
NabopaTopi3
(BiggineHHs cipmm
[Ox. B. Kemikans eHg
PapmacboTrKan3

Nro)

IHgis

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpoGyBaHb (BK/IOYaOuM 3amiHy abo
[LOMNOBHEHHS)) - 3MiHM 3a NoKa3HWKOM "CynpoBifHi
OOMiLKM" meToaoM BEPX. 3MiHIOIOTLCA 3HAYEHHS
RRF (BigHOCHWI koedpiLieHT BiAryky) ans
Salbutamol Impurity D Ta Salbutamol Impurity F Ta
po3paxyHKoBi DOPMy/IM NPU BU3HAYEHHI JOMILLOK,
y 3B'A3KY 3 MOMUIKamu ki 6ynv gonyLeni npu
po3po6bui aHaniTUYHOT MeToAMKN. - 3MiHu | Tvny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/1b rOTOBOrO JliKapCbKOro 3acoby (iHLWi
3MiHN)

Mepeknag MeToAiB KOHTPOJIHO SKOCTi 3 POCIACHKOI
Ha yKpaiHCbKy MOBY. BBeAieHHs 3MiH NpoTArom 6-
TW MiCALB Nic/1A 3aTBEPAKEHHS.

3a
peyenmom

UA/11169/01/01

192.

MYNIMEH

Kpanni opasibHi, No
50 MmNy donakoHi-
KpanenbHuuj; no 1
hNakoHy-
KpanesnbHuui y
KOpOO6LLi 3 KAPTOHY

Bionoriwe
Xalinbmitte
Nb Xeenb
meX

Himeyunna

Bionoriwe
Xainbmitrens Xeenb
vmeX

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TURY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii 4dY a6o
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHanbHOT dhapmakonei aepxasu €C (iHwi

6e3
peyenma

UA/3698/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MmiHM). 3miHa y cneumdikauii Ambra grisea mother
tincture Ana NOBHOI BigNOBIAHOCTI MOHOrpagii
HAB «Ambra grisea», a came BuganeHHs
He3HauHOro nokasHvika «BMicT eTaHosy» Ta 3MiHa
napameTpy TecTy «Baxki meTanu/pTyTb».
3aTtBepmkeHo: Ambra grisea mother tincture
3.2.5.4.1. Ethanol content: min. 88 % (m/m)
C2H60 3.2.S.4.1. Heavy metals/mercury max. 50
ppb 3anponoHoBaHo: Ambra grisea mother
tincture 3.2.S.4.1. Ethanol content: not tested
3.2.5.4.1. Heavy metals/mercury max. 100 ppb

193.

HArAO0K
EKCTPAKT
ryctmm

eKCTpaKT rycTuii
(cybcTaHuis) y
noABiiHMX nakeTax
ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA

My6niyHe
akujioHepHe
TOBapWCTBO
"HaykoBo-
BMPOGHUYMIA
LieHTp
"Bopuiariscb
KNI Ximiko-
hapmaueBT
NYHWIA
3asof”

Ykpaina

My6niyHe akuioHepHe
TOBapUCTBO "HayKoBo-
BUPOGHNUNI LLEEHTP
"Bopuuariscbkuii
XiMiKO-
thapmavLeBTUYHWI
3asop”

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3miHu | TUNYy - 3miHK 3 axkocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa y

6e3nocepeHin ynakosui AP (iHWi 3MiHK)

He3HauHi 3MiHM y NakyBaHHi cybcTaHLi, a came

BBE[EHHS HOBOI BTOPUHHOI / 30BHILLHLOT YNaKOBKU
— nakeTy 3 No/lIMEPHUX MaTepianis i3 a/ltOMIHIEBUM
NOKPUTTAM, 3 BiANOBIAHMMW 3MiHAMY B PO34iN
«YnakoBka» MKA 3.
3aTBepakeHo:

YMNAKOBKA
Cy6CTaHLUito0 NakyTb y NakeTn NoABiliHi
nosieTUIEHOBI.
3anponoHoBaHo:

YMNAKOBKA
Cy6CTaHLjito NakyTb Y NOABIVHI NakeTu.
BHYTpILLHI — nakeT nonieTuaeHoBMin NPO30pwuiA.
30BHILLHIA — NakeT 3 NoNIMEPHUX MaTepianis i3
IIOMIHIEBUM MOKPUTTAM. BHYTPILLHIN | 30BHILLHIV
nakeTy TepMO3BapioI0Th.

UA/12891/01/01

194.

HEBIBONO/

Tabnetkn no 5 mr; in
bulk: no 10 kry
nonieTusieHoBoOMy
nakeTi

TOB
“APTEPIYM
nTo

YkpaiHa

"BankaHapma -
Oynniua" AL,

Bonrapis

AkTasic JlimiTes,
MasibTa

Bonrapisi/
ManbTa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPoBaPKEeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa
rOTOBOrO JIiKApCbKOro 3acoby, BKIYaUn
AiNnbHUL BUNYyCcKy cepii abo micue npoBeaeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKOYM BUMYCK Cepilt).
3MiHa HanncaHHA Ha3BuW Ta afpecu BUPOGHKKa in
bulk AkTasic /T4, ManbTa y 3B’'A3Ky 3
npuBELEHHSIM 10 OHOBJ/IEHOI NiLEH3Il.

UA/17220/01/01

195.

HEWPOMAKC

TabneTku, BKpUTI
N1iBKOBOIO
o060n0Hkoto no 10
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHIl Kopobui

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMNOBIZA
NbHICTIO

YkpaiHa

ToBapucTBO 3
06MeXeHOI0
BiAMOBIQa/TbHICTIO
"GapmavueBTnyHa
KomnaHia "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B

TEKCT MapKyBaHHs BTOPUHHOT YMakoBKu
nikapcbKoro 3acoby y nyHkTn 6, 11, 17 Ta B TeKCT
MapKyBaHHSA NepBUHHOT YNaKoBKM Y MYHKTK 5, 6.

6e3
peyenma

UA/14386/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
«KOPIOPA Takox BuyyYeHo gybntotoyy iHdopmadiio
LA pocilicbkolo MOBO. BBefieHHS 3MiH NpOTArom 6-Tu
«30POB’A MiCALIB NiCNsA 3aTBEPAKEHHS
»
196. | HEOKAPOWUN | kancynu, no 10 TOB Ykpaina TOB "BAJTIAPTIH YKkpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/11357/01/01
Kancyn y énicrepi; 3 "BANIAPTIH PAPMA" 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenma
6nicTepy B ynakosLi PAPMA" Ta (hapmakoHarnsgy (iHwWi 3miHW) - 3MiHWM BHECEHO
B TEKCT MapKyBaHHA BTOPMHHOT YNakoBKW
nikapcbKoro 3acoby y nyHkTn 8, 17. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB Nic/1A 3aTBEPAXKEHHS.
197. | HEOTAKCE/NT | KoHueHTpaT Ans Mini Benwuka BeHyc Pemegic IHAiA BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/0926/01/01
pOo34nHy Ans Xenckepe BputaHis Nimiten TexHiyHa nomusika (3rigHo Hakasy MO3 Bif, peyenmom
iHdpy3iid, 6 mr/mn, no NimiTen 23.07.2015 Ne 460) BunpaBneHo TeXHi4Hy
5 mn (30 mr), abo no NOMWSIKY B iHCTPYKLT 4719 MEANYHOro
16,67 mn (100 mr), 3acTocyBaHHs y po3Aisi "YMoBu 36epiraHHs" Tay
a6o no 25 mn (150 Bif4NOBIiAHOMY pO3ZiNi TEKCTY MapKyBaHHS
mr), abo no 35 mn BTOPVHHOI YNaKOBKM JiKapCbKOro 3acoby,
(210 wmr), abo no [onyLeHy npu npoueaypi nepepeectpadii (Hakas
41,7 mn (250 wmr) y MO3 Ne620 Big 12.04.2024 p.): 3aTBEPAXKEHO:
chnakoHi; no 1 36epirati B OpuriHasibHii ynakosL,i npu
(hNakoHy B Temneparypi Big 2 °C go 8 °C. 3anponoHoBaHo:
KapTOHHI Kopo6Lyi 36epirati B opuriHasibHii ynakosLi npu
Temnepartypi He Buwe 30 °C. 3a3HaveHe
BUNPaB/IEHHS Bignosigae marepiaiam
peecTpaLiiHoro AocheE.
198. | HIMIA® resb ans TOB Ykpaina KYCYM XENTXKEP IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/12014/01/01
30BHILUHLOrO «NEAPAP MBT NTA 3MiHu | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKWii
3acTocyBaHHs, 10 M NTA» 3aci6. KOHTpos1b rOTOBOro NikapcbKoro 3acoby
mr/r; in bulk: no 30 r (iHWi 3MiHM) OHOBNEHHS BXe 3aTBEPAKEHMNX
B /laMiHOBaHii Ty6i; MeTOZiB KOHTPOStO AKOCTi /13, a came
no 200 Ty6 y BUKNALAEHHS TEKCTY AepXaBHOK MOBOO 3rigHO
KapPTOHHI ynakoBLi; cyyacHux BUMOr. 3MiHu | Tuny - 3MiHK WoA0
no 100r B 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy (iHii
namiHoBaHiii Ty6i; no 3MiHW) BHECEHHSA 3MiH 10 po34iny «MapKyBaHHS»
100 Ty6 y KapTOHHIl npoaykuii in bulk (Buny4yaeTbcs iHgpopMaList Wwoa0
ynaxoBLi WITpUX-Koay J13, norotuny KoMnaii Ta iHwa
TexHiYHa iHhopmaLis). 3MiHW BHECEHO B TEKCT
MapKyBaHHS1 BTOPUHHOT YNakoBKM /TiKapCbKOro
3acoby y nyHkTun 16, 17.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
199. | HIMIA® refb ans TOB Ykpaina BUPOBHULTBO, IHais/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 He UA/7649/01/01
30BHILLHLOrO «NIEAPAP nepBrHHE NakyBaHHS, Ykpaina 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenma nionsea
3acTocyBaHHs, 10 M ATA» BTOPUHHE MakyBaHHA, 3aci6. KOHTpos1b rOTOBOrO MikapCbKoro 3acoby €

mr/r; no 30 r a6o no
100 r B asltoMiHieBili
a60 1aMiHOBaHi

KOHTPO/Ib SIKOCTI,
BUNYCK cepii abo
BUPOBHMUTBO

(iHWi 3MiHM) OHOBNEHHS BXe 3aTBEPKEHNX
MeToZiB KOHTpoNto skocTi 13, a came
BUKN3AEHHS TEKCTY [iepXXaBHOK MOBOI 3rifHO
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Cy4acHuX BUMOr. 3MiHu | TMny - 3MiHW 3 AKOCTI.

Ty6i; mo 1 1y6i y
KapTOHHIlA ynakoBL,i

npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHAia

BTOPWHHE NaKyBaHHS,
KOHTPO/b SIKOCTI,
BWMYCK Cepii 3
npoaykuii in bulk:
TOB «MEAPAPM
NTA» , YKpaiHa

[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3amiHa abo BBefEeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A/151 YACTWUHM ab0 BCbOro
BMPOBHMNYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AinbHWUA 415 BTOPUHHOTO NakyBaHHS)
BBE/lEHHS 40AAaTKOBOro BUpobHuka MN13 TOB
"TNEA®PAPM NTA", YKpaiHa, BignoBiga1bHOro 3a
BTOPUHHE NakyBaHHA 3 npogykuii in bulk,
BMrOTOB/IEHOT BUPOGHNKOM KYCYM XENTXKEP
MBT NTA, IHAiS, 3 BigNOBIgHMM 3MiHAMUW B pO3Ain
«¥YnakoBka» MKA J13. Takox 4n1a 3aTBepakeHoro
BMpo6Huka KYCYM XENTXKEP MBT NTA, IHgisa
po3nucaHo gyHKLii (BUPOOGHWLTBO, NEPBUHHE
nakyBaHHS, BTOPUHHE NaKyBaHHS, KOHTPO/1b
SIKOCTIi, BUNYCK cepii abo BUPOGHMLTBO NPoAyKUii in
bulk. BBegeHHs 3MiH npoTaromM 6-t1 micsAuiB nicns
3aTBEPAXKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYOTbCS BUNYCKY
cepii Ta KOHTPOJIt0 SIKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
BiAnoBifae 3a BBe3eHHA Ta/abo BMNYycK cepii) -
Bkntoyatoun KOHTPONb/BUNPo6yBaHHSA cepii -
BBE/lEHHS 40AAaTKOBOro BUpobHuka MN13 TOB
"TNEA®PAPM NTA", YKpaiHa, BignoBiga1bHOro 3a
KOHTPO/b Ta BUMYCK cepii 3 npogykuii in bulk.
Takox ANna 3aTBepAXEeHOro BupobHuka KYCYM
XENTXKEP MNBT NTA, IHAia po3nucaHo dyHKLiT
(BUPOGHULTBO, NEPBUHHE NaKyBaHHS, BTOPUHHE
nakyBaHHs1, KOHTPO/Ib SIKOCTIi, BUMYCK cepii abo
BMPOGHMLTBO Npoaykuii in bulk. 3miHn BHeceHo B
IHCTPYKLi0 415 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby B po3aim "BUpo6HMK",
"Micue3HaxokeHHs BUPO6HMKa Ta agpeca micus
NPOBaKEHHS NOro AiANbLHOCTI" Y 3B'A3KY 3
BBE/IeHHAIM [0AaTKOBOro BUPOOHYKA, SIK HACNifoK
- 3aTBEPMKEHHS TEKCTY MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby. BeefeHHA 3MiH NpoTArom 6-
TN MiCALiB NicNs 3aTBEpMKEHHS. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHW) BHECEHHS 3MiH A0
po3giny «MapkyBaHHs» npoaykui in bulk
(BUNy4YaeTbCs iHhopmauia woao wrpux-kogy N3,
NIOroTUNy KOMNaHii Ta iHWwa TexHivHa iHchopmaLlis).
3MiHN BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
yNakoBKU NiKapcbKoro 3acoby y nyHkTn 16, 17.
BBefieHHs 3MiH NpoTArom 6-T1 MicauiB nicns
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3aTBEPMKEHHS.
200. | HI®YPO3UA- | cycneHsis opasibHa, TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12707/02/01
3400POB'A 200 wmr/5 mn, no 50 BO 3 obmexeHo 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi peyenmom
My ch1aKoHi OBMEXEH BiANOBIAANbHICTIO 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
noniMmepHomy; no 1 (e]}0} "®apmMaueBTUYHA (BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBOro
h1akoHy 3 MipHOIO BIAMOBIAA KomnaHis "3gopos'a” nikapcbKkoro 3acoby (3mMmeHweHHsA go 10 pasis) -
JIOXKOI0 Y KOopobLi 3 NbHICTHO BBE/IEHHS 40AAaTKOBOro po3mipy cepii N3 - 2,550
KapToHy; no 100 mn «KOPIMNOPA Tnc. yn. no 100 mn y dpnakoHi (255,000 n)
y thnakoHi LA
nonimepHomy abo 3i | «340POB'A
ckna; no 1 dpnakoHy »
3 MipPHOHO JIOXKOH Y
KOpo6L,i 3 KAPTOHY
201. | HYKNEKC Kancynu no 250 mr; [LouipHe Ykpaina TOB "BAJTAPTIH Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/5066/01/02
no 10 kancyny nignpuemcTs PAPMA" 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
6nicTepi; 2 abo 4 o "bioCen" Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHW BHeCeHo
6nictepy y nayuyi 3 Kopnopadii B TEKCT MapKyBaHHS1 BTOPMHHOT yNakoBKM
KapToHy «baiecen nikapcbkoro 3acoby y nyHktn 3, 8, 17.
NebopeTopis
Kopnopeiiw
e
202. | HYMETA emy/bCisa Ans BakcTep Benbrisa BMNPOOYBaHHSA Benbris BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/17633/01/01
G13E iHcy3ili; no 300 mn C.A. KOMMOHEHTIB cKknagy; 3MiHu | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
(50 % po3uunH BMNPOOGYBaHHS BignoBigHOCTI/lE-cepTucpikat BignoBigHOCTI

rnokosn — 80 mn;
5,9 % po3uunH
amiHOKMCNOoT 3
enekTponitamn —
160 mn; 12,5 %
ninigHa emynbeist —
60 mn) y
TprKamepHoMy
nNacTyKoBoMy
nakerti.
TpukamepHwuii
nNacTVKOBUI NakeTt
ynakoBaHuii y
3aXMCHY MNiBKOBY
060/10HKY, L0
MICTUTb MOrAvHaY
KWUCHIO Ta iHauKaTop
KVCHIO0; no 10
NakeTiB y KAPTOHHIi
KopooLi

NPOMIXXHOI0 NPOAYKTY
(cymiw amiHoKMCNOT);
BMPOGHMLITBO CUCTEMM
KOHTeliHep/3aKynoptos
anbHuii 3aci6;
BUPOGHMLTBO
nikapcbKoro 3acoby,
HanoBHEHHS,
MOKPUTTS 3aXMCHOI
060/10HKO0
(overpouching);
cTepunisauia Ta
YyNaKoBKa;
BUNPOBYBaHHSA
nikapcbKoro 3acooby;
BMNYCK cepil:
Bakctep C.A., benbris

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BU/TyYEHHST cepTudikata
BiANoOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0MOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakonei) - OHOB/IeHWI
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKaA -
MopaHHA oHOBMEHOrO cepTudikaTta BiANOBIAHOCTI
€Bponeiickkin papmakonei Ne CEP 1999-023 -
Rev 03 (3aTBepmkeHo: R1-CEP 1999-023 - Rev
02) ana gitovoi peyoBuHU Tyrosine Bif Bxe
3aTBepAKeHoro BUpo6bHmka Ajinomoto Co., Inc.
3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOi
HauioHanbHOI hapmakonei gepxasu EC (3miHa y
cneuudikaLisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkiii hapmakonei, abo iHLwil
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

HaujioHasbHIl chapmakonei gepxasm €C)
MpuBeaeHHA cneundikaii A1 Ailo4Hoi pevoBUHU
Soya-bean oil, refined y BignosigHicTb 40 BUMOT
MoHorpadii EP 1473, a came npvBeAeHo MiMiTu
ons Stearic acid Ta Linolenic acid - 3miHun | Tuny -

3MiHn 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNoMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTuddikaT Bif, yxe 3aTBepAKeHOro
BMpO6HUKa - [ofaHHA OHOB/IEHOro cepTudiikara
BignoBigHoCTI €Bponelickkili hapmakonei Ne R1-
CEP 1998-137-Rev 05 (3aTBepgxeHo: R1-CEP
1998-137-Rev 04) ans fito4oi pe4yoBrHN
Tryptophan Bif BXe 3aTBepXeHOro BUpPOOHMKa
Ajinomoto Health and Nutrition North America,
Inc., USA (BnacHuk CEP: Ajinomoto Co., Inc.) -
3MiHu | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMIEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepIXEeHOro BUPOOHUKA -
MopaHHA OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne CEP 1998-137-Rev
06 ans pjtoyoi pevosuHN Tryptophan Big Bxe
3aTBEpAXEHOro BMpo6HuKa Ajinomoto Health and
Nutrition North America, Inc., USA (BnacHuk CEP:
Ajinomoto Co., Inc.) - 3MiHK | TUNy - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXIAHOrO MaTepiany/peareHTy/npoMiKHOIo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNOMiIKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMpO6HUKa - [ofaHHA OHOB/IEHOro cepTuddikara
BiANOBIAHOCTI €Bponelickkilt thapmakonei Ne CEP
2008-099-Rev 05 (3atBepmxeHo: CEP 2008-099-
Rev 04) onsa pitodoi peyosuHu Glycine Bif Bxe
3aTBEpAXeHoro Bupo6Hrka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD. 3MiHu
| TMny - 3MiHu 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHUKA -
[MogaHHA OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne CEP 2004-216-Rev
04 (3aTBepmkeHo: R1-CEP 2004-216-Rev 03) gns
nitoyoi pevoBuHY Aspartic Acid Big Bxe
3aTBEpAXeHoro Bupo6Hrka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD. 3MiHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkWii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO liKapCbKOro
3acoby (ans NnpuBefeHHs y BiANoBigHiCcTb 3 Y
abo €Bponelicbko hapMakoneer Ta BUTYYEHHS
NOCUIaHHSA Ha 3acTapisinii BHYTPILLHIA MeTop,
BMNPOBYBaHHS i iioro Homep) - MprBeAeHHA
METOZIB BUNPOOYBaHHS 3@ NOKA3HNKOM
«MexaHiuHi YacTKv» A1 rOTOBOTO NiKapCbKOro
3aco0by y BiANOBIgHICTb 40 BUMOr €Bp. Papm.
2.9.19. 3minu | TNy - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH.
3MiHa y MeToax BUNPOGYBaHHS AOMOMiXHOT
PevYOoBUHY (BUNYYEHHS METOAY BUNPOOYBaHHS,
AKLLO a/IbTEPHATVBHUI METOZ, BUNPOOYBaHHA BXe
3aTBEPXEHO) - BunyyeHHss MeToay nosym’saHoOT
hoTOMeETPIl AN1A BU3HAUEHHS Kanito, ANs
[0MnomiKHOT peyoBrHK Sodium oleate, Tak 5K
anbTepHaTUBHUIA MeToA BUNPobyBaHHSA (€Bp.P.
2.2.22 - ATOMHO-eMiciliHa CNeKTPOMETPiIs) BXe
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3aTBEPAXEHO.
203. | O3EMMIK PO3YMH ANS iH'EKLiA, A/T Hoso [JaHis Brvpo6HMuTBO [JaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19176/01/01
1,34 mr/mn; 0,25/0,5 Hopgick NPOAYKTY, 3MiHn | TURY - 3MiHK 3 sKocTi. A®I. MpoekTHWiA peyenmom
mr:no 1,5 mny HamnoBHEHHS npocTip Ta nicnspeecTpaviliHiil IPOTOKON
KapTpumKax, KapTpuaXy Ta ynpaBniHHA 3MiHaMW. BNpoBagKeHHs 3MiH, LU0
BK1aLEHUX Y KOHTPO/b SAKOCTi nepenbadyeHi y 3aTBepgkeHoMy NpoTOoKoAi
nonepeaHbO npoaykuii in bulk; ynpas/liHHA 3MiHaMK (BNPOBAMXEHHS 3MiHN ANs
3arnoBHeHy XiMiYHI/Di3nyHi 6i0N0rivYHOro/iMyHO/0MN4YHOr0 NiKapCbKoro 3acoby)
6ararof030By BMNpobyBaHHS, BMNPOBAaMKEHHS 3MiH, NepeabaveHux y
0HOpPAa30BY LUNPUL- MiKpO6iOIOoriyHi - 3aTBEpAKEHOMY NPOTOKOI yNpaBiHHA 3MiHaMK,
pyuky; 1 CTEePU/IbHICTb Ta 0151 BIPOBaMKeHHS 6ifbLIoro po3mipy
nonepeaHL0 MiKpOGIONOoriyHi - XpomaTtorpadiyHnX KOJIOHOK Ha eTani OUnLLEHHS
3arMoBHeHa LnpuL- Mikpob6iosoriyHa Ha kpoui 12 (Z3) Ta kpoui 13 (Z4) Ta
pydyka Ta 6 yncToTa. Bunyck cepi: BMNpOBaXeHHA ynbTpa/aiadinsTtpauii (UF/DF)
0/[lHOPAa30BUX rOJ10K A/T Hoso Hopgick, 3amicTb Kos1oHkM RP-HPLC Ha cTagii
Hoso®aiiH® lMntoc B [aHis; BUpo6bHMUTBO KOHLEHTPYBaHHA 14 (Z5) y npoueci BUpo6bHMLUTBA
KapTOHHI KopobL; NPOAYKTY, Lir040i pevyoBuHY cemarnyTuay.
lmMr:no3mny HanoBHEHHA
KapTpuKax, KapTpuaxXy Ta
BKNafeHNx y nepesipka AKOCTi
nonepeaHL0 npoaykuii in bulk;
3anoBHeEHY KOMMN/IEKTYBaHHS,
6araTogo3oBy MapKyBaHHs Ta
0HOPAa30BY LUNPUL- BTOPUHHE NaKyBaHHS
pyuky; 1 rOTOBOrO /liKapPCbKOro
nonepegHL0 3acoby (cemarnytug,
3anoBHeHa LnpuL- 1,34 mr/Mn, po3ymH
pyuka Ta 4 018 iH'EKUi, wnpuy-
0[lHOPA30BUX rOJIKM pyuka PDS290),
Hoso®aiiH® lMntoc B KOHTPO/Ib SKOCTI
KapTOHHIli KopoobLi (XimiYHi/cDi3nyHi
BMNPOGYBaHHS)
npoaykuii in bulk Ta
rOTOBOrO /liKapPCbKOro
3acoby: A/IT Hoso
Hopgick, JaHis
204. | OKTArAM po3uunH Ang iHgysiii, | OKTA®APM ABCTpiIs OkTtadhapma ABcTpisi/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/13905/01/01
50 mr/mn; no 50 mn, A dapmaueBTuka LLseuis/ 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
100 mn a6o 200 mn dPapmanesT MpopykTioHcrec. ®paHuia/ HalilMeHyBaHHs Ta/abo agpecu micus
y naawyi; no 1 nka M.6.X., ABCTpis; HimeuunHa NPOBaPKEHHA AiSNIbHOCTI BUPO6HUKA (BKIKOYakoun,
NAAWLI Y KAPTOHHIi MpoayKTioHC Bupo6HuK, 3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/IO
Kopoobui rec. Mm.6.X. BignoBiganbHMI 3a AKOCTI), abo BNacHvKa macTtep-aiina Ha A®l, abo

BMPOGHMLITBO 3a
MOBHWM LMKMIOM, 3a

noctavanbHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, O

BUK/TIOYEHHAM 3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SKLLO
BTOPWHHOT yNaKkoBKU: 3a3HayYeHo y [OCbE Ha NikapCbkuii 3acib) 3a
OKTA®APMA AB, BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
Lseuis; €Bponeiicbkili hapmakonei y 3aTBepakeHomMy
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Brpo6HuK, [ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
BiAnoBiganbHMiA 3a PEeYOBMHM (AKLLO 3a3HAYEHO Y A0CbE) 3MiHa Ha3BU
BMPOGHULITBO 3a nab6oparopii, sika BUkoHye NAT-TecTyBaHHA nynis
MOBHWM LMK/IOM, 3a nnasmu y ®paHkdypti-Ha-MaiiHi, HimeuunHa 3
BUK/TIOYEHHAM nonepenHboi «Octapharma Molecular Diagnostic»
BMPOGHULITBA PO3UMHY Ha «Octapharma Biopharmaceuticals GmbH».
in-bulk, BTOPUHHOI 3MiHn | TUny - 3MiHn 3 akocTi. A®l. BupobHuuTBO.
yNaKoBKW. 3MiHM BUNPO6YBaHb ab0 A0NYCTUMUX MEX Y
AnbTepHaTUBHO, npoveci BupobHuuTea A®I, L0 BCTAHOBMEHI Y
BVPOGHMLTBO cneumdikauisix (3BY)XXEHHS AONYCTUMUNX MEX)
KIHLLeBOro NpoAaykTy 3 CKOpOYEHHS TPUBAIOCTi NepeMiLLyBaHHSA
in-bulk po3uunHy, npoaykty 3 S/D (solvent/detergent) peareHTom nig,
BMPOGIEHOrO Ha yac ctagii BipycHoi iHakTmBauii 3 30-45 xB. go 30-
OkTtadapma 35 xB. YHighikauia iHchopmauii y po3aini 2.2.13
dapmaleBTuKa Bottles and stoppers 040 npoLecy NpurotTyBaHHs
MpopykTioHcrec. npo6bku (pegakuinHa 3MiHa). 3MiHn | Tuny - 3MiHn 3
M.6.X., ABCTpisi: sKocTi. FoToBWIA Nikapcbkuii 3aci6. Cuctema
OkTadhapma, PpaHuis; KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
AnbTepHaTvBHa napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
BMPOGHMYA AinsHKa MeX NepBMHHOI YMakoBKW rOTOBOrO NiKapCbKOro
[N BTOPUHHOTO 3ac00y (3BY)XXEHHS [ONYCTUMUX MEX, BU3HAYEHUX
nakyBaHHs: y cneuudikauii) BHeceHHs 3miH fo cnevuudikauii
OkTachapma [feccay Ha Npo6KK, a came-3BYXXEHHSA [ONYCTUMUX MEX
vM6X, HimeuunHa; TecTy Ha eHgoTokeuHu: Current: Endotoxin limit on
Brpo6HuK, stoppers is < 0.5 IU/cm? Proposed: Endotoxin limit
BiAnoBiganbHMi 3a on stoppers is < 1 EU/pc. 3MiHu | Tuny - 3miHu 3
BMNPOOYBaHHA Ha AKOCTI. 3MiHM [0 peecTpaLiiiHOro NocBigYEHHS
anoMiHin (ooaaTkoBo BHAC/IJOK iHLUNX perynsiTopHMX npoueayp.
[0 BUPOGHMKa MM®/BA3® (macTep-haiin Ha nnasmy/3arasibHui
Oktadapma Ab, dhaiin Ha BaKLMHHWIA aHTWUreH). BKIOYEHHS
LLiBeujs): HOBOTO, OHOB/IEHOrO ab0 3MiHEHOro MacTep-
OkTtadapma (paiina Ha nnasmy y peectpauiliHie fOCbe Ha
MpogykTioHcrecenwa nikapcbknii 3aci6 (npoueaypa 2-ro etany Ans
T doitunaHg m.6.X., MM®) (BKNHOYEHHS OHOB/IEHOT0/3MIHEHOTO
HimeuunHa MacTep-haiina Ha nnasmy, Ko 3MiHW He
BMN/IMBAIOTb Ha BNACTUBOCTI TOTOBOrO JliKapCbKOro
3aco6y) BkntoueHHs1 OHOB/IEHOrO MacTep-dhaina
Ha nnasmMy y peecTpauiiiHe fOCbE Ha NiKapCbKuii
3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/AU/030/G.
205. | OKTAN/NAC po3uunH ans iHgysid, | OkTadapma ABCTpis BUPOBHUK, LLseuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15584/01/01
nr 45 - 70 mr/mn; no dPapmanesT BiAnoBiganbHWI 3a 3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI. peyenmom
200 mn B nKa BMPOGHMLITBO 3a 3miHa y MeToAax BunpobysaHHs A®| abo
CTepu/ibHOMY MpoaykTioHC NOBHUM LMK/TOM: BMXiAHOrO MaTepiany/npombKHOro
nnactudikoBaHomy rec m.6.X. Oktadhapma Ab npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y

KOHTeliHepi Ans
KpoBi 3
nonisiHinx10puAy;

npoteci Bupo6HuuTea A®| (iHwi 3MiHM y MmeTogax
BUNPO6YBaHHSA (BKIOUAOUM 3aMiHy abo
[0noBHeHHs) A®| abo BUXiAHOro/NpoOMIDKHOTO
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 1 KoHTeliHepy B NpoAyKTy) 3MiHa MeTofy BU3HAYEHHS
nakeTi 3 Npo3opoi 6akTepia/ibHUX eHAO0TOKCUHIB Y NpoLeci
noniamig/nonietune BMPOGHMLTBA Y 3pa3kax 3 Ta 4, a came- 3amiHa
HOBOI NniBkK; no 1 akicHoro metoay (gel clot method) Ha KisibkKicHWi
nakeTy B KapTOHHIi MeTog, 3a 4ONOMOroH0 LUBUAKOT TECT-CUCTEMM
Kopo6Lyi 3 ENDOSAFE®-PTS.
MapKyBaHHSAM
YKpaiHCLKO
mosoto.Okrannac JIr
YNaKoBY€ETLCA B
OKpeMi KOHTeliHepu
3a TakMmm rpynamm
KpoBi: 'pyna kposi A
(Il), Fpyna kposi B
(i), Fpyna kposi AB
(IV), M'pyna kposi O
0]
206. | OJIMETEK TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/17624/01/02
nnxc MN/1iBKOBOIO Pecny6nika M6X 3miHu | TUNYy - 3miHu 3 sKocTi. CepTudikar peyenmom

060/10HKO0, 20
mr/25 wmr, no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KapTOHHIN nayui

BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, yXe 3aTBEPIXEHOr0 BUPOOHUKA
noAaHHs OHOBJIEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2004-058-
Rev 04 (3aTBepmxeHo: R1-CEP 2004-058-Rev 03)
ons A®l rigpoxnopoTia3ng, Bif yxe
3aTBepxeHoro Bupo6Hrka PHARMACEUTICAL
WORKS POLPHARMA S.A., Monblya
- 3miHu | TMNy - 3miHu 3 skocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuduikar Bif y)xe 3aTBepAKeHOro BUpobHuKa
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

noAaHHs OHOBJIEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkiin hapmakonei CEP 2004-058-Rev 05
ans A®l rigpoxnopoTia3ug, Bif yxe
3aTBepmxeHoro BupobHnka PHARMACEUTICAL
WORKS POLPHARMA S.A., MonbLua K1 3MiHVB
HalimeHyBaHHs1 Ha ZAKLADY
FARMACEUTYCZNE POLPHARMA S.A.,
Monbla. 3arsepaxeHo: PHARMACEUTICAL
WORKS POLPHARMA S.A. 19 Pelplinska Street
Poland-83-200 Starogard Gdanski.
3anponoHosaHo: ZAKLADY FARMACEUTYCZNE
POLPHARMA S.A. Ul. Pelplinska 19 Poland-83-
200 Starogard Gdanski, Pomorskie. - 3miHun | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHsA HOBOro abo
OHOBJIEHOrO cepTudikaTta BignoBigHoOCTi abo
BUyYEHHA cepTudikaTta BiANoBIgHOCTI
€Bponelicbkinn hapmakonei: ana A®l; ons
BUXiAHOro mMatepiasy/peareHTy/npoMixHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI
A®I; oA 4ONOMIKHOT pevyoBuHM (cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBEHWi cepTUdikaT Bif, y)Xe 3aTBEpPKEHOr0
BMPOGHMKA NMOAAHHS OHOB/IEHOTO cepTudikara
BiANoBigHOCTI €Bponeiickkili hapmakonei CEP
2004-058-Rev 06 gnsa A®I rigpoxnopoTiasung Big,
yXe 3aTBepkeHoro Bupo6Huka ZAKLADY
FARMACEUTYCZNE POLPHARMA S.A.,
MonbLa

207. | OSIMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Oaiui CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/17624/01/03
nnoc NAiBKOBOO Pecny6nika v6X 3MiHu | TUNY - 3MiHK 3 aKocTi. CepTudiikaT peuenmom
o060n0oHkoto, 40 BignosigHocTi/lE-cepTudpikar BignosigHoOCTI
mr/12,5 wr, no 14 €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
Tabnetok y 6nictepi, HOBOro abo OHOBMEHOro cepTudikata
no 2 6nictepay BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
KapTOHHI/ navu,i BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepAXEeHOro BUPOOHUKa
nofaHHs OHOBJ/IEHOIO cepTudiikaTa BiZNoBILHOCTI
€sponelicbkin dhapmakonei R1-CEP 2004-058-
Rev 04 (3atBepmkeHo: R1-CEP 2004-058-Rev 03)
onsa A®I rigpoxnopoTiasug, Big yxe
3aTBepxeHoro Bupo6Hrka PHARMACEUTICAL
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

WORKS POLPHARMA S.A., Monblya
- 3MiHn | TMNy - 3MiHK 3 aKocTi. CepTudiikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPO6HUKa
nofaHHsA OHOBJ/IEHOrO cepTudikaTa BiAnNoBILHOCTI
€sponelicbkili hapmakonei CEP 2004-058-Rev 05
ans A®l rigpoxnopoTia3ng, Bif yxe
3aTBepxeHoro BupobHrka PHARMACEUTICAL
WORKS POLPHARMA S.A., MNonblua AKnil 3MiH1B
HalimeHyBaHHA Ha ZAKLADY
FARMACEUTYCZNE POLPHARMA S.A.,
Monbuwa. 3arsepaxeHo: PHARMACEUTICAL
WORKS POLPHARMA S.A. 19 Pelplinska Street
Poland-83-200 Starogard Gdanski.
3anponoHoBaHo: ZAKLADY FARMACEUTYCZNE
POLPHARMA S.A. UI. Pelplinska 19 Poland-83-
200 Starogard Gdanski, Pomorskie. - 3MiHun | Tuny
- 3MiHn 3 saKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBPONENCHKIi
thapmakonei/moHorpadii. MogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikarta BignosigHoOCTi abo
BUyYEHHS cepTudpikaTta BiAnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ons
BUXIAHOrO Matepiasy/peareHTy/npoMixHoro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMiKHOT pevyoBrHU (cepTudikat
BifNoBigHOCTI €Bponelicbkili hapmakoner) -
OHOBReHW cepTuddikaT Bif, y)Xe 3aTBepAKeHOro
BMpPOGHUKA NoJaHHA OHOBJIEHOro cepTudpikara
BignoBigHocTi €Bponelickkili hapmakonei CEP
2004-058-Rev 06 gnsa A®I rigpoxnopoTiasug Big,
yXe 3aTBepKeHoro Bupo6Huka ZAKLADY
FARMACEUTYCZNE POLPHARMA S.A.,
MonbLa

208.

OJZIMETEK
nntoc

TabneTku, BKPUTI
nAiBKOBOO
060/10HKO0, 40
Mmr/25 wmr, no 14
TabneTtok y 6nictepi,

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn
M6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro ab0o OHOB/IEHOro cepTudikata

3a
peyenmom

UA/17624/01/04
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

no 2 6nictepa y
KapTOHHI naywi

BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif, y)xe 3aTBEpIXEHOro BUPOOHUKa
noJaHHA OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
€sponelicbkin dhapmakonei R1-CEP 2004-058-
Rev 04 (3aTBepmxeHo: R1-CEP 2004-058-Rev 03)
ans A®l rigpoxnopoTiasug, Bif yxe
3aTBepmxeHoro BupobHnka PHARMACEUTICAL
WORKS POLPHARMA S.A., Monblya
- 3minu | TUNy - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuguikart Bif yxe 3aTBepaXeHoro BupobHuka
noAaHHA OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
€Bponelicbkin hapmakonei CEP 2004-058-Rev 05
onsa A®| rigpoxnopoTiasug, Big yxe
3aTBepaxeHoro BupobHnka PHARMACEUTICAL
WORKS POLPHARMA S.A., MNonbLua sikuii 3MiHNB
HalilmeHyBaHHs Ha ZAKLADY
FARMACEUTYCZNE POLPHARMA S.A.,
Monbuwa. 3ateepaxeHo: PHARMACEUTICAL
WORKS POLPHARMA S.A. 19 Pelplinska Street
Poland-83-200 Starogard Gdanski.
3anponoHoBaHo: ZAKLADY FARMACEUTYCZNE
POLPHARMA S.A. Ul. Pelplinska 19 Poland-83-
200 Starogard Gdanski, Pomorskie. - 3miHun | Tuny
- 3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpONECHKIi
thapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikarta BignoBigHoOCTi abo
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BVIXiHOrO MaTtepiany/peareHTy/npoMiXHOTo
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 119 AONOMIKHOI pevyoBuHM (cepTudikart
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BiANOBIAHOCTI €Bponeiickbkili hapmakoneri) -
OHOBNeHWit cepTudikaT Bif, yXe 3aTBeEpIKEHOr0
BMPOGHMKA NOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBIgHOCTI €Bponeiickbkili hapmakonei CEP
2004-058-Rev 06 ans A®I rigpoxnopoTiasung, Big
yXe 3aTBepKeHOro Bupo6Huka ZAKLADY
FARMACEUTYCZNE POLPHARMA S.A,,

MonbLua
209. | OJIMETEK TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/17624/01/01
nnxc MN/1iBKOBOIO Pecny6nika M6X 3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar peyenmom
060/10HKO10, 20 BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
mr/12,5 wr, no 14 €Bponelicbkili hapmakonei/moHorpadii. MogaHHa
Tabnetok y 6nictepi, HOBOro abo OHOB/IEHOro cepTudikata
no 2 6nictepay BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
KapTOHHIW nayv, BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns

A®l; gns BuxigHoOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, yXe 3aTBEPIXEHOr0 BUPOOHUKA
noAaHHs OHOBJIEHOTO cepTudiikarta BifnoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2004-058-
Rev 04 (3aTBepmxeHo: R1-CEP 2004-058-Rev 03)
ons A®l rigpoxnopoTia3ng, Bif yxe
3aTBepxeHoro Bupo6Hrka PHARMACEUTICAL
WORKS POLPHARMA S.A., Monblya
- 3miHu | TMNy - 3miHu 3 skocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBepaKeHoro BUpobHuKa
noAaHHs OHOBJIEHOTO cepTudikarta BifnoBigHOCTI
€Bponelicbkiin hapmakonei CEP 2004-058-Rev 05
ans A®l rigpoxnopoTiasug, Bif yxe
3aTBepmxeHoro BupobHnka PHARMACEUTICAL
WORKS POLPHARMA S.A., MonbLua sK1ii 3MiHWB
HalilmeHyBaHHA Ha ZAKLADY
FARMACEUTYCZNE POLPHARMA S.A.,
Monbla. 3arsepaxeHo: PHARMACEUTICAL
WORKS POLPHARMA S.A. 19 Pelplinska Street
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Poland-83-200 Starogard Gdanski.
3anponoHoBaHo: ZAKLADY FARMACEUTYCZNE
POLPHARMA S.A. Ul. Pelplinska 19 Poland-83-
200 Starogard Gdanski, Pomorskie. - 3miHun | Tuny
- 3MiHu 3 AkocTi. CepTudpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/moHorpadii. NMogaHHsA HOoBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHocTi abo
BUyYEHHA cepTudpikaTta BiANoBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ons
BUXigHOro mMatepiasy/peareHTy/npoMixHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI
A®I; oA 4ONOMIKHOT pevoBuHM (cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBEHWi cepTUdikaT Bif, y)Xe 3aTBEpPAKEHOr0
BMPOGHMKA NMOAAaHHSA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI E€Bponeiickkili hapmakonei CEP
2004-058-Rev 06 gnsa A®I rigpoxnopoTiasung Big,
yXe 3aTBepkeHoro Bupo6Huka ZAKLADY
FARMACEUTYCZNE POLPHARMA S.A.,
MonbLa
210. | OMENPA30/ | niodinisat gns dapmaneBT peuis AH®APM XENNAC pewis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/1030/01/01
-BOKATE PO3YMHY ANS iH'EKLi nyHa C.A. 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
no 40 wr; 1 donakoH KOMNaHis Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
3 niodpinizaTtom y «BOKATE y3arasibHeHVX AaHUX Npo cucTemy
KOMNIekTi 3 1 C.A» thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
amnysoto 3 npo cuctemy thapmakoHarnsgy, sMiHa
PO34YMHHMKOM Mo 10 yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
M 3AiiCHeHHA hapMakoHarnsay; KOHTakTHOT ocoou 3
(nonieTnneHrnikonb dhapmakoHarnagy 3asBHuka gns 34iiCHeHHA
400, kucnotn thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
JIMMOHHOT BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
MOHOrigpar, Boay 3[ilicHEeHHS1 dpapMakoHarnsay (Bkarvaroum
ANs iH'eKUii) y KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
KapTOHHIlA KopooLi macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHarisg B YkpaiHi.
[itova pepakuis: TkavyeHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pepgakuis: Enb Kasne Hatanisa
HOpiiBHa. YTOUYHEHHS W00 3MiHW OPUANYHOI
agpecu
211. | OHINI3A TabneTkn, BKPUTI AcTpa3eHek Benuka BupobHnyTBO: cuwA/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10715/01/01
NAiBKOBOO a oK BpuTaHis AcTpa3eHeka Benvka 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKO0, N0 2,5 NimiTen $apmacsrotukanc /M, BpuTtaHis/ Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
mr; no 10 TabneTok CLUA; NakyBaHHs, LLsewis B TEKCT MapKyBaHHs NepBuHHOI (po3ginu 2, 6) Ta

y 6nicTepi; no 3
6nictepu B
KapTOHHI Kopoo6Li;

BMNYCK Cepil:
AcTpa3eHeka tOK
NlimiTen, Benvka

BTOPVHHOI (po3ainu 2, 3, 4, 5, 16, 17) ynakoBoK
nikapcbKoro 3acoby BeeaeHHs 3MiH NpOTAroM 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BpuTtaHis; KoHTposb
AKOCTi: AcTpa3eHeka
AB, LWBeuis; KoHTposb
AKOCTi: AcTpa3eHeka
AB, LBeuis
212. | OHIMNI3A TabneTku, BKPUTI AcTpa3eHek Benuka BupobHuyTBO: CuwA/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10715/01/02
MN/1iBKOBOIO a toK BpuTtaHis AcTpa3eHeka Benuka 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKOI0, N0 5 Mr, NimiTen $apmacbsroTukanc /M, BpuTtaHis/ Ta (hapmakoHarnsgy (iHwWi 3miHW) - 3MiHWM BHECEHO
no 10 TabneTok y CLUA; NakyBaHHs, LLsewjis B TEKCT MapKyBaHHs NepBUHHOI (po3ginn 2, 6) Ta
6nicTepi; no 3 BWMYCK Cepii: BTOPUHHOT (po3ainu 2, 3, 4, 5, 16, 17) ynakoBoK
6nictepu B AcTtpa3eHeka tOK nikapcbKoro 3acoby BeeAeHHs 3MiH NPOTAroM 6-Tu
KapTOHHI Kopo6Lyi Niviten, Benuka MiCALIB NiCNsA 3aTBEPA)KEHHS
BpuTtaHis; KoHTposb
AKOCTi: AcTpa3eHeka
AB, LWBeuisi; KoHTpOsb
AKOCTi: AcTpa3eHeka
AB, LBeLis
213. | OHTPY3AHT MOPOLLIOK ANs CamcyHr Pecny6nika Brpo6HMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/20623/01/01
KOHLeHTparty A Bioenic Ko., Kopes nepBrHHE NakyBaHHS, PpaHuia/ 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
pO34nHy Ans nra. BMNPOGYBaHHSA Ipnangis/ Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu A0
iHdpy3ii, no 150 mry KOHTPO/IHO0 SIKOCTI Benebrisi/ y3arasibHeHNxX AaHux npo cucrtemy
hnakoHi, no 1 (cTepunbHICTb): Higepnavan | dapmakoHarnsgy (BBeAeHHs y3araslbHEHUX JaHuX

hNakoHy y
KapTOHHI Kopo6Lyi

MateoH Itanis C.n.A.,
ITanis; BupobHuuTBO,
NepBUHHE MakKyBaHHS:
dapesa lNay,
®paHuis;
Bunpo6yBaHHs
KOHTPO/IIO AKOCTI
(bakTepiasibHi
©HA0TOKCUHU Ta
CTepUNbHICTb):
dapesa MNay,
PpaHuis;
BunpobyBaHHs
KOHTPO/IHO SIKOCTi (BCi
TEeCcTu OKpiM
b6akTepiasibHUX
€HAO0TOKCUHIB Ta
CTepPW/IbHOCTI),
BMNPOGYBaHHSA
cTabinbHOCTI (BC
TEeCcTu OKpiM
bakTepiasibHUX
€HAO0TOKCKHIB Ta
cTepwibHocTi): MNA4
[esenonmeHTt
Alieneng Nimites,

npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsAgy; KOHTaKkTHOT ocobu 3
thapmMakoHarnsgy 3asBHvKa ANs 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBigaIbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKa, BigNOBigaNbHOI 3a
thapmakoHarnsg B Ykpaii.

[Oitoua pepakuin: Amutpo CasyeHko / Dmytro
Savchenko. MNponoHoBaHa pegakuisn: bynura Nigis
OnekciiHa / Bulyha Lidiia Oleksiivna.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHVKa, BigNOBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ipnangis;
Bunpo6yBaHHs
KOHTPOJIHO SKOCTI
(bakTepiasibHi
€HO0TOKCUHN),
BUNPOBYBaHHSA
CTabiNbHOCTI
(bakTepiasibHi
€HAO0TOKCUHU Ta
CTEPUIIBHICTb):
Yapnb3 Pisep
NlabopaTopi3 AileneHns
Nimiteq, lpnaHgis;
BTopvHHE nakyBaHHS:
dapmayeyTivi
dopmenTi C.N.A,,
ITanis;
BTopuHHe nakyBaHHs:
EnecTia Benmxiym
HB, Benbrisi; Bunyck
cepii: CamcyHr Bioenic
H/ B.B., Hinepnanan

214.

OHTPY3AHT

MOPOLUOK A5t
KOHLEHTpaTy AN
PO34uHY ANs
iHdpy3iii, no 420 Mry
donakoHi, no 1

chnakoHy y
KapTOHHI Kopo6Lyi

CamcyHr
Bioenic Ko.,
nra.

Pecny6nika
Kopes

Bupo6bHuuTBO,
NepBUHHE MaKyBaHHSI:
®dapesa lNay,
PpaHuis;
Bunpo6yBaHHs
KOHTPOJTIO AKOCTI
(6akTepianbHi
€HJ0TOKCUHMN Ta
CTEPUIIbHICTb):
dapesa lNay,
®paHuis;
BunpobyBaHHs
KOHTPO/IHO AKOCTI (BCI
TECTN OKpiM
6akTepiasibHNX
€HAO0TOKCUHIB Ta
CTepUIbHOCTI),
BMNPOOYBaHHSA
cTabinbHocTi (BC
TECTN OKpiM
6akTepiasibHNX
€HAO0TOKCUHIB Ta
cTepunbHocTi): MNA
[esenonmeHT
AReneHnpg Nimites,
Ipnangis;

ITanis/
PpaHuia/
Ipnangis/

Benebrisi/
Higepnangm

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu hapmakoHarnsgy). 3mMiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
hapmMakoHarnag B YKpaiHi.

[itoua pepakuis: Amutpo CaByeHko / Dmytro
Savchenko. MponoHoBaHa pegakuis: Bynura figis
OnekciiBHa / Bulyha Lidiia Oleksiivna.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.

3a
peyenmom

UA/20623/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Bunpo6yBaHHs
KOHTPO/IIO AKOCTI
(bakTepiasibHi
€HO0TOKCUHM),
BUNPOBYBaHHSA
CTabiNbHOCTI
(bakTepiasibHi
€HAO0TOKCUHU Ta
CTEPUSbHICTL):
Yapnb3 Pisep
NabopaTopi3 AileneHs
Nimiten, IpnaHgis;
BTopvHHe nakyBaHHS:
dapmayeyTidi
dopmeHTi C.N.A,,
ITanis;
BTOprHHE nakyBaHHS:
EnecTia Benmxiym
HB, Benbris; Bunyck
cepii: CamcyHr bioenic
HN B.B., Higepnanau
215. | OPNIOKCALM | Ttabnetkn no 0,2 T; MpuBaTtHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a He UA/5050/01/01
H no 10 TabneTtok y akuioHepHe TOBapuCTBO "JIEKXIM - 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom niosnsza
6nicTepi; no 1 TOBapuCTBO Xapkis", YkpaiHa; Ta thapmakoHarnsgy. 3miHa y KopoTkili €
6nicTepy y navui 3 "Nekxim - MpAT «TexHonor», XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI
KapToHy; no 10 Xapkis" YKpaiHa MapKyBaHHS Ta IHCTPYKLUiT A8 MeANYHOro
Tabnetok y 6nictepi; 3acToCyBaHHA Ha nigcTasi perynsipHo
no 50 a6o 100 OHOBJ/IKOBAHOTO 3BiTYy 3 6€3neKu NiKapCbKoro
6nictepiB y nauui 3 3acoby, abo focnifgxeHb 3 6e3neku 3acToCyBaHHSA
KapTOHY nikapcbKoro 3acoby B nicispeecTpaviiiHnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHM BHECEHO B IHCTPYKL,it0 415 MEeANYHOrO
3aCcTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO iHOpPMaL,T Woao
6e3nekn 3aCTOCyBaHHA Ailo40l pe4yoBUHU 3riHO
pekomeHgauii PRAC.
216. | NAHALQON TabneTku, BKpUTI XaneoH HOK Benuka BVPOGHMLTBO Ipnangis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/2562/01/01
060/10HKO10, No 500 TpeigiHr BpuTaHis nikapcbKoro 3acoby, IcnaHis 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peyenma
Mr; no 12 tabnetok Niwviten, nepBrHHe Ta BignosigHocTi/l E-cepTudikat BignosigHoOCTI
y 6nicTepi; no 1 Benuvka BTOPVHHE NakKyBaHHS, €Bponelicbkiin dhapmakonei/moHorpadii. NMogaHHA
6nictepy B BpuTaHis KOHTPO/b SKOCTI, HOBOro abo OHOBMEHOro cepTudpikata

KapTOHHI kopobuy;
no 8 TabneTtok y
6nictepi; no 8 abo
12 6nicTepiB y

BUMYCK Cepii:
nakcoCmiTKnainH
[anrapsaH fimites,
IpnaHgis

BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BuxigHoro
mMarepiany/peareHTy/npomikKHOro NpPoAyKTY, Lo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHIli KopoobLi BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans

[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif, y)xe 3aTBepAKEHOro BUPOOHUKA.
[MogaHHA OHOBNEHOrO cepTudikaTy BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei CEP 2002-020-Rev 10
ANA Ailo4oi pevoBMHN NapaleTamon Bif
3aTBepAKeHoro BupobHuka Farmson
Pharmaceutical Gujarat Pvt. Ltd., India y 38’s3ky 3
O0faBaHHAM MiHii 3 BUpo6HMLUTBAa ADI
(3aTBepmkeHo: R1- CEP 2002-020-Rev 10;
3anponoHosaHo: CEP 2002-020-Rev 10). 3MmiHu |
UMy - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHMYOT AiNbHUL (BKIHOUAKUMN AiNbHAL ANS
A®I, NpOMiXXHOTro NPoAyKTy abo roToBOro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOGHMKa, BigNOBIAAIbHOMO 3a
BUMYCK Cepild, MicLle NPOBefeHHA KOHTPOSIIO cepii)
abo noctavasnibHVKa BUXIQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI peYOBUHU (AKLLO
3a3HayYeHo y focbe). BunyyeHHs BupobHuka Spec
Gx LLC Raleigh, USA gitouoi pe4oBuHu
napauetamon (3atsepmkeHo: NOVACYL (WUXI)
PHARMACEUTICAL CO., LTD., China; SPEC GX
LLC, USA; FARMSON PHARMACEUTICAL
GUJARAT PRIVATE LIMITED, India;
3anponoHosaHo: NOVACYL (WUXI)
PHARMACEUTICAL CO., LTD., China;
FARMSON PHARMACEUTICAL GUJARAT
PRIVATE LIMITED, India).

217. | NAHAAON TabneTku, BKpUTI XaneoH HOK Benuka "nakcoCmiTKnaiiH IpnaHgis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/2691/01/01
EKCTPA 060/10HKOI0; M0 12 TpeigiHr BpuTaHis [aHrapsaH flimites 3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenma
Tabnetok y 6nictepi; Nimiteq BVMPOGHWYOI finbHNL (BKIHOYAKOUN AiNbHALI ANS
no 1 6nictepy B A®I, npomi>HOro NpPoAyKTy abo rotoBoro
KapTOHHIlA KopooLi NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS

nakyBaHHs!, BUPOGHWKa, BigNOBifaIbHOro 3a
BWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOSO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMNOMKHOI PEYOBUHY (SIKLLO
3a3HayeHo y A0cbe). BunyyeHHs BupobHuka Ad|
napauetamony SPECGX LLC, USA. 3minHu | Tvny -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BU/yYEHHS cepTudikaTa BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXIAHOrO MaTepiany/peareHTy/npoMiKHOro
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNOMiIKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BUpPOGHMKa. MogaHHA OHOBEHOro cepTudikaTa
BiANOBIAHOCTI €Bponelickkilt thapmakonei Ne CEP
2002-020 - Rev 10 (3atBepmxeHo: R1- CEP 2002-
020 - Rev 09) ana A®| napaueTtamony Big,
3aTBepAKeHoro Bupo6Hnka FARMSON
PHARMACEUTICAL GUJARAT PRIVATE
LIMITED, India.
218. | NAHTAMAK TabneTkun, BKpUTI Makneogc IHAiA Makneogc IHAis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/17027/01/01
060/10HKOI0, dapmacboT dapmacbroTrKanc 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom
KMLLKOBOPO34YUHHI N0 nkanc Nimiten 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
40 wmr, no 10 Nimiteq (BKKOYAOUM Ajana3oH po3Mipy cepii) roToBOro
Tabnetok y 6nictepi; nikapcbKoro 3acoby (iHwi 3MiHN) BBegeHHs
no 3 6nictepu B [,04aTKOBOro po3Mmipy cepii flikapcbkoro 3acoby —
KapTOHHIl KopoobLi 700 000 T611. Ta 2 800 000 T6/1. 4O BXE iICHYHOHOrO
po3wmipy cepii 1 400 000 T61. 3MiHn | TURY - 3MiHN
3 KoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpobHULTBA
roTOBOrO NiKapCbKOro 3acoby, BKIoYaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoLeci BUpO6GHMLTBA)
He3HauHi 3MiHM Y BUPOOHUYOMY NpoLieci Ha eTani
1. «Sifting», 2. «At Pre-Lubrication stager»,3. «At
Lubrication stager».
219. | NAHTACAH NOPOLLOK CaH IHais CaH ®apmacbloTvkan IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/3400/01/01
niodpinizoBaHwin Ans dapmacboT IHpacTpi3 174, 3MmiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom nionsiea
NPUroTYBaHHSA nkan Ta chapmakoHarnsgy. 3miHa y KopoTkili €
PO34MHY ANs1 iH'EKLi IHpacTpi3 XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
no 40 wr; 1 donakoH Niviteq MapKyBaHHS Ta IHCTPYKUIiT A/19 MeaNYHOro

3 MOPOLLKOM Yy
KapTOHHIli KopooLi

3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 5K pe3ynbTar OLIHKN 3BITY 3 AOCNILKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyHnX
pocnigpxeHb (PIP) (iHWwi 3MiH1) 3MiHN BHECEHO B
IHCTPYKLUiO AN MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
iHLWIMMKM NikapcbKMMK 3acob6amMu Ta iHLWi BUan
B3aemogii", "Ocob/IMBOCTi 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBAEHOI
iHchopMmalii Wwoao 6e3nekn 3acTocyBaHHs
NiKapcbKoro 3acooby.
TepMmiH BBEAEHHSA 3MiH MPOTAroM 6 MicauiB nicnas
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby ynakoska) nocsioYyeHHs1
3aTBEPMKEHHS.

220. | NAHTOrAP Kancynu; no 15 Mepy, HimeuunHa Bupo6bHuyTeo in bulk: Leiiuapis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/10445/01/01
kancyn y 6nictepi; dapmacbioTi AciHo dapma AT, Himeuunna 3Mminu | TURY - 3miHk 3 sKocTi. CepTudikar peyenma
no 6 6nictepiB y kanc Mmex LLIseiiuapisi; MepBuHHE BignosigHocTi/l E-cepTudikar BignosigHoCTI
KapTOHHIA KopobL; Ta BTOPUHHE €Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,

nakyBaHHs: ACiHO noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
dapma Ar, BiANOBIAHICTb A0 MoHorpadii APY a6o
Lseiiyapis; €Bponelicbkoi thapmakonei, abo iHwoi

BunpobyBaHHs HauioHanbHOI hapmakonei gepxasn EC (3miHa y
KOHTPOJII0 SKOCTi Ta cneuudikauisix, noB'a3aHa 3i 3MiHamu B dY, abo

BUMYCK cepil: ACiHO €Bponelicbkii hapmakonei, abo iHLLii
dapma Arl, HaujioHasnbHIli hapmakonei gepxasu €C) -
LlBeiiuapis; OHoBeHHsA TecTy "igeHTndikauii C" A®| TiamiHy

BunpobyBaHHs MOHOHITpAT, y 3B'3Ky 3 NPUBEAEHHSAM A0

KOHTPOJIO0 SKOCTI: OHOB/IEHOT MOHorpadii €® "Thiamine nitrate".

€BpocpiHc Biodapma

MpopakT TecTiHr

CsiT3epneHg Al
LlBeiiuapis;

BunpobyBsaHHs

KOHTPOJIO SKOCTI:

IHCTUTYT KynbmaH

'M6X, HimeuynHa

221. | NEHTAKCUM | nopowiok CaHodpi PpaHLin BVPOGHMLTBO ®paHuia/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/13010/01/01

® BAKUMHA Haemophilus Mactep roToBOro YropwmHa 3MiHu | TUnYy - 3MiHKn 3 AKocTi. A®Il. KoHTposb AdI peyenmom
ansa influenzae Tuny b Ta Hepo3dghacoBaHOro (iHwi 3miHW) Mepernag, cTpaTerii KOHTPO
MNPO®INAKT cycneHsis ans NpoAyKTY, 3an0BHEHHS Hepo3sdacosaHoro (bulk) koH'toroBaHoro
KU iH’ekuiii (0,5 mn); no Ta niopinizayis nonicaxapugy Haemophilus Tuny b Ha eTanax
ONODTEPII, 1 chnakoHy 3 (dbnakoHmn), BTOPUHHE rofI0BHOrO nocisHoro matepiany (Master Seed Lot
NMPABLA, nopoLukom Ta 1 nakyBaHHs1, KOHTPO/1b (MSL)) 14 poboyoro nocisHoro matepiasy (Working
KALUHOKY nonepegHbL0 AKOCTI, BUNYCK cepil: Seed Lot (WSL)). TepMiH BBEAEHHS 3MiH - KBiTEHb
(ALENONAP | 3anoBHeEHOMY CaHodpi MacTep, 2027. 3MmiHu | Tuny - 3miHK 3 sKocTi. AdI.
HUIA wnpwuyy (0,5 mn) 3 ®paHLia; NOBHUI LWKN KoHTponb A®I (iHwi 3miHK) - Mepernag ctpaTterii
KOMMNOHEHT | npukpinneHoto BMPOGHMLITBA, KOHTpON0 Hepo3dacoBaHoro (bulk) aktmeHoro
), rosnkoto (abo 2 3anoBHEHHSA Ta hapMaLeBTUYHOrO IHrpeaieHTa KOH'toroBaHoro
noniomien OKpPEMUMU ronkamu), niodpinizauis nonicaxapugy Haemophilus Tuny b npv Bunycky.
TY L0 MICTUTb (dbnakoHu), BTOPUHHE TepMiH BBEEHHSA 3MiH - kBiTeHb 2027. 3MiHu |
IHAKTUBOBA | cycneHsito ans nakyBaHHs1, KOHTPO/1b My - 3MiHKU 3 AKOCTi. A®l. BUpO6GHMLTBO. 3MiHK
HA TA iH'E€KLil, B KAPTOHHIN SIKOCTi, BUNYCK cepil: BMNPOGYBaHb ab0 AOMNYCTUMUX MEX Y NPOLECI
BAKUUHA kopo6ui; no 1 CaHodpi Mactep, BMPOGHMLTBA ADI, LII0 BCTAHOB/IEHI Y

ansa chnakoHy 3 ®paHUisa; BTOPUHHE cneundikavisx (iHwi 3miHn) MNepernag, ctpaTterii
MPODINAKT nopowkom Ta 1 nakyBaHHs, BUMYCK KOHTPO/I0 B MpoLeci BUPOGHMLTBA

KU nonepegHbL0 cepii: CaHoi-ABeHTIC Hepo3hacoBaHOro akTMBHOIO dapMaueBTUYHOTO
IHOEKLLIIA, 3anoBHeHOMY 3pT., YropwuHa iHrpeieHTa KOH'toroBaHoro nonicaxapvay
CAOPUYMUNHEH | wnpuyy (0,5 mn) 3 Haemophilus Tuny b. TepmiH BBeAEHHA 3MiH -
nx NMPUKPINJIEHo0 KBiTeHb 2027. 3MiHuW | TUNY - 3MiHK 3 AKOCTI. ADI.
HAEMOPHIL ronkoto (abo 2 Bupo6HMLTBO. 3MiHM BUNpobyBaHb abo
usTmny B OKPEMUMU ronkamu), [0NyCTUMMX MEX y npoueci BUpobHuuTea Adl, wo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOH'FOFOBA LLLO MiCTUTb BCTaHOB/EHI y crneuudikalisx (4o4aBaHHsS HOBOrO
HA, CycneHsito ans BUMPOOYBaHHA Ta AoNyCcTUMUX MeX) [loaaBaHHS
AOCOPBOBA | iH'ekuii, B onTUYHOI WinbHocTi (Optical Density at 600 nm) sk
HA CTaHfapTHO- KOHTPO/IIO B NPOLECi BUPOBGHMLITBA FO/I0BHOTO
€KCMOPTHIN nocisHoro matepiany (Master Seed Lot (MSL)) i1
ynakoBLi, sika po6oyoro nocisHoro matepiany (Working Seed Lot
MICTUTBCA Y (WSL)), 3 meTot0 aganTaduii 4o pigKoi nonepeaHbol

kapTovthpk.ro61977
HHil1 kopobui (3
IHCTpyKLUieo ans
MeAMYHOro
3acTOCyBaHHS)

KyNbTYpW i NPOCAiAKOBYBaHHA PO3BUTKY
aHanNiTUYHNX MeTOAIB. TePMiH BBEAEHHS 3MiH -
KBiTE€Hb 2027. 3MiHM | TMNY - 3MiHW 3 AKOCTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepiody 36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBigHOCTI EBponeiichkii
hapmMakonei, Lo BKIoYae nepios NOBTOPHOro
BMNPOGYBaHHS) (Nepiog NOBTOPHOTO
BMNpoGyBaHHs/nepios 36epiraHHs) - 3MiHa ymMoB
36epiraHHa A®| - 3miHa yMOB 36epiraHHs
rosI0BHOTO nociBHoro matepiany (Master Seed Lot
(MSL)) 4 pobouoro nocisHoro matepiasny (Working
Seed Lot (WSL)) 3 cy6n1iMOBaHUX Ha 3aMOPOXEHI
pigki MSL i WSL 3 meToto onTumisau,ii npouecy
BUpOGHULTBA.
3arBepaKeHo
Phase 2: steps for MSL storage
Suspension in skim milk solution
Germs filled in ampoules
Freeze-drying
Storage at +5°C + 3°C
Phase 2: steps for WSL storage
Suspension in skim milk solution
Germs filled in ampoules
Freeze-drying
Storage at +5°C + 3°C
3anponoHoBaHo
Phase 2: steps for MSL storage
Addition of glycerol 15% v/v 5%
under stirring at 300 £ 20 rpm during 15 £ 5 min
Germs filled in cryovials /

Storage at < -70°C
Phase 2: steps for WSL storage
Addition of glycerol 15% v/v £5%
under stirring at 300 + 20 rpm during 15 £ 5 min
Germs filled in cryovials /

Storage at <-70°C
TepmiH BBEAEHHSA 3MiH - KBiTeHb 2027. 3MiHu I
My - 3MiHK 3 AKOCTi. A®l. BUpOOGHULTBO. 3MiHN B
npoueci Bupo6bHuuTea API (3miHa cTocyeTbCs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

aKTUBHOT peYoBMHN Bi0N0riYHOro/iMyHOIOrYHOrO
NOXOKEHHS1 260 BUKOPUCTAHHSA XiMiYHUX ADI y
BMPOBHULITBI TIKAPCLKOro 3acoby
6i0/10r4YHOro/iMyHO/IOMNYHOTO MOXOMKEHHS, Aka
MOXe MaTu 3Ha4HWii BNAMB Ha AKiCTb, 6e3neky Ta
epeKTBHICTb NiKapcbkoro 3acoby, i He
CTOCYETbCSA NPOTOKOY) 3MiHa B NpoLieCi
BUPOGHMLTBA rO/I0BHOrO NOCIBHOrO Marepiany
(Master Seed Lot (MSL)) i1 po6o4oro nocisHoro
matepiany (Working Seed Lot (WSL)). TepmiH
BBEJEHHS 3MiH - KBiTeHb 2027. 3MiHK Il Tuny -
3MiHu 3 sKocTi. A®l. BUpobHMLTBO. 3MiHa
BMPOGHMKA BUXiAHOr0/MPOMIXXHOIO
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKA
(Bkntovatoun, fe HeobxigHO, MicLe NPOBeAEHHS
KOHTpOtO sIKOCTi) ADI (3a BigCYyTHOCTI
cepTudpikaTa BignNoBigHOCTI €BpONechbkili
thapmakonei y 3aTBepIXeHOMY OCbE)(3MiHa B
A®I 6i0N0riYHOro NOXoMKeHHs abo BUXIGHOMY
mMarepiani/peareHTi/npoMiXHOMY NPOAYKTI, L0
BUKOPWCTOBYIOTLCA A/15 BUPOOHMLTBA
6ionoriyHOro/iMyHO10rYHOTO JliKapCbKOro 3acoby )
3MiHa BUPOOHMKA CMPOBUHM Ta PO3YMHIB 415
cepefoBuLL, L0 BUKOPUCTOBYOTLCA Ha eTani
chepmMeHTaLii B npoLieci BUpo6bHULTBa
Hepo3hacoBaHOro akTMBHOIMO thapmaleBTUYHOro
iHrpefieHTa KOH'toroBaHoro nosicaxapugy
Haemophilus Tuny b i3 «CaHodpi MacTep» Ha
«Tepmo diwep CaeHTighik» 3 MeTOK onTumisaii
BMPOGHMLTBA. TEPMIH BBEAEHHS 3MiH - KBITEHb
2027. 3MiHu Il Tuny - 3MiHK 3 AkocTi. AdI.
Brpo6HMLUTBO. 3MiHM B NpoLeci BupobHuuTea AdI
(3MiHa CTOCYETLCA aKTUBHOI PEYOBUHN
6i0/10ri4YHOro/iMyHO/OMNYHOr0 NMOXOMKEHHS ab0
BMKOPUCTaHHSA XiMiyHUX APl y BUPOGHULTBI
nikapcbKoro 3acoby 6ionoriyHoro/iMmyHON0r4YHOro
NOXOKEHHS, SKa MOXe MaTh 3HauHuiA BNINB Ha
AKICTb, 6e3neky Ta ed)eKTUBHICTb IKaPCbKOro
3acoby, i He CTOCYETbCA MPOTOKOY) OHOBEHHS
eTanis hepmeHTaL,ji Ta OUYMLLEHHS B NpoLeci
BMPOGHULTBA HEPO3hacoBaHOIO akTVBHOMO
hapmaLeBTMYHOrO iHrpeaieHTa KOH'oroBaHoro
nonicaxapugy Haemophilus tuny b. Takox
BHECEHHS peaKLiiH1X NpaBok,
[0faBaHHA/KOpUryBaHHs iHdhopmalii 6e3 3miHu
BMPOOHUYOT NPaKTUKKN, BUAAEHHSA HEBIANOBIAHOT
iHchopmauii Ta peopranisaui iHpopmavii B 3T/,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

TepmiH BBEAEHHSA 3MiH - KBiTeHb 2027. 3MiHu I
My - 3MiHK 3 AKOCTi. A®l. BUpOOGHULTBO. 3MiHN B
npoueci Bupo6HuuTBa A®I (3miHa cTocyeTbcs
aKTUBHOT peyvoBMHN Bi0NOriYHOro/iMyHOIOTYHOrO
NOXOKEHHSI 260 BUKOPUCTAHHSA XiMiYHUX ADI y
BMPOBHULITBI TiKAPCLKOro 3acoby
6i010r4YHOro/iMyHO/IONYHOTO MOXOKEHHS, Aka
MOXe MaTu 3Ha4HWiA BNAMB Ha AKiCTb, 6e3neky Ta
epeKTBHICTb NiKapcbkoro 3acoby, i He
CTOCY€ETbCA NMPOTOKO/y) OHOB/IEHHS Ajiana3oHiB
KPUTUYHMX NapameTpiB BUPO6GHULTBA, TOGTO 3MiHa
BEPXHbOI MeXi Aiana3oHy KpUTUYHOro napameTpa
TPUBA/IOCTI NEpeMiLYBaHHS, i 36iNbLUEHHS
HWXHBbOT MeXIi LUBMAKOCTI roMoreHisauii nepes
3aMoOBHEHHSAM Ha eTarni OUYULLEHHS B NpoLeci
BMPOGHMLITBA HEPO3(DACOBAHOr0 aKTVBHOIO
hapMaLeBTUYHOrO iHrpedieHTa KOH'toroBaHoro
nonicaxapugy Haemophilus tuny b B 6yaisni V10.
OHOBNeHHS JaHux Bastigauii Bigbynocs Ha OCHOBI
6e3nepepBHOT BanigaLii npouecy.
3anponoHoBaHuii gianasoH € GiflbLl 0GMEXEHUM,
HDX MOTOYHUIA.
3aTtBepaxeHo 3.2.S.2.6. «Po3pobka BUPOGHNYOro
npowecy»

Validated Tolerance of the Upper Limit of CPP
Stirring Duration before Filling
(Stage 3b: Purification) in Building V10
Pre-tolerance Upper limit: 180 min
Validated Tolerance of the Lower Limit of CPP
Homogenization Speed before
Filling (Stage 1.11d Purification) in Building V10
Current tolerance Lower limit: 37 rpm
3anponoHoBaHo
3.2.5.2.6. «Po3po6ka BUPOHGHMYOro npoLecy»
Validated Tolerance of the Upper Limit of CPP
Stirring Duration before Filling
(Stage 3b: Purification) in Building V10
Validated tolerance Upper limit: 182 min
Validated Tolerance of the Lower Limit of CPP
Homogenization Speed before
Filling (Stage 1.11d Purification) in Building V10
Proposed tolerance Lower limit: 100 rpm
TepMiH BBEAEHHS 3MiH - KBiTEHb 2027

222,

NK-MEPL|

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 100
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo

Mepy
dapmacbioTi
Kanc rmex

Himeyunna

Mpopaykuis in bulk Ta
KOHTPO/b AKOCTI:
Knoke ®apma-Cepsic
'M6X, HimeuunHa
lMepBuHHE Ta

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
4acT1HW abo BCbOro BUPOGHWNYOro npouecy

3a
peyenmom

UA/9031/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

no 9 6nictepiB y
KapTOHHIlA KopooLi

BTOPWHHE NaKyBaHHS,
KOHTPO/b SIKOCTi Ta
BUMYCK Cepii:
Mepy, ®apma Mv6X i
Ko. KlraA, HimeuyunHa
BTopuHHe nakyBaHHs:
MpecTix MpomoyLuH
BepkaydcdoepaepyH
r & Bepbecepsic
vM6X, HimeyunHa
BTOPWHHE NaKyBaHHS:
X.E.1.N. Tm6X,
HimeuunHa
KOHTpOnb AKOCTi:
Nab6opaTtopi o
AHanizic od
Bionomxukanni EkTis
KomnoyHac NarsiaH
IHCTITbIOT O OpraHik
CiHTesic, laTBis
Na6op JIC CE & Ko.
K, Himeuunna
'BA ®apma N'm6X,
HimeuunHa
EBOHiK OnepefiwHc
M6X — Nlabop
MpogakT NaiiH
AHaniTike, HimeuunHa
EBOHik OnepefiwHc
'm6X, HimeyunHa

roTOBOrO JliKapcbKoro 3acoby (AinbHuUsA Ans
BTOPVHHOTrO NMakyBaHHS) - 3aMiHa BUPOOHUYOT
AiNbHULI BigNoBifaNbHOT 38 BTOPMHHE NakKyBaHHSA
3 MpecTix MpomoyLiH BepkaydcdoepaepyHr &
Bep6ecepsic MM6X, NiHgirwTpacce 6,
KnsiiHocTralim, Basapis, 63801,
HimeuunHa/Prestige Promotion
Verkaufsfoerderung & Werbeservice GmbH,
Lindigstrasse 6, Kleinostheim, Bayern, 63801,
Germany Ha lMpecTix MNpomoyLuH
BepkaydcdoepaepyHr & Bepbecepsic MM6X,
BopcirwTpacce 2, AnbueHay, basapis, 63755
HimeuunHa/ Prestige Promotion
Verkaufsfoerderung & Werbeservice GmbH,
Borsigstrasse 2, Alzenau, Bavaria, 63755
Germany. 3miHu | Tuny - 3miHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha SKil
3AiiCHIOETLCA KOHTPO/L/BUNPOOYBaHHA cepii) -
[0faBaHHA BUPOOHNYOT AiNbHULI BignoBiganbHOT
3a BMNPOGYBaHHA KOHTPOJIIO AKOCTI /liKapCbKoro
3acoby Knoke ®apma-Cepsic TM6X,
LTpaccbyprep LWTpacce 77, 77767 AneHBeep,
Himeuunna/Klocke Pharma-Service GmbH,
Strassburger Strasse 77, 77767 Appenweier,
Germany. 3miHu | Tuny - 3miHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOTO JliKapcbKoro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha SKil
3AiiICHIOETLCA KOHTPO/L/BUNPOOYBaHHA cepii) -
[0faBaHHA BUPOOHNYOT AiNbHULI BignoBiganbHOT
3a BMNPOGYBaHHA KOHTPOJIIO AKOCTI liKapCbKoro
3acoby JlabopaTtopi ho AHanisic o
Bionogxukanni Extie KomnoyHac flatsiaH
IHCTiTbIOT 0ch OpraHnik CiHTesic, Alizkpaykiec
CTpiT 21, Pura LV-1006, laTBis/Laboratory for
Analysis of Biologically Active Compounds Latvian
Institute of Organic Synthesis, Aizkraukles Street
21, Riga LV-1006, Latvia. 3MiHu | Tuny - 3miHn 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHn, LWwo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA [iNbHUL, Ha SIKild 34iACHI0ETLCA
KOHTPO/b/BUNPOBYBaHHA cepii) -
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

[0faBaHHA BUPOOHNYOT AiNbHULI BignoBiganbHOT
3a BMNPOGYBaHHA KOHTPOJKO AKOCTI liKapCbKoro
3acoby Jlabop /1IC CE & Ko. KI', MaHrensceng, 4-
6, 97708 bag Bokner - 'pocceHbpax, BaBapis,
HimeuunHa/Labor LS SE & Co. KG Mangelsfeld 4-
6, 97708 Bad Bocklet - Grossenbrach, Bavaria,
Germany. 3miHu | Tuny - 3miHn 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. 3MiHa
iMnopTepa/3mMiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHUL, Ha SKil
3AiiCHIOETLCA KOHTPO/IL/BUNPOBYBaHHS cepil) -
[0AaBaHHsA BUPOOHNYOT AiNbHULI BignoBiganbHOT
3a BUNPO6YBaHHA KOHTPOJHO AKOCTI JTIKapCbKOro
3acoby NBA dapma 'm6X, AHHa-3irmyHa-LLUTpacce
7, 82061 Hovipig, HimeuunHa/GBA Pharma GmbH,
Anna-Sigmund-Strasse 7, 82061 Neuried,
Germany. 3miHn | Tuny - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHn, Lo CTOCYHTLCA BUMYCKY cepil Ta
KOHTPOJIO SIKOCTi FOTOBOrO MiKapCbKoro 3acoby
(3amiHa abo foAaBaHHA AiNbHUL, Ha SKIA
3[iICHIETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
[ofasaHHA BUPOOHWNYOT AiNbHULI BignosiganbHOT
3a BUNPOOYBaHHS KOHTPOJIKO SKOCTi NiKapCbKOro
3acob6y EBoHik OnepeiiwHe M'M6X — flabop
MpogakT Naiii AHaniTike, PogeH6axep Laycce 4,
63457 lanay, HimeuunHa/Evonik Operations
GmbH - Labor Product Line Analytics,
Rodenbacher Chaussee 4, 63457 Hanau,
Germany. 3miHu | Tuny - 3miHn 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI. 3MiHa
iMnopTepa/3mMiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHULI, Ha SKil
3Ai/iCHIOETLCA KOHTPO/IL/BUNPOBYBaHHS cepil) -
[0AaBaHHsA BUPOOHNYOT AiNbHULI BignoBiganbHOT
3a BMNPO6YBaHHA KOHTPOJHO AKOCTI JTiKapCbKOro
3aco6y EBoHik OnepeiiHc MM6X, Maynb-
BaymaHH-LUTtpacce 1, 45772 Mapnb,
HimeuuunHa/Evonik Operations GmbH, Paul-
Baumann-Str. 1, 45772 Marl, Germany. 3MmiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyuyeHHs
BVMPOGHMYOI AinbHULI (BKIHOYAKUM AiNbHULI ANS
A®I, npomiXHOro NpoaykTy abo rotoBoro
NiKapCcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BAPOGHUKA, BiNOBIAaIbHOMO 3a
BUMYCK Cepili, MicLle NpoBefieHHs1 KOHTPOSIHO cepii)
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

abo nocrtavanbHWKa BUXIQHOTO Matepiany,
peareHTy ab0 [ONOMiXHOI PevyoBUHU (SIKLLO
3a3HayeHo y 0CbE) - BUTYYEHHS BUPOOGHNYOT
AiNbHWLI TOTOBOTO NiKapCbKOro 3acoby
BiNOBIAabHOI 3@ NEPBUHHE Ta BTOPVHHE
nakyeaHHs Knoke ®apma-Cepsic TM6X,
Himeuunna/Klocke Pharma-Service GmbH,
Germany. [logatkoBo B paMKax 3asiBf1eHOl 3MiHU
NPONOHYETLCHA OHOBEHHS iHGhopmaLii B MKA 113
LoAo0 doyHKLin BUpobHuka Mepy, ®apma M'v6X i
Ko. KlFaA, HimeuumHa, a came 3a3HaunTn pyHKLIT
BignosiaHo o p. 3.2.P.3.1. - «[epBuHHE Ta
BTOPVHHE MaKyBaHHS, KOHTPO/b SIKOCTi Ta BUMYCK
cepii». [laHe OHOB/IEHHSA 06YMOB/IEHe
HeOobXifHICTIO rapMOHi3yBaTK iHhopmMaLito y
peecTpauiiHux MaTepianax, Tak K Ha TUTY/bHIl
CTOpiHLi 3aTBepAxeHnX MK 3a3HayeHo (hyHKLio
«npogykuis in bulk», 110 He € KOPeKTHUM. Takox
[0 po3giny “BupobHuk(n) nikapcbkoro 3acoby”
MPOMNOHYETHLCA BHECEHHA HE3HAYHUX PeAaKLiiHNX
npaBoK 3 METOI NPUBEAEHHS Y BIiANOBIAHICTb A0
YMHHOro po3giny 3.2.P.3.1, HagaHoro 3asiBHMKOM.

223.

MOCOTEPO

TabneTtku
racTpoOpPe3nCTEHTHI,
100 mr; no 10
Tabnetok y 6nictepi;
no 10 6nicTepiB y
KapTOHHIli KopoobLi

leTepo
Nab63
NimiTen

IHais

leTepo /1a63 MimiTes

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCyBaHHA NikapcbKoro 3acoby B po3fisn
"B3aemogia 3 iHWKMMKM NiKapCbkumn 3acobamm Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3acTocyBaHHs", "lMob6iyHi peakuii” BignoBigHO A0
OHOB/EHOT iHGhopMaLii 3 6e3neku Aito4yoi
peyoBMHY BBeEHHS 3MiH NPOTArom 6-T! MICALIB 3
[aTn 3aTBEPAKEHHS.

3a
peyenmom

He
niosnsea
€

UA/20548/01/01

224,

MPEAYKTAN
® MR

TabneTku, BKPUTI
NAiBKOBOO
0060/10HKOI0, 3
MoAandiKkoBaHUM
BUBiIbHEHHAM NO 35

TOB
"Ceps'e
YkpaiHa"

YkpaiHa

Na6opatopii Ceps' €
IHaacTpi, PpaHuis;
AHOAPM
MignpremcTBo
PapmaueBTnyHe AT,

PpaHuis/
Monblwa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUIiT A/18 MeAWYHOro

3a
peyenmom

He
niosnsea
€

UA/3704/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

mr; no 30 TabneTok
y 6nictepi; no 2
6nictepu y kKopobui 3
KapToHY

Monba

3aCTOCYBaHHA Ha MifgcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neKn NikapcbKoro
3acoby, abo foc/igkeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpavitHuii nepiog,
ab0 sK pe3ynbTar OLiHKW 3BiTY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom). 3MiHu
BHeCeHi [0 [HCTpyKLii 415 MmeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
oo 6e3neky 3acToCyBaHHSA Ail0HOI PeHOBUHM 3a
pekomeHgauieto PRAC EMA. BBeAeHHSs 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsagy (iHwi 3miHn). 3MiHW BHeCeHi
00 [HCTPYKUiT 4N MeuyHOro 3acTocyBaHHs
nikapcbKoro 3acoby go posainis "Cknag”
(He3HauHi pegakuiiiHi npaBku), "Oco6INBOCTI
3acTocyBaHHs", "IMo6iYHI peakujii” Woa0
peAakuifiHnX NpaBoK Ta A0AaHHSA 3BiTYBaHHS Npo
noGiyHi peakLii, a TakoX pefakLiiiHi npaBku 4o
KOHTaKTHOT iHchopmaLii y po3aini
"Micue3HaxoMKeHHs 3asBHuKa".
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS.

225,

nPOMNO®O/-
nnypPo 1%

emynbCia ans
iHdpy3ii, 10 mr/mn no
20 mn B amnyni; no
5 amnyn y KapTOHHIl
kopobui; no 50 mn
a6o no 100 mny
donakoHi; no 10
thnakoHiB y
KapTOHHIlA KopooLi

B. bpayH
Menb3yHreH
Al

HimeuunHa

Brpo6HMLTBO,
nepBuHHA Ta
BTOPWHHA ynakoBka,
BWMYCK cepil
thnakoHiB: b. BpayH
Menb3yHreH Al
HimeuumnHa; KoHTponb
cepii hnakoHiB:

B. BpayH Menb3yHreH
AT, Himeuunha;
MoBHWIA LMKN
BMPOGHMLTBA amny/i:
B. bpayH Menb3yHreH
AT, Himeuunna

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - Houii cepTudpikat
Bifl HOBOrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS).
MoaaHHA HoBOro cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2021-363 -
Rev 00 gns gjtoyoi pevosuHmn Propofol Big HoBoro
Bnpo6bHmka MIDAS PHARMA GMBH, HimeyunHa.

3a
peyerimom

UA/8172/01/01

226.

NnYNbMOBPI
3®

NOPOLLIOK ANA
opasibHOT CycneHsil;
no 2 r NOpoLLKYy B
cawe; no 10 a6o 20
calle y KapTOHHIl

TOB «MosBi
Xenc»

YkpaiHa

CaBa Xenckea T,
IHAaia; MegiTon
dapmacbtoTikan /114.,
YropLmHa

IHais/
YropmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TURY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/mMoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOr0 cepTudikata

6e3
peyenma

UA/10212/02/01




148

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ynakoBLi BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif y)Xe 3aTBepKEHOro BUpobHMKa.
MopaHHA oHOB/IEHOrO cepTudikaTa BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne CEP 2014-135-Rev
03 (3atBeppxeHo: R1-CEP 2014-135-Rev 02) ans
A®| ambpokcony rigpoxnopuay Bif Bxe
3aTBepxeHoro BupobHnka AMI LIFESCIENCES
PRIVATE LIMITED, India
227. | PAMISEC Tabnetkn no 2,5 mr AT YKkpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10982/01/02
no 10 Tabnetok y "®apmak” 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom
6nictepi; no 1 a6o 3 3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby.
6nicTepu B nauui 3 3MiHa y MeTogax BMnpobyBaHHS rOTOBOrO
KapTOHY nikapcbKoro 3acoby (iHWi 3MiHM y meToaax
BMNPO6YBaHb (BK/IOYAKUM 3aMiHy abo
[0NOBHEHHSR)) 3MiHN B MeTOAj koHTponto 13 3a
nokasH1KoM «lgeHTudikauis. 3asisza okcug
KOBTUIA».
228. | PAMISEC TabneTtkn no 5 mr no AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10982/01/03
10 TabneTok y "dapmak” 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii peyenmom
6nictepi; no 1 a6o 3 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
6nicTepu B nauui 3 3MiHa y MeTogax BMNpobyBaHHA rOTOBOr0O
KapToOHY nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOYAKYM 3aMiHy abo
[0NOBHEHHSR)) 3MiHN B MeTOAj koHTponto 13 3a
NoKasHWKOM «laeHTudikauis. 3anisa okeng
KOBTUIA».
229. | PAMINPUN- Tabnetkn no 5 mr, TOB «TeBa Ykpaina Mepkne M'm6X, HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/16689/01/02
TEBA no 10 Tabnetok y YkpaiHa» HimeuunHa 3MiHu | TUNY - 3MiHK 3 SIKOCTi. [OTOBWIA NikapCbKMii peyenmom nidnsea
6nictepi, no 3 abo 6 ( BupobHULTBO 3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. €
6nicTepiB y Kopobui Hepo3dhacoBaHOro 3MiHa napameTpiB cneundikaiii Ta/abo

NpoAyKTy, AO3BIN Ha
BUMNYCK cepii); Mepkne
M6X, HimeuunHa
(NepBrHHa Ta
BTOPWHHA ynakoBka,
KOHTPO/b SKOCTI);
HHAC Na6op 4-p
Xoiicnep Mm6X,
HimeuunHa
( LopatkoBa
nabopartopis, fka
npuiiMae y4actb y

[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
(iHWi 3MiHK) OHOBNEHHA creumdikauii nig yac
BMPOOGHMLTBA, HA BUMYCK Ta TEPMiH NPUAATHOCTI
N3 Paminpun-TeBa Ana fo3yBaHHA 5 Mr 3a
noKasHMKOM «Onunc». 3MiHN BHECEHO B IHCTPYKLit0
AN MeAnYHOro 3acToCyBaHHA NiKapCbKoro 3acoby
0o po3giny "Nlikapcbka hopma (OCHOBHI (Pi3nKO-
XiMiYHi BNacT1BOCTI)" OO0 OHOB/IEHHSA Onucy
TabneTtkn. BBegeHHs 3MiH NPOTSArom 6-Tu MicsLiB
nicnsa 3aTBepKeHHs. - 3MiHu | Tuny - 3MiHK 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JliKapcbkoro 3acoby. 3miHa napameTpis




149

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTPO/Ti SIKOCTI) cneumdikauin Ta/abo AONYyCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) OHOB/IEHHS
cneumdikauii nig yac BUPOGHMLTBA, Ha BUNYCK Ta
TepMiH npugatHocTi N3 Paminpun-Tesa gns
[03yBaHHA 5 Mr. /19 KOHTPOAO Nig vac
BMPOGHULTBA BUyYEHO NapameTp «TOBLUMHA» i
nogaHo napameTp «BucoTax». B cneundikawii N3
Ha BMMYyCK Ta TePMiH NPUAATHOCTI A0AaHO
napameTp «BucoTa» Ta BigKOpUroBaHo BUMOTA
Ansa napaveTpy «/[liameTp». 3MiH/ BHECEHO B
IHCTpPYKLito 418 MeANYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby o posainy "Jlikapcbka hopma
(OCHOBHI hi3unKo-XiMi4Hi BNACTUBOCTI)" LLOAO 3MiHU
po3Mipy TabneTku. BBeAeHHS 3MiH NPOTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS.
230. | PAMINPUN- Tabnetkv no 10 wr, TOB «TeBa YkpaiHa Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/16689/01/03
TEBA no 10 TabneTtok y YkpaiHa» HimeuunHa 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peyenmom nionsea
6nictepi, no 3 abo 6 ( BupobHuutBO 3aci6. KoHTposib roToBOro Nikapcbkoro 3acooby. €
6nicTepiB y KopobLi Hepo3acoBaHOro 3miHa napameTpiB cneyudikauii Ta/abo
NpoAYyKTY, A03BiN Ha [0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
BUMYCK cepii); Mepkne (iHWi 3MiHW) OHOBEHHS crneumndikauii N3 ana
'mM6X, HimeuunHa Tabnetok fo3yBaHHsAM 10 mr, a came fofaBaHHS
(MepBuHHa Ta napameTpa «BucoTa» Ta KopuryBaHHs BUMOT 4151
BTOPUHHA ynaKkoBKa, napameTpy «/[iameTp». 3MiHN BHECEHO B
KOHTPO/1b IKOCTI); IHCTpPYKLit0 4519 MEANYHOro 3acTOCYBaHHSA
HHAC Na6op O-p nikapcbKoro 3acoby fo posainy "Jlikapcbka hopma
Xoticnep M'v6X, (OCHOBHI hi3nKo-XiMi4HI BNACTUBOCTI)" LLOAO 3MiHU
HimeuunHa po3mipy TabneTku.
( JopaTtkoBa BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
naboparopis, sika 3aTBEPMKEHHS. - 3MiHKM | TMny - 3MiHK Woao
npuiiMae y4yactb y 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy (iHuwi
KOHTPO/I AAKOCTI) 3MiHM). 3MiHW BHECEHO B IHCTPYKLitO ANs
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3giny "Cnocib 3acTocyBaHHA Ta f031" LWoAo
noainy tTabnetk. BBefeHHs 3MiH NPOTArom 6-1u
MiCALIB MiCNS 3aTBEPLKEHHS.
231. | PAMINPUN- Tabnetkv no 2,5 wr, TOB «TeBa Ykpaina Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a He UA/16689/01/01
TEBA no 10 TabneTtok y YkpaiHa» HimeuunHa 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii peyenmom nionsea
6nictepi, no 3 abo 6 ( Bupo6HuLTBO 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby. €
6nicTepiB y KopobLi Hepo3acoBaHOro 3miHa napameTpiB cneyudikauii Ta/abo

NpOAYKTY, A03BiN Ha
BUMYCK cepii); Mepkne
mM6X, HimeuwunHa
(NepBrHHa Ta
BTOPWMHHA YNakoBKa,
KOHTPO/b AKOCTI);
HHAC Na6op O-p
Xowicnep 'mbX,

[0NYyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW) OHOBNEHHA cneumdikauii nig yac
BMPOGHMLITBA, HA BUNYCK Ta TEPMIH NPUAATHOCTI
N3 Paminpun-TeBa Ans [o3yBaHHA 2,5 Mr 3a
nokasH1KkoM «Onunc». 3MiHN BHECEHO B IHCTPYKL;it0
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
0o po3gainy "Nikapcbka hopma (OCHOBHI (hi3nKO-
XiMiYHi BNacT1BOCTI)" 00 OHOB/IEHHS Onucy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HimeuunHa

( LopaTtkoBa
nab6opartopis, sika
npuiMae yyactb y
KOHTPO/I AKOCTI)

Tabnetkn. BBeeHHs 3MiH NpoTArom 6-Tn MicALUiB
nicnsa 3aTBepKeHHS. - 3MiHK | Tuny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb

roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis

cneumdikaLin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHM) OHOB/IEHHS
cneumdikauii nig yac BMPO6GHMLTBA, Ha BUMYCK Ta
TepMmiH npugatHocTi 13 Paminpun-Tesa ons
[03yBaHHA 2,5 mr. na
KOHTPOJIHO Nif Yac BUPOOHMLITBA BUMYyYEHO
napameTp «TOBLMHa» i JoAaHO napameTp
«BucoTta». B cneyucpikauii MN13 Ha Bunyck 1a
TepMiH NpuAaTHOCTI fJodaHo napameTp «BucoTa»
Ta BiJKOPUroBaHoO BUMOTUN 4151 napameTpy
«[liameTp». 3MiHN BHECEHO B IHCTPYKLitO ANs

MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao

po3ainy "Nikapcbka hopmMa (OCHOBHI hi3nko-
XiMiYHi BNacT1BOCTI)" W40 3MiHW PO3Mipy

Tabnetkn. BBeeHHs 3MiH NpoTArom 6-Tn MicALUiB

nicns 3aTBepAKeHHs.

232.

PAHOCTON®

pO3unH ansi
30BHILLHLOIO Ta
MicLLeBOro
3actocyBaHHA 10 %,
no 50 mn a6o 100
My cpnakoHi, no 1
dp1akoHy B nauuj

MPAT
"OITOPAPM

Ykpaina

MPAT "®ITO®PAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecy 3asiBHMKA
(BnacHuKa peecTpauiiiHOro NocBig4YeHHs). 3MiHK
BHECEHO B po3ain "Micue3HaxomkeHHs 3asaBHMKA"
B IHCTPYKL,iO A/19 MeNYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby.

6e3
peyenma

nionsiea
€

UA/8650/02/01

233.

PA®AXONIH
L

TabneTku, BKpUTI
060/510HKOt0 Mo 30
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIA ynakoBsL,i

Bpounascbk
e
nignpveMcTs
0 NiKapcbknx
Tpas
"rEPBANON
b" AT

Monba

Bpounascbke
nigNpPUEMCTBO
nNiKapcbkunx Tpas
"TEPBANOJb" AT

Monba

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34ilCHEeHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi jaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHVKa, BiANoBiAa/IbHOT 3a papMakoHarnsag.
3MiHa KOHTaKTHOI 0CObM 3asiBHUKA,
BiANOBIAabHOI 3a hapmakoHarnsfg B YkpaiHi.
[itoua pepakuis: Muxaiiniok MaprHa
CraHicnasiBHa. [MponoHoBaHa pefakLis:
HikiTyeHkoBa J11060B IBaHiBHA. 3MiHa KOHTAKTHUX

6e3
peyenma

UA/6770/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOT 32 papmakoHarnsas, B YkpaiHi
234. | PEONCTATW | Tabnetku, BKpUTI [-p Peppj'c IHAis [-p Pegpi'c IHAis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/14948/01/02
H MN/1iBKOBOIO Na6opaTtopi Na6opaTopic NTa, 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom nionsea
060/10HKOI0, M0 10 cnig PTO -1l Ta chapmakoHarnsgy. 3miHa y KopoTkili €

mr; no 10 TabneTtok
y 6nicTepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Nic/isspeecTpaLiittuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMNOBIAHO A0 NiaHy negiaTpuyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVUM YMOBHOBaXXEHVM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLIT 415 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BUAM B3aemogijin, "OcobmBoCTi
3acTocyBaHHA", "Mo6ivHi peakuii" BignosigHO A0
OHOB/IEHOI iHdhopmaLii 3 6e3nekn Aitoyoi
peyoBuHW. BBEAEHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepiKeHHs
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pechbepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
naHnx) 3MiHM BHECEHO A0 IHCTPYKLUi Ans
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3gainu "dapmakonoriyHi BnactTueocTi",
"MokasaHHA", "MpoTunokasaHHA", "B3aemogis 3
HLWIMMK NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHsA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHiCTb BNAMBATY Ha LUBUAKICTb
peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo
IHLWMMKU MexaHidmamun', "Cnoci6 3acTocyBaHHsA Ta
posn", "Aitn", "MepegosysaHHs", "MNo6ivHi peakuii”
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acody
(KPECTOP, Tabnetku, BKpUTI NNiBKOBOHO
060/10HKOI0).

BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

235.

PEOUNCTATIU
H

TabneTkun, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 20
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepu B
KapTOHHIli Kopoobui

[O-p Peppj'c
Na6opaTtopi
c ity

IHgis

4-p Peppi'c
Na6opaTopic /T4,
dTO -1l

IHgis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHa y KopoTkii
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3acToCcyBaHHSA Ha MifcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicispeecTpawiiiinii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BITY 3 AOCNIIKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom) 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ginm
"B3aemogis 3 iHWVMK fikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmneocTi
3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
OHOB/IEHOI iHhopMaLii 3 6e3nekn gitoyoi
peyoBuHW. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsAUIB
nicns 3aTBepipkKeHHs
3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHu y KopoTkili
XapaKkTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHS reHepuYHNX/ribpuaHux/6ionogioHMx
NiKapcbknx 3acobiB Nic/1s BHECEHHSA TiET camoi
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@HHs XOAHNX HOBUX AOAATKOBUX
AaHnx) 3MiHN BHECEHO A0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnacTnsocTi”,
"MokaszaHHs", "MpoTunokasaHHs", "B3aemogis 3
HWMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3aCTOCYyBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofgyBaHHs
rPyAA0", "3aaTHICTb BIIMBATU HA LIBMAKICTD
peaxuii Npy KepyBaHHi aBTOTPaHCNOPTOM abo
iHLWMMK MexaHizmamun', "Cnoci6 3acTocyBaHHS Ta
posu", "Aitn", "MepenosysaHHs", "No6ivHi peakuii”
BignoBigHO A0 iHdhopMauii Woa0 MeanyHOoro
3acToCyBaHHSA pehepeHTHOro NikapCcbKoro 3acoby
(KPECTOP, Tabnetku, BKpUTI MNiBKOBOO
060/10HKOI0).

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.

3a
peyenmom

He
nionsiea
€

UA/14948/01/03

236.

PEH®/IEKCIC

MOPOLLOK ANs
KOHLEHTpATY AN1s

CAMCYHI
BIOENIC

Pecny6nika
Kopes

BMpo6HULTBO /13;
KOHTPO/b SKOCTi Npn

ITania/
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TMNY - 3MiHK Wwoao 6esnekn/edeKTUBHOCTI

3a
peyenmom

UA/20561/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
PO3UmnHy Ans KO., NTA. BMNYCKY Cepii 3a Kopes/ Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
iHdpy3iin no 100 mry NOKa3HUKOM [Lanisa/ y3araslbHeHNX AaHux npo cuctemy
dhnakoHi MicTKICTIO «CTepunbHICTb»: Ipnangis/ thapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX JaHux
20 M7 3 Npo30poro Mareon Itania C.n.A., | Higepnangn npo cuctemy chapmakoHarnsgy, amMiHa

6opocunikaTHOro
ckna tuny | 3
TYMOBOIO NPOGKOIO
Ta aIlOMiHIEBUM
KOBMaykoMm 3
kpuwkoto flip-off, no
1 chnakoHy B
KapTOHHI Kopobuj

ITania; BUPOGHMLTBO
N3; KOHTPONb AKOCTI
npu BUMYyCKy cepii 3a
nokasHukamu
«CTepubHICTb» Ta
«EHOO0TOKCUHN»:
CamcyHr
Baionogxukc Ko.
NTa., Pecny6nika
Kopes;
BTOPUHHE NaKyBaHHS:
dapmaveyTivi
dopmeHTi C.N.A,,
ITanis; KOHTPOsb
AKOCTI MPW BUNYCKY
cepii 3a BciMa
noKasH1Kkamm, oKpim
MOKa3HWKiB
«OpfHOPIAHICTb
[,030BaHVX OANHULB»,
«KIE® 3 BidyasibHUM
KOHTpONemM»,
«CTepubHICTb»,
«EHOO0TOKCUHN,
«[epmMeTnYHICTb
KOHTeliHepa»
(anbTepHaTMBHA
LinbHALSA):
PYA3IDIIM [liocnHT
BaviotekHonompkn3
[enmak AnC, [aHis;
KOHTPOb AKOCTi Npu
BWMNYCKY Cepii 3a BCiMa
NokKasHUKaMu, OKpim
nokasHuka
«EHOO0TOKCUHNY;
KOHTPONb SIKOCTi Npy
BMBYEHHI CTabinbHOCTI
3a BCiMa
NokKasHUKaMu, OKpim
noKasHUKiB
«CTepubHICTb» Ta
«EHOOTOKCHHM»: TIMNA
[esenonmeHt

YMNOBHOBaXeEHOT 0cobu, BigNoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnszy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
hapmMakoHarnag B YKpaiHi.

[itoua pepakuis: Amutpo CaByeHko / Dmytro
Savchenko. MponoHoBaHa pegakuis: Bynura figis
OnekciiBHa / Bulyha Lidiia Oleksiivna.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsag B
YKpaiHi.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Alienenp fliviteg,
IpnaHgis; KOHTponb
AKOCTI NPV BUBYEHHI
CTabiNbHOCTI 3a
NOKa3HNKOM «AHaI3
HeliTpanisavii PHIM-
anbgda 3a J0nomorow
penopTepHOro reHa
NF-kB»: MNA4
[esenonmeHrt, /1.I.,
Cnonyueni WTatn
Awmepukn (CLLA);
KOHTPO/b SIKOCTi Npun
BUMYCKy cepii 3a
NoKa3HUKOM
«EHOO0TOKCUHNY;
KOHTPONb SKOCTi Npy
BMBYEHHI CTabinbHOCTI
3a NnokasHukamu
«CTepUnbHICTL» Ta
«EHOOTOKCUHW»:
Yapnb3 Pisep
NabopaTopi3 AileneHs
Nimiten, IpnaHgis;
BMNyck cepii: CaMcyHr
bioenic HN b.B.,
HigepnaHnam
237. | PECT®YN PO3YMH ANS iH'EKUiA, BPOC NTA, peuis BPOC NTA4 pewis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/7735/01/01
100 mr/2 mn; no 2 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
M/1 B amnyni; no 6 Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
amnyn y 6nictepi; no y3arasibHeHUX JaHnx npo cucTemy
1 a6o no 5 6nictepis hapmakoHarnagy (BBefeHHS y3arasibHeHUX JaHnxX
Y KapTOHHIl Kopobui npo cuctemy papMakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsgy (Bkioyaryn
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
thapmakoHarnag B Ykpaini. [iloua pegakuis:
TkauyeHko TeTaHa MeTpiBHa. MNponoHoBaHa
pegakuis: Enb Kasinb Hatania FOpiiBHa.
YTOYHEHHS LL0A0 3MiHM IOpUAMYHOT agpecu
238. | PUHITAN Tabnetkv no 20 AnbneH HimeuunHa [Op. T'yctaB KnaiiH Himeuunna BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 6e3 UA/6841/01/01
TabneTok y 6aictepi; dapma v6X & Ko. KI TexHiyHa nomwska (3rigHo Hakasy MO3 Big peyenma
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 3 a6o 5 6nicTepis 6X 23.07.2015 Ne 460). BunpaBrieHo rpaMaTuyHi
Y KapTOHHIli kopobui NOMWJIKW B IHCTPYKLUIT A48 MeANYHOro
3acTocyBaHHs y p. "lMoka3aHHs" Ta BignoBigHO - y
TEKCTi MapKyBaHHS YNakoBKW NikapCbkoro 3acoby y
n. 17. IHWE. 3a3Ha4yeHe BUNpaB/ieHHs BiAnoBigae
marepiasiam peecTpauiiHoro fochbe.
239. | PIHA3AN® cnpeii HasasTbHUIA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/1751/02/02
[o30BaHuit 1,0 "®apmaueBT "®apmaueBTnyHa 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peyenma
mr/mn; no 10 mny nyHa thipma dipma "JapHuus" 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
thnakoHi, no 1 "AapHuus" (BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
hnakoHy 3 niKkapcbKoro 3acoby (3MeHLweHHs 4o 10 pasis) -
[03y04MM HAcCOCOM BBE/lEHHS A0AATKOBOro po3mipy cepii 350 n B
y nauui [OMOBHEHHSA [0 BXe 3aTBepAKeHoro po3mipy 700
N, 1400 1 ansa fo3yBaHHA no 1 mr/mn
240. | POKCAMMEK | Ttabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/18624/01/06
Cc NAiBKOBOO HoBo mecTO bulk”, nepsuHHe Ta 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom niosnsiea
060/10HKO10, 10 Mr/5 Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO €

mr/4 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o 6, abo 9,
abo 10 6nicTepis B
KapTOHHI Kopo6Lyi

BTOPWHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, g.4.,
HoBo mecTo,
CnoBEeHis; KOHTPO/Tb
cepii (dpisnuHi Ta
XiMiYHi MeTOAN
KOHTpot0): HN30X
(HauioHanbHi
na6oparopisi 3a
34paB'e, OKOSIE iH
XpaHo), CroBeHis;
KOHTPO/b cepii
(chiznuHi Ta XimiuHi
MeTOAW KOHTPOSO):
KPKA, a.4a., Hoso
mecTo, CnoBeHis;
KOHTPO/b cepii
(disnuHi Ta XiMiuHi
MEeTOAN KOHTPOSIHO):
Nab6eHa a.0.0.,
CnoBeHif1; KOHTPO/b
cepii (chianyHi Ta
XiMiYHi meToaMN
KOHTPO/t0): KeMiichbki
iHCTUTYT, LleHTp 3a
Banigauiicke
TEXHO/OTIE iH
aHaniTiko (LIBTA),
C/0BEHIfA; KOHTPOJ/Tb
cepii (dpisnuHi Ta
XiMiYHi MmeToam

[0 NYHKTY 6 Ta NyHKTIB 8, 12, 17 TekcTy
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nNiKkapcbkoro 3acoby BiAgnoBiAHO. BBeAEHHS 3MiH

npoTarom 6 micsAuiB nicnsa 3aTBepakKeHHs. 3MiHu I
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHA Ta iHCTPYKLT 4719 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMM AaHVUMU 3
AKOCTi, AOKAIHIYHUMU, KNIHIYHUMY JaHUMK Ta
AaHumu 3 papmakoHarnsgy - 3miHu BHeCeHo 0
po3ainis "B3aemogis 3 iHLIMMKN NiKapCbKnuMun
3acobamu Ta iHWi BUAW B3aemogiii" Ta
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaato”. BBegeHHs 3MiH NpoTaroM 6 micauis
nicns 3aTBepkKeHHs
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060/10HKO10, 10 Mr/5
Mmr/8 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9,
abo 10 6nicTepis B
KapTOHHI Kopo6Lyi

BTOPUHHE NaKyBaHHSA,
KOHTPO/b Ta BUMYCK
cepii: KPKA, g.4.,
HoBo mecTo,
CnoBEeHis; KOHTPO/Tb
cepii (piznuHi Ta
XiMiYHi MeTOAN

KOHTpot0): HN30X

Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
[0 NYHKTY 6 Ta NyHKTIB 8, 12, 17 TekcTy
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nNiKkapcbkoro 3acoby BiAgnoBiAHO. BBeAEHHS 3MiH
npoTarom 6 micsAuiB nicnsa 3aTBepaKeHHs. 3MiHu I
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTkili

XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTpO/10): Keminab
4.0.0., CnoBeHig
241. | POKCAMMEK | Ttabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/18624/01/04
C MN/1iBKOBOIO HoBo mecTo bulk", nepBuHHe Ta 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom nionsea
060/10HKO10, 10 BTOPVHHE NakKyBaHHS, Ta (hapmakoHarnsgy (iHwWi 3miHu) - 3MiHWM BHECEHO €
mr/10 mr/8 mr; no 10 KOHTPO/b Ta BUMYCK [0 NyHKTY 6 Ta NyHKTIB 8, 12, 17 TekcTy
Tabnetok y 6nictepi; cepii: KPKA, a.4., MapKyBaHHs MEPBMHHOI Ta BTOPUHHOI YNaKkoBKM
no 3 abo 6, a6o 9, HoBo mecTo, niKkapcbkoro 3acoby BiAnosiAHO. BBeAEHHS 3MiH
abo 10 6nicTepis B CnOBEHIS; KOHTPO/Tb npoTArom 6 micsAuiB nicnsa 3aTsepakeHHs. 3MiHu I
KapTOHHI Kopo6Lyi cepii (chianyHi Ta TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
XiMiYHi MeTOAN thapmakoHarnsgy. 3MiHU y KOpOTKili
KOHTpOst0): HI30X XapaKkTepucTuLi NikapcbKoro 3acoby, TekCTi
(HaujoHanbHi MapKyBaHHS Ta IHCTPYKUIiT 4519 MeANYHOro
naboparopis 3a 3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
34pas'e, OKOJE iH AKOCTI, OKNIHIYHAMMU, KIIHIYHUMN AaHMU Ta
XpaHo), CnoBeHis; JaHvMu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
KOHTPO/Ib cepil po3ginis "B3aemMogis 3 iHLIMMKN NiKapCbKnuMu
(chiznuHi Ta XimiuHi 3acob6amu Ta iHWi BUAW B3aemogiii" Ta
METOAN KOHTPOJSIHO): "3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
KPKA, a.4., Hoso rpyaato”. BBeeHHs 3MiH npoTaroM 6 micauis
mecTo, CrnoBeHis; nicns 3aTBepikKeHHs
KOHTpPO/b cepii
(disnyHi Ta XiMiuHi
METOAN KOHTPOSIIO):
Nab6eHa 4.0.0.,
CnoBeHif1; KOHTPO/b
cepii (chianyHi Ta
XiMiYHi meToAN
KOHTPO/0): KeMilchbki
iHCTUTYT, LleHTp 3a
Banigauiicke
TEXHO/OTIE iH
aHaniTiko (LIBTA),
CnoBeHiIs; KOHTPO/b
cepii (dpisnuHi Ta
XiMiuHi MmeToam
KOHTpO/t0): Keminab
4.0.0., CnoBeHis
242. | POKCAMMEK | Ttabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/18624/01/05
(o3 NAiBKOBOO HoBo mecTo bulk”, nepsuHHe Ta 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom niosnsiea
€
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060/10HKO0, 20 Mr/5
mr/8 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 6, a6o 9,
abo 10 6nicTepis B
KapTOHHI Kopo6Lyi

BTOPWHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnOBEHIS; KOHTPO/Tb
cepii (chianyHi Ta
XiMiYHi MeTOAN
KOHTpOot0): HN30X
(HaujoHanbHi
naboparopis 3a
34paB'e, OKOSE iH
XpaHo), CnoBeHis;
KOHTPO/Ib cepil
(chiznuHi Ta XimiuHi
MeTOAW KOHTPOSIHO):
KPKA, a.4., Hoso
mecTo, CNnoBeHis;
KOHTpPO/b cepii
(disnyHi Ta XiMiuHi

METOAMN KOHTPOJIHO):

[0 NyHKTY 6 Ta NyHKTIB 8, 12, 17 TekcTy
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
niKkapcbkoro 3acoby BiAnoBiAHO. BBeAEHHS 3MiH

npoTArom 6 micsAuiB nicnsa 3aTsepakeHHs. 3MiHu I
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, OKNIHIYHAMMU, KIIHIYHUMW AaHVMU Ta
JaHuMu 3 hapmakoHarnsgy - 3MiHu BHeCeHo [0
po3ginis "B3aemMogis 3 iHLIMMU NiKapCbKuMu
3acob6amu Ta iHWi BUAW B3aemogiii" Ta
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs

rpyaato”. BBefeHHs 3MiH npoTaroM 6 micauis
nicns 3aTBeppkKeHHs

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
(HaujoHanbHi MapKyBaHHs Ta IHCTPYKUIiT 4519 MeANYHOro
naboparopis 3a 3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
3/pas'e, OKOJE iH AKOCTI, JOKNIHIYHUMMU, KNIHIYHUMN AaHVMU Ta
XpaHo), CnoBeHis; JaHvMmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
KOHTPO/b cepii po3ginis "B3aemogis 3 iHLWIMMU NiKapCbKMu
(chiznuHi Ta XimiuHi 3acob6amu Ta iHWi BUAW B3aemogiii" Ta
METOAN KOHTPOJIHO): "3acTocyBaHHs y nepioj BariTHOCTi abo rofyBaHHs
KPKA, a.4., Hoso rpyaaro”. BeefeHHs 3MiH npoTaroM 6 micauis
mecTo, CrnoBeHis; nicns 3aTBepipkKeHHs
KOHTPO/b cepii
(isnyHi Ta XiMiuHi
MEeTOAN KOHTPOSIIO):
Nab6eHa g.0.0.,
CnoBeHifi; KOHTPO/b
cepii (chisnyHi Ta
XiMiuHi meToAN
KOHTpPO/0): KeMmilchbki
iHCTUTYT, LleHTp 3a
Basigauiicke
TEeXHOOTIE iH
aHaniTiko (LIBTA),
CnoBeHIf; KOHTPO/Tb
cepii (dpisnuHi Ta
XiMiuHi MmeToam
KOHTpO/10): Keminab
4.0.0., CnoBeHig
243. | POKCAMMEK | Ttabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis: 3a He UA/18624/01/02
C MN/1iBKOBOIO HoBo mecTo bulk", nepBuHHe Ta 3minu | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom nionsiea
Ta (hapmakoHarnsgy (iHWwi 3miHu) - 3MiHWM BHECEHO €
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Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

Nab6eHa 4.0.0.,
CnoBeHif; KOHTPO/b
cepii (thisnyHi Ta
XiMiuHi meToAN
KOHTpPO/0): KeMmilcbki
iHCTUTYT, LieHTp 3a
Basigauiicke
TEeXHONOTIE iH
aHaniTiko (LIBTA),
CnoBeHiIf; KOHTPO/Ib
cepii (cpisnuHi Ta
XiMiuHi MmeToam
KOHTpO/10): Keminab
4.0.0., CnoBeHig

3a

He

UA/18624/01/03

244,

POKCAMIEK
C

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 20 Mr/5
mr/4 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9,
abo 10 6nicTepis B
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta

BTOPMHHE NaKyBaHHA,

KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBEHIS; KOHTPO/Tb
cepii (chianyHi Ta
XiMiYHi MeTOAN
KOHTpot0): HN30X
(HaujoHanbHi
na6oparopis 3a
34paB'e, OKOSE iH
XpaHo), CnoBeHis;
KOHTPO/b cepii
(chiznuHi Ta XimiuHi
MeTOAW KOHTPOSIHO):
KPKA, a.4., Hoso
mecTo, CNnoBeHis;
KOHTpPO/b cepii
(disnyHi Ta XiMiuHi

METOAN KOHTPOSIIO):

Nab6eHa 4.0.0.,

CoBeHisi; KOHTPO/b

cepii (chianyHi Ta
XiMiYHi meToAN

KOHTPO/0): KeMmiichbki
iHCTUTYT, LleHTp 3a

Banigauiicke
TEXHOOTIE iH
aHaniTiko (LIBTA),

C/0BeHist; KOHTPOsb

cepii (dpisnuHi Ta

XiMiYHi MmeToam

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy (iHWwi 3miHu) - 3MiHWM BHECEHO

[0 NyHKTY 6 Ta NyHKTIB 8, 12, 17 TekcTy
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
niKkapcbkoro 3acoby BiAnoBiAHO. BBeAEHHS 3MiH
npoTArom 6 micsAuiB nicnsa 3aTsepakeHHs. 3MiHu I
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, OKNIHIYHAMMU, KIIHIYHUMN AaHMU Ta
JaHuMu 3 hapmakoHarnsgy - 3MiHu BHeCeHo [0
po3ginis "B3aemMogis 3 iHLIMMKN NiKapCbKnuMu
3acobamu Ta iHWi BUAW B3aemogiii" Ta
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaato”. BBeeHHs 3MiH npoTaroM 6 micauis
nicns saTBepipkKeHHs

peyerimom

nionsiea
€
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060/10HKO10, M0 10
mr/10 wmr; no 10
Tabnetok y 6nictepi;
no 3a6ono9
6nictepiB y
KapTOHHI Kopo6Lyi

BTOPUHHE NaKyBaHHSA,
KOHTPO/b Ta BUMYCK
cepii: KPKA, g.4.,
HoBo mecTo,
CnoBEeHis; KOHTPO/Tb
cepii (piznuHi Ta
XiMiYHi MeTOAN

KoHTposnito): KPKA,

HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHN AiSNIbHOCTI BUPO6HUKA (BKIKOYatoun,
3a HeObXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/TH0
SIKOCTi), ab0 BNacHvKa macTtep-gaiina Ha A®l, abo
noctavasbHuka A®Il/BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (AKLWO

3a3HaYeHO Y A0CLE Ha Nikapcbkuii 3acib) 3a

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTpO/10): Keminab
4.0.0., CnoBeHig
245. | POKCAMMEK | Ttabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/18624/01/01
C MN/1iBKOBOIO HoBo mecTo bulk", nepBuHHe Ta 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom nionsea
060/10HKO10, 20 BTOPVHHE NakKyBaHHS, Ta (hapmakoHarnsgy (iHwWi 3miHu) - 3MiHWM BHECEHO €
mr/10 mr/8 mr; no 10 KOHTPO/b Ta BUMYCK [0 NyHKTY 6 Ta NyHKTIB 8, 12, 17 TekcTy
Tabnetok y 6nictepi; cepii: KPKA, a.4., MapKyBaHHs MEPBMHHOI Ta BTOPUHHOI YNaKkoBKM
no 3 abo 6, a6o 9, HoBo mecTo, niKkapcbkoro 3acoby BiAnosiAHO. BBeAEHHS 3MiH
abo 10 6nicTepis B CnOBEHIS; KOHTPO/Tb npoTArom 6 micsAuiB nicnsa 3aTsepakeHHs. 3MiHu I
KapTOHHI Kopo6Lyi cepii (chianyHi Ta TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
XiMiYHi MeTOAN thapmakoHarnsgy. 3MiHU y KOpOTKili
KOHTpOst0): HI30X XapaKkTepucTuLi NikapcbKoro 3acoby, TekCTi
(HaujoHanbHi MapKyBaHHS Ta IHCTPYKUIiT 4519 MeANYHOro
naboparopis 3a 3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
34pas'e, OKOJE iH AKOCTI, OKNIHIYHAMMU, KIIHIYHUMN AaHMU Ta
XpaHo), CnoBeHis; JaHvMu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
KOHTPO/Ib cepil po3ginis "B3aemMogis 3 iHLIMMKN NiKapCbKnuMu
(chiznuHi Ta XimiuHi 3acob6amu Ta iHWi BUAW B3aemogiii" Ta
METOAN KOHTPOJSIHO): "3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
KPKA, a.4., Hoso rpyaato”. BBeeHHs 3MiH npoTaroM 6 micauis
mecTo, CrnoBeHis; nicns 3aTBepikKeHHs
KOHTpPO/b cepii
(disnyHi Ta XiMiuHi
METOAN KOHTPOSIIO):
Nab6eHa 4.0.0.,
CnoBeHif1; KOHTPO/b
cepii (chianyHi Ta
XiMiYHi meToAN
KOHTPO/0): KeMilchbki
iHCTUTYT, LleHTp 3a
Banigauiicke
TEXHO/OTIE iH
aHaniTiko (LIBTA),
CnoBeHiIs; KOHTPO/b
cepii (dpisnuHi Ta
XiMiuHi MmeToam
KOHTpO/t0): Keminab
4.0.0., CnoBeHis
246. | POKCEPA® TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/18324/01/02
nnoc NAiBKOBOO HoBo mecTo bulk”, nepsuHHe Ta 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

An.4., Hoeo mecto,
CnoseHisa; HN130X
(HauioHanbHi
nab6oparopis 3a
3/paB’e, OKOME iH
XpaHo), CroBeHis;
Kemilicbki iIHCTUTYT,
LieHTp 3a
Basnigauiicke
TEXHO/OTIE iH
aHanitiko (LUBTA),
CnoseHis; NabeHa
4.0.0., CnoBeHisi

BiICYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbke, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEUYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
anpecy BnacHuka ASMF ansa A®l esetumio Teva
Pharmaceutical Industries Ltd., 6e3 3MiHV Micus
BMPOGHMLTBA. 3MiHM | TNy - 3MiHKW 3 AkocTi. API.
KoHTposnb A®L. 3MiHa y MeToAax BUNpobyBaHHSA
Ad| ab0 BMXigHOrO MaTepiany/npoMixKHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHW Y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHs) 3MiHV B
3akpuTiii yacTuHi ASMF Ad| E3eTumiby, a came —
B MeTofi BUnpobyBaHHA AoMiwok EZT Des-F-A Ta
EZT Des-F-B metogom BEPX (IN-6144-IH-EUR
(rev.12), ockinbkvi fOfaHO KPUTEPIA NPUAHATHOCTI
pO34nHY Mapkepa («KpUTepivi NPUAHATHOCTI
KoediljieHTa po3snoginy mik EZT Des-F-B 1a EZT
Des-F-A- He MmeHLue 1,5»). 3MiHun | Tuny - 3MiHKW 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(iHwWi 3mMiHM B MeTogax BUNPOByBaHHA (BKIOYaoun
3amiHy abo JONOBHEHHS) A4/15 peareHTy, Lo He
CMPUYNHAE ICTOTHOTO BMUBY Ha AKICTb ADI) 3MiHK
B 3aKpuTiii yacTuHi ASMF A®| EseTumiby, a came
— A0aHO albTepHaTUBHWIA MeTOA BUNPOOYBaHHS
[ONSA peareHTy, Akuii BUKOPUCTOBYETLCS B NPOLLECI
BMpOGHMLUTBA AD| E3eTuMiby. 3MiHN | TUMY - 3MiHK
3 aKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT pevyoBuHM (cepTudikart
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHoBNeHWit cepTuddikaT Bif, yXe 3aTBepAXeHOro
BMpPO6HUKa - [ogaHHA OHOB/IEHOro cepTudikarty
BignosigHocTi EP CEP R0-2018-077-Rev 02
(nonepepaHs Bepcis RO-2018-077-Rev 01) ana A®I
KanbLjto po3yBacTaTuHy Bif, BXe 3aTBEPAKEHOrO
Brpo6Huka KRKA, d.d., Novo mesto. Y 3B’A3ky 3
BHECEHHSIM HE3HauYHUX 3MiH A0 agpec
3apEECTPOBAHNX BUPOBHMKIB MPOMIKHUX NMPOAYKTIB
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
A®| yepe3s peopraHisadito paiioHis Andhra
Pradesh ( Visakhapatnam go Anakapalli). Micue
npoBefieHHsA BUPOOHNYOI [iANIbHOCTI 3a/IMLLIAETLCA
6€e3 3MiH.
247. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHisa BMPOBHULTBO "in CnoseHisa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18324/01/03
nnoc NAiBKOBOO HoBso mecTo bulk", nepsrHHe Ta 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyernmom

0060/10HKOI0, M0 15
mr/10 wmr; no 10
TabneTtok y 6nictepi;
no 3 abono 9
6nictepiB y
KapTOHHIli Kopoobui

BTOPWHHE NakKyBaHHS,
KOHTPONb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHifi; KOHTPO/b
cepii (chianyHi Ta
XiMiYHi meToAN
KOHTponto): KPKA,
4.4., Hoso mecrto,
CnoseHisg; HN30X
(HauioHanbHi
na6oparopis 3a
34paB’e, OKOJE iH
XpaHo), CroBeHis;
KeMilicbKi iIHCTUTYT,
LieHTp 3a
Banigaviicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoseHis; JlabeHa
4.0.0., CnoBeHis

HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPOBGHMKA (BKIHOYAOUN,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPOTHO
AKOCTi), abo BnacHvKa macTtep-paiina Ha A®l, abo
nocravanbHuka Adl/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPO6HULTBI ADI (SKLL0
3a3Ha4YeHo y A0ChbE Ha NikapcbKuii 3acib) 3a
BiACYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LONMOMIXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
aapecy BnacHuka ASMF ansa Adl esetumi6 Teva
Pharmaceutical Industries Ltd., 6e3 3miHV Micusa
BMPOGHMLTBA. 3MiHKM | TNy - 3MiHKW 3 AKocTi. API.
KoHTponb A®l. 3MiHa y MeTodax BUNPOOyBaHHS
A®| abo BUXigHOrO MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa APl (He3HaUHI 3MiHW Y
3aTBEPKEHNX MeToax BUNPOGYBaHHS) 3MiHV B
3akpuTiii yacTuHi ASMF Ad| EseTumiby, a came —
B MeToZi BUNpobyBaHHsa Aomiwok EZT Des-F-A Ta
EZT Des-F-B metogom BEPX (IN-6144-IH-EUR
(rev.12), ockinbkv f0faHO KPUTEPI NPUAHATHOCTI
pO34MHy Mapkepa («KpuTepii NPUAHATHOCTI
KoedpiuieHTa po3noginy mik EZT Des-F-B 1a EZT
Des-F-A- He meHwe 1,5»). 3MiHn | Tuny - 3miHn 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTopax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETbLCS Y NpoLieci BUpo6HuuTBa Ad|
(iHWi 3mMiHM B MeTofax BUNPO6YyBaHHs (BKIOYauu
3aMiHy abo JONOBHEHHS) A4/15 peareHTy, Lo He
CMPUYMHSE ICTOTHOrO BM/IMBY Ha SKicTb A®I) 3MiHK
B 3aKpuTiii yacTuHi ASMF Ad| E3eTumiby, a came
— [0faHOo anbTepHaTUBHUIA METOZ BUNPOBYBaHHSA
[ANA peareHTy, AKuii BUKOPUCTOBYETLCS B MPOLLECI
BUPO6HMLTBA ADI E3eTUMIiBy. 3MiHN | Tuny - 3MiHK
3 aKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTi a6o
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI
A®I; ona foNoOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMpOo6HUKa - [ogaHHA OHOB/IEHOro cepTudikaty
signosigHocti EP CEP R0-2018-077-Rev 02
(nonepegaHs Bepcis R0-2018-077-Rev 01) ana Adl
KanbLito po3yBacTaTvHy Bif, BXe 3aTBEPAKEHOr0
Bupo6Huka KRKA, d.d., Novo mesto. ¥ 38’a3ky 3
BHECEHHSIM HE3HauYHUX 3MiH [0 agpec
3apPEeECTPOBaHNX BUPOBHWMKIB MPOMIKHMX NPOAYKTIB
A®| yepes peopraHizauito paiioHis Andhra
Pradesh ( Visakhapatnam go Anakapalli). Micue
npoBefeHHs BUPOOHUYOT AiANIbHOCTI 3aUIULLIAETLCA
6e3 3MiH.

248.

POKCEPA®
nnoc

TabneTku, BKpUTI
NAiBKOBOO
0060/10HKOI0, N0 20
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 abo no 9
6nicTepiB y
KapTOHHIlA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisn

BMPOGHMLTBO “in
bulk", nepsuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
Hoso mecTo,
CnoBeHiIs; KOHTPO/b
cepii (dpisnuHi Ta
XiMiuHi MmeToam
KOHTposto): KPKA,
4.4., Hoso mecrto,
CnoseHis; HN130X
(HaujoHanbHi
na6oparopis 3a
34paB’e, OKONE iH
XpaHo), CnoBeHis;
KeMilicbki iIHCTUTYT,
LleHTp 3a
Banigauiicke
TEXHO/OTIE iH
aHaniTiko (LIBTA),
CnoseHis; JlabeHa
4.0.0., CnoBeHis

CnoBeHisn

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micua
NPOBaPKEHHN AiSNIbHOCTI BUPO6HUKA (BK/TKOYatoun,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/THO
SIKOCTi), abo B/lacHMKa MacTtep-thainna Ha A®l, abo
nocravasibHuka A®1/BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (KL
3a3HayeHo y A0CbE Ha NikapcbKuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepapkeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y f0Cbe) 3MiHA
agpecu BnacHuka ASMF gna Adl eseTnmio Teva
Pharmaceutical Industries Ltd., 6e3 3miHV Micus
BUpO6GHUUTBA. 3MiHM | TUNY - 3MiHM 3 AKOCTI. ADL.
KoHTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOro Matepiany/npomMixXHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl (He3HauHi 3MiHN y
3aTBEPMKEHUX MeTogax BUNpobyBaHHs) 3MiHu B
3aKpuTiii yacTuHi ASMF A®| E3eTumiby, a came —
B MeTofi BUNpobyBaHHsA Aomiwok EZT Des-F-A ta
EZT Des-F-B metogom BEPX (IN-6144-I1H-EUR
(rev.12), ockinibkv f0faHO KPUTEPI NPUAHATHOCTI
pO3unHy Mapkepa («KpUTepi NPUAHATHOCTI
KoedpiujeHTa po3snoginy mix EZT Des-F-B 1a EZT
Des-F-A- He MeHLue 1,5»). 3MiHuM | TUny - 3MiHK 3
AKOCTi. A®Il. KoHTposb A®I. 3miHa y meTogax

3a
peyenmom

UA/18324/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMNpo6yBaHHA A®l abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|

(iHwWi 3mMiHM B MeTogax BUNPobyBaHHA (BKIOYaUM
3amiHy abo JOMNOBHEHHS) A5 peareHTy, Lo He
CMPUYMHAE ICTOTHOrO BN/IMBY Ha sKicTb A®I) 3MiHK
B 3aKpuTiii yacTuHi ASMF Ad| EseTumiby, a came
— A0AaHO anbTepHaTUBHWIA METOA BUNPOOYBaHHS
NS peareHTy, Akuii BUKOPUCTOBYETLCS B NPOLLECI
BMpOGHMLUTBA AD| E3eTumiby. 3MiHn | TUny - 3MiHK
3 akocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANoOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEeHWi cepTuddikaT Bif, yXe 3aTBepAXEHOr0
BMPO6HUKA - MNogaHHs OHOBIEHOTO cepTudikaTy
BignosigHocTi EP CEP R0-2018-077-Rev 02
(nonepegHs Bepcis RO-2018-077-Rev 01) ana AdI
KanbLito po3yBacTaTviHy Bif, BXe 3aTBEPAKEHOIO
Bupo6HuKa KRKA, d.d., Novo mesto. Y 3B’3ky 3
BHECEHHSIM HE3HAYHUX 3MiH [0 aapec
3apEeECTPOBaHNX BUPOGHMKIB MPOMIKHMX MPOAYKTIB
A®| yepe3s peopraHisadito paitoHis Andhra
Pradesh ( Visakhapatnam go Anakapalli). Micue
NpoBefeHHS BUPOGHNYOI AisiNIbHOCTI 3a/IMLLIAETLCA
6€e3 3MiH.

249.

POKCEPA®
nntoc

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, No 40
mr/10 wmr; no 10
Tabnetok y 6nictepi;
no 3a6ono9
6nictepiB y
KapTOHHIli KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnOBEHIS; KOHTPO/Tb
cepii (chianyHi Ta
XiMiYHi MeTOAN
KOHTpOst0): KPKA,
n0.4., Hoeo mecto,
CnoseHis; HN30X
(HauioHanbHi
nab6oparopis 3a
3/paB’e, OKOME iH
XpaHo), CrioBeHis;

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AiSNIbHOCTI BUPOOHUKA (BKIHOUatoun,
3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJII0
SIKOCTi), ab0 BNacHWKa macTtep-gaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCcTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLWLO
3a3HaYeHo Yy A0CLE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, ab0 BUPOOHMKA HOBOI fLOMOMiXHOT
PEUYOBMHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
aapecu BnacHuka ASMF ana A®l eseTumio Teva
Pharmaceutical Industries Ltd., 6e3 3MiHV Micus

3a
peyerimom

UA/18324/01/05
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Kemilicbki iIHCTUTYT, BMPOGHMLTBA. 3MiHM | TNy - 3MiHKW 3 AkocTi. API.

LieHTp 3a
Basnigauiicke
TEXHOJOTIE iH

aHanitiko (LUBTA),
CnoseHis; NabeHa
4.0.0., CnoBeHisi

KoHTposnb A®L. 3mMiHa y MeToaax BUNpobyBaHHSA
Ad| ab0 BMXigHOrO MaTepiany/npoMiXKHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHW Y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHsA) 3MiHV B
3akpuTiii yacTuHi ASMF A®| E3eTumiby, a came —
B MeTofi BUnpobyBaHHA AoMiwok EZT Des-F-A Ta
EZT Des-F-B metogom BEPX (IN-6144-1H-EUR
(rev.12), ockinbkvi fOfaHO KPUTEPIA NPUAHATHOCTI
pO34nHY Mapkepa («KpUTepivi NPUAHATHOCTI
KoediljieHTa po3snoginy mik EZT Des-F-B 1a EZT
Des-F-A- He MmeHLue 1,5»). 3MiHun | Tuny - 3MiHKW 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(iHWi 3mMiHM B MeTogax BUNPOByBaHHA (BKIOYaun
3amMiHy abo JONOBHEHHS) A1 peareHTy, Lo He
CMPUYNHAE ICTOTHOTO BMUBY Ha AKICTb ADI) 3MiHK
B 3aKpuTiii yacTuHi ASMF A®| E3eTumiby, a came
— [0aHO albTepHaTUBHWIA MeTOA BUNPOOYBaHHS
[ONSA peareHTy, Akuii BUKOPUCTOBYETLCS B NPOLLECI
BMpOGHMLUTBA AD| E3eTuMiby. 3MiHN | TUMY - 3MiHK
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa po3mipy cepil (BkIKYakum
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (36isbweHHs Ao 10 pasiB NOpPIBHSAHO i3
3aTBEpAKEHNM PO3MIpOM) 36iNbLUEHHA PO3Mipy
cepii npecoBaHoi CyMillli, ika BUKOPUCTOBYETHCSA
Ansa BupobHuytea /13 POKCEPA® MNHOC,
Tab/1eTKy BKPUTI MNIBKOBOK 060/10HKOK no 40
Mr/10 Mr. Ak HacnifgoK, KiNbKICTb TabNeToK TakoX
36inbLyeTbcsA Ao 10 pasiB NOPIBHAHO 3 NOYATKOBO
3aTBEPXEHUM po3MipoM cepii. Trn BUPo6GHUYOro
06/1aiHaHHS Ta BUPOGHMYMIA NpoLec
3a/IMWAITHCA HE3MIHHUMU.
3arBepaKeHo:
[ns posyBaHHsA 40 mr/10 wr;
140.000 FCT -1.400.000 FCT.
3anponoHoBaHo:
[na posysaHHa 40 mr/10 wr;
140.000 FCT -2.000.000 FCT.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roToBOro

nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax

BMNpo6yBaHb (BK/KOYauM 3amiHy abo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[LOMNOBHEHHSA)) 3MiHa MeTo4y BUNPO6yBaHHSA
nokasHuka «Mikpo6ionoriuyHa AkicTb» gns /13
POKCEPA® MJKOC, TabneTtkn BKpUTI NNiBKOBOKO
060710HKO0 MO 40 Mr/10 Mr, Yepes He3HauHy
MIiKPOGHY aKTUBHICTb 3paska 3 A03yBaHHAM 40
Mr/10 mr. 3anponoHoBaHniA MeToA, BUNPOGYBaHHS
BMKOHYETBLCS TaKNM e YMHOM (BignosigHo fo EP
(2.6.1212.6.13) i USP (61, 62), 32 BUHATKOM TOrO,
LU0 AeCATUKPATHE PO3BEAEHHS He
BMKOPWCTOBYETLCA, a inie po3segeHHs 1:100.
Takox, BHECEHHSA pefakLiliHnX npaBok. BeegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3miHu | TMRY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMeHOro cepTudikata
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHUKA -
MogaHHSA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
EP CEP R0-2018-077-Rev 02 (nonepefHsi Bepcis
R0-2018-077-Rev 01) ana A®| KanbLito
po3yBacTaTuHy Bif, BXe 3aTBEPMKEHOro
Bunpo6HuKa KRKA, d.d., Novo mesto. Y 3B’3ky 3
BHECEHHSIM HE3HAYHUX 3MiH [0 aapec
3apEeeCcTPOBaHNX BUPOGHMKIB MPOMIKHMX MPOAYKTIB
A®I yepe3s peopraHisadito paitoHis Andhra
Pradesh ( Visakhapatnam go Anakapalli). Micue
npoBefeHHS BUPOGHNYOI AisiNIbHOCTI 3a/IMLLIAETLCA
6€e3 3MiH.

250.

POKCEPA®
nntoc

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOO, N0 5
mr/10 wmr; no 10
Tabnetok y 6nictepi;
no 3a6ono9
6nictepiB y
KapTOHHIli Kopoobui

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnOBEHIS; KOHTPO/Tb
cepii (chianyHi Ta
XiMiYHi MeTOAN
KOHTpOst0): KPKA,
n0.4., Hoeo mecto,
CnoseHis; HN130X
(HauioHanbHi

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AiSNIbHOCTI BUPOOHUKA (BK/THOHatouN,
3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/II0
SIKOCTi), ab0 BNacHWKa macTtep-gaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCcTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLWLO
3a3HaYeHo Yy AOCLE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, ab0 BUPOOHMKA HOBOI ONOMIiXHOI

3a
peyerimom

UA/18324/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

nab6oparopis 3a
3/paB’e, OKOME iH
XpaHo), CroBeHis;
Kemilicbki iIHCTUTYT,
LieHTp 3a
Basnigauiicke
TEXHO/OTIE iH
aHanitiko (LUBTA),
CnoseHis; NabeHa
4.0.0., CnoBeHisi

PEUOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
anpecy BnacHuka ASMF ansa A®l esetumio Teva
Pharmaceutical Industries Ltd., 6e3 3MiHV Micus
BMPOGHMLTBA. 3MiHM | TNy - 3MiHKW 3 AKocTi. API.
KoHTposnb A®L. 3MiHa y MeToAax BUNpobyBaHHSA
Ad| ab0o BMXigHOrO MaTepiany/npPoMiKHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHW Y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHsA) 3MiHV B
3akpuTiii yacTuHi ASMF A®| E3eTumiby, a came —
B MeTofi BUnpobyBaHHA AoMiwok EZT Des-F-A Ta
EZT Des-F-B metogom BEPX (IN-6144-IH-EUR
(rev.12), ockinbkvi fOfaHO KPUTEPIA NPUAHATHOCTI
pO34nHY Mapkepa («KpUTepivi NPUAHATHOCTI
KoediljieHTa po3snoginy mik EZT Des-F-B 1a EZT
Des-F-A- He MmeHLue 1,5»). 3MiHun | Tuny - 3MiHKW 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|
(iHWi 3mMiHM B MeTogax BUNPOByBaHHA (BKIOYaoun
3amMiHy abo JONOBHEHHS) A1 peareHTy, Lo He
CMPUYNHAE ICTOTHOTO BMUBY Ha AKICTb ADI) 3MiHK
B 3aKpuTiii yacTuHi ASMF A®| E3eTumiby, a came
— A0AaHO albTepHaTUBHWIA MeTOA BUNPOOYBaHHS
[ONSA peareHTy, Akuii BUKOPUCTOBYETLCS B NPOLLECI
BMpOGHMLUTBA AD| E3eTuMiby. 3MiHN | TURY - 3MiHK
3 akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHoBneHWit cepTuddikaT Bif, yXe 3aTBepAXEeHOro
BMpPO6HUKa - [ogaHHA OHOB/IEHOTO cepTudikarty
BignosigHocTi EP CEP R0-2018-077-Rev 02
(nonepegHs Bepcis RO-2018-077-Rev 01) ana A®I
KanbLjto po3yBacTaTuHy Bif, BXe 3aTBEPAKEHOrO
Bnpo6Huka KRKA, d.d., Novo mesto. Y 3B’A3ky 3
BHECEHHSIM HE3HauYHUX 3MiH A0 agpec
3apeecTPoBaHNX BUPOBHMKIB MPOMIKHUX NPOAYKTIB
A®| yepe3s peopraHisadito paiioHis Andhra
Pradesh ( Visakhapatnam go Anakapalli). Micue
NpoBefileHHSI BUPOOHNYOI AiANIbHOCTI 3aUIMLLIAETLCA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
6€e3 3MiH.

251. | POCEMIO® PO34unH opasbHUiA, 1 TOB Ykpaina TOB "KYCYM ®APM", Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/19447/01/01
mr/mn, no 30 mn abo "TNELPAP YkpaiHa 3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapCbKWii peyernmom niosnsea
no 100 mny M aTa” abo 3aci6. 3MiHM y BUpo6HMUTBI. 3amiHa abo €
CKNSAHOMY (hriakoHi 3 TOB «MEAPAPM BBEJEHHS 404AaTKOBOI AiNbHUL BUPOOHULTBA ANs
KPULLIKOHO 3 NTO» , Ykpaina YacTuHM ab0 BCbOro BMPOBHMYOrO npoLecy

KOHTpONIEM MepLUOro
BiakpuTTA; No 30 mn
abo no 100 mny
CKNsiHOMY DN1aKoHi 3
KPWLLIKOO
HeAoCTYMNHOW ANS
BIOKPUTTSA AiTbMU;
KOXEH (D1aKoH Y
KapTOHHI/ ynakosL,i
pasom 3 wnpuuem-
[103aTOpPOM 06'€eMOM
3 M Ta agantepom
Ans wnpuua

roTOBOrO JlikapCbKOro 3acoby (AiNnbHULSA, Ha Kl
npoBoAATLCA ByAb-AKi BUPOOHMUI cTajii, 3a
BMHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
NMepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HeCTepWIbHUX Jikapcbknx 3aco6iB). CynyTHs
3MiHa- 3MiHM 3 AKOCTI. [O0TOBWUIA Nikapcbknii 3acib.
3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNIbHALL BUPOBHULITBA [/19 YACTUHN
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUSA A1 BTOPUHHOTO
nakyBaHHs). CynyTHs 3MiHa- 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHW Y BUPOOHULTBI.
3amiHa abo BBefEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMLITBA A/151 HACTWMHM abo BCbOro
BVMPOGHMYOro MPOLECY rOTOBOrO MiKapPCbKOro
3aco6y (AinbHMLA AN NePBUHHOTO NaKyBaHHS) -
BBE[EHHS aNlbTepHaTUBHOIO BUpobHMKa TOB
"TNEAPAPM NTA", YkpaiHa, BiANoBigabHOMO 3a
BMPOGHMLITBO, NEPBUHHE Ta BTOPNHHE NaKyBaHHSA
niKkapcbkoro 3acoby. BBeeHHs 3MiH NpoTArom 6-
TN MicaLiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BUPOOHMKA, L0 BiANOBILaE 3a
BBE3€eHHs Ta/abo BuUMyck cepii) - Bkatouaroun
KOHTPO/b/BMNpoGYyBaHHSA cepii. BBeAeHHSA
anbTepHaTMBHOIO BUpobHuKa TOB "TNEA®APM
NTA", YkpaiHa, BignoBifanbHOro 3a KOHTPOb Ta
BMnyckK cepii [13. 3MiHM BHECEHO B iHCTPYKLi10
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
y po3ginu "BmupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPoBafXeHHs Moro
LOiSNbHOCTI" y 3B'A3KY 3 BBEAEHHAM 404aTKOBOro
BUPOBHMKA, SIK HACNIAOK - 3aTBEPAKEHHSI TEKCTY
MapKyBaHHS YNakoBOK NiKapCbkoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA NTikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa po3mipy cepii (BkntoYatoun fianasoH
po3Mmipy cepii) roToBoro AikapcbKoro 3acoby
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
(3MeHLeHHs Ao 10 pasiB) - BBEAEHHS
nofaTtkoBoro po3mipy cepii 13 - 300 n
3areepmxeHo: 1000 n. 3anponoHosaHo: 300 n
252. | CAMMA® Tabnetkv no 1 Mr no Mepokemi Kinp nepBuHHE Ta Kinp/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/18155/01/01
10 TabneTok y NTA, Kinp BTOPVHHE NakKyBaHHS, MopTyranis 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom
6nicTepi; no 3 BUMYCK Cepii: 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
6nictepu y Megokemi NimiTes, BMPOGHMLITBA rOTOBOTO J1ikapCbKoro 3acoby,
KapTOHHI Kopo6Lyi Kinp BK/1HOUAKUY NMPOMIXKHUIA NPOAYKT, WO
BUPOGHMLTBO 3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO
roTOBOrO JliKapCbKOro nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
3acoby, nepBuHHe Ta BMPOGHMLTBA) HE3HAYHA 3MiHa Y Npoueci
BTOPVHHE NakKyBaHHS, BMPOGHMLTBA. 3MiHa nodaHa, Wwob y3roauTun onuc
KOHTPO/b SKOCTI: BMPOGHMYOro npoLecy 3 BaslifoBaHNM
Lenopbic BMPOBHUYMM NpoLecoMm. [lofaBaHHA py4yHOro
dapmacsbtoTikanc N1ITA, 3MiLllyBaHHS KyKypPyA3sIHOrO KPOXMaUTo Ta Aitouoi
Kinp peyvoBUHM pasarifiHy TapTparty (premix blending)
BUPOGHMLTBO 0o posginy 3.2.P.3.3.0nu1c BUPOGHUYOro npoLecy
rOTOBOrO /1iKapCbKOro Ta KOHTPO/I0 NpoLecy.
3acoby, nepsuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPONb AKOCTI:
Ip6edhap - IHgacTpia
dapmacsbtoTika, C.A.,
MopTyranis
253. | CAIOPANBK | cynosutopil Op. danbk HimeuunHa BignosiganbHuii 3a HimeuuunHa/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/3745/03/03
pekTanbHi no 1000 Papma BUMNYCK Cepiii LLiBeiiuapis 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
Mmr; no 5 6X KIHLLEeBOrO MPOAYKTY: HaliMeHyBaHHS Ta/abo agpecu micus

CynosuTopiiB y
cTpuni; no 2 abo 6
CTpuniB B KOpoo6Li 3
KapTOHY

Ap. Pansk dapma
'm6X, HimeyunHa

Brpo6HWK f030BaHoi
dopmu, nNeperHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/b AKOCTI:
KopgeH ®apma
®pibypr AT,
LipaliHigepnaccyHr
ETTiHreH , WBeliyapis

NozaH ®apma M'vbX,
HimeuunHa

Brpo6HWKY,
BignoBigasbHi 3a
KOHTPONb AKOCTI:

NozaH ®apma M'vbX,

HimeuunHa

NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKkIoyatoun
AiNbHUL BUNYCKy cepii abo micue npoBegeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnosigae

BMPOGHMK/IMNOPTEP, HE BK/IKOYAKYM BUMYCK Cepild).

3MiHa Ha3BM BMPOOHMKA, BiANOBIAa/IbHOMO 3a
KOHTPO/b AIKOCTI, Y 3B'A3KY 3i 3MiHOIO (hopMu
BNacHocTi. MicLie3HaxomKeHHs BigNOBIAHOT
BMPOGHWYOI [iNTbHNL HE 3MIHWIOCh.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KopaeH ®apma
®pibypr CA,
LBeliuapis
bioeksam Al’,
LBeliuapis
MpuBaTHWiA HaykoBO-
[OCNIJHWA iHCTUTYT
Xennenep Mv6X,
HimeuunHa
254. | CANIOPANDBK | rpaHynn Ap. ®anbk HimeuunHa Bupo6HuK HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/3745/01/02
racTpope3nCTEHTHI, dapma BiAnoBiganbHMIA 3a 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom nionsiea
NPOIOHIOBaHOT Aji 6X BUMYCK Cepiii Ta chapmakoHarnsgy. 3miHa y KopoTkili €
no 1000 wmr, no 1860 KIHLLEBOTO NPOAYKTY: XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
Mr rpaHyny Ap. danbk dapma MapKyBaHHS Ta IHCTPYKUIiT 4519 MeANYHOro
naketukax «IpaHy- 'M6X, HimeuyunHa,; 3acToCyBaHHs Ha MifcTasi perynsapHo
CTuke»; no 50 Brpo6HuK, f030BaHOI OHOB/IOBAHOIO 3BiTY 3 6e3neky NiKapCbKoro
nakeTuKiB y kopobui dopmu, NepBrHHE, 3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
3 KapTOHY BTOPWHHE NaKyBaHHSA nikapcbKoro 3acoby B Nic/isspeecTpaLiittuii nepios,
Ta KOHTPO/Ib AKOCTI: ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NozaH ®apma M'vbX, NpoBeAeHNX BiAMOBIAHO A0 NiaHy negiaTpuyHmX
HimeuunHa; ®apbin pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
dapma N'v6X, KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3miHn
HimeuuunHa; BHECEHO [0 iHCTPYKLii 415 MeguyHoro
Bunpo6HuK, 3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
BiAnoBiganbHWI 3a "Ocob6nuBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
nepBuHHE, BTOPUHHE BiANOBIAHO A0 pekomeHAauin PRAC
nakyBaHHs Ta
KOHTPONb AKOCTI:
NozaH ®apma M'vbX,
HimeuyuunHa,;
Bunpo6HMK,
BiANOBiAa/IbHWIA 32
BTOPWHHE NaKyBaHHS:
Nokcecc ®apma Mv6X,
HimeuunHa;
Brpo6HuKK,
BiANOBiAa/bHI 3a
KOHTPO/b SIKOCTI:
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
m6X, HimeuunHa,;
anndgamen ®APBIN
ApuHarimitTens Mv6X,
HimeyynHa
255. | CANIOPANBK | rpaHynu Op. danbk HimeuunHa Bupo6HMK HimeuunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a He UA/3745/01/01
racTpoOpPe3nCTEHTHI, Papma BiAnoBigabHWIA 3a 3MiHu | TMNY - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom nidnsea
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
MPOJIOHrOBaHOI fji 6X BUMYCK Cepiii Ta chapmakoHarnsgy. 3miHa y KopoTkiii €
no 500 mr no 930 mr KIHLLeBOro NPOAYKTY: XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
rpaHyn y naketukax Ap. ®anck Papma MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
«[I'paHy-CTUKC»; no 'M6X, HimeuunHa; 3acToCyBaHHS Ha MigcTasi peryssipHo
50 nakeTvkiB y Bnpo6HuK, OHOBJIHOBAHOTO 3BITY 3 6€3MeKn NikapCbKoro
KOpo6Li 3 KapTOHY BiAnoBiganbHN 3a 3acoby, abo foc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHSA
BVPOGHMLTBO nikapcbKoro 3acoby B Mic/iAspeecTpaviitHuii nepiog,
[030BaHoi hopmu, ab0 sK pe3ynbTar OLIHKN 3BITY 3 AOCNIIKEHD,
nepBuHHE, BTOPUHHE npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuyuHnX
nakyBaHHs Ta pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOHTPO/b SIKOCTI: KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
NoszaH ®apma M'vbX, 3MiHWN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
HimeyuunHa; 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
dapbin Papma Mm6X, "Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
HimeyuunHa; BifNoBigHO [0 pekomeHaaLin PRAC.
Brpo6HuK,
BiAnoBiganbHMiA 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NoszaH dapma MvbX,
HimeyvunHa;
Bnpo6HuK,
BiANOBIAabHUIA 38
BTOPWHHE NaKyBaHHS:
Nokcecc ®apma MM6X,
HimeyuunHa;
Brpo6HuK,
BiAnoBiganbHMiA 3a
KOHTPONb AKOCTI:
HaykoBo-gocnigHwi
iHCTUTYT Xennenep
'm6X, HimeuunHa;
anndaven PAPBIN
ApuHaiimitTens M6X,
HimeuunHa
256. | CAIPEHIKC TabneTku, BKpUTI dapmaueBT Monbuwa NOBHWI LMK Monbuwa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/20238/01/02
NAiBKOBOO WYHWIA 3aBOf, BMpO6GHUUTBA: 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom niosnsza
060n0HkKo0, Mo 10 "MONIb®AP dapmauleBTUYHNI 3aci6. Cuctema KoHTeliHep/3akynoploBasbHuWi €
mr; no 10 Tabnetok MA" C.A. 3aBog, «[onbapma 3aci6. 3MiHa po3mipy ynakoBKu roToBOro
y 6nictepi, no 3 C.A., Monbuwa nikapcbKoro 3acoby (3miHa KislbkoCTi OANHULb
6nictepu B (Hanpwknag TabneTok, amnys TOLLO) B YNakoBL:) -
KapTOHHI KopobL; MOBHUIA LMK 3MiHa y Ajanas3oHi 3aTBepXEHNX po3MipiB
no 30 TabneTok y BUMPOGHMLTBA: yNakoBKM - BBEAEHHS A0AATKOBOrO NakyBaHHS AN
6nicTepi, no 1 dapmaueBTUYHNI [o3yBaHb 5 Mr Ta 10 Mr 415 BUpOOHUKa
6nictepy B 3aBog, «[onbapma dapmaveBTUyHUiA 3aBog "TIONIbGAPMA™ C.A.,
KapTOHHIlA KopooLi C.A,, MonbLa Byn. MenbnnunHbcka 19, 83-200, Ctaporaps

InaHbckn, Monbuya, a came: no 30 TabneTok y
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

6nicTepi, no 1 6ricTepy B KAPTOHHI KOPOOL.
3arBepaKeHo:
no 10 Tabnetok y 6nictepi, no 3 6nictepn B
KapTOHHI kopo6uyj;
3anponoHoBaHo:
no 10 Tabnetok y 6nictepi, no 3 6nictepn B
KapTOHHI kopo6uyj;
no 30 Tabnetok y 6nictepi, no 1 6nictepy B
KapTOHHiiA Kopo6Ll.
3MiHN BHECEHO B IHCTPYKL,iIO 4151 MEANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain
«YNakoBKa».

257.

CAN®EHIKC

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOH0, N0 5 Mr;
no 10 Tabnetok y
6nictepi, no 3
6nictepu B
KapTOHHI kopobuy;
no 30 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

dapmauesT

WYHWIA 3aBOf,

"MONb®AP
MA" C.A.

Monba

NOBHWI LMK
BMpo6GHUUTBA:
PapmaueBTUYHNI
3aBog «Monbdapma»
C.A,, MonbLa

NOBHWIA LMK
BMpO6GHUUTBA:
dapmauleBTUYHNI
3aBog, «[onbapma
C.A,, MonbLa

MonbLa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3akynoptoBasbHuWii
3aci6. 3MiHa po3mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (3miHa KislbKoCTi OANHULb
(Hanpuknag, TabneTok, amnyn TOLLO) B yNakoBLi:) -
3MiHa y Ajanas3oHi 3aTBepXeHNX po3MipiB
yNakoBKM - BBEAEHHS J0AATKOBOrO NakyBaHHS AN
[o3yBaHb 5 Mr Ta 10 Mr 415 BUpoOHUKa
dapmaveBTUyHMiA 3aBog "TIONIbGAPMA™" C.A.,
Byn. MenbnnunHbcka 19, 83-200, Ctaporaps
IoaHbckn, Monblya, a came: no 30 TabneTok y
6nicTepi, no 1 6ricTepy B KAPTOHHIlA KOPOOLL.
3arBepaKeHo:
no 10 TabneTok y 6nictepi, no 3 6nictepn B
KapTOHHI kopobuyj;
3anponoHoBaHo:
no 10 TabneTok y 6nictepi, no 3 6nictepn B
KapTOHHI kopobuyj;
no 30 Tabnetok y 6nictepi, no 1 6nictepy B
KapTOHHI kopo6u.
3MiHU BHECEHO B IHCTPYKL,il0 4151 MeANYHOro
3aCcTOCYBaHHSA Nikapcbkoro 3acoby y po3gain
«YNakoBKa».

3a
peyenmom

He
nionsiea
€

UA/20238/01/01

258.

CAHAN N
HATPIO
xnoeug

MOPOLLIOK
KpUcTaniyHmii
(cybeTaHuis) y
nonieTnIeHoBuUx
MilKax ans
BMPOGHMLTBA
CTepu/ibHUX Ta
HecTepuIbHNUX
nikapcbkux hopm

Mapiarep
Conrt
CnewienTi3
AlC

[aHis

[Jaxck Cont A/C,
[JaHis

* BignoBiganbHWiA 3a
nakyBaHHS1 Ta BUMYCK
cepii Mapiarep Cont
CnewienTiz A/C,
[JaHis

JIETTE]

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3miHa 3asBHuka /13 (MIBIM) (BnacHuka
peecTpaLiniHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif, 23.07.2015 Ne 460). 3MiHu | TNy - 3MiHN 3
saKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONenchbkili
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI

UA/12640/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEeHWi cepTuddikaT Bif, yXe 3aTBepAXEHOr0
BMPO6HUKa. [ogaHHa OHOBNEHOro cepTudiikara
BiagnoBigHoCTi E€Bponeiickkilt hapmakonei CEP Ne
R1-CEP 2008-105-Rev 02 (3aTBepmxeHo: CEP Ne
R1-CEP 2008-105-Rev 01) ans filo4oi pe4oBrHN
Harpito xopug Bif 3aTBepIKEHOro BUpobHMKa
Dansk Salt A/S, Denmark / fanck Cont A/C,
[aHis. 3miHa Bigbynach, y 3B'A3Ky 3i 3MiHO
BnacHuka (Name of Holder) CEP 3 Dansk Salt A/S
Ha Mariager Salt Specialties A/S, Bupo6Huya
AinbHUUA, agpeca Ta yci BUpo6HWYi onepauii
3a/MWATLCA HE3MIHHUMK. Y 3B'A3KY i3
3anponoHoOBaHNMK 3MiHAMU BiANOBIfa/IbHUA 3a
npouec BMpobHuuTBa 3anmwaetbes: Dansk Salt
A/S, a BignosigansHum 3a "Packaging, Release
testing, Releace": Mariager Salt Specialties A/S.
259. | CAMETUKOH | Tabnetku, BKpUTI ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/15907/01/01
060/10HKO0, N0 125 3 06MEeXeHO 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peyenma
Mr 0 7 TabneTok y 06MeXeHOo BIAMNOBIQ&/TbHICTIO Ta hapmakoHarnsagy (iHwi 3miHu). 3mMiHM BHECEHO
6nicTepi; no 2 Bignosigasib "®apmaveBTUYHa B TEKCT MapKyBaHHs MepBMHHOI (MyHKTK 5, 6) Ta
6nictepu y Kopobui 3 HiCTIO thipma "BepTekc”, BTOPWHHOI (NyHKTU 11, 17) ynakoBOK NMikapCbKoro
KapToHYy "®apmaueBT Ykpaina 3ac06y. TakoX BHECEHO pefakLiiiHi npasku B
nyHa dipma (BMPO6GHMLTBO 3 3aro/I0BOK TEKCTY MapKyBaHHS BTOPUHHOT
"BepTekc" npoaykuii in bulk ynakoBku. BBeeHHs 3MiH NPOTArom 6-Tu MicsiLiB
TosapucTsa 3 nicns 3aTBepipkKeHHs
06MeXeHoH0
BiANOBIf&/IbHICTIO
"®apmaueBTnyHa
KoMmnaHis "3gopoB'a”,
YKpaiHa)
260. | CIHPAN3 MOPOLLOK Ta Takepa ABcTpis [03BiN Ha BUNYyCK ABcTpis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/18748/01/01
PO3YUHHVK NS MaHydekuy cepii: Takega /HimeuwunHa | 3miHu | TURY - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenmom niosnsiea
PO34nHY ANs1 iH'eKUiin | piHr ABCTpis MaHyekuypiHr Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO €
no 500 MO, no 2 Al ABcTpis Al', ABCTpis;

hNakoHu 3
NnopoLUKoM, 2
pNakoHu 3
PO3YNHHUKOM, 2
npucTpoi Ansa
nepeHeceHHs 3
inbTpOM, 2
0/jHOpPa30BUX
wnpuum o6’emom 10
mn, 2 Habopw gns
BEHenyHKL,i i 2
3aXUCHUX KWIUMKW Y

BMPOGHMLTBO 13,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS
'N13, KOHTPONb AKOCTI
cepii: Takega
MaHydhekuypiHr
ABCTpist Al', ABCTpis;

KOHTPO/b SKOCTI cepii:

"CTepunbHiCcTL" Ta
"EHAOTOKCUHN™:
Takepa
MaHydekuypiHr

B |HCTPYKL,jt0 AN MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginy "Cnocio
3acTOCyBaHHs Ta f03U" WOA0 YTOUHEHHS
ITOPUTMY 3aCTOCYBaHHS NiKapCbKoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHIli KopoobLi ABcTpist Al', ABCTpisi;
BUPOBHULTBO,
nepBrHHE nakyBaHHSA
Ta KOHTPO/Ib AKOCTI
po3umHHMKa: 3irdopig,
XamenbH M'v6X,
HimeyynHa
261. | CIHPAIN3 NMOpPOLLOK Ta Takena ABCTpis [03BiN Ha BUMNYCK ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18748/01/01
PO3UYUNHHVK AN MaHyekuy cepii: Himeuunna 3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
PO34YMHY ANS iH'EKLA | piHr ABCTpis Takega Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
no 500 MO; no 2 Al MaHyekuypiHr y3arasibHeHUX AaHux Npo cuctemy
hnakoHu 3 AscTpis Al', AscTpis hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
MOPOLLKOM, 2 BMPO6HMLTBO N3, npo cuctemy chapmakoHarnsgy, amMiHa
hNakoHu 3 nepBrHHe Ta YNOBHOB&XEHOT 0co6MU, BiANOBIifaNbHOI 3a
PO3UYNHHUKOM, 2 BTOPVHHE NaKyBaHHSA 3[iiCHEeHHs hapMakoHarsay; KOHTakTHOI ocobu 3
npucTpor aAns "’N3, KOHTPO/b AKOCTI dhapmakoHarnsgy 3asaBHuKa A1s 34iliCHEHHS
nepeHeceHHs 3 cepit: hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
inbTpPOM, 2 Takega Bi, yNOBHOBaXXEHO| 0CO6MU, BigNOBigaIbHOI 3a
0HOPAa30BUX MaHydhekuypiHr 3pificHeHHs chapmakoHarnsay (BkioYakyn
wnpuuy o6’emom 10 ABcTpis Al', ABCTpia KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mn, 2 Habopw ans KOHTPONb AKOCTi cepi: macTep-aiina cuctemu papmakoHarnsgy). 3miHa
BEHenyHKuji i 2 "CTepwibHICTb" Ta YMOBHOBaXEHOT 0C06Y 3asBHMKA, BignoBiganbHOI
3aXUCHUX KUTUMKW Y "EHOOTOKCUMHK™: 3a (papmakoHarnsa,.
KapTOHHI KOpOoobLii Takega [litoua pepakuisn: Stephane Brouckaert.
MaHydhekuypiHr MponoHoBaHa pepakuis: Jean-Marie Heim. 3miHa
ABCTpist Al', ABCTpis KOHTaKTHUX aHMX YNOBHOBaXeHOI 0cobu
BMPOBHMLTBO, 3as1BHMKA, BIAMNOBIAA/IbHOT 32 hapmakoHarnsg,
nepBUHHE NaKyBaHHS
Ta KOHTPO/Ib AKOCTI
PO3YMHHKIKA:
3irdopig, XamenbH
'M6X, HimeuynHa
262. | CONEAYM® racTpope3nCTeHTHi Kaccenna- HimeuunHa HaHeCeHHS NoKpUTTS, HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/15105/01/01
POPTE Kancysv M siki, no mefg M'v6X & BTOPVHHE NakKyBaHHS, PyMmyHis 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii peyenma
200 mr no 20 kancyn Ko. KI KOHTPO/b SKOCTI, 3aci6. KoOHTposib AONOMDKHUX peYOBUH. 3MiHa

y 6nictepi; no 1
6nictepy B
KapTOHHIA KopobL;
no 25 kancyny
6nicTepi; no 2 abo 4
6nictepu B
KapTOHHIli KopoobLi

BUMYCK Cepii:
Knoctepdpay BepniH
m6X, HimeuyunHa,;
HaHeCeHHs MOKpPUTTS,
KOHTPO/b AKOCTI,
BUNYyCK cepii: ApTecaH
dapma 'm6X & Ko.
KI', HimeuuunHa;
nepBuHHE Ta
BTOPUHHE MaKyBaHHS:
AptecaH ®apma MMBX
& Ko. KI', HimeuunHa;
BTOPUHHE NaKyBaHHS:

napameTpiB cneundikayii Ta/abo AonycTUMmX

MeX A1 AOMOMDKHOI PEHOBUHM (BUTyYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuka (Hanpukniag,

3aCcTapifioro NokasHyka)).
BunyuyeHHs 3acTapisiux NOKasHWUKIB «JTyXHICTb» i
«3arasibHa KucnoTa» 3i cneyudikauii 4oNoMiXKHOT
pPeyYoBUHM €TaHO/Y, AEHATYPOBAHOMO aLeToOHOM,
AIKa BUKOPUCTOBYETLCA Y AKOCTi PO3UNHHMKA NPU
BUPOBHMLTBI NOPOXHIX M'SKUX Kancyn i He

MicTuTbeA Y TN3. - 3miHu | TNy - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. KOHTPOIb AOMOMDKHUX
peyoBUH. 3MiHa NnapameTpiB cneuundikauili Ta/abo

[ONYCTUMMX MEX AN151 AONOMDKHOT peYOBUHM
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ApTtecaH ®apma M'MBX (monoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
& Ko. KI', HimeuunHa; BiANOBIAHUM METOA0M BUNPOBYBaHHS).
BMPOGHULITBO Kancyn [JlonoBHeHHA cneuudikali 4na 4ONOMKHOI
(6e3 nokputTs) in bulk: PEYOBUHM €TaHO/TY, AEHATYPOBAHOIO aleToOHOM,
KaTtaneHT Himeuunna AKa BUKOPUCTOBYETHCS Y AKOCTi PO3UMHHUKA NPy
E6epbax Mm6X, BVMPOGHMLTBI MOPOXHIX M'KMUX Kancys i He
HimeyuunHa; MicTUTbCA Y /13, HOBMM NOKa3HUKOM
BMPOBGHULTBO Karncyn «KNCNOTHICTb ab0 NYXHICTb» 3 BiANOBIAHUM
(6e3 nokputTs) in bulk: METOA0M BUMPOOYBaHHS, 3ri4HO 3 aKTyaslbHUMK
Csicckanc PymyHis MoHorpadiismmn €d Ta dapm. LLseiiuapii.
CPJ1, PymyHis
263. | COPBEKC® kancynu no 0,25, TOB Ykpaina TOB "BAJTIAPTIH YKkpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/10156/01/01
no 10 kancyny "BAJIAPTIH PAPMA" 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenma
6nictepi; no 1 a6o PAPMA" Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
no 2 6nictepn y B TEKCT MapKyBaHHS1 BTOPVMHHOT yNakoBKM
nauuj 3 KapToHy; No nikapcbkoro 3acoby y nyHktu 1, 8, 15, 17.
2 kancynuny BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
6nicTepi; no 100 3aTBEPKEHHS.
6nicTepiB y nayui 3
KapTOHY
264. | CTATOPEM® | Tabnetku, no 20 TOB YkpaiHa TOB "KYCYM ®APM", YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/18211/01/01
-H Mmr/12,5 mr Ne30 "TNEQ®AP Ykpaina 3MiHn | TURNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKMii peyenmom niosnsiea
(10x3): no 10 M naTa" abo 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo €

TabneTtok y 6nictepi;
no 3 6nictepun y
KapTOHHIlA ynakoBLy;
Ne60 (10x6): no 10
Tabnetok y 6nictepi;
no 6 6nictepis y
KapTOHHI ynakosLy;
Ne28 (14x2): no 14
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI ynakoBL,i
Ne84 (14x6): no 14
TabneTtok y 6nictepi;
no 6 6nictepiB y
KapTOHHIA ynakoBsL,i

TOB «NMEA®APM
NTh» , YKpaiHa

BBE/EHHS 40AaTKOBOI AiNIbHULI BUPOBHWLTBA 415
4yacTnHM abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO J1ikapCbKOro 3acoby (4inbHULUSA, Ha sKil
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMNYCKY Cepiil, KOHTPO/IO AKOCTI,
NepBMHHOIO Ta BTOPUHHOIO NakKyBaHHA, 415
HeCTepW/bHUX fiKapCbknx 3aco6iB) -BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB "TNEGAPM
NTA", YkpaiHa, BignoBiganisHOro 3a BUPOGHULTBO,
nepBrHHE Ta BTOPVHHE MakyBaHHS NiKapCbKoro
3acoby. [N nponoHoBaHoro B1Upo6Hrka TOB
"TNEA®PAPM NTA", YkpaiHa BBOAATLCA 4
YNakoBKM ifEHTWYHI, SK ANS 3aTBEPAKEHOr0
BMpo6HUMKa - Ne 30 (10x3), Ne60 (10x6), Ne28
(14x2), No84 (14x6).
3aTBepikeHo:

TOB «KYCYM ®APM» 40020, YkpaiHa, Cymcbka
o6nactb, M. Cymu, Byn. CkpsbiHa, 54
3anponoHoBaHo:

TOB «KYCYM ®APM» 40020, YkpaiHa, Cymcbka
o6nactb, M. Cymu, Byn. CkpsibiHa, 54 TOB
«TNEAPAPM NTA» 40020, YkpaiHa, Cymcbka
obnactb, M. Cymn, Byn. [laBnaoscbkoro puropis,
54
3MiH1 BHECEHO B IHCTPYKLiHO 415 MeAnYHOro
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

3aCTOCyBaHHSA Y 3B'A3KY 3 BBEJeHHSIM [0AaTKOBOro
BMPOGHMWKA, a caMe Ao4aHo po3ainy "BupobHuK"
Ta "MicLe3HaxomKeHHs1 BUpobHUMKa Ta agpeca
MiCLii MPOBaKEHHS OO Ais/ibHOCTI" ANns
[04aTKOBOro BUPO6GHYMKa Ta AK HaCNifoK -
3aTBEPKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans 40A4ATKOBOro BUPOOHNMKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBepKEHHS - CynyTHSA 3MiHa - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3amiHa abo BBeeHHA [0AaTKOBOI Ai/TbHULL
BMPOGHULITBA A4/15 YACTUHU ab0 BCbOTO
BMPOBGHMNYOro NpoLecy roToBoro NikapcbKoro
3acoby (AinbHULA AN BTOPUHHOTO NakyBaHHS) -
3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
OiNbHWLI BUPOBHULTBA 718 YacTHK abo BCbOro
BVMPOGHNYOrO MPOLECY roTOBOro NMiKapCbKOro
3aco06y (AinbHMLA AN NEePBUHHOTO NaKyBaHHS) -
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHWM Yy BUPO6HULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOGHUKA, L0
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMYCK cepil) -
Bktouatouy KOHTPOb/BUNpo6yBaHHS cepii -
BBE[IEHHS a/lbTepHaTUBHOIO BUpo6HMKa TOB
"TNEAPAPM NTA", YkpaiHa, BignoBiganbHOro 3a
KOHTpONb Ta Bunyck cepii MN3. Ana
nponoHoBaHoro BupobHuka TOB "TNELPAPM
NTA", YkpaiHa BBOAATHCA 4 yNaKOBKU iAEHTUYHI,
K AN 3aTBepoKeHoro BupobHuka - Ne 30 (10x3),
Ne60 (10x6), Ne28 (14x2), Ne84 (14x6).
3aTBepaKeHo:

TOB «KYCYM ®APM» 40020, YkpaiHa, Cymcbka
o6nactb, M. Cymu, Byn. CkpsibiHa, 54
3anponoHoBaHo:

TOB «KYCYM ®APM» 40020, YkpaiHa, Cymcbka
o6nactb, M. Cymu, Byn. CkpsibiHa, 54 TOB
«NIEA®APM NTA» 40020, YkpaiHa, CymcbKa
o6nactb, M. Cymu, Byn. laBuaoBCbKOro puropis,
54

3MiHN BHECEHO B IHCTPYKLiIO 415 MEANYHOro
3aCTOCYBaHHSA Yy 3B'A3KY 3 BBEEHHAM [404AaTKOBOro
BMPOGHUWKA, a caMme A0AaHo po3ainy "BMpobHuk"
Ta "Micue3HaxompkeHHs1 BUpOGHMKa Ta agpeca
MiCLii MPOBaKEHHS Oro AisnibHOCTI" Ans

[04aTKOBOrO BUPOOHMKA Ta SK HACAIAOK -
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans A0AAaTKOBOro BUPOBHNMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA

265.

CYNnb®AUNN

Kpanni o4Hi, 200
mr/mn, no 5 aéo 10
My donakoHi; no 1
hnakoHy y nauui 3
KapTOHY

AT
"®dapmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHu).
3MiHV BHECEHO B TEKCT MapKyBaHHs NEPBUHHOT Ta
BTOPUHHOI YNakoBOK NikapCbkoro 3acoby, a came:
BUIy4eHO Ay6totoYy iHhopMaLiio pocilicbKoto
MOBOH Ta BUKNAAEHO i aHIMIACbKOK MOBOHO.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepMKEHHSA. 3MiHu | TUNY - 3MiHK Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHM). BHECEHO HEe3HauHI 3MiHW Y TekCT
MapKyBaHHS NepPBUHHOI (N. 1, 6) Ta BTOPUHHOT (1.
1, 11, 16, 17) ynakoBKu NikapCcbKoro 3acooby.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

3a
peyenmom

UA/6846/01/01

266.

CYNnb®AUNN

Kpanni o4Hi, 300
mr/mn, no 5 aéo 10
My dpiakoHi; no 1
hnakoHy y nauui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHu).
3MiHV BHECEHO B TEKCT MapKyBaHHs NePBUHHOT Ta
BTOPUHHOI YNakoBOK NikapCbkoro 3acoby, a came:
BUyYeHO Ay6totoYy iHhopMaLito pocilicbKoto
MOBOH Ta BUKNAAEHO i aHrMIAiCbKOK MOBOHO.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepKeHHA.3MiHN | Tuny - 3MiHW Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM). BHECEHO He3HauHi 3MiHW Y TekCT
MapKyBaHHSA NepPBUHHOT (N. 1, 6) Ta BTOPUHHOT (.
1, 11, 16, 17) ynakoBKu nikapcbKoro 3acooby.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEpPKEHHS.

3a
peyenmom

UA/6846/01/02

267.

CYCNPIH®

TabneTku, BKpUTI
M/1iBKOBOIO
060/10HKO0, NO 4 Mr,
Ne10 (10x1): no 10
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBLy;
Ne30 (10x3): no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapPTOHHI ynakoBLii

TOB
"TNEQ®AP
MaTa”

Ykpaina

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

Ykpaina

BHECEHHS 3MiH 10 peecTpayiiiHux maTepianis:
3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapPCbKWiA
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBE/IeHHS A0AaTKOBOT AifIbHUL BUPOBHULTBA A5
4acTNHK abo BCbOro BUPOOHNYOro npouecy
roTOBOrO JlikapCbKOro 3acoby (AiNnbHULSA, Ha SKil
npoBoAATLCA 6yAb-AKi BUPOOHMYI cTagil, 3a
BMHSITKOM BWMYCKY Cepili, KOHTPOJIO SIKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HecTepU/bHUX fiKapCbknx 3acobis) - CynyTHs
3MiHa- 3MiHM 3 AKOCTI. [O0TOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI [iTbHUL BUPOBHMLTBA 415 YACTUHM
a60 BCbOro BUPOGHUYOTO NMpoLiecy roToBoro

3a
peyenmom

He
nidsnsiea
€

UA/19927/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbKoro 3acoby (AinbHWUUA A1 BTOPUHHOTO
nakyBaHHS) - 3MiHM 3 SKOCTi. [OTOBWIA NlikapCbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
4yacTHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO JliKapCbKoro 3acoby (AinbHuua aAns
NEepPBUHHOTO NaKyBaHHs) BBEAEHHS
anbTepHaTMBHOIO BUpo6HuKa TOB "TNMEAPAPM
NTA", YkpaiHa, BiANoBiga/IbHOro 3a BUPOGHULTBO,
nepBUHHE Ta BTOPMHHE NakyBaHHS /iKapCbKoro
3acoby. Ak Hacnigok, ANa 3anponoHoOBaHO
BMPOGHMKa BBOAATLCA ynakoBku 13 Nel0 (10x1),
Ne30 (10x3) y 6nicTepax A1 KOXHOro A03yBaHHS,
aHaU10riyHi, K 415 3aTBEpP)KEHOr0 BUPOBHMKA.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO J1iKaPCbKOro
3acoby (3amiHa abo fofaBaHHA BUPOOHUKA, LU0
BiAnoBifae 3a BBe3eHHA Ta/abo BMMNYCK cepil) -
Bktoyatouy KOHTPOb/BUNPOGYBaHHSA cepii -
BBE/IEHHS a/lbTepPHATUBHOIO BUpoGHMKa TOB
"TNEAPAPM NTA", YkpaiHa, BiANoBifabHOMO 3a
KOHTpO/b Ta BUNYyck cepii M13. Ak Hacnigok, gns
3anpornoHoBaHO BUPOGHMKa BBOAATLCA YNaKoBKU
N3 Nel0 (10x1), Ne30 (10x3) y 6nictepax ans
KOXHOrO [i03yBaHHSA, aHas10rivHi, K A5
3aTBEPAKEHOr0 BUPOBHMKA. 3MiHN BHECEHO B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS y
3B'A3KY 3 BBEIEHHAM [0[aTKOBOrO BUPOGHMKA, a
came [oAaHo po3ainu "BupobHuk” Ta
"Micue3HaxoMkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaKEHHS NOro AisnbHOCT" 4Ns A0AATKOBOTO
BUPOGHMKA Ta K HACNi[OK - 3aTBEPAKEHHA TEKCTY
MapKyBaHHS yNakoBKW /likapcbKoro 3acoby ans
[04aTKoBOro BUpobHvKa. BeefeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO
y TEKCT MapKyBaHHS NepBUHHOI (. 6) Ta
BTOPUHHOI (N. 16, 17) ynakoBKx NikapCbKoro
3acoby. BBefeHHs 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepAKeHHs.

268.

CYCNPIH®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, NO 8 M,
Ne10 (10x1): no 10

TOB
"TNEQ®AP
MnaTa"

Ykpaina

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

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBE/IEHHS A0AATKOBOI AifIbHULI BUPOBGHWLTBA A5

3a
peyenmom

He
niosnsiea
€

UA/19927/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHIiA ynakoBLy;
Ne30 (10x3): mo 10
Tabnetok y 6nictepi;
no 3 6nictepu 'y
KapTOHHI/ ynakoBsL,i

NTA» , YKpaiHa

4acTnHK abo BCbOro BUPOOHMYOrO npouecy
rOTOBOrO JlikapCbKOro 3acoby (AiNbHULSA, Ha SKil
npoBoAATLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, AN
HecTepU/bHUX fiKapCbknx 3acobis) - CynyTHs
3MiHa- 3MiHM 3 SKocTi. [oTOBWIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOBHMLTBA A1 YACTUHM
ab60 BCbOro BUPOGHNYOro NPoLLeCy roToBOro
niKkapcbKoro 3acoby (AinbHULA N5t BTOPUHHOIO
nakyBaHHS) - 3MiHM 3 SIKOCTi. [OTOBWIA NlikapCbKMiA
3aci6. 3MiHn y BUpo6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
YyacTuHM abo BCbOro BUPOGHUYOro npotiecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUsa Ans
NepPBUHHOTO NakyBaHHs) BBeAEHHSA
anbTepHaTuBHOro Bupo6Huka TOB "TNEA®APM
NTA", YkpaiHa, BiANOBIiga/IbHOMO 3a BUPOGHMLTBO,
nepBUHHe Ta BTOPMHHE NakyBaHHS MiKapCbKoro
3acoby. Ak Hacnifok, AN 3anpornoHoBaHo
BMPOGHMKa BBOAATbCA ynakoBku 13 Nel10 (10x1),
Ne30 (10x3) y 6nicTepax 419 KOXHOro A03yBaHHS,
aHasIoriyHi, SK ANs 3aTBEPAKEHOI0 BUPOGHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCcbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJt0 AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo gofaBaHHS BUPOOHUKA, LLO
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMYCK cepil) -
Bktouatouy KOHTPOb/BUNPo6YBaHHSA cepii -
BBE[IEHHS a/lbTepHaTUBHOIO BUpo6HMKa TOB
"TNEAPAPM NTA", YkpaiHa, BignoBiganbHOro 3a
KOHTPO/b Ta BuUnyck cepii MN3. Ak Hacnigok, ons
3anporoHoBaHO BUPOGHMKA BBOAATLCA YNaKoBKU
N3 Nel0 (10x1), Ne30 (10x3) y 6nictepax ans
KOXHOTO A03yBaHHSA, aHas10rivHi, AK A4S
3aTBEPAKEHOr0 BUPOGHMKA. 3MiHWN BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHA Y
3B'A3KY 3 BBEEHHAM [0[aTKOBOrO BUPOGHMKA, &
came fofaHo po3ginm "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUpO6HMKa Ta afgpeca Micus
npoBaXeHHs MOro AisNbHOCTI" ANs 4OAaTKOBOrO
BMPOOHUKA Ta SK HACNIAOK - 3aTBEPIKEHHS] TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Ans
[04aTKoBOro BUpobHvKa. BBeaeHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy (iHwi 3miHW) - 3MiHW BHECEHO
y TEKCT MapKyBaHHs NepBUHHOI (M. 6) Ta
BTOPUHHOI (N. 16, 17) ynakoBK/ NiKapCbKOro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepKEHHS.

269.

TAKCOTEP®

KOHLleHTparT Ans
PO34KHyY Ans
iHQy3in, 20 mr/m;
Ne 1: no 4 mn (80
Mr) y donakoHi; no 1
h1akoHy B
KapTOHHIli KopoobLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CaHodpi-ABeHTiC
Hoiunang MmeX

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepXeHOro BUPOOHUKa -
nofaHHsa oHosrieHoro Ceptudikata CEP 2009-
343-Rev 04 gns A®| [loueTakceny Tpurigpar Big,
BXe 3aTBepPKEHOro BUPOOHMKa, L0 3MiHWB Ha3BY
3 SANOFI CHIMIE, France Ha SANOFI
WINTHROP INDUSTRIE, France. (3 OHOBNEHHSIM
CEP Big6ynach 3aMiHa po34MHHMKA METAHO/TY Ha
eTaHo/ A4Na BUNpPoByBaHHS Mif, yac npovecy
BVMPOGHMLTBA CUPOro AoLeTakceny - Kpok B, nig
yac npoMucnoBoi xpomaTorpadii, 6e3 6yab-aKmx
iHLWKMX 3MiH. Kpim Toro, CEP OHOB/1eHO 3a hOpMOt0
2.0 EDQM 3 gogasaHHaM kogis SPOR ORG ID
(izeHTudpikatop Haseu) Ta SPOR LOC ID
(ipeHTunchikatop Micus posTallyBaHHs) [0 nepeniky
BMPO6HUKiB). 3aTBepakeHo: R1-CEP 2009-343-
Rev 03, 3anponoHoBaHo: CEP 2009-343-Rev 04

3a
peyenmom

UA/5488/01/02

270.

TADIH/AP®

Kancynu Teepai no
75 wr; no 120
Kancyn y tpnakoHax

Hosapric
dapma Al

LLiBeiiuapis

BUPOBHUK ANns
nakyBaHHs! Ta BUNYyCKy
cepii: Mnakco
Bennkom C.A.,
Icnanis; BUPOGHMK
Hepo3dacoBaHoT
npoaykuii: Fnakco
OnepeiwHc KOK
Nimiteq, Benuka
BpuTaHis;
anbTepHaTUBHA
LiNbHULS
BignoBiganbHa 3a
BVMPOGHMLTBO

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3miHu [l TUny - 3MiHn Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo
3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
noceigyeHHs, Bkovaouy MnaH ynpasniHHA
pu3nKamm (3actocyBaHHSA 3MiH(K), aki(a)
BMMaratoTb(€) NofasbLIOro 06rpyHTYBaHHS
HOBMMW [0AATKOBMM A@HUMK, WO MatoTb
HafaBaTnUCs KOMMETEHTHUM OpraHoM, OCKiSIbKM
BMMAraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHoMm). 3asBHUKOM OHOB/IEHO MaH ynpaBAiHHA
pv3nkamm fikapcbkoro 3acoby o Bepcii 11.1.
3MiHU BHeceHi o yacTuH: Il «Cneuudikaulis 3
6e3neku», lll «MnaH 3 papmakorarnsgy», V

3a
peyenmom

UA/14420/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Hepo3dacoBaHoi «3axoayu 3 MiHiMi3auii pusukie», VI «Pe3iome
NPOAYKLUIT Ta KOHTPO/1b nnaHy ynpasiHHA pu3nMkamMu» Ta 4o4atkiB 3rigHo
akocTi: 3irdopig, 3 BUMOramu f1o iHTerposaHoro copmaty MNyP
Bap6epa C./1., (Rev.2 accompanying GVP , Module V Rev.2,
IcnaHist; KOHTPOsIb Human Medicines Evaluation Guidance on the
SIKOCTi (YaCTKOBWIA): format of the risk management plan (RMP) in the
Jlek ®apmacbloTukanc EU —in integrated format) Ha nigcTasi ocTaTto4Hmx
n0.4., CnoseHis; pesynbTaTiB gocnigxkeHHs CDRB436F2301
BMPOGHULITBO, (COMBI-AD). Pestome MnaHy ynpasiHHA
NepBUHHE Ta pu3nkamm Bepcia 11.1 gopaetben
BTOPWHHE NaKyBaHHS,
KOHTPOb AKOCTI
(4acTkoBWMIA), BUMYCK
cepii: Hoapric
PapmacboTuKasl
MaHydhakTypiHr JI1C,
CnoseHis
271. | TADIHNAP® Kancynu Teepgi no HosaprTic LLisefuapis BMPOGHWK ANs Icnanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/14420/01/01
50 mr; no 120 dapma Al nakyBaHHs! Ta BUMYCKY Benuka 3miHu |l TUny - 3MiHM Wwopo 6e3nekn/edreKTUBHOCTI | peyenmom
Kancyn y chnakoHax cepii: Cnakco BpuTtaHis/ Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) o
Bennkom C.A., CnoBeHis

Icnanis; BUpOGHMK
Hepo3dacoBaHol
npoaykuii: Fnakco
OnepeiiwHc HOK
NimiTen, Benvka
BpuTaHis;
a/lbTepHaTUBHA
LinbHUUA
BiANOBiAa/IbHA 3a
BVPOGHMLTBO
Hepo3dacoBaHol
NpPOAyKUii Ta KOHTPO/1b
akocTi: 3irdpig,
Bap6epa C./1.,
IcnaHist; KOHTPO/Ib
SAKOCTi (YaCTKOBWIA):
Jlek ®apmacbkroTukanc
n0.4., CnoseHis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/b AKOCTI
(4acTkoBWMIA), BUMYCK
cepii: HosapTic
dapmacbloTUKa
MaHydaktypiHr JI1C,
CnoBeHis

3060B's13aHb Ta YMOB BuAaYi peecTpauiiiHoro
NoCBiAYEeHHS, BKoYatoun MnaH ynpasiHHA
pu3mKamm (3acTocyBaHHs 3MiH(K), ski(a)
BMMaraTb(€) NoJaNbLIOro 06r'pyHTYBaHHS
HOBUMM [OLATKOBUM AaHUMK, LLIO MatoThb
Ha/JaBaTnCcsa KOMMETEHTHUM OPraHoOM, OCKIIbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom). 3asiBHMKOM OHOBJIEHO MN/1aH ynpaBiHHA
pu3nKamm nikapcbkoro 3acoby Ao sepcii 11.1.
3MiHM BHeceHi A0 YacTuH: Il «Cneyndpikauis 3
6e3neku», Il «MnaH 3 hapmakoHarnsgy», V
«3axoau 3 MiHiMi3auii pusukie», VI «Pestome
nnaHy ynpasniHHA pusnkaMmu» Ta gogaTkis 3rigHo
3 BUMOramu [0 iHTerpoeaHoro copmaty MNyP
(Rev.2 accompanying GVP , Module V Rev.2,
Human Medicines Evaluation Guidance on the
format of the risk management plan (RMP) in the
EU —in integrated format) Ha nigcTasi ocTaTto4yHUX
pesynbTaTie gocnigxkeHHs CDRB436F2301
(COMBI-AD). Pestome MNnaHy ynpas/iiHHA
pusmkamm Bepcia 11.1 gopgaetbes
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
272. | TENAINIH Tabnetku, 40 mr/10 KPKA, a.4., CnoBeHis BMPO6GHMLTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/17332/01/01
Mmr; no 10 TabneTok HoBo mecTO bulk", nepsuHHe Ta 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peuyenmom niosnsza
y 6nicTepi; no 3 abo BTOPUHHE NaKyBaHHS, Ta thapmakoHarnsgy. 3MiHa y KopoTkii €
no 9 6nictepiB y KOHTPO/b Ta BUMYCK XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
KapTOHHIlA KopooLi cepiii: KPKA, a.4., MapKyBaHHS Ta IHCTPYKLUiT 4518 MeAMYHOro
HoBo mecTo, 3acToCyBaHHA Ha MiAcTaBi perynsipHo
CnOBEHIs; KOHTPO/Tb OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3neky NiKapCbKoro
cepiii: KPKA, a.4., 3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
Hoso mecTo, nikapcbKoro 3acoby B nicispeecTpawiiiinii nepiog,
CnoBeHis ab0 Sk pe3y/bTar OLiHKM 3BITY 3 AOCNIIKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkeHb (PIP) (iHwi 3MiHW) - 3MiHN BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobmBocTi
3acTocyBaHHs" Ta "Mo6iuHi peakwii" BignoBsigHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA AiH040T PeYOBUHY 3rigHO 3
pekomeHgauieto PRAC. BBeeHHs1 3MiH NPOTArom
6-T1 MicsLIB Nicn1s 3aTBEPKEHHS
273. | TENAINIH Tabnetku, 80 mr/5 KPKA, a.4., CnoseHisa BMPOBHULTBO "in CnoseHisa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/17332/01/02
mr, no 10 TabneTok HoBso mecTo bulk", nepsrHHe Ta 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom niosnsea
y 6nicTepi; no 3 abo BTOPUHHE MaKyBaHHS, Ta chapmakoHarnsgy. 3miHa y KopoTkiii €
no 9 6nictepis y KOHTPO/b Ta BUMYCK XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
KapTOHHIli Kopoobui cepii: KPKA, a.4., MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
HoBo mecTo, 3aCTOCYBaHHA Ha MifgcTasi perynspHo
C/OBEHIS; KOHTPO/1b OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro
cepiin: KPKA, g.4., 3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
HoBo mecTo, nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
CnoseHisa ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnigpkeHs (PIP) (iHwi 3MiHW) - 3MiHM BHECEHO B
IHCTPYKLUiO AN MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3sainis "OcobnmnsocTi
3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHoO 40
OHOBJEHOT iH(hopmaLi Wwoao 6e3neku
3aCcTOCyBaHHS Aitl040i peYOBUHM 3rigHO 3
pekomeHpaujieto PRAC. BBeieHHS 3MiH NPOTArom
6-TU MicsAUIB Nicns 3aTBEPKEHHS
274. | TENAINIH Tabnetkn, 80 mr/10 KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/17332/01/03
mr; no 10 Tabnetok HoBo mecTo bulk”, nepsuHHe Ta 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom niosnsiea
y 6nictepi; no 3 aéo BTOPVHHE NakKyBaHHS, Ta chapmakoHarnsigy. 3miHa y KopoTkili €

no 9 6nictepis y
KapTOHHIli KopoobLi

KOHTPO/b Ta BUMYCK
cepiii: KPKA, a.4.,
Hoso mecTo,
CnoBEeHis; KOHTPO/Tb
cepiii: KPKA, a.4.,
Hoso mecTo,
CnoBeHisn

XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKn NiKapcbKoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/isipeecTpaviittuii nepios,
ab0 fK pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHb,
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
npoBeAeHNX BiAMOBIAHO A0 NAaHy negiaTpudHnX
pocnipkeHb (PIP) (iHWi 3MiHK) - 3MiHWM BHECEHO B
IHCTPYKLi0 415 MeANYHOTro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3gainis "OcobmBocTi
3actocyBaHHs" Ta "Mo6iuHi peakuii" BignoBigHoO 40
OHOB/IEHOT iHdhopMaLii Wwoo 6e3neku
3aCTOCYBaHHS AiH04O0T PeYOBUHY 3TiHO 3
pekomeHgauieto PRAC. BBeeHHs 3MiH NpOTArom
6-Tv MicsLIIB MiCNs 3aTBEPLKEHHS
275. | TENAINIH Tabnetku, 40 mr/5 KPKA, a.4., CnoBeHis BMPOGHMLTBO “in CnoBeHisn BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/17332/01/04
Mr, no 10 TabneTok HoBo mecTO bulk", nepsuHHe Ta 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peuenmom niosnsiz2a
y 6nicTepi; no 3 abo BTOPUHHE MaKyBaHHS, Ta thapmakoHarnsgy. 3miHa y KopoTkili €
no 9 6nictepiB y KOHTPO/b Ta BUMYCK XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
KapTOHHIlA KopooLi cepiii: KPKA, a.4., MapKyBaHHS Ta IHCTPYKLUiT 4519 MeANYHOro
HoBo mecTo, 3aCTOCYyBaHHS Ha MigcTasi perynsipHo
CnoBEHis1; KOHTPO/Tb OHOBJ/IKOBAHOTIO 3BiTY 3 6e3neKy NiKapCbKoro
cepiii: KPKA, a.4., 3acoby, abo focnifxeHb 3 6e3neku 3acToCyBaHHSA
Hoso mecTo, nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
CnoBeHis ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNILKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkenb (PIP) (iHwi 3MiHW) - 3MiHN BHECEHO B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
3acTocyBaHHs" Ta "lNo6iyHi peakuii” BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao 6e3nekn
3aCTOCYyBaHHSA AiH040T peYOBMHY 3rigHO 3
pekomeHgadieto PRAC. BBeaeHHs1 3MiH NPOTArom
6-T1 MicsUIB Nicns 3aTBEPKEHHS
276. | TEOTAPA Kancynm KPKA, a.4., CnoseHisn BMPOGHULTBO (Nennet CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/4377/01/01
MPOJIOHroBaHOI fji HoBo mecTo Ta KancynoBaHHs), Ipnangis/ 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
no 200 wmr; no 10 nepBrHHe Ta Cepbis 3aci6. KOHTpos1b rOTOBOro MikapcbKoro 3acoby

Kancyn y 6nictepi;
no 4 6nictepu B
KapTOHHIli KopoobLi

BTOPUHHE NaKyBaHHSA,
KOHTPO/b Ta BUMYCK
cepiii:

KPKA, a.4a., Hoso
mecTo, C/ioBeHist
BUPOGHMLTBO (nennet
Ta KancynoBaHHs) Ta
KOHTPO/b cepili:
Temnep IpnaHgis
Nta., lpnaxgis

nepBuHHe Ta
BTOPWHHE MaKyBaHHS:
XEMO®APM A L.,
Cepbis

(iHWi 3miHW) - OHOBNEHHS MKA ons nikapcbkoro
3aco0y, a came - BUK/TafleHHsA TEKCTY [1epXXaBHO
MOBOIO, 3iJHO CyHYaCHVX BUMOT Ta BUMPaB/IeHHSA
OesKNX TEXHIYHMX NOMU/IOK Ta HEe3HAYHI Kopeku,il
onucy mMeTogis Ta cneuudikadii. BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPIKEHHS.
3MiHu | TUNy - AgMiHICTPaTUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI finbHNL (BKIHOYAKOUMN AiNnbHALI ANS
A®I, npomixXHOro NpPoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AinbHULL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWMKa, BigNoBifasIbHOro 3a
BWMYCK Cepiid, MicLle NPOBEAEHHS KOHTPOSIO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 A0MOMIKHOI PEYOBUHY (SIKLLO
3a3HayeHo y A0Cbe) - BunyueHHs BupobHuka 13
BiiNOBIAA/ILHOrO 3a NEPBUHHE Ta BTOPUHHE
nakyBaHHs /13 Caic Kanc 'm6X, HimeyuunHa.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

BrpO6HMK, L0 3aNMLWIMBCS BUKOHYE Ti X cami
COYHKLi LU0 | BUTYYEHWIA.

2717.

TEPA®JIEKC
®

kancynu; no 30, abo
60, a6o 120 a6o 200
kancyny
nnacTyKkoBoMy
thnakoHi; no 1
hNakoHy B
KapTOHHIli Kopoobui

TOB
"Baiep"

Ykpaina

Bunpo6HMK,
BiANOBiAa/IbHWIA 32
nakyBaHHs1, KOHTPO/Tb
Ta BUNycK cepil:
KoHTpakT ®apmakan
KopnopeiiwH, CLUA

Brpo6HMK,
BiAnoBiganbHMii 3a
BMPOGHMLTBO in bulk:
KoHTpakT ®apmakan
KopnopeiiLH,
, CLLA

CLWA

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky BignoBsigae
BMPOGHWK/IMNOpTEp, He BK/OYaouM BUMYCK Cepiid)
3MiHa BHOCUTLCA 3 METOI CTaHAapTu3auii
peecTpauiiiHux MaTepianis nikapcbknx 3acobis,
BMpo6HMLTBa KOoHTpakT ®apmakan KoprnopeliLuH,
CLUA, a came HanucaHHA agpecu micus
NPOBaKEHHS AISISTbHOCTI.

[itoua pepaxuis:

Brpo6HuK, BiANOBIAa/IbHUI 32 NakKyBaHHS,
KOHTPO/1b Ta BUMYCK Cepii:

KoHTpakT ®apmakan KopnopeiiwH, 135 Agamc
ABeHio, Xonor, Hbto-Mopk 11788, CLLA
Contract Pharmacal Corporation, 135 Adams
Avenue, Hauppauge, New York 11788, USA
Brpo6HuK, BiANoBigaibHNIA 3a BUPOOGHULTBO in
bulk:

KoHTpakT ®apmakan KopnopeiiwH, 160 Kommepc
[paiis, Xonor, Hbto-Aopk 11788, CLUA
Contract Pharmacal Corporation, 160 Commerce
Drive, Hauppauge, NY 11788, USA
MponoHoBaHa pegakLis:

Brpo6HuK, BiANOBIAaIbHNI 38 NaKyBaHHS,
KOHTPO/Ib Ta BUMYCK Cepii:

KoHTpakT ®apmakan KopnopeiiwH, 135 Agamc
ABeHI0, Xonor, Hito-Mopk 11788, CLLA
Contract Pharmacal Corporation, 135 Adams
Avenue, Hauppauge, New York 11788, USA
Brpo6HuK, BiANOBiAabHNI 38 BUPOOHULTBO in
bulk:

KoHTpakT ®apmakan KopnopeiilH, 150 & 160
Kommepc [lpaiis, Xonor, Hito-Mopk 11788, CLLA
Contract Pharmacal Corporation, 150 & 160
Commerce Drive, Hauppauge, NY 11788, USA

6e3
peyenma

UA/7749/01/01

278.

TETPAMETU
NrNtOKOHYP
mn

KpucTanivyHmi
MOPOLLIOK
(cy6eTaHuin) y
nonieTueHoBmx
MilLKax gns
dhapmaL,eBTUYHOro
3acTOCyBaHHSA

ToBapucTeo
3
06MEXEHO
Bignosiganib
HICTIO
"dAPMXIM"

Ykpaina

ToBapucTBO 3
06MexeHot
BiANOBIA&/IbHICTIO
"OAPMXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK 3 aKocTi. A®IL. CTabinbHICTb.
3MiHa nepiogy NOBTOPHMX BUNPOBGYBaHb/nepiogy

36epiraHHa abo ymoB 36epiraHHs AdI (3a
BiJCYTHOCTI Y 3aTBEpPIKEHOMY [0CbE cepTudikarTa
BiANOBIAHOCTI EBpoNeiickkili hapmakonei, Lo
BK/TIOYAE Nepios NOBTOPHOTO BUNPOGYBaHHS)

UA/20022/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
(nepiog, NOBTOPHOro BUNpobyBaHHsA/Mepios
36epiraHHs) - 36inblUeHHA abo BBeAEHHNA nepioay
NOBTOPHOro BUNpobyBaHHsA/nepioay 36epiraHHa Ha
OCHOBI pe3ynbTaTiB AOC/IMHKEHb Y peasibHOMY vaci
36iNbLUEHHA TepMiHy npugaTHocTi A®| Ha OCHOBI
NO3NTUBHMX Pe3y/bTaTiB AOCNifpKeHb CTabiflbHOCTI
B peasibHOMY yaci: 3aTBepaxeHo: TepMiH
NepeKoHTPOsI0 24 MicAui
3anponoHoBaHo: TepMiH NPMAATHOCTI 3 POk
279. | TNYPEKC® Tabnetku, no 25 wr, TOB Ykpaina TOB "KYCYM ®APM", Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/18487/01/02
Ne 30 (10x3): no 10 "TNEQPAP Ykpaina 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi peyenmom nionsiea
Tabnetok y 6nictepi, M naTa” abo 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo €

no 3 6nictepu y
KapTOHHI ynakosLyj,
Ne 60 (10x6): no 10
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI ynakoBLyj,
Ne 90 (10x9): no 10
TabneTtok y 6nictepi,
no 9 6nictepiB y
KapTOHHIA ynakoBL,i

TOB «MEA®APM
NTA» , Ykpaina

BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy
rOTOBOrO JlikapCbKOro 3acoby (AinbHULSA, Ha Kl
npoBoAATLCA ByAb-AKi BUPOOHMUI cTajii, 3a
BUHATKOM BUMYCKY CEpiiA, KOHTPOJIO AKOCTI,
NMepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, AN
HeCcTepu/IbHMX NiKapcbkux 3aco6iB) CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FOoTOBMIA NiKapCbkuii 3aci6. 3MiHKn
y BUpPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
LiNbHULI BUPOBHULTBA A5 YACTUHN ab0o BCbOro
BVMPOGHMYOro MPOLECY rOTOBOrO MiKapCbKOro
3acoby (gibHMLA ANS BTOPUHHOTO NakyBaHHs) -
3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
OiNbHWL| BUPOOHULTBA /18 YacTHK abo BCbOro
BMPOBGHMYOro NpoLecy roToBoro NikapcbKoro
3ac06y (AiNnbHYLA AN NEPBUHHOTO NaKyBaHHS) -
BBE/IeHHA a/lbTepHaTUBHOTO BUPOGHMKA
TOB«IMEOAPAPM NTO», YKpaiHa,
BiANOBIA&/IbHOrO 3a NEPBMHHE NakyBaHHS,
BTOPUHHE NakyBaHHSA Ta OyAb — siKi BAPOOHMUI
cTagji, 3a BUHATKOM BUMYCKY CEPiiA, KOHTPOIO
AKOCTI, € PiLlEHHA MEHeKMEHTY KOMMaHii 3
MEeTOH ONTMMiI3aLi BUpobHULTBa Ta 6Gi3Hec
npouecis. BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHu 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3mMiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BUPOOHMKA, L0 BiANOBILaE 3a
BBE3€eHHs Ta/abo BuUMyck cepii) - Bkatouaroun
KOHTPO/b/BMNPOGYBaHHSA cepii BBEAEHHS
anbTepHaTUBHOro BUpo6HMKa TOB «IMMTE®APM
NTO», Ykpaina, BignoBsifasbHOro 3a BUnyck cepii,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BK/THOHAI0UN KOHTPO/Ib SKOCTI, € PiLLEHHS
MeHePKMEHTY KOMNaHii 3 MeTol onTuMisauii
BMPOGHMLTBA Ta 6i3HeC NpoLiecis.

[itoua pepaxkuis: BupobHuk(1) nikapcbkoro 3aco6y:

TOB «KYCYM ®APM» 40020, YkpaiHa, Cymcbka
o6nactb, M. Cymu, Byn. CkpsibiHa, 54
MponoHoBaHa pepakuisi: BupobHuk(v) nikapcbkoro
3aco6y: TOB «KYCYM ®APM» 40020, YkpaiHa,
Cymcbka ob6nactb, M. Cymu, Byn. CkpsibiHa, 54
A60o TOB «NMEADPAPM NTA» 40020, YkpaiHa,
Cymcbka 06nactb, M. Cymn, Byn. [laBui0BCbKOro
puropis, 54
3MiHN BHECEHO B IHCTPYKLiIO 4151 MEANYHOro
3aCTOCYBaHHSA NMikapcbKoro 3acoby y po3ainu
«BunpobHUK» Ta «MicLe3HaxomKeHHs BUPOBHMKa
Ta agpeca MicLsa NPOBaKEHHS MOro AisfIbHOCTI»,
AK HAC/MIJOK — 3aTBEPAKEHHSA TEKCTY MapKyBaHHA
yNaKkoBKM NikapCbKoro 3acoby Ans [40AaTKOBOro
BMPOGHWKA. BBeAEHHS 3MiH NpOTAromM 6-Tu MicsuiB
nicns 3aTBepKeHHs

280.

TUYPEKC®

Tabnetkn, no 50 wmr;
Ne 30 (10x3): no 10
Tabnetok y 6nictepi,
no 3 6nictepn 'y
KapTOHHI ynakoBLyj,
Ne 60 (10x6): no 10
TabneTtok y 6nictepi,
no 6 6nictepiB y
KapTOHHIlA ynakoBLyj,
Ne 90 (10x9): no 10
Tabnetok y 6nictepi,
no 9 6nictepis y
KapTOHHI/ ynakosL,i

TOB
"TNELPAP
MATO"

Ykpaina

TOB "KYCYM ®APM",

YkpaiHa
abo
TOB «NEA®APM
NTh» , YKpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBE/IEHHS 40AaTKOBOI AifIbHULI BUPOBHULTBA 415
4acTnHK abo BCbOro BUPOOHMNYOro npouecy
rOTOBOrO J1ikapCbKOro 3acoby (AiNbHULSA, Ha sKil
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HeCTepW/bHUX fiKapCbknx 3acobis) - CynyTHs
3MiHa - 3MiHM 3 SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeeHHS
[04aTKOBOI [i/TbHNL BUPOBHMLTBA A1 YACTUHM
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbKoro 3acoby (AinbHULA N5t BTOPUHHOIO
nakyBaHHs) - 3MiHM 3 IKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
4yacTuHM abo BCbOro BUPOGHNYOro npoLiecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUsa Ans
NepPBUHHOTO NakyBaHHS) - BBEAEHHS
anbTepHaTMBHOro BUpo6HuKa TOB «MEA®APM
NTO», YkpaiHa, BignosiganbHOro 3a
BiA4NoBiga/IbHOro 3a BUPOBGHULITBO, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii

3a
peyerimom

He
niosnsiea
€

UA/18487/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYITLCA BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO fikapCbKoro 3acoby
(3amiHa abo foaaBaHHS BUPOGHMKA, L0
BiAnoBifae 3a BBe3eHHA Ta/abo BMNYycK cepii) -
Bkntoyatoun KOHTPONb/BUNPo6yBaHHSA cepii -
BBE/leHHs1 a/lbTepHaTVNBHOIO BUpo6HMka TOB
«TNEA®APM NT[O», YKpaiHa, BiANOBifaIbHOMO 3a
BWMYCK Cepil, BKNOYAKUN KOHTPO/Ib AKOCTi. 3MiHU
BHECEHO B iHCTPYKL,t0 4151 MELUYHOIO
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"BUpo6HMK", "MicLie3HaxomKeHHs BUPOGHYVKa Ta
agpeca MicLs NPOBaKEHHS AOr0 Ais/IbHOCTI" y
3B'A3KY 3 BBEEHHAM 40AATKOBOrO BUPOGHMKA, 5K
HacCnifoK - 3aTBEPAKEHHS TEKCTY MapKyBaHHs
YMakoBOK MiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHSA

281.

TUYPEKC®

Tabnetku, no 12,5
mr; Ne 30 (10x3): no
10 TabneTok y
6nicTepi, no 3
6nictepu y
KapTOHHI ynakosLyj,
Ne 60 (10x6): no 10
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI ynakoBLyj,
Ne 90 (10x9): no 10
TabneTtok y 6nictepi,
no 9 6nictepiB y
KapTOHHIA ynakoBL,i

TOB
"TNELGAP
M ATO"

YkpaiHa

TOB "KYCYM ®APM",
YKpaiHa
abo
TOB «NMEAPAPM
NTh» , YKkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHn y BUpo6HMLTBI. 3amiHa abo
BBE/EHHS A0AATKOBOI AiNbHULI BUPOGHMULTBA A5
4yacTnHK abo BCbOro BUPOGHMYOro npouecy
rOTOBOrO J1iKapCbKOro 3acoby (AinbHULSA, Ha Kl
npoBoAATbLCS 6yab-SKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMNYCKY CEpiil, KOHTPO/O AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOTO NakyBaHHSA, A1
HecTepW/IbHUX JlikapCbknx 3aco6iB) - CynyTHs
3MiHa - 3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YACTUHM
a60 BCbOro BMPOGHUYOro NpoLiecy roToBoro
nNikapcbKoro 3acoby (AinbHWUUA 415 BTOPUHHOTO
nakyBaHHS) - 3MiHM 3 SAKOCTi. [0TOBWIA flikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBE/IEHHS A0AaTKOBOI AifIbHULI BUPOBGHWLTBA 415
4acTnHK abo BCbOro BUPOOHMYOro npouecy
roToOBOro NikapcbKoro 3acoby (AibHUUA AnA
NepPBUHHOTO NakyBaHHS) - BBEAEHHS
anbTepHaTMBHOIO BUpo6HMKa TOB «INIEA®APM
NT[O», YkpaiHa, BiANOBifa1bHOTO 3a
BiANOBIA&UIbHOIO 3a BUPOBGHMLTBO, NEPBUHHE Ta
BTOPVIHHE NakKyBaHHSA NliKapCbKoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPIKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUNYCKY Cepii Ta

3a
peyenmom

UA/18487/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

KOHTPOJI0 SIKOCTi FOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, L0
BiAnoBifae 3a BBe3eHHA Ta/abo BMMNYCK cepil) -
Bkntoyatouy KOHTPOb/BUNPOGYBaHHSA cepii -
BBE/IEHHS a/lbTepPHATUBHOIO BUpoGHMKa TOB
«FNEA®APM NTA», YkpaiHa, BiAnOBiAaIbHOIO 3a
BWMYCK Cepil, BKIOYAKUN KOHTPO/Ib SKOCTi. 3MiHM
BHECEHO B iHCTPYKLl0 415 MEAUYHOrO
3acTOCyBaHHSA NiKapcbKoro 3acoby y po3aim
"Brpo6HMK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca MicLisi NPOBaKEHHS Oro Ais/IbHOCTI" y
3B'A3KY 3 BBEEHHAM A0AATKOBOTO BUPOGHMKA, 5K
HacnifloK - 3aTBEPAKEHHA TEKCTY MapKyBaHHS
yNaKkoBOK NiKkapCbKOro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA

282.

TONIPAMIH

TabneTku, BKPUTI
060/10HKO0, N0 25
Mr; no 60 TabneTok
y thnakoHax

dapmacaiiH
C IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta cpapmakoHarnsagy (iHwi 3miHu) 3miHW BHECEHO Y
TEKCT MapKyBaHHS NEPBUHHOI (eTukeTka dhyiakoHa,

nyHKT 3, 17), a Takox BTOPUHHOI (n. 3, 17)
yMakoBOK NikapcbKoro 3acoby. TepmiH BBeAEHHS
3MiH - NPOTArom 6 MicsLIB NicNs 3aTBEPKEHHS

3a
peyenmom

UA/4294/01/01

283.

TONIPAMIH

TabneTku, BKPUTI
060/10HKOt0, N0 100
mr; no 100 TabneTtok
y thnakoHax

dapmacaiH
C IHK.

KaHapa

dapmacainHc IHk.

KaHapa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHM) 3MiHU BHECEHO Y
TEKCT MapKyBaHHSA NepBUHHOI (eTnKeTka hnakoHa,

nNyHKTY 3, 17), a Takox BTOPUHHOI (n. 3, 17)
yNakoBOK NiKapcbkoro 3acoby. TepMiH BBEAEHHS
3MiH - NpOTArom 6 MicsLiB MiC/A 3aTBEPKEHHS

3a
peyerimom

UA/4294/01/02

284.

TONIPAMIH

TabneTku, BKpUTI
060/10HKO10, N0 200
mr; no 100 TabneTok
y thnakoHax

dapmacaiiH
C IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHM) 3MiHN BHECEHO Y
TEKCT MapKyBaHHS NepPBUHHOI (ETUKEeTKa (hakoHa,

nyHKT 3, 17), a Takox BTOPUHHOI (n. 3, 17)
YNaKoBOK NiKapCbKoro 3acoby. TepMiH BBEAEHHS
3MiH - NPOTArom 6 MicsuiB Nicns 3aTBepPAKEHHS

3a
peyenmom

UA/4294/01/03

285.

TOC-MAN

Tabnetkv no 8
Tabnetok y 6nictepi;
no 2 6nictepn y
naJui 3 KapToHy

CMNEPKO
IHTEPHEL
HN NIMITE[,

Kinp

NNTABOPATOPIOC
ANKANIA ®APMA,

C..

IcnaHis

BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis:
3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHnx
npo cucTemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6M, BiANOBIfaILHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bif yNOBHOBaXXEHOI 0CO6M, BigNoBigaLHOI 3a

6e3
peyenma

UA/2104/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3pificHeHHs hapmakoHarnsgy (Bkioyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
YMOBHOB&XXEHOT 0CO6Y 3asBHMKa, BignoBiganibHOI
3a hapmakoHarnag,.
[itoua pepakuis: Xapnamosa €BreHisa AHApiiBHA.
MponoHoBaHa pepakuis: Mavictep MapuHa
eHagiiBHA.
286. | TPAHEKCAM NOPOLLOK MNAT YkpaiHa XyHaH [OHITiHT Kutai BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/12870/01/01
OBA (cybcTaHuis) y "Tannucapm dapmacbtoTikan Ko., 3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar
KNCNOTA [BOLLAPOBUX " nra. BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
nonieTueHoBmx €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
nakeTtax Ans HoBOro abo OHOB/IEHOro cepTudikara
BMPOBOHULTBA BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
CTEepPU/IbHUX Ta BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
HeCcTepuIbHUX A®l; gns BuxigHoOro
nikapcbkux popm mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - Houii cepTudpikat
Bifl BXX€ 3aTBEPAKEHOr0 BUPOOHUKA NOJAHHSA
HOBOro cepTudikaTa BignoBiAHOCTI EBPONECHKIi
thapmakonei Ne R1-CEP 2006-142-Rev 03 (3amiHa
OM® Bepcis 1.4) gns A®| TpaHeKkcaMoBOi KMCNOTH
Bif} BXXe 3aTBEPAXEHOro BMpobHuka Hunan
Dongting Pharmaceutical Co. Ltd., Kutaii. Ak
HacnigoK, BHECEHHS 3MiH A0 cneymdikauii Ta
MeTOoZIB KOHTPO/IO 3a M. «CynpoBiAHI JOMILLKU»,
«Xnopuan», «CynbaTHa 30n1a», «KinbkicHe
BM3HAYEHHN», «Badkki MeTasin» (MoKasHMK
BUJTy4YEHO) Y 3B’A3KY 3 MPMBELEHHAM [0 BUMOT
MoHorpadii EP.
287. | TPUTALE Tabnetkn, 10 TOB Ykpaina CAHO®I C.P.N. ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10165/01/01
NCe® 10 Mr/12,5 mr, Ne 28 "CaHodi- 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
Mr/12,5 Mr (14x2): no 14 ABeHTIC Ta hapmakoHarnsgy (iHwi 3miH1) 3MiHKM BHECEHO B
Tabnetok y 6nictepi; YkpaiHa" TEKCT MapKyBaHHS NepPBUHHOI (M. 1) Ta BTOPUHHOI
no 2 6nictepu B (n. 1, 16) ynakoBoOK nikapcbkoro 3acoby. TepMiH
KapTOHHIli KopooLi BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPLKEHHS
288. | TPIYMEK TabneTku, BKpUTI BiiB Benuvka Bupo6HuK Benuka BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/14812/01/01
N1iBKOBOIO Xenckep tOK BpuTtaHis Hepo3chacosaHoro Bputania/ 3MiHu | TURY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
060/10HKO10, M0 50 NimiTeq npoaykTy: nakco Icnanis/ BMPOBHMYOT AiNbHULI (BKAKOYAOUN AiNbHUL 415
Mr/600 mr/300 mr; no OnepeiiwHc HOK MonbLa A®I, npomixxHOro NpoAyKTy abo rotoBoro

30 TabneTtok y
donakoHi; no 1
(hNakoHy B
KapTOHHIA KOpo6Li

Niviten, Benuka
BpwTaHis; MNepBuHHa
Ta BTOPUHHa
ynakoBka, fl03Bi/1 Ha
BMNycK cepii: nakco

NikapcbKoro 3acoby, AibHUL 4118 NPpOBEAEHHSA
nakyBaHHs1, BUPOOHWMKA, BigNOBiga/IbHOMO 3a
BWMYCK Cepiid, MicLie NPOBEAEHHSI KOHTPOSIO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo [0NOMiXXHOI pe4oBUHM (KO
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

Bennkom C.A,,
IcnaHis; BUpo6bHMK
Hepo3acosaHOro
NPOAYKTY, KOHTPO/Ib
AKOCTi, NEPBMHHA Ta
BTOPWHHA YNakoBKa,

[103BiNT HA BUMYCK
cepii: dencapm

Mo3HaHb C.A.,

Monba

3a3HayeHo y [l0CbE).

BunyyeHHs BUPOBHNUNX AiNIbHULb NPOMIKHOIO
npoaykty A®l, a came - Jiangsu Puxin
Pharmaceuticals Development Co., Ltd., 1 Chenli
Rd., Chemical Park, Binhai Economic
Development Zone, Jiangsu 224555, Kutaii -
caiiT, BignoBiganbHWiA 3a BUPOGHMLTBO
GR182929X Ta GR146496X (NMPOMiXHMX
NpoAyKTiB ANA BUPOBGHWLTBA NamiBygnHa) Ta
Shanghai Desano Chemical Pharmaceutical Co.,
Ltd., No.417 Binhai Road, Laogang Town, Pudong
New Area, Shanghai 201302, KuTtaii - caiir,
BiANOBIgaIbHNIA 32 BUpobHULTBO GR109714L
(NpoMiXHMIA NPOAYKT AN1A BUPOBHNLTBA
namisyanHa). 3miHu | Tuny - 3miHu 3 akocTi. AdL.
KoHTponb A®l. 3miHa y meTodax BUNPOOyBaHHS
A®| abo BUXigHOro MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci Bupo6Huutea A®| (iHwi 3MiHM y meTogax
BUNPO6YBaHHSA (BK/IOUaluM 3aMiHy abo
[0noBHEHH:A) A®| abo BUXiAHOro/NPOMIKHOTO
NPOAYKTY). [lONOBHEHHSA a/lbTEPHATUBHUM
MeToAoM aHanisy - GC 3 BUKOPUCTaHHAM
KaninsapHoi KonoHku (3aTBepakeHo: GC 3 3a
[0MOMOrot HabyBHOT KO/TOHU 3 HepXaBitouoi
cTani) ANns KiNbKICHOro BU3Ha4eHHS NPOMIKHOMO
npoaykTy namisyaunHy, GR182929X , wo
BMKOPMCTOBYETbLCSA Ha BUPOGHWUYIN AinbHUL Mylan
Laboratories, IHAis. 3MiHn | TMNy - 3MiHW 3 SKOCTI.
A®I. KoHTponb AdI. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs (BKIOYa0UM
3aMiHy abo fonoBHeHHs) A®l abo
BVXifHOro/MPOMIXHOro NPoAyKTy). 3mMiHa y
MeToAax BUNPOBYBaHHA NPOMiXXHOIO NPOAYKTY,
LLL0 BUKOPMUCTOBYHOTLCS Y NpoLeci BUPOOHMLTBA
A®I, a came - peecTpaLis anbTepHaTUBHOIO
MeToAy aHanisy - yibTpaedekTuBHa pignHHa
xpomartorpagis (UPLC), (3apeecTtpoBaHo BEPX
(HPLC)) sikuii BUKOPUCTOBYETLCA A/151 BU3HAYEHHS
OOMILLOK, ifeHTMdikavii Ta KilbkicHOro
BW3HAYEHHS NPOMiXXHOrO NPOAYKTY NamiByuHY,
GR109714L, 110 BUKOPUCTOBYETLCA Ha
BMPOGHUUIl AinbHULI Mylan Laboratories, IHais.
3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHs APl abo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BUXIiQHOr0 Marepiany/npomMbKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuLtea APl (He3HauHi 3MiHN y

3aTBEpMXEHUX MeTogax BUNpobyBaHHs). 3miHa
06’emy iH'ekuii 3 10 Mkn Ao 20 MK B aHaNiTUYHIi
MeTOoAML| BU3HAYEHHS AOMILLOK Ta KiflbKiCHOro
BV3HAYEHHS MPOMiXHOro npoaykty GR109714L,
LLL0 BUKOPMUCTOBYHOTHLCSA Y NpoLeci BUPOOHMLTBA
A®| namiByanHy Ha BUPOGHWYIl AinbHULi Mylan
Laboratories, IHgis.

289.

TPONIKAMIA-
DAPMAK

kpanni o4Hi 0,5 % no
5mn a6o no 10 mny
thnakoHi; no 1
hnakoHy B nauuj

NAT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHu).
3MiHV BHECEHO B TEKCT MapKyBaHHs NEPBUHHOT Ta
BTOPUHHOT YNakoBOK NikapcbKoro 3acoby, a came
BWy4eHO Ay6ntotovy iHhopmaL,iio 3a3HaueHy
pocilicbkol MOBO. TEPMiH BBEAEHHS 3MiH
npoTArom 6 micsAuiB nicns 3aTBepAKeHHs. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). BHeceHo He3HauHi
3MiHW Y TEKCT MapKyBaHHsS NePBUHHOT (MYHKTK 1,
6) Ta BTOpUHHOT (NyHKTM 1, 3, 11, 16, 17) ynakoBku
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micslis nicns 3aTBeppKeHHS.

3a
peyenmom

UA/1199/01/01

290.

TPOMIKAMIA-
DAPMAK

Kpanni o4Hi 1 % no 5
mn a6o no 10 mny
donakoHi; no 1
hnakoHy B nauuj

MAT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHu).
3MiHN BHECEHO B TEKCT MapKyBaHHA NEPBUHHOI Ta
BTOPUHHOT YNakoBOK NikapcbKoro 3acoby, a came
BWTyYEHO Ay6t0touy iHGhopMaLLito 3a3HaveHy
poCilicbKol MOBO. TEPMIH BBEAEHHS 3MiH
NpoTArom 6 MicsLiB nicns 3aTBepoKEHHS. 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). BHeceHo He3HauHi
3MiHW Yy TEKCT MapKyBaHHS NEPBUHHOI (MYHKTU 1,
6) Ta BTOpUHHOT (NyHKTK 1, 3, 11, 16, 17) ynakoBku
nikapcbKkoro 3aco6by. TepmiH BBEAEHHS 3MiH
NpoTArom 6 MicsiLiB MicNs 3aTBEPKEHHS.

3a
peyenmom

UA/1199/01/02

291.

YNCAPUH
YNCA 500 MI

TabneTky WwWunyyi no
500 mr; no 4
TabneTku B CTpUNI;
no 4 ctpunu B
KapTOHHI Kopo6Lyi

YMNCA CAC

dpaHuis

YMNCA CAC

dpaHuis

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHun). 3MiHU BHeCeHo

B TEKCT MapKyBaHHs1 NepPBMHHOT (po3gin 6) Ta

BTOPWHHOI (po3ainu 2, 3, 15, 17) ynakoBoK
nikapcbKoro 3acoby BeegeHHst 3MiH NpOTAroM 6-Tu
MiCSILiB Mic/si 3aTBEPAKEHHS.

6e3
peyenma

UA/2308/01/01

292,

YNCAPUH
YNCA 3
BITAMIHOM

TabneTky Wwunyyi; no
10 TabneTok y Ty6i;
no 1 a6o 2 1yony

YICA CAC

PpaHuis

YINCA CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHu). 3MiHM BHECEHO

6e3
peyenma

UA/7598/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby ynakoska) nocsioYyeHHs1

C KapTOHHIli KopoobLi B TEKCT MapKyBaHHS NEPBUHHOI (MyHKT 6) Ta
BTOPWHHOI (MyHKTK 3, 15, 17) ynakoBoK
nikapcbkoro 3acoby. BeefeHHA 3MiH NpOTArom 6-
TW MiICALB NiC/1A 3aTBEPAKEHHS.
293. | YPO/NIECAH® | cupon no 90 mny NAT Ykpaina yci cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2727/01/01
6aHuj; no 1 6aHui y "Tannucapm BMPOGHULITBA, 3a 3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI. peyenma

nayui; no 90 mn abo
no 180 mny
dhnakoHi; no 1
chnakoHy B nau,
a6o no 5 mn B calue,
no 15 a6o 16 cawe
B nauuj

BVHATKOM MEePBUHHOIO
naKkyBaHHs B calle:
MAT "Tannucbapm”,
YKpaiHa; nepBuHHe
nakyBaHHs B calle:

TOB "®apmaLeBTUiHa

KoMmnaHis "3gopoB'a”,

YKpaiHa

3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisax
Ha A®|, abo BVXigHWA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCSA Y
npoueci BUpobHuuTBa AP (iHLWi 3MiHK)
CynyTHS 3miHa - 3MiHu 3 sikocTi. APl KoHTponb
A®|. 3miHa y meTogax BunpobyBaHHs AD| abo
BMXiAHOrO MaTepiany/npombKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci Bupo6HuuTea A®! (iHwi 3MiHM y MeTogax
BUNPOGYBaHHA (BK/IOUAOUM 3aMiHy abo
[0NoBHEHH:) A®| abo BUXiAHOro/NPOMIKHOTO
npoaykTy) - BHeceHHs 3MiH y cneuudikadiio Ta
MEeTOAUN KOHTPOSIO BUXIAHOT CUPOBUHW Anuui onii
0151 NOKa3HUKIB: 1. «KinbkicHe BUSHAYEHHS». Y
BMNPOoO6YBaHHi KinbkicHe BU3Ha4YeHHs, ans
KOPEKTHOIo 06paxyHKy KifIbKICHOro BMICTY
6GopHinaueTaty y po3paxyHkoBy hopmyny
BHOCWTbCS NOMNpaBoYHUiA koedilieHT P (P-BmicT
6opHinauetaty B C3 6opHinaueTtaTty, %), a Takox
BW/TyY4EHO NOCUNAHHA Ha BUPOOHMKa C3
6opHinaueTary, OCKifIbKM Ha PUHKY iCHYIOTb iHLUi
BUPO6HUKM C3 HaNexHoi AKOCTi (aHaniTUYHI
CTaHAapTh), SKi MOXHa BUKOPUCTOBYBaTW B
aHanisi. 2. «MikpobionoriyHa ymcroTa.
AkTyanizauis cneuudikauii i METOAIB KOHTPO/IO
nikapcbkoro 3acoby AUl ONIA (AL ONIA
E®IPHA), 3rigHO 3 OHOB/IEHOO Basligalieto
MEeTOAMKMN KOHTPOJIO Ta Yy BiANOBIAHOCTI 4O BUMOT
Aoy 5.1.8. MikpobionoriyHa ynctota poC/IMHHUX
nNikapcbKnx 3aco6iB A1 Opa/IbHOro 3aCTOCYBaHHS
Ta eKCTPaKTIB, IKi BAKOPUCTOBYIOTHLCS A/15 1X
BUIOTOB/MIEHHSA. 3. «PO3UnHHICTb». MNprBeaeHo Ao
Bumor (EP, 1.4, 5.11). 3miHu | Tuny - 3miHun 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo 4ONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuurea AdI
(iHWi 3miHK). CynyTHS 3MiHa
- 3MiHu 3 akocTi. ADL. KoHTposnb APL. 3miHa y
MeTodax BunpobysaHHss A®l abo BuxigHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa ADI
(iHWi 3MiHW y MeTogax BUNpobyBaHHA (BKIOYa0UM
3amMiHy abo fonoBHeHHs1) A®| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - BHECEHHA 3MiH
y cneyudpikauito Ta metToau KoHTposito AdI Anumui
onii ansa nokasHukiB: 1. «KibkicHe BU3HAYEHHs». Y
BUNPO6YBaHHi KinbkicHe BU3HaYeHHs, A1
KOPEKTHOro 06paxyHKy KiflbKiCHOro BMicTy
6opHinaueTary y po3paxyHkoBy chopmyny
BHOCUTLCS NOMNpaBoYHUiA KoedilieHT P (P-BmicT
6opHinaueTtaty B C3 6opHinayetaty,%), a Takox
BWJTy4YEHO NOCWNaHHA Ha BUPO6HKKa C3
6opHinaueTaTty, OCKiNIbK/ Ha PUHKY iCHYIOTb iHLUI
BMPOGHUKN C3 HaNEeXHOI AKOCTI (aHaNiTUYHI
cTaHfapTh), AKi MOXHa BUKOPUCTOBYBATU B
aHanisi. 2. «MikpobionoriyHa ymcroTa.
AxTyanisauis cneumdikauii i MeToAiB KOHTPOHO
nikapcbkoro 3acoby ALl ONIA (ANALI ONIA
E®IPHA), 3riHO 3 OHOBMEHO BasligaLieto
METOAMKN KOHTPO/O Ta Y BifNOBIAHOCTI 40 BUMOT
[AdY 5.1.8. Mikpo6ionoriyHa 4nctoTa pOCIMHHNX
nikapcbknx 3acobiB A9 0pasibHOro 3acToCyBaHHS
Ta eKCTPaKTiB, SKi BUKOPUCTOBYIOTLCA A/15 iX
BUrOTOBJIEHHS. 3. «PO3UMHHICTb». MNpuBeaeHo Ao
sBumor (EP, 1.4, 5.11).

294,

YPONNECAH®

cupon in bulk: no 90
mn 'y 6aHuj; no 48
6aHoK y kopobax
KapTOHHWKX; in bulk:
no 180 mny
dhnakoHi; no 30
(hNakoHiB y Kopobax
KapTOHHUX

MNAT
"Tannucapm

Ykpaina

NAT "Tannadapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMMX MEX, BU3HaUYeHuX y cnevmdikauisax
Ha A®|, abo BYXiZHWNIA/MPOMIXKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®I (iHWwi 3MiHK)
CynyTHS 3MiHa - 3MiHKM 3 AkocTi. A®l. KoHTponb
A®|. 3miHa y meToAax BunpobysaHHsA APl abo
BUXiAHOr0 Marepiaay/npombKHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHWIi 3MiHM Y MeToAax
BMNpo6yBaHHA (BK/IIOYAOUM 3amiHy abo
[0MNoBHEHHs) A®| abo BUXiAHOro/NpPOMIDKHOTO
NPoAYyKTY) - BHECEeHHA 3MiH y creundikaLiio Ta
MEeTOAMN KOHTPOJII0 BUXIAHOT CUPOBMHY Anuui onii
0151 NOKa3HUKIB: 1. «KinbkicHe BU3HAYEHHSs». Y
BUNPO6YBaHHi KinbkicHe BU3HaYeHHs, A1
KOPEKTHOro 06paxyHKy KiflbKiCHOro BMicTy
6opHinaueTary y po3paxyHkoBy chopmyny
BHOCUTLCS NOMNpaBoYHUiA KoedilieHT P (P-BmicT
6opHinauetaty B C3 6opHinauetaty, %), a Takox

UA/9518/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BWJTy4YEHO NOCWNaHHA Ha BUPO6HKKa C3
6opHinaueTaTty, OCKINIbK/ Ha PUHKY iCHYIOTb iHLUI
BMPOGHUKN C3 HaNeXHOI AKOCTI (aHaliTUYHI
cTaHfapTh), AKi MOXHa BUKOPUCTOBYBATU B

aHanisi. 2. «MikpobionoriyHa ymcroTa.
AxTyanisauis cneumdikauii i MeToAiB KOHTPOHO
nikapcbkoro 3acoby AUl ONIA (ANNLI ONIA
E®IPHA), 3riHO 3 OHOBMEHO BasligaLieto
METOAMKN KOHTPO/O Ta Y BiANOBIAHOCTI 4,0 BUMOT
Aoy 5.1.8. Mikpo6ionoriyHa 4nctoTa pOCIMHHNX
nikapcbknx 3acobiB A/19 0pasibHOro 3acToCyBaHHS
Ta eKCTPaKTiB, SKi BUKOPUCTOBYIOTLCA A5 iX
BUrOTOBJIEHHS. 3. «PO3UMHHICTb». MNpuBeaeHo Ao
sumor (EP, 1.4, 5.11). 3miHu | TUny - 3MiHun 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHnuTea Ad|
(iHWi 3miHW). CynyTHA 3MiHa
- 3miHu 3 AKocTi. APl. KoHTponb A®l. 3miHa y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs (BKIOYa0UM
3aMiHy abo fonoBHeHHs) A®l abo
BWXi4HOro/MPOMKHOro NpoAyKTy) - BHECEHHS 3MiH
y creuudikauito Ta MeToan KoHTpono A®I Anuui

BMUNPoO6YBaHHi KisibkicHe BU3Ha4YeHHs, ans
KOPEKTHOro 06paxyHKy KiflbKiCHOro BMicTy
6opHinaueTaTty y po3paxyHkoBy hopmyny
BHOCUTLCSI MONPaBOYHWIA koedilieHT P (P-BMicT

BUJTy4EeHO NOCUaHHS Ha BUPOGHMKa C3
6opHinaueTary, OCKiSIbKM Ha PUHKY iCHYIOTb iHLUI
BMPOGHUKM C3 HaNeXHOT AKOCTI (aHasTiTUYHI
cTaHAapTK), ski MOXHa BUKOPUCTOBYBATU B
aHanisi. 2. «<MikpobionoriyHa yncroTar.

E®IPHA), 3rigHO 3 OHOB/EHOO BastifaLieto

nikapcbknx 3acobiB A419 opasibHOro 3acTocyBaH
Ta EKCTPAKTIB, sIKi BAKOPUCTOBYHOTHCS A/15 1X

onii Ansa nokasHukis: 1. «KisibkicHe BU3HAYEHHSs». Y

6opHinaueTary B C3 60pHinaueTary,%), a Takox

AxTyanizauis cneuudikauii i MeToAiB KOHTPO/IHO
nikapcekoro 3acoby ANMUI ONA (Annul OniA

METOAMKN KOHTPOJIO Ta y BiANOBIAHOCTI 40 BUMOT
Aoy 5.1.8. MikpobionoriyHa uictoTa POC/IMHHUX

HA

ao

BUrOTOB/IEHHS. 3. «P0O3UnHHICTb». MpuBeaeHo
sumor (EP, 1.4, 5.11).
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
295. | YPOMITEKCA | po3uviH Ans iH'exuii, Bakctep HimeuunHa Bakctep OHKonomxi HimeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/1405/01/01
H® 400 MI' 100 mr/mn; no 4 mn OHkonoaXi veX 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peuyenmom
(400 wmr) B amnyni; 6X Ta thapmakoHarnsgy. 3miHa yactotun Ta/abo
no 5 amnyny TEPMiHiB NOAAHHSA PErynsipHO OHOBJIIOBAHMX 3BITiB
KOHTYPHIit 3 6e3neku Jslikapcbkux 3acobiB - 3MiHa 4acToTu
YapyHKOBIl NoAaHHA PeryssipHO OHOBJIIOBAHOIO 3BITY 3
ynakosLi; no 3 6e3neku:
KOHTYPHI YapyHKOBI [itova pepakuis:
yNakoBKM Yy YacToTa nofaHHs peryfispHo OHOB/IHOBAHOIO 3BITY
KapTOHHIli KopoobLi 3 6e3neku 13 pokiB.
KiHueBa gata a5 BKIOYEHHS aaHux go PO36 -
01.01.2025 p. flata nogaHHs - 01.04.2025 p.
MponoHoBaHa pefakuis:
YacToTa nogaHHs perynsipHo OHOB/IOBAHOTO 3BITY
3 6e3nekn 8 pokis.
KiHueBa gata ansa BK/OYEHHS gaHnx go PO36 -
03.11.2026 p. Aata nogaHHs - 01.02.2027 p.
PekomeHA0BaHO [0 3aTBEPLKEHHS BifNOBIAHO [0
NepioANYHOCTI NOAaHHA PEryNIAPHO OHOB/IIOBAHUX
3BITiB 3 6e3Meku Nikapcbkux 3acobiB y EC
296. | PATOLED MOPOLLIOK AN BPOC NTA pevis BPOC NTA pevyis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/0783/01/01
PO3UMHY ANS iH'EKLi 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
no 1000 mr; 1 Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
h1aKoH 3 NOPOLLUKOM y3arasibHeHVX AaHnx Npo cuctemy
Y KapTOHHIi1 kopobui hapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHux
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: TkaueHko TeTsHa lMeTpiBHa.
MponoHoBaHa pepakuin: Enb Kasne Hatanis
lOpiiBHa. YTOUYHEHHS WOAO0 3MiHW OPUANYHOI
agpecu.
297. | ®EHIBYT NOPOLLOK ToBapuncTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/18915/01/01
(cybeTaHuin) y 3 06MEeXEHO 3MiHu | TUny - 3MiHK 3 AKocTi. A®l. CTabiNbHICTb.
nosieTnIeHoBUX 06MexeHo BiANOBifa/bHICTIO 3MiHa nepioly NOBTOpPHMX BMNpo6yBaHb/nepiogy
MilKax ans Bignosiganb "PAPMXIM" 36epiraHHs abo ymoB 36epiraHHa AdI (3a
hapmMaLeBTUYHOTO HICTHO BiACYTHOCTI Y 3aTBEpPAKEHOMY [0ChE cepTudikata
3acTocyBaHHA "OAPMXIM" BiANOBIAHOCTI EBponeiickkili hapmakonei, LWwo

BK/IIOYAE Nepios, NOBTOPHOTO BUNPOBYBaHHS)
(nepiof NOBTOPHOro BUNpobyBaHHs/nepios,
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36epiraHHs) - 36iNbLIEHHA abo BBEAEHHS nepioay
NOBTOPHOro BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/IMKEHb Y peasibHOMY Yaci
36iNbLUEHHSA TepMiHy npugaTHocTi A®| Ha OCHOBI
NO3UTUBHUX pe3y/bTaTiB AOoC/iAKeHb CTabinbHOCTI
B peasibHOMY yaci: 3aTBepmxeHo: TepMiH
nepekoHTPosto 48 MicsALiB 3anponoHoBaHo:
TepMiH npugatHocTi 5 pokis

298.

®EPBEKC_
NS MITER

NOPOLLIOK AN1AA
0pasIbHOTO PO3UMHY;
8 calle y KapTOHHii
KopoobUi

YMNCA CAC

PpaHuin

YMNCA CAC

PpaHLin

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHECEHO

B TEKCT MapKyBaHHs NepBMHHOT (po3ain 6) Ta

BTOPUHHOI (po3ginu 5, 15, 17) ynakoBok
nikapcbKoro 3acoby. BeefeHHs1 3MiH npoTarom 6
MicsLiB NiCNsA 3aTBEPAKEHHS

6e3
peyenma

UA/7600/01/01

299.

®EPBEKC

pns
JOPOCNNX

MOPOLLIOK ANA
OpasIbHOTO PO3YUHY;
8 calle y KapTOHHIi
KOpoo6Li

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT AN151 MeAnYHOro
3aCTOCyBaHHS Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnigxkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviitHuii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkens (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHoMm).
3MiHM BHECEHO A0 IHCTPYKUiT AN MegnyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmneocTi
3acTocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
iHchopMmalii 3 6e3nekn Ajityoi pevyoBUHN
napaueTtamorsn. BBegeHHs 3MiH NnpoTarom 6-Tu
MiCALIB MiCNs 3aTBEPKEHHS.

6e3
peyenma

nionsiea
€

UA/7741/01/01

300.

DNAMIOE3
FrENb

reno; no20r,30r,
40 r a6o 100 r B
namiHoBaHil Ty6i; no
1 Ty6i B KAPTOHHiIl
Kopoo6Li

OPrAHOCU
H
NAN®CAEH
CU3 (E®
3ET 1)

OAE

EHK'106 ETikan3
MpavisiT NimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A/18 Mean4HOro
3aCTOCYBaHHA Ha MifcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnsipeecTpaviiiinii nepiog,
ab0 Sk pe3ybTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnigpkenb (PIP) (3MiHy y3romkeHo 3

6e3
peyenma

nionsiea
€

UA/12794/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOMNETEHTHUM YNOBHOBA)XXEHVM OpraHom)
3MiHV BHECEHO B IHCTPYKLiO AN MeAUYHOro
3acTOCyBaHHS NikapCbKoro 3acoby B po3fin
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaaro” BianosiAHO [0 OHOBAEHOT iHGhopMaui
040 6e3nekn 3acToCyBaHHSA Ait040i peHOBUHM
nikapcbKoro 3acooby.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPKEHHSA
301. | ®NIEKCENIT PO3YMH ANS iH'EKUiA, BPOC NTA, peuis BPOC NTA4 pewis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/0436/01/01
250 mr/mn; no 1 mn 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peuenmom
(250 mr), abo no 2 Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
mn (500 mr), abo no y3arasibHeHVX AaHUX Npo cucTemy
4 mn (1000 mr) B hapmMakoHarnagy (BBefeHHS y3arasibHeHUX JaHnX
amnyni y npo cuctemy thapmakoHarnsgy, sMiHa
naacTuKkoBomy yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
6nictepi; no 1 3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
6nictepy B hapmakoHarnsagy 3asBHuka 415 34iCHEHHS
KapTOHHI Kopo6Lyi thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gpaiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKa,
BiANOBIAa/IbHOI 32 hapMakoHarnisg B YkpaiHi.
[itova pepakuis: TkavyeHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pepgakuis: Enb Kasne Hatanis
HOpiiBHa. YTOUYHEHHS W00 3MiHW OPUANYHOI
agpecu
302. | ®JTYKOHA3O | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 3a UA/0276/01/02
n o60noHkoto, no 100 "TexHonor" 3MiHY | TUNY - AGMIHICTPATUBHI 3MiHWU. BunyyeHHs peyenmom
Mmr: no 4 abo no 7 BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI ANs
a60 no 10 TabneTok A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
y 6nicTepi, no 1 NiKapcbKoro 3acoby, AiNbHUL AN NpOBeAEeHHS
6nictepy B navui 3 nakyBaHHs1, BUPOBHMKa, BifNOBILaIbHOIMO 3a
KapToHy; no 10 BWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOIO cepii)
Tabnetok y 6nictepi, ab0o noctavasnibHVKa BUXiQHOrO MaTepiasty,
no 100 6nicTtepiB y peareHTy ab0 [,ONOMiXHOI pe4OBUHYU (AKLLO
KOpOO6L 3 KAPTOHY 3a3HayveHo y focbe) BunyyeHHs i3 gocbe
nikapcbkoro 3acoby ®nykoHason, TabneTtku,
BKPUTi 060/10HKOI0, 1o 50 mr, no 100 mr, no 150
Mr, BUpo6HuKa A®| donykoHason "Quimica
Sintetica, S.A.", Spain
303. | ®JZTYKOHA3O | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: Ne 1 — 6e3 UA/0276/01/03
n 060/10HKO0, Mo 150 "TexHonor" 3MiHM | TMNYy - AGMIHICTPATUBHI 3MiHW. BunyyeHHs peyenma;
mr: no 1 Tabnetuiy BVMPOGHWYOI AiNbHNL (BKIHOYAKUMN AiNbHAL AN Ne 2 - 3a
6nicTepi, no 1 abo 2 A®I, npomi>XHOro NpPoAykTy abo rotosoro peyenmom

61icTepy B navu,i 3

NiKapCbKOro 3acoby, AiNlbHUL 4151 NPOBeAEHHS




197

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHy; No 2 nakyBaHHS, BUPOOGHMKA, BiANOBIAA/IbHOMO 3a
Tabnetku y 6nictepi, BWMYCK Cepiid, MicLle NPOBELEHHSI KOHTPOSHO cepii)
no 1 6nictepy y ab0 noctavasibHMKa BUXIAHOrO MaTepiasny,
nauuj 3 KapToHy peareHTy abo AOMOMIKXHOI PEHOBVHY (SIKLLO
3a3HayYeHo y foCbe) BunyyeHHs i3 focbe
nikapcbKoro 3acoby ®nykoHason, Tabnetku,
BKpUTI 060/10HKOI0, No 50 mr, no 100 mr, no 150
Mr, BUpPo6HMKa AP| priykoHason "Quimica
Sintetica, S.A.", Spain
304. | ®JTYKOHA3O | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: - UA/13380/01/01
n 060/10HKO10, No 150 "TexHonor" 3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
mr: in bulk: no 3000 BUPOBHMYOT AiNbHULI (BKAKOYAOUN AiNbHULI 415
Tabnetoky A®I, npomi>XHOro NpPoAyKTy abo rotoBoro
KOHTelHepax NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWMKa, BiANOBifaIbHOTO 3a
BWMYCK Cepiid, MicLie NpOBeAEHHS KOHTPOSO cepii)
ab0 nocrtavyasibHMKa BUXIAHOIO MaTepiany,
peareHTy ab0 AOMNOMKHOI PEYOBUHY (SIKLLO
3a3HayeHo y [0Cbe) BunyyeHHs i3 Jocbe
nikapcbKoro 3acoby ®nykoHas3on, TabneTku,
BKpUTI 060/10HKO0, No 50 mr, no 100 mr, no 150
Mr, BUpo6HMKa A®| donykoHason "Quimica
Sintetica, S.A.", Spain
305. | ®JTYKOHA3O | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/0276/01/01
n o6onoHkoto, no 50 "TexHonor" 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
Mr, no 4 a6o no 7 BUPOGHMYOT AiNbHUL (BKNHOYaOUN AiNbHULI ANA
a60 no 10 TabneTok A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
y 6nicTepi, no 1 NiKapcbKoro 3acoby, AiNbHULI AN NpOBEAEHHS
6nictepy B navui 3 nakyBaHHs1, BUPOOHMKa, Bi4NOBILaIbHOIO 3a
KapToHy; no 10 BWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOO cepii)
Tabnetok y 6nictepi, ab0o noctavasnibHVKa BUXiQHOrO MaTepiaty,
no 100 6nicTtepiB y peareHTy ab0 [ONOMiXHOI pevOBUHYU (SKLLO
KOpOO6Li 3 KAPTOHY 3a3HayveHo y focbe) BunyyeHHs i3 gockbe
nikapcbkoro 3acoby ®nykoHason, TabneTtku,
BKPUTi 060/10HKOI0, 1o 50 mr, no 100 mr, no 150
Mr, BUpo6Huka A®| donykoHason "Quimica
Sintetica, S.A.", Spain
306. | ®DJTIYKOHA3O | kancynu TBepgi no TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/3938/01/01
N-340POB'A | 50 mr; no 7 a6o 10 BO 3 BMPO6GHMLTBA, 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom
Kancyn y énictepi, OBMEXXEH KOHTPO/b SIKOCTI, Ta hapmakoHarnsagy (iHwi 3miHu)
no 1 6nictepy B oo BUMYCK Cepii: 3MiHN BHECEHO B TEKCT MapKyBaHHA BTOPUHHOI
KapPTOHHIn KopooL,ji BIAMOBIOA ToBapucTtso 3 YyNakoBKN Y MYHKTU 11, 17 Ta B TEKCT MapKyBaHHsA
NBbHICTHO 06MexeHo NEePBUHHOI YNaKOBKN y NYHKTKN 4, 5, 6. A Takox
«KOPIMOPA BiANOBiAaNbHICTIO BUTy4YeHO Aybniotouy iHchopmadito pocificbkoro
LA "®apmaueBTnyHa MOBOI0. BBeZeHHS1 3MiH NPOTArom 6-Tu MicsiLiB
«30POB’A KoMnaHis "3gopos'a”, nicns 3aTseppkeHHs
» YKpaiHa,

BCi cTagii
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
ToBapuncTBO 3
obMmexeHolo
BiANOBIA&NbHICTIO
"®APMEKC IPY1",
YKpaiHa
307. | ®NIYKOHA3O | kancynu TBepagi no TOBAPUCT Ykpaina BCi cTagii YKkpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: Ne 1- 6e3 UA/3938/01/03
N-300POB'A | 150 wmr, no 1 kancyni BO 3 BMPOGHMLITBA, 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenma;
B 6nicTepi; no 1, 2 OBMEXXEH KOHTPO/b SIKOCTI, Ta hapmakoHarnsagy (iHwi 3miHm) Ne 2, Ne 3,
abo 3 6nictepu B 0]}0) BUMYCK Cepii: 3MiHN BHECEHO B TEKCT MapKyBaHHSA BTOPUHHOI Ne 7 - 3a
KapTOHHI kopobuy; BIANOBIOA ToBapuncTBO 3 YyNakoBKWN Yy NyHKTW 11, 17 Ta B TEKCT MapKyBaHHA peyenmom
no 3 abo 7 kancyny NBbHICTIO 06MEeXeHO NEepPBUHHOI YNaKoBKN y NYHKTN 4, 5, 6. A Takox
6nicTepi; no 1 «KOPTIOPA BiANOBIAANbHICTIO BUyYEHO Jy6t0t0Yy iHGhOpMaLito POCIiCbKOO
6nictepy B LA "®apmaveBTUYHa MOBOI. BBeeHHS 3MiH MPOTAroM 6-Tu MicsLiB
KapTOHHI Kopo6Lyi «30POB'A KoMnaHis "3gopos'a”, nicns 3aTsepipkeHHs
» YkpaiHa,;
BCi cTagii
BMpPOGHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
ToBapucTBO 3
06MEXeHOI0
BiANOBia/IbHICTIO
"®APMEKC IrPYM",
Ykpaina
308. | ®/TYKOHA30 | kancynu TBepgi no TOBAPUCT Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/3938/01/02
N-340POB'A | 100 mr no 7 a6o 10 BO 3 BMpPOOHULTBA, 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
Kancyn y 6nicrepi; OBMEXEH KOHTPOb AKOCTI, Ta chapmakoHarnsagy (iHwi 3miHun)
no 1 6nictepy B 0]}6} BMNYCK Cepil: 3MiHV BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
KapTOHHI Kopo6Lyi BIAMOBIOA ToBapucTBO 3 YyNakoBKW y NyHKTM 11, 17 Ta B TEKCT MapKyBaHHA
NBHICTIO obmexeHo NEePBUHHOT YNakoBKM Yy MYHKTU 4, 5, 6. A Takox
«KOPINOPA BiANOBifa/bHICTIO BU/Ty4YeHO Aybniotouy iHchopmaLiito pociiicbkoro
UiA "®apmaueBTnyHa MOBOI0. BBeZieHHs 3MiH NPOTArom 6-Tv MicsiLiB
«30POB’'A KoMmnaHis "310pos'a”, nicns 3aTBepkKeHHs
» YKpaiHa,;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MeXeHoH0
BiANOBIA&/IbHICTIO
"®APMEKC Irpyn",
YkpaiHa
309. | PNYUMHAP® | masb, 0,25 mr/r; no TOB "BAYLU Ykpaina dapmsasog Enbha Monbua BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/1720/01/01
15 ry 1y6i; no 1 Ty6i XENC AT. 3miHa 3asBHuKa /13 (MIBIM) (BnacHuka peyenmom
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

B KapTOHHIi Kopo6Lyi

YKPAIHA"

peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). TepmiH BBeZieHHS 3MiH
npoTArom 6 micsAuiB nicns 3aTBeppKeHHs. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo 3miHn o
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6M, BiANOBIifaNLHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BiJl YNOBHOBaXeHOI 0co6WU, BiAMOBIga/IbHOI 3a
34iiCHEeHHs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHi
macTep-aiina cuctemu papmakoHarnsgy). 3miHa
YNOBHOBaXXEHOT 0CO6YM 3asBHMKA, BignoBiganbHOI
3a thapmakoHarnag. fioua pegakuis: bapmiHa
anHa OnekcaHgpisHa. NponoHoBaHa pefakuis:
BoraTtuyk KatepuHa MuxaiinigHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6u
3a8BHWKa, BiANOBIAaNbLHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micusi 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
dhapmakoHarnsgy.

310.

DOPTE3A

NbOAAHNKM NO 3 M
3i CMaKkoM NIMMOHa,;
no 12 nboAsHuKIB y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI Kopo6Lyi

Jenbta
Megiken
[pomMoyLLUH3
Al

LLisefiuapis

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
Bunyck cepii: TO3IC
PAPMALIEYTIKAN3
C.J1., IcnaHis;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS:
Nn'epP ®ABP
MEAVKAMEHT
NPOAAKLLH,
®paHuis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS:
AP. MEA.
AYPLNEPMOP AT,
LLiBeiuapis; KOHTPOb
AKOCTI, BUMYCK Cepii:
IHPAPMAJE, C.1.,
IcnaHist; KOHTPO/Ib

Icnanis/
®paHuia/

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3minu | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHKM BHECEHO B

TEKCT MapKyBaHHS BTOPUHHOI YNakoBKM
nikapcbKoro 3acoby y nyHKT 17. BBefeHHs 3MiH

NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPAKEHHS.

6e3
peyenma

UA/19283/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

SIKOCTI:
NABOPATOPIO
EUEBAPHE, C.A,,
IcnaHis; KOHTpOsb
qakocTi: KIMOC, C.J1.,
IcnaHis

311.

POPTE3A

NbOASAHNKM NO 3 Mr
CMakoMm anesnbcuHa
Ta mefy; no 12
NbOASHUKIB Y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI Kopo6Lyi

JenbTa
Megiken
MpomoyLH3
Al

LLiBeiuapis

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
Bunyck cepii: TO3IC
DPAPMALIEYTIKANS
C.N., IcnaHis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS:
rep ®ABP
MEOVKAMEHT
MPOOAKLLH,
®paHuis;
BMPOBHULTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS:
[OP. ME/,
AYOOEPMOP Arl,
LLiBeiiLapisi; KOHTPO/b
AKOCTI, BUNYCK cepil:
IHPAPMAJLE, C.1.,
Icnaris; KOHTPOsb
AKOCTI:
JNABOPATOPIO
EUEBAPHE, C.A.,
IcnaHis; KOHTPO/b
akocti: KIMOC, C.J1.,
IcnaHis

Icnanis/
PpaHuis/
LLisefiuapis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B

TEKCT MapKyBaHHS BTOPUHHOT yNakoBKu
nikapcbKoro 3acoby y NyHKT 17. BBeeHHs 3MiH
NpOTArom 6-Tn MICALIB MiCNA 3aTBEPMXKEHHS.

6e3
peyenma

UA/19282/01/01

312.

®OPTE3A
nao

NbOAAHUKN 3i
CMaKoM anesibCuHa,;
no 12 nboasHuKIB y
6nictepi, no 1 a6o 2
6nictepu B
KapTOHHI Kopo6Lyi

JenbTa
Megiken
[pomMoyLLUH3
Al

LLiBeiiuapis

BMPOBHULTBO,
nepBuHHE Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/b SIKOCTI,
Bunyck cepii: TO3IC
SAPMALIEYTIKAN3
C.J1., IcnaHis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpONb AKocTi: M'EP
®ABP MEOVUKAMEHT
NPOAAKLLH,
PpaHLisa; KOHTPO/b

IcnaHis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHKM BHECEHO B

TEKCT MapKyBaHHSA NepBMHHOI Ta BTOPUHHOI
yNakoBOK MikapcbKoro 3acoby y nyHkTu "IHLLIE".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPIKEHHS.

6e3
peyenma

UA/19154/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
sKkocTi: IHPAPMALE,
C.J1., IcnaHis;
KOHTPONb AKOCTI:
NTABOPATOPIO
EYEBAPHE, IcnaHis;
KOHTPONb AKOCTI:
KIMOC, C.J1., IcnaHis
313. | ®OPTE3A NbOAAHNKN 3i [enbta LLiBeiiuapis BMPOBHULTBO, IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/19155/01/01
nao CMaKkoM Megy Ta Megiken nepBrHHE Ta 3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenma
NMOHa; no 12 MpomoyLH3 BTOPUHHE MaKyBaHHS, Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
NbOASAHUKIB Y Al KOHTPO/b SIKOCTI, TEKCT MapKyBaHHSA NepBMHHOT Ta BTOPUHHOT
6nicTepi, no 1 abo 2 Bunyck cepii: TO3IC yMNakoBOK MikapcbKoro 3acoby y nyHktu "IHLLIE".
6nictepu B DAPMALIEYTIKANS BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
KapTOHHI Kopo6Lyi C.J1.,, IcnaHisi; 3aTBEPKEHHS.
BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpONb AkocTi: M'EP
®ABP MEOVUKAMEHT
NPOAAKLLH,
®paHLis; KOHTPO/b
sKocTi: IHPAPMALE,
C.J1., IcnaHis;
KOHTPO/b AKOCTI:
NNTABOPATOPIO
EYEBAPHE, IcnaHis;
KOHTPO/b AKOCTI:
KIMOC, C.J1., IcnaHis
314. | ®OPTES3A NbOAAHUKN 3i [enbta LseliLapis BMPOGHULITBO, Icnanis BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 6e3 UA/19153/01/01
niao CMaKkoM M'ATu; no 12 Megiken nepBrHHe Ta 3MmiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenma
NbOASAHUKIB Y MpomoyLH3 BTOPVHHE NakKyBaHHS, Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHKM BHECEHO B
6nictepi, no 1 a6o 2 Al KOHTPO/b SKOCTI, TEKCT MapKyBaHHS NEepPBUHHOT Ta BTOPUHHOI

6nictepu B
KapTOHHI Kopo6Lyi

Bunyck cepii: TO3IC
SAPMALIEYTIKAN3
C.J1., IcnaHisi;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpONb AKocTi: M'EP
®ABP MEOVUKAMEHT
MNPOAAKLLH,
®paHLisa; KOHTPO/b
akocTi: IHPAPMA/JE,
C.J1., IcnaHisi;
KOHTPONb AKOCTI:
NTABOPATOPIO
EUEBAPHE, IcnaHis;
KOHTPO/b SKOCTi:

yMNakoBOK MikapcbKoro 3acoby y nyHkTu "IHLLIE".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KIMOC, C.J1., IcnaHis
315. | ®OPLE®DTPU | nopowlok ons AHaHTa Benuka AHaHTa Megikeap IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20497/01/01
H PO3UMHY ANS iH'EKL Megikeap BpuTtaHis Nimiten 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
no 750 mr; no 1 nra. Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
dhnakoHy B KOpOOLi TEKCT MapKyBaHHS 413 f03yBaHHA 750 Mr
nepsuHHOI (N. IHLLE) ynakoBkn nikapcbkoro
3acoby
316. | ®OPLEEDTPU | nopoluok ans AHaHTa Benuka AHaHTa Megikeap IHAi BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/20497/01/02
H PO3UMHY ANS iH'EKLi Megikeap BpuTtaHis Nimiten 3MmiHu | TUnYy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
nol5r;nol nra. Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHKM BHECEHO B
dhnakoHy B KOpOOLi TEKCT MapKyBaHHs A1 [03yBaHHA 1,5 mr
nepBuHHOT Ta BTOpuHHOI (N. IHLLE) ynakoBok
NikapCbKoro 3acoby.
317. | ®OCPOLUH rpaHynu ans PapmauesT Ipevis Nab6iaHa Icnanis BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3a UA/15015/01/01
OP&/TbHOTO PO3UNHY NyHa dapmacbHoTiKaUC, 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom
no 3r; 2 cawe 3 KOMNaHis C.JY. Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
rpaHynamu y "Bokate y3arasibHeHVX AaHunx Npo cuctemy
KOpOO6LUi 3 KAPTOHY C.A" thapmakoHarnisgy (BBeAeHHS y3arasibHeHNX JaHnX
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBiAaNLHOI 3a
3[iiCHEHHS (hapMakoHarns4y; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ansa 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BiJ, yTOBHOBaXXEHO| 0CO6M, BigNOBigaIbHOI 3a
3pificHeHHs chapmakoHarnsay (BkiYakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHW Yy PO3MiLLEeHHi
mMacTep-gaiisia cucteMmn hapmakoHarisgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BiAANOBIAaLHOI 3a hapMakoHarnisg B Ykpaii.
Litoua pepakuisi: TkauyeHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pepakuin: Enb Kasne Hatanis
lOpiiBHa. YTOUYHEHHS WOA0 3MiHW HOPUANYHOI
agpecu
318. | ®YKOPLUWVH PO3YMH HaLLKIpHWI MPAT Ykpaina BiAnoBiganbHMiA 3a Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 He UA/0182/01/01
no25vmny "OITOPAPM BMPOGHMLTBO, 3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma nionsea
dhnakoHax " nepBUHHE NaKyBaHHS, HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa €

KOHTPO/b AKOCTi Ta
BUMNYCK Cepil:
MPAT "®ITODAPM",
YkpaiHa
BiANOBIAaIbHUIA 38
BMPOGHMLTBO,
nepBUHHE NakKyBaHHS
Ta KOHTPO/1b SKOCTI:
nn "KINAP ",
YkpaiHa
BiANOBIAaIbHUIA 38
BUMYCK cepii, He

(BnacHvKa peecTpauiiiHoro nocBigyeHHs). 3miHa
afipecy 3asBHVKa. 3MiHW BHECEHO B iHCTPYKLIitO
AN MeAMnYHOro 3acToCyBaHHA MikapCbKoro 3acoby
LLOA0 MiCLe3HaxXOMKEHHS 3aABHMKa. TepMiH
BBE/lEHHS 3MiH NpoTAroM 6 micauis nicns
3aTBEPMKEHHS.




203

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BK/THOHAI0UM
KOHTPO/b/BUNPOGYBaH
HA cepil:
MPAT "®ITODAPM",
YKpaiHa
319. | XAANIMA PO34MH ANS iH'EKi, CAMCYHI Pecny6nika KOHTPO/b AKOCTi Npn CnonyyeHi BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/20533/01/01
40 wmr/0,8 mn o 0,8 BIOENIC Kopes BWMNYCKy cepii 3a BCciMa LWratn 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
M1y nonepeaHbLo KO., NTA. noKasHMKamu, oKpiMm Amepukun Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
HarnoBHEHOMY nokasHuka (CWA)/ y3arasibHeHUX AaHuX Npo cuctemy
0fiHOpa30BOMYy «CTepuUnbHiCTb»; Ipnangis/ thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
Lwnpw1ui 3i ckna tuny KOHTPO/b SKOCTI Npu Higepnanaun npo cuctemy hapmakoHarnsgy, amiHa
| 3 ronkoto 3 BMBYEHHI CTabINbHOCTI YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a

Hepxxasitouoi cTasi,
KOBMaYKOM FOJIKU 3
XXOPCTKO
060/10HKOI0 Ta
ryMOBVM
yLlinbHIOBaveMm; no
2 nonepesHbO
HanoBHEHWX
0HOpPa30BNX
LWnprum 3
3aXMCHUMU
kopnycamu,
ynopamu ans
nanbLus Ta Wrokamm
NOPLLHSA B
CTaHfapTHO-
€KCMOPTHI ynakoBLi
B KapTOHHIi Kopo6Lyi
abo no 2
nonepeaHbLO
HanoBHeHi
0[IHOPa30Bi PyyKH,
O MICTATb
nonepeaHbLO
HarnoBHEeHi
0[IHOP@30Bi LUMPULN
B CTaHAAPTHO-
€KCMOPTHI ynakoBLi
B KapTOHHI Kopo6Lyi

3a BCiMa
NoKasHWKamm:
€BpodoiHc JlaHKacTep
Na6opaTtopis, IHK,
Cnonyueni WTatn
Awmepukn (CLLA);
KaraneHT Benbmxiym,
Benbris
( BUpOGHMLTBO M3y
nonepeAHbLO
HanoBHEHOMY
0fHOpa30BOMY
wnpuui 3i ckna tuny |
3 FO/IKOKO 3
Hepxasitoyoi cTani,
KOBMa4YKOM rOJIKU 3
)XOPCTKOI 060/IOHKOL0
Ta ryMoBUM
YLi/TbHIOBAYEM;
KOHTPONb SIKOCTi Npy
BMNYCKY Cepii 3a
nokasHukamu
«CTepunbHICTb» Ta
«EHpoTOKCUHWY); MNA
[esenonmeHT
Alieneng Nimvites,
IpnaHgis ( KOHTPONb
AKOCTi MPW BUNYCKY
cepii 3a BciMa
noKasHuKkamm, oKpim
MOKa3HWKiB
«CTepunbHICTb» Ta
«EHO,0TOKCUHWNY;
KOHTPO/b SIKOCTi Npun
BMBYEHHI CTabiNbHOCTI
3a BCiMa

3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBIga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI aHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy papmMmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
thapmakoHarnsg B Ykpaii.

[itoua pepakuis: Amutpo CaByeHko / Dmytro
Savchenko. MNponoHoBaHa pegakuisa: bynura Nigis
OnekciiBHa / Bulyha Lidiia Oleksiivna.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmMakoHarnsg B
YKpaiHi.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NOKa3HUKaMu, OKpim
NoKasHWKiB
«CTepunbHICTb» Ta
«EHA0TOKCUHUY);
CamcyHr Bioenic HN
B.B., HigepnaHngu
( BMNYyCK cepii);
dapmayeyTidi
dopmeHTi C.N.A,,
ITanis ( BTOpMHHE
nakyBaHHs); Yapnb3
Pisep NlabopaTtopi3
Alienenp fliviteg,
IpnaHgis ( KOHTpoNb
AKOCTI NPV BUBYEHHI
CTabiNbHOCTI 3a
nokasHukamu
«CTepunbHICTb» Ta
«EHA0TOKCUHN»)

320.

XENMEKC®
AHTUKONA,
DX

TabneTku;

no 4 Tabnetkn y
6nicTepi; no 1
6nictepy B
KapTOHHIN nayui; no
4 TabneTkm y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 nayokK y rpynosii
KapTOHHIN ynakoBL;
no 4 TabneTtkm y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
20 nayok y rpynosii
KapTOHHIN ynakoBL;
no 10 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHII nauui; no
10 navok y rpynosii
KapTOHHI ynakoBLi

TOB «MosBi
Xenc»

YKpaiHa

CaBa Xenckea Jita,
IHAia; MegiTon
dapmacbtotikan /1714.,
YropLmHa

IHais/
YropmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO B IHCTPYKLiHO 415 MeANYHOro
3acTocyBaHHS MiKapcbKoro 3acoby Ao po3gainis
"®apmakonoriyHi BnactusocTi”, (Nigpo3ain
"®apmakokiHeTuka"), "Bsaemogis 3 iHwmmn
nikapcbkMun 3acobamu Ta iHWi BUuau B3aemogiii",
"Oco61BOCTI 3acTOCyBaHHA" BIAMNOBIAHO A0
OHOB/IEHOT iHdhopMaLii Wwoao 6e3neku
3aCcTOCyBaHHS Aitoy0il pevyoBUHU
AekcTpomeTopdhaHy rigpobpomig 3rigHo 3
pekomeHgauismm PRAC. BeBefeHHS 3MiH NpOTSrom
6-T MicALIB Mic/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCyBaHHA Ha NigcTasi perynsipHo

6e3
peyenma

nionsiea
€

UA/9825/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpawiiinii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM OpPraHom) - 3MiHu
BHECEHO B iHCTPYKLl0 415 MEAUYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "lMepefo3yBaHHS"
BiNOBIAHO 4O OHOBNEHOT iHChopMaL,i LWoao
6e3nekn 3acTocyBaHHS fil040i PEYOBUHM
[AekcTpomeTopdaHy rigpobpomig, 3rigHo 3
pekomeHgauieto PRAC.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.
321. | XOHAPOITN kancynu; no 30 abo MPAT Ykpaina BUPOBHUK Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 niosnsiza UA/17345/01/01
H® 60 kancyny "®ITOPAPM BiAnoBiganbHNI 3a 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenma €
KOMMJEKC KOHTelHepi, no 1 " BMPOGHMLTBO, HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
KOHTEeWHepy B naulyi nepBuHHE, BTOPUHHE (BNacHvKa peecTpauiiHoro nocBigyeHHs1). 3miHa
abo no 6 kancyny nakyBaHHs1, KOHTPO/1b afipecy 3asBHVKa. 3MiHW BHECEHO B iHCTPYKLIitO
6nicTepi, no 5 abo Ta BUMyCK cepii: [ANs MeAnyYHOro 3acToCyBaHHS /iKapCcbKoro 3acoby
10 6nicTepiB y nauui MPAT "®ITO®APM", LLOA0 MiCLe3HaXOMKEHHS 3asaBHUKA. TepMiH
Ykpaina BBE/leHHS 3MiH NMPOTAroM 6 micauis nicns
BUPOGHMUK, 3aTBEPKEHHS.
BiAgnoBiganbHMi 3a
BMNYCK cepil, He
BK/TIOHA0UM
KOHTPO/b/BUNPOGYBaH
HS cepil:
MPAT "®ITODAPM",
YKpaiHa
BMPOBHUK,
BiANOBiAa/IbHWIA 32
BMPOBHULTBO,
nepBuHHE, BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
AKOCTI:
AT "Nly6Hndapm",
YkpaiHa
322. | ULE/NNIEBPEKC kancysin no 200 wmr; Biarpic CLWA Bupo6HuuTBO MMyepTto BHECEHHS 3MiH 0 peecTpayjiiiHux maTtepianis: 3a UA/4463/01/02
® no 10 kancyny CnewenTi npenapary in bulk, Piko, 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nicTepi; no 1, abo nnc KOHTpO/b/BUNpoOyBaH HimeuunHa HaliMeHyBaHHs Ta/abo agpecu micus
no 2, abo no 3 HS cepii: NPOBaPKEeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa
6nictepn y Biatpic rOTOBOrO JIiKApCbKOro 3acoby, BKIYaUn
KapTOHHI Kopo6Lyi dapmactotikans JI/1C, AiNnbHUL BUNYyCcKy cepii abo micue npoBeaeHHs
MyepTo Piko KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnoBigae

BMPO6GHMK/IMNIOPTEpP, HE BKIKOYaK4M BUNYCK Cepili).
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MakyBaHHS,
KOHTPO/b/BUNPOGYBaH
Hs cepii, BUNyck cepii,

MapKyBaHHS:

Mcpaiizep
MeHtohekuypuHr
[Loliuneng M6 X

HimeuunHa

3miHa 3asB/1eHa y 3B’S3Ky 3i 3MiHOI Ha3BM
BMPOGHUKA BiAMNoBifaIbHOrO 3a BUPOOHNLTBO
npenapary in bulk Ta KOHTpoOb AKOCTI,
MiCLLe3HaXOKEHHS BUPOOHMYOI AiNbHML Ta YCi
BMPOGHUYI onepauii 3anwatoTbCs HE3MIHHUMMU.
3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBapPKEHHS AiSNIbHOCTI BUPOBGHMKA (BKIHOYaOUN,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/IHO
AKOCTI), @60 BnacHvKa mactep-chaiina Ha A®l, abo
nocravanbHuka APl/BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
3aCTOCOBYIOTbCA Y BUPO6HULTBI ADI (sKLL0
3a3HayYeHo y A0ChbE Ha NikapcbKuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT LOMOMIKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y A0CbE). 3MiHA
3asB/1eHa y 3B'A3Ky 3i 3MiHOI0 Ha3BM BUPOOHMKA
AdI.

323.

LE®TA3NIN
M ABPUN

NOPOLLIOK AN1AA
PO34nHyY Ans
iH’ekuiA, no 1000 wr;
no 1 dpnakoHy B
KapTOHHI ynakoBsL,i

Abpun
dopmyneiiw
H3 MBT. JITA

IHgis

HexkTtap /laiicdpcaitHcis
Nimiten

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Nic/isspeecTpaLiittuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMNOBIAHO A0 NiaHy negiaTpuyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3acTOoCyBaHHS NikapcbKoro 3acoby B po3aiiv
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBuHU. BBeEHHSA 3MiH NPOTAroMm 6-Tu
MicsLiB NicNsA 3aTBEPAKEHHS

3a
peyerimom

He
niosnsiea
€

UA/15613/01/01

324.

LE®TA3NIN
M ABPUN

MOPOLLIOK ANA
PO34nHy Ans
iH’ekuili, no 500 mr;
no 1 cpnakoHy B
KapTOHHIA ynakoBsL,i

Abpun
dopmyneiiw
H3 MBT. JITA,

IHAjsA

HekTap /aiidpcaitHcia
Nimiten

IHAjsA

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3MneKn NiKapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicsipeecTpawiiituii nepiog,

3a
peyenmom

He
nionsiea
€

UA/15613/01/02




207

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ab0 Sk pe3yibTar OLiHKM 3BITY 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OPraHom)
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby B po3fisn
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
AitoYoT pevoBuHN. BBeAEHHS 3MiH NPOTArOM 6-Tu
MicsILiB Micns 3aTBepAKEHHSs!
325. | ULMNPUHO/N® | KoHUeHTpaT Ans KPKA, a.4., CnoseHisa BMPOBHULTBO "in CnoseHisa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/0678/03/01
po3unHy AnA HoBo mecTo bulk", nepsuHHe Ta 3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom nionsiea
iHdpy3iin 10 mr/mn; no BTOPUHHE MaKyBaHHS, Ta chapmakoHarnsgy. 3miHa y KopoTkiii €
10 mn (100 mr) B KOHTPO/b Ta BUMYCK XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
amnyni; no 5 amnyn cepii: MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
Y KapTOHHiIi1 kopobui KPKA, a.4., HoBo 3acToCcyBaHHS Ha MigcTasi perynsipHo
MecTo, CrnoBeHis; OHOB/IIOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
KOHTPO/Ib cepii 3acoby, abo Joc/igkeHb 3 6e3MneKkn 3acTOCyBaHHS
(chiznuHi Ta XimiuHi nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
MEeTOAUN KOHTPOJII0): ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHD,
KPKA, a.4., Hoso npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
MecTto, CroBeHis; pocnigpkeHb (PIP) (iHwi 3MiHW) 3MiHN BHECEHO [0
KOHTPO/Ib cepil IHCTPYKLUiT A/ Me4MYHOro 3aCTOCyBaHHsA
(chiznuHi Ta XimiuHi nikapcbKoro 3acoby Ao po3giny "Mobiyni peakuii”
METOAN KOHTPOJSIHO): BiANOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3nekn
HN30X (HauioHanbHi 3acTocyBaHHA NikapcbKoro 3acoby. TepMiH
naboparopis 3a BBE/leHHS 3MiH NMpPOTAroM 6 micauis nicns
34paB’e, OKONE iH 3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
XpaHo), CroBeHist 6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHM) 3MiHN BHECEHO [0 NYHKTIB 6 TEKCTY
MapKyBaHHSA NepBMHHOT YNaKoBKM /TiKapCbKOro
3acoby Ta [0 NyHkTiB 8, 14, 17 TeKCTy MapKyBaHHS
BTOPUHHOI YNakoBKM Nikapcbkoro 3acoby. TepmiH
BBE/EHHS 3MiH MPOTSAroM 6 Micauis nicns
3aTBEPKEHHS.
326. | LUMPO®/IOK | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/8660/01/01
CAUVH o060n0Hkot0, no 250 "TexHonor" 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom

Mmr, no 10 TabneTok
y 6nictepi; no 1
6nicTepy y navui 3
KapToHy; no 10
TabneTtok y 6nictepi;
no 90 6nicTepiB y
KOpoOLi 3 KapTOHY

HalilMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHN AiSNIbHOCTI BUPO6HUKA (BK/IKOYatoun,
3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJTI0
SIKOCTi), ab0 BNacHvKa macTtep-gaiina Ha A®l, abo
noctavasbHuka A®Il/BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (AKLLO
3a3HaYeHo Yy A0CLE Ha Nikapcbkuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BifnosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0cbe, ab60 BUPOOHMKA HOBOI JOMOMiXHOT




208

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CbE) 3MiHa Ha3BU
BMpo6HUKa ADI LmnpodiokcauuHy rigpoxnopua-
Shangyu Jingxin Pharmaceutical Co., Ltd, China
6€3 3MiHM MiCLie3HaxX0MKEHHS BUPOGHNYMX
noTyxHocTeli. fitoua pegakuis: SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD, China;
MponoHoBaHa pepakuis: Shaoxing Jingxin
Pharmaceutical Co., Ltd., China. 3miHu | Tuny -
ALMiHICTpaTMBHI 3MiHN. Buiy4yeHHs BUPOGHWYOT
AinbHUUI (BKIOYaoum ginbHuui ans Adl,
NPOMIXHOro NPoAYKTY abo rotToBOro Nikapcbkoro
3aco6y, AinbHULI AN1A NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMoBifasIbHOTO 3a BUMYCK Cepil,
MicLle NpoBeEeHHSA KOHTPOO cepii) abo
noctayasibHuKa BUXIAHOrO MaTepiasy, peareHTy
ab0 4ONOMIXHOT PEYOBMHU (SIKLLO 3a3HAYEHO Y
[0CbE) BUTYYEHHS BUPOOHMKA A1il040T PeYOBUHU
uunpodniokcauuHy rigpoxnopng-NEULAND
LABORATORIES LIMITED, India. 3anvwaeTtbcs
3aTBEPMAXEHMNIA BUPOGHMK AD| umnpodpiokcaumHy
rigpoxnopug- Shaoxing Jingxin Pharmaceutical
Co., Ltd., China.

327.

LMNPO®NIOK
CALIVH

TabneTku, BKPUTI
00607/10HKOI0, N0 500
mr no 10 TabneTok y
6nictepi; no 1
6nictepy y nauui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 70 6nictepiB y
KOpO6Lii 3 KAapTOHy;
no 2 Tabnetkn y
6nictepi; no 70
6nicTepiB y KopobLi
3 KApPTOHY

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3minu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPOBGHMKA (BKIHOYAOUN,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/THO
AKOCTi), abo BnacHvKa macTtep-ghaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPO6HULTBI ADI (SKLL0
3a3Ha4YeHo y [0ChE Ha NikapcbKuii 3acib) 3a
BiACYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LONMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) 3MiHa Ha3BK
BMpo6HUKa AP LnpodhioKcaumHy rigpoxnopua-
Shangyu Jingxin Pharmaceutical Co., Ltd, China
6e3 3MiHN MiCLe3HaxX0MKEHHS BUPOBHNYMX
noTyxHocTeli. fitoua pegakuis: SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD, China;
MponoHoBaHa pegakuis: Shaoxing Jingxin
Pharmaceutical Co., Ltd., China. 3mitu | Tyny -
AAMiHICTpaTVBHI 3MiHW. BuyyeHHs1 BUPOOHMYOT
AinbHUUi (BKIOYaoumn ainbHuui ana Adl,
NPOMDKHOro NPoAyKTy abo roToBOro JlikapCbKoro
3aco0by, AiNbHUL ANnA NpoBeAEeHHS NaKyBaHHS,
BMPOGHMKA, BifMOBifaIbHOTO 3a BUMYCK Cepil,

3a
peyenmom

UA/8660/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MicLie NpoBeAeHHS KOHTPO/IHO cepil) abo
noctavasibH1Ka BUXILHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT peYOBMHN (SKLLO 3a3HaYeHo Y
[0CbE) BUTyYEeHHS BUPOGHMKA AitoU0T peYOBUHN

uunpodpnokcauuHy rigpoxnopug-NEULAND
LABORATORIES LIMITED, India. 3anunwaeTbcs
3aTBEPMKEHMNIA BUPOOHMK AD| umnpodonokcaumHy
rigpoxnopua- Shaoxing Jingxin Pharmaceutical
Co., Ltd., China.

328.

LUMNPO®NIOK
CALWVH

TabneTku, BKpUTI
060/10HKOI0, M0 250
mr, in bulk: no 4000
Tabnetoky
KOHTelHepax

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHN AiSNIbHOCTI BUPO6HUKA (BK/THOYatoun,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/THO
SIKOCTi), ab0o B/1acHVKa MacTtep-cthainna Ha A®l, abo
nocravasibHuka A®1/BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (KL
3a3HayeHo y A0CbE Ha NikapcbKuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepapkeHomy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEeYOBUMHM (AKLLO 3a3HAYEHO Y A0CLE) 3MiHa Ha3Bu
BMPO6HMKa AP LmnpodhiokcaumHy rigpoxnopua-
Shangyu Jingxin Pharmaceutical Co., Ltd, China
6e3 3MiHN MiCLe3HaXOMKEHHA BUPOOHNYNX
noTyxHocTeli. [itoua pegakuis: SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD, China;
MponoHoBaHa pefakuis: Shaoxing Jingxin
Pharmaceutical Co., Ltd., China. 3minu | Tuny -
AOMiHICTpaTMBHI 3MiHU. BruyyeHHS BUPOGHMYOT
OinbHUUI (BKNOYaoun AinbHULi ana Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco0y, AiNbHULI AN NPOBEAEHHS NaKyBaHHs,
BMPOGHMKA, BiAnoBifasibHOroO 3a BUMYCK cepil,
MiCLie NpOBEAEHHS KOHTPO/IIO cepii) abo
noctavyasibH1Ka BUXIJHOTO MaTepiasny, peareHTy
a60 [0NOMDKHOT PevyOBUHN (SIKLLLO 3a3HAYEHO Y
[0CbE) BUTYYEHHS BUPOGHMKA Ait0U0T pEYOBUHN
uunpodpnokcauuHy rigpoxnopna-NEULAND
LABORATORIES LIMITED, India. 3anuwaeTbcs
3aTBEPMAXEHNI BUPOGHUK AD| umnpodynokcaumnHy
rigpoxnopug- Shaoxing Jingxin Pharmaceutical
Co., Ltd., China.

UA/12979/01/01

329.

LUMNPO®/IOK
CALWVH

TabneTkn, BKPUTI
060/10HKO10, N0 500
mr in bulk: no 2 000
TabneTok y

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpPOoBaKEHHA AiSNIbHOCTI BUPO6HUKA (BKIKOYaoun,

UA/12980/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTeliHepax

3a HeobXigHOCTI, MicLie NPOBEAEHHS KOHTPO/TI0
SIKOCTi), ab0 BNacHvKa macTtep-gaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHMUTBI ADI (AKLLO
3a3HayYeHo y [0ChE Ha NikapcbKuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CbE) 3MiHa Ha3BU
BMpo6HUKa A®I LmnpodiokcauuHy rigpoxnopua-
Shangyu Jingxin Pharmaceutical Co., Ltd, China
6€3 3MiHM MiCLie3HaxX0MKEHHS BUPOGHNYMX
noTyxHocTeli. fitoua pegakuis: SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD, China;
MponoHoBaHa pepakuis: Shaoxing Jingxin
Pharmaceutical Co., Ltd., China. 3miHu | Tuny -
ALMiHICTpaTMBHI 3MiHN. Buy4yeHHs BUPOGHWYOT
AinbHUUI (BKIOYaoum ainbHuui ans Adl,
NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMoBifasIbHOro 3a BUMYCK Cepil,
MicLle NpoBeAEeHHS KOHTPOIO cepii) abo
noctayasibHuKa BUXIAHOrO MaTepiasy, peareHTy
ab0 4ONOMIXHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE) BUTYYEHHS BUPOOHMKA A1il040T PeYOBUHU
uunpodpniokcauuHy rigpoxnopng-NEULAND
LABORATORIES LIMITED, India. 3anvwaeTtbcs
3aTBEPMAXEHMNIA BUPOGHMK AD| umnpodpiokcaumHy
rigpoxnopug- Shaoxing Jingxin Pharmaceutical
Co., Ltd., China.

330.

LMNPO®NIOK
CALIVH

PO34uH ANs iHQy3il,
200 mr/100 mn, no
100 mni B
KOHTeliHepi; no 1
KOHTeliHepy B
NONIBIHIIX/TOPUAHIT
nniBLj B KOPOOLL

AHaHTa
Megikeap
nra.

Benvka
BpuTtaHis

€Bponalich Xentkeap
Mer. N14,.

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCyBaHHS NiKapCbKoro 3acoby B po3gin
"Mo6ivHi peakuil™ BignrpeacTas/ieHi 3MiHM B
iHhopmauii 3 6e3neku LWoA0 BHECEHHS 3MiH Ta

3a
peyenmom

He
niosnsea
€

UA/10746/01/01




211

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

[OMOBHEHb Ha MigcTasi pekomeHgauii PRAC, wo
po3milLeHi Ha odiljiiiHomy caiiTi EMA y po3gaini
NPOEKTY IHCTPYKLT 415 MeANYHOro 3acToCyBaHHSA
«[Mo6iIYHI peakL,ii» MOXyTb 6YTV peKOMeHAOBaHi
[10 3aTBEPXEHHS Ta BHECEHHS B iHCTPYKLlo ANns
Me[UYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby.
BignoBigHoO A0 oHOBNEHOI iHChopMaLi 3 6e3nekn
[ito40i pevoBUHW. BBeeHHS 3MiH NPOTAroM 3-x
MicALIB 3 AaTu 3aTBEPKEHHSA. 3MiHu | Tvny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHECEHi [0
IHCTPYKUiT 4151 MeMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "MobiuHi peaxuii”
L0A0 3BiTYBaHHS NPO No6GiYHI peakuil.
MpepcTasneHi 3miHK B iHchopMmalii 3 6e3neku
LLI0A0 NOBIAOMJIEHHS MPO NOGIYHI peakuii Ha
nigcTasi pekomeHaauil JepxaBHOro ekcrnepTHoro
LeHTpa MO3, Lo po3MmilleHi Ha odiliiHOMy calTi
Y PO3Zi IHCTPYKLi 415 MeANYHOro 3acTocyBaHHS
«[M06IYHI peakuii» MOXyTb 6YTN pekoMeHJ0BaHi
[0 3aTBEPKEHHSA Ta BHECEHHS B IHCTPYKLiO A1
MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro 3acoby.
BBeneHHs 3MiH NpoTAroM 3-x MicsiliB 3 gatu
3aTBEPKEHHS.

331.

LUPAM3A

KOHLleHTparT Ans
PO34KHyY Ans
iHQy3in, 10 mr/m;
nol0mnrtas50mny
thnakoHax, no 1
h1akoHy B
KapTOHHI ynakoBsL,i

Eni Ninni
HepepneHnpg,
B.B.

Higepnangm

BVPOGHMLTBO
nikapcbKoro 3acoby,
nepBurHHA ynakoBKa,

KOHTpO/b Ta

TecTyBaHHSA

cTabinbHOCTI
nikapcbKoro 3acoby:

Eni Ninni eHg,

Komnati, CLUA,;
BTOPWHHA ynaKoBka,
MapKyBaHHS,
KOHTPO/b, BUMYCK
cepii nikapcbKoro
3aco6y: flinni C.A.,
IcnaHist; KOHTPO/Ib
AKOCTi Ta TECTYBaHHSA
cTabifbHOCTI
nikapcbKoro 3acoby:
IMKnoHn Cuctems JI/1C,
CLA; KOHTPO/b SIKOCTI
nikapcbKoro 3acoby:
Eni Ninni Kincein
Nimites, lpnaHgis;
KOHTPO/Ib SAKOCTi

CLUA/
Ipnangis/
ITanis/
®paHLis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu 1l Tuny - 3mMiHK Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA Yy 3B'SI3KY i3 HOBUMY AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KMiHIYHMK faHUMK Ta
AaHumu 3 chapmakoHarnagy. 3MiHu BHeECEHO A0
IHCTPYKLUIii 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainis "®apmakosnoriyHi
BnactmeocTi", "OcobaMBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakyji”. - 3miHn |l TURY - 3MiHK LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKAIHIYHUMU, KNIHIYHUMUW
JaHvMu Ta fjaHumuy 3 chapmakoHarnsgy. 3MiHu
BHECEHO [0 iHCTPYKLIT 415 MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactneocTi”, "OcobmMBOCTI
3acTocyBaHHs", "Mo6iuHi peakuii”.

3a
peyenmom

He
nionsiea
€

UA/16889/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nikapcbKoro 3acoby:
Yapnb3 Pisep
NlabopaTopi3 AliprieHp,
Nimiteq, lpnaHgis;
KOHTPO/b AKOCTI
nikapcbKoro 3acoby:
Eni Ninni Itania
C.M.A., Itanis;
BMPOGHULITBO 3a
NOBHMUM UMKIOM: Jlinni
PpaHc, PpaHuis
332. | YOPHMLI naroHu, mo 75ry MpAT YkpaiHa MpAT "NMikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/3388/01/01
MNArOHN nauykax 3 BHyTpILLHIM "NikTpasu" 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenma
naketom; no 1,5ry 3aci6. Cuctema KoHTelHep/3akynopoBasibHUIA
inbTp-nakeTi; no 3aci6 (iHWi 3MiHW) BHECEHHS 3MiH 10 HOPMYBaHHS
20 ¢hinbTp-nakeTiB y nokasHUKiB «laeHTudikauis (30BHILLIHI 03HaKM)»
naJui abo y nayui 3 (oofaBaHHA onucy NAiBKM NakyBasibHOT);
BHYTPILLHIM NaKkeToM «ToBLUMHA MNIBKM» (YTOYHEHHS AONYCTUMUX HOPM
nokasHuka) crneumdikauii 3 KOHTPO/I0 NEPBUHHOIO
nakyBa/IbHOro mMaTepiany A/15 ynakoBku no 751y
nauui 3 BHYTPILWHIM NakeTom (M/iiBka nakyBasibHa
(NepBUHHA)).
333. | Anudi oniAa onis (cybecTaHuis) B MAT Ykpaiva MAT "Fanuudpapm" Ykpaiva BHECEHHS 3MiH 0 peecTpayjiiiHux maTtepianis: - UA/12797/01/01
(Annul onisa 6oukax nnacTmkosux | "Tanmudapm 3MiHn | TUnYy - 3MiHK 3 AKocTi. A®Il. KoHTponb Adl.
E®IPHA) Ans BUpoOHMLTBa " 3MiHa y napameTpax cneuudikaii Ta/abo

HecTepuIbHNUX
nikapcbkux hopm

L0NyCTUMUX MEX, BU3HAYEHMX Y cnevumdikalisax
Ha A®|, abo BYXigHWIA/MPOMIKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y

npoueci BUpo6bHuLTBa AP (iHLWi 3MiHK).
CynyTHS 3MmiHa - 3MiHK 3 sikocTi. A®l. KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHs AD| abo
BMXiAHOrO MaTepiany/npombKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci Bupo6HuuTea A®! (iHWwi 3MiHM y MeToaax
BUNPO6YBaHHSA (BKIOUAKOUM 3aMiHy abo
[0MNoBHEHH:) A®| abo BUXiAHOro/NPOMIDKHOTO
npoaykty) (b.1.6.2. (') IB)- BHECEHHS 3MiH Y
crneuuqikaLito Ta MeTOAN KOHTPOSIKO BUXIOHOT
CMPOBUHY Anuui onii Ansa nokasHukis: 1. n.
«KinbKicHe BU3HAYEHHS»: Y BUNPOGYBaHHi
KinbkicHe BU3HAYeHHS, AN1s KOPEKTHOr0 06paxyHKy
KiflbKiCHOro BMIiCTy 60pHinaueTary y po3paxyHKoBy
dhopmMysly BHOCMTbCS NONpaBoYHUiA KoedilieHT P
(P-BmicT 6opHinavueTtaty B C3 6opHinauetary, %),
a TakoX BUYYEHO NOCUNAaHHA Ha BUpPobHuKa C3
6opHinaueTary, OCKifIbKM Ha PUHKY iCHYIOTb iHLUi
BUPO6HUKM C3 HaNexHoi AKOCTi (aHaniTUYHI

CTaHAapTK), SKi MOXHa BUKOPUCTOBYBaTY B
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

aHanisi. 2. n. «MikpobionoriyHa yncrora»:
akTyanisauisa cneuudikau,ii i MeToaiB KOHTPOSO
nikapcbkoro 3acoby ANVLI ONIA (AL ONIA

E®IPHA), 3rigHO 3 OHOB/IEHOWO Bastigauieto
MEeTOAMKMN KOHTPOJIIO Ta Yy BiANOBIAHOCTI A0 BUMOT
[AdY 5.1.8. Mikpo6ionoriyHa YicToTa POCMHHUX
nNikapcbKnx 3aco6iB A4J/15 OPasIbHOrO 3aCTOCYBaHHS

Ta eKCTPaKTIB, ki BAKOPUCTOBYIOTbLCSA 415 1X
BUrOTOBMIEHHS. 3. N. «PO3UYNHHICTb»: NPUBEAEHO

oo sumor (EP, 1.4, 5.11).

- 3MiHY | TMNY - 3MiHK 3 aKoCTi. A®Il. KOHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[OMNYyCTUMMX MEX, BU3Ha4YeHuX y cnewmdikanisax

Ha A®I|, abo BUXiZHWNIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®I (iHWi 3MiHNM).
CynyTHS 3MiHa - 3MiHK 3 AkocTi. A®l. KoHTponb
A®|. 3miHa y meTogax BunpobysaHHsa AD| abo
BUXIiQHOr0 Marepiany/npomMbKHOro

NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y

npoteci BupobHuuTea AP (iHWwi 3MiHM y MmeTodax
BMNpPo6YyBaHHSA (BK/IHOYAtOUM 3amiHy abo
[0noBHeHHS) AP abo BUXiAHOTO/NPOMIXHOro
npoaykty) (b.1.6.2. (') IB)- BHECEHHS 3MiH Y
cneumdikauito Ta metToam koHTposo Adl AL
oNiA (AL ONIA EDIPHA), onist (cybcTaHLuis)
015 NnokasHukiB: 1. N. «KifbKiCHe BU3HAYEHHS»: Y
BMNPOO6YBaHHi KisibkicHe BU3Ha4YeHHs, ans
KOPEKTHOro 06paxyHKy KifIbKiICHOro BMICTY
6opHinaueTaTy y po3paxyHkoBy hopmyny
BHOCMTbCS NOMNpaBoyHuUiA koedilieHT P (P-BmicT
6opHinauetaty B C3 6opHinaueTtaty,%), a Takox
BWIy4EHO NOCUNAHHA Ha BUPOOHMKa C3
6opHinaueTary, OCKifIbKM Ha PUHKY iCHYIOTb iHLUi
BUPOGHUKM C3 HaNeXHoI AKOCTi (aHaniTUYHI
CTaHAapTK), SKi MOXHa BUKOPUCTOBYBaTU B
aHanisi.
2. n. «Mikpo6ionoriyHa uncToTax»: akTyanisawis
cneuudikaLii i METOAiB KOHTPOJIIO MiKaPCbKOro
3acoby ANVLI ONIA (ANWLI ONIA E®IPHA),
3riIHO 3 OHOB/IEHOIO BaslifaLiel0 MeToANKN
KOHTpPONIO Ta y BignosigHocTi fo sumor A®Y 5.1.8.
Mikpo6ionoriyHa YncToTa POCMHHUX JTIKAPChKMX
3ac06iB 415 Opa/IbHOro 3aCTOCyBaHHA Ta
€KCTPaKTIB, AKi BUKOPUCTOBYHOTLCA A5 iX
BUTOTOBJIEHHS.
3. N. «PO34nHHICTb»: NpuBeaeHo fo sumor (EP,

1.4, 5.11).
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*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Npo MmeduYyHe 3acmocyBaHHs

B.o. HauanbHUKa
dapManeBTUYHOr0 yIpaB/IiHHA JIropmuia APKO
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