MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

10 motoro 2025 poky Ne 226

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

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

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

310pOB’Sl YKpaiHU.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOTO HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
Enema ApamaHoBa.

MiHuicTp BikTop JIAIIIKO



Aopatok 1

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

Bif 10 ntotoro 2025 poky Ne 226

ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPO6GHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby yrnakoska) nocsioYyeHHs1
1. | KAbLUJIO NOPOLLOK AT YkpaiHa K. Naten ®ito IHgis peecTpauist Ha 5 pokis - He UA/20758/01/01
CEHO3UAWN A 1B | (cy6cTaHuis) y "Nly6Hnchapm" EkcTpakwwuH3 nionsizae
20% noABiiHMX Mpisart JlimiTes
nonieTuIeHoBMX
nakeTtax gns
chapmaL,eBTU4YHOro
3acTOCyBaHHs
2. | KAPOOPUTM TabneTku, BKpUTI HOBEN INAY TypeyuunHa HOBEJ INAY TypeyunHa peecTpauist Ha 5 pokis 3a He UA/20759/01/01
NNiBKOBOO MA3AP/IAMA CAHAI BE peyenmom nionszae
060/10HKOI0, M0 5 M, BE CAHAI TIZPKAPET A.LL. Pe3tomMe niaHy ynpaesiHHsS pusmkamm
no 10 TabneTok y NTA. WIPKETI Bepcia 1.0 gogaetbes. MNMepiognyHicTb
6nictepi, no 3 NnoJaHHsA perynspHO OHOBJ/IHOBaHOIO
6nictepu y 3BiTY 3 6e3neku, BignosigHo fo Mopsaaky
KapTOHHI ynakoBL,i 3piicHeHHs chapmakoHarnsgy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 340pPOB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHUMKN y NepioanYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.
3. | KAPAOPUTM TabneTku, BKpUTI HOBEN INAY TypeyunHa HOBE/ INAY TypeyunHa peecTpauist Ha 5 pokis 3a He UA/20759/01/02
NNiBKOBO MA3APIAMA CAHAI BE peyenmom nidnsizae
0060/10HKOH0, Mo 10 BE CAHAI TIOI>XXKAPET A.LL. Pestome nnaHy ynpaBniHHA py3nkamm
mr, no 10 Tabnetok NTA. WIPKETI Bepcia 1.0 gogaetbes. MepiognyHicTb
y 6nicTepi, no 3 NnoJaHHsA perynspHO OHOBJ/IHOBAHOIO
6nictepn y 3BIiTYy 3 6e3neku, BiANoBiAHO A0 Mopsaky
KapPTOHHII ynakoBLi 3AilicHeHHs1 chapmakoHarnsay,




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aTBepAXEHOro Hakaszom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi
tocTuuii Ykpainu 29 ciyna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'S
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMM y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
4. | KOKAPBOKCU/A | nopoLuok CninbHe YkpaiHa CexkoHg Papma Kuraii peecTpauist Ha 5 pokis - He UA/20760/01/01
31 Xxnoeupg KpucTaniyHmi YKpaiHCbKO- Ko., NiTa,. nionsizae
(cybeTaHuis) y icnaHcbke
noslieTuNeHoBOMY nigNPUEMCTBO
MiLLIKY, MOMiLLeHOMY "Cnepko
Y MiLLIOK 3 YkpaiHa"
aNtoMiHiEBOT GDOsbIN
y nonieTuneHoBomy
6apabaHi ona
hapMaLeBTUYHOIO
3acTOCyBaHHSA
5. | HOPAAPEHAMIH | kpucTaniyHuii ToBapucTBO 3 YkpaiHa YxaHb Y510 Kutaii peecTpauist Ha 5 pokis - He UA/20761/01/01
Y TAPTPAT MOPOLLIOK 06MexeHo dapmacbloTikan nionsizae
(cy6eTaHuis) y BignoBigasIbHi Ko., N1A4.
nosieTuneHoBoMy cTio thipma
nakeTi, BMiLLeHOMY Y "Hosodhapm-
nakert i3 a/ltoMiHiEBOT biocuHTes"
donbrn ans
hapMaLeBTUYHOTO
3acToCcyBaHHsA
6. | MIAPOH PANIA TabneTky Wmnyyi no TOB YkpaiHa KYCYM IHais peecTpauist Ha 5 pokis 6e3 nionsieae UA/20762/01/01
500 mr, no 4 "TNEA®APM XENTXKEP MBT peyenma
Tabnetkn y nTtar nTh Pestome nnaHy ynpasniHHA pyu3nkamm
6araroLlaposomy Bepcis 0.1 popaetbes. MepiognyHicTb
cTpuni, No 4 cTpunn nofiaHHA PerynsipHoO OHOB/IHOBAHOTO
B KapTOHHIiA 3BiTYy 3 6e3neku, BignosiaHo Ao Mopsaaky
ynakoBLi 3ailicHeHHA hapMakoHarnsagy,

3aTBepXeHOro Hakazom MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainun 29 ciyna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHiCTepcTBa OXOPOHU 340POB'S
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
perynsipHux 3BiTiB 3 6e3neku.
7. | PYHIA TabneTtku, BKPUTI TOB "®OPC- YkpaiHa ATtnaHTik ®apma MopTyranis peecTpauist Ha 5 pokis 3a He UA/20763/01/01
NNiBKOBOIO ®APMA Mpopycoelwu peyenmom nionsizae
o060510HKo0, No 60 ANCTPUNBIO dapmaceyTikall PeslomMe nnaHy ynpas/iiHHA pu3nkamu
Mr, 1o 7 TabneTok y LH" Bepcia 0.3 gofaetbes. MepiognyHicTb
6nicTepi; no 1 abo 2 NoJaHHs perysipHO OHOBJ/TOBAHOIO
6nictepu B 3BiTYy 3 6e3neku, BignosigHo fo Mopsaaky
KapTOHHI navui 3piicHeHHs1 hapmakoHarnsgay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 34,0P0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuii Ykpainm 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
8. | PYHIA TabneTtku, BKPUTI TOB "®OPC- YkpaiHa ATtnaHTik ®apma MopTyranis peecTpauist Ha 5 pokis 3a He UA/20763/01/02
NAiBKOBOIO ®APMA MpopycoeLu peyenmom nionsizae
o60n0oHkoto, no 90 ANCTPUBIO PapmaceyTikaLl Pestome nnaHy ynpasniHHA pyu3nkamm
Mr 110 7 TabneTok y LH" C.A. Bepcia 0.3 gofaetbes. MNMepioanyHiCTb
6nicTepi; no 1 abo 2 NoJaHHsA peryasipHO OHOBJ/TOBAHOTO
6nictepu B 3BiTYy 3 6e3neku, BignosiaHo Ao Mopsaaky
KapTOHHI nayi 3pjiicHeHHs1 chapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuii Ykpainun 29 ciyna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHW 340POB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
9. | PYHIA TabneTku, BKPUTI TOB "®OPC- YkpaiHa ATnaHTik ®apma MopTyranis peecTpauist Ha 5 pokis 3a He UA/20763/01/03
NNiBKOBOIO dAPMA Mpoaycoelu peuyenmom nidnsieae
060/10HKot0, No 120 ANCTPUNBIO PapmaceyTikaLl Pestome nnaHy ynpasniHHA pyu3nkamm
Mr no 7 TabneTok y LH" C.A. Bepcis 0.3 gopaetbes. MepiognyHicTb

6nictepi; no 1
6nictepy B
KapTOHHI navui

NoAaHHsA PerysiipHO OHOBJ/THOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao Mopsaaky
3ailicHeHHA hapMakoHarnsagy,
3aTBepXeHOro Hakazom MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
rocTuuii Ykpainum 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 3[0POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
10. | CYTAH TabneTku, BKPUTI HOBE/ INAY TypeyuunHa Ho6en Inay CaHai TypeyunHa peecTpauist Ha 5 pokis 3a He UA/20764/01/01
NnNiBKOBOO CAHAI BE Be TigkapeT A.LL. peyenmom nidnsizae
o6onoHkoto, no 10 TIOKAPET Peslome nnaHy ynpas/iiHHA pu3nkamu
Mmr, no 14 Tabnetok A.LL. Bepcia 1.0 gofaetbes. MepioanyHicTb
y 6nicTepi, no 1 abo NoJaHHs peryssipHO OHOBJ/TOBAHOIO
2 bnictepuy 3BiTYy 3 6e3neku, BignosigHo fo Mopsaaky
KapTOHHIA ynakoBLi; 3piicHeHHs1 hapmakoHarnsgay,
no 15 tabnetok y 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
6nictepi, no 6 OXOPOHU 34,0P0B’A YKpaiHu Big 27
6nictepiB y rpyaHs 2006 poky Ne 898,
KapTOHHIi ynakosL,i 3apeecTpoBaHoro B MiHicTepcTsi
tocTuuii Ykpainm 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMN Y NepiogMyYHOCTI NoJaHHSA
PEerynsipHux 3BiTiB 3 6e3neku.
11. | CYTAH TabneTtku, BKPUTI HOBE/ INAY TypeyunHa Ho6en Inay CaHai TypeyunHa peecTpauist Ha 5 pokis 3a He UA/20764/01/02
NnNiBKOBOO CAHAI BE Be TigxapeT A.LL. peyenmom nidnsizae
o60n0Hkoto, no 20 TIOIXKAPET Pestome nnaHy ynpasniHHA pyu3nkamm
Mmr, no 14 Tabnetok A.LL. Bepcia 1.0 gopaetbes. MepiognyHicTb
y 6nicTepi, no 1 abo NoJaHHsA peryasipHO OHOBJ/TOBAHOTO
2 6nictepuy 3BiTYy 3 6e3neku, BignosiaHoO Ao Mopsaaky
KapTOHHIA ynakoBLi; 3pjiicHeHHs1 chapmakoHarnsay,
no 15 tabnetok y 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
6nictepi, no 6 OXOPOHW 3[0POB’A YKpaiHu Big 27
6nictepiB y rpyaHs 2006 poky Ne 898,
KapTOHHI ynakosL,i 3apeecTpoBaHoro B MiHicTepcTsi
tocTuuii Ykpainun 29 ciyna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
12. | CYTAH TabneTku, BKPUTI HOBE/ INAY TypeyuunHa Ho6en Inau CaHai TypeyunHa peecTpauist Ha 5 pokis 3a He UA/20764/01/03
NNiBKOBOIO CAHAI BE Be TimkapeT A.LL. peuyenmom nidnsieae
060n0HkKoto, no 40 TIOXKAPET Pestome nnaHy ynpasniHHA pyu3nkamm
Mmr, no 14 TabneTok A.LL Bepcia 1.0 gofaetbes. MepiognyHicTb

y 6nicTepi, no 1 abo

nogaHHA perysiipHo OHOBJTIOBAHOro




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
2 bnictepuy 3BiTYy 3 6e3neku, BignosigHo 1o Mopsaaky
KapTOHHIA ynakoBLi; 3piicHeHHs1 chapmakoHarnsay,
no 15 tabnetok y 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
6nictepi, no 6 OXOPOHU 34,0P0B’A YKpaiHu Big 27
6nictepiB y rpyaHs 2006 poky Ne 898,
KapTOHHIA ynakoBL,i 3apeecTpoBaHoro B MiHicTepcTsi
rocTuuii Ykpainum 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 3[0POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
13. | ®EHTO/TIAMIHY KpucTaniyHmi TOBAPUCTB YkpaiHa IHAYCTPIANE ITanis peecTpauist Ha 5 pokis - He UA/20765/01/01
ME3UNAT MOPOLLIOK 03 KIMIKA CP/I nionsizae
(cy6eTaHuis) y OBMEXXEHO
noABiiHMX 10]
noslieTUNEHOBMX BIAMOBIAAN
nakeTtax gns bHICTHO
hapMaLeBTUYHOIO «KOPTITOPALI
3acTocyBaHHA A
«3[00POB’'A»

B.o. Haua/ILHUKAa
dapMaiLeBTUYHOI0 yIIPaB/IiHHA

Onekcanpap I'PIHEHKO




IIEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»

Bij 10 moToro 2025 poky Ne 226

Hassa

dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbkKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
1. | ABIPATEPOH | Tabnetku no 250 wmr, Mictpan AHrnisA BUPOGHMLTBO, IcnaHis/ MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH 3a He UA/18043/01/01
-BICTA no 120 TabneTok y Kenitan nepBuHHe, BTOPUHHE Yecbka OHOB/IEHO iHhopMmaLito B IHCTPYKUIT Ans peyenmom nionsieae
n1acTUKoBOMy MeHremKmeHT nakyBaHHS, KOHTPO/1b Pecnybnika MeAMYHOr0 3aCTOCYBaHHS NiKapCbKoro
KOHTeliHepi; no 1 Nimiten SAKOCTI, BUMYCK cepil: 3acoby y posginax "®apmMakonoriyHi
naacTMKOBOMY CiHTOH XicnaHis, C. /1., BnacTtueocTi", "OcobanBoCTI
KOHTEliHepy B Icnanis; 3actocyBaHHs", "MobiuHi peakwyji"
KapTOHHIA Kopoo6Li KOHTPO/b AKOCTI BiANOBIAHO A0 iHdhopMaLil pedepeHTHOro
(chizuko-ximiuHwmit): nikapcbKoro 3acoby (ZYTIGA), a Takox
KBiHTa-AHaniTika c.p.o., OHOBJIEHO iHhopMaLiito B po3aini "MobiyHi
Yecbka Pecny6nika peakui™ IHCTPYKLii Ana MeguyHoro
3acTOCyBaHHS NiKapCbKOro 3acoby Lwoao
BaXX/IMBOCTi 3BITYBaHHS NpPo MoGiyHi
peaxuii.
Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 1.1 gofaeTbes.
MepioanyHICTb NOAaHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[j0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLjl
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.
2. | ABIPATEPOH | Tabnetku, BKpUTI Mictpan AHrnis BMPOGHMLTBO, Icnanis/ MepepeecTpauisi Ha HeOGMEXEHWIA 3a He UA/18043/02/01
-BICTA NNiBKOBOIO Kenitan nepBrHHE, BTOPVHHE Yecbka TEePMiH. peuyenmom nionsieae
060/10HKO0, N0 500 MeHeaKMeHT nakyBaHHs, KOHTPO/1b Pecny6nika OHOB/IEHO iHGhOpMaLLito B IHCTPYKUIT Ans




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

Mr; no 60 TabneTok
y NNacTUKoBOMY
KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHIA Kopoo6Li

NimiTen

SKOCTI, BUNYCK cepil:
CiHToH Xicnanis, C. /1.,
Icnanis
KOHTPO/b IKOCTI
(hi3nKO-XiMiUHWIA):
KBiHTa-AHaniTika c.p.o.,
Yecbka Pecnybnika

MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro
3acoby y posginax "®apmMakosnorivHi
BnacTusocTi", "OcobnnBocTi
3actocyBaHHs", "MobiuHi peakwyji"
BiANOBIAHO A0 iHdhopMaLil pedepeHTHOro
nikapcbkoro 3acoby (ZYTIGA 500 mg film-
coated tablets), a TakoX OHOBNEHO
iHchopmauito B po3gini "MobiuHi peaxuii”
IHCTPYKLi 4159 MeAUUYHOro 3acToCyBaHHS
nNikapcbKoro 3acoby o0 BaXNBOCTI
3BiTyBaHHS MPo No6iYHI peakuii.
Pestome nnaHy ynpas/iiHHA pu3nkamu
Bepcis 1.1 gogaetbes.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.

FABANENT

Kancynu Teepgi
xenatuHosi no 300
mr, no 10 kancyn y
6nicTepi; no 3
6nictepu B KOpoobLi

Mikpo Jlabc
NimiTeq

IHais

MIKPO NABC NIMITE[,

IHais

nepepeecTpaisi Ha HeOBMeXeHW TEPMIH
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gini "MobivnHi peaxuii”
BiANOBIAHO A0 iH(opMaLii pechbepeHTHOro
nikapcbKoro 3acoby (Neurontin®, hard
capsules), a Takox y po3gisi "TMo6iuyHi
peakujii" LLoA0 BaXIMBOCTI 3BITYBaHHS Npo
nobGiyHi peakwii.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 2.0 gofaeTbes.
MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
0XOPOHU 3710pOB's YKpaiHu Big 26 BepecHs

3a
peyerimom

He
niossieae

UA/18179/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoska) nocsioYeHHs1
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
noJiaHHA peryaspHUX 3BiTiB 3 6e3neku.
4. | NAPALETAM | nopowok TOB YkpaiHa IpaHynes IHgjia NimiTeq, IHAaia MepepeecTpauis Ha HeOGMEXEHUA TEPMIH - He UA/18154/01/01
on (cybeTaHuin) y "TNEA®APM nionsieae
noABINHNX nTar
nonieTNeHoBUx
nakeTtax gns
hapmaLeBTUYHOrO
3aCTOCyBaHHSA
5. | NPEAHI3ON KpUcTaniyHmi MpAT YkpaiHa CumbioTuka Manaiisis nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/18340/01/01
OHY HATPIKO | nopoLuok "bapmaveBTu CnewwvenuTi IHrpegieHTc nionsizae
DPOCDAT (cybcTaHuis) y yHa thipma CoH. bxa.
nakeTax noAginHuUx "fapHuus”
nonieTnIeHoBmX
ans
chapmaLeBTUYHOro
3aCTOCYBaHHS
6. | PANSOJEN® PO3YUH ANS iH'EKLN, A/T Hoso [aHis Brpo6HMLTBO, Oanis/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/14281/01/01
®JIEKCTAY® | 100 OA/mn; no 3 mn Hopgaick HanoBHEHHSA B NEPBUHHY PpaHuis OHOB/IEHO iHGhopMmaLLito B IHCTPYKLUIT Ans peyenmom nionsieae

y KapTpuaxi, sikui
MIiCTUTbCA Y
6araTofi030Biii

0 HOpa3O0Biii
wnpuu-py4ui; no 1
abo no 5 wnpuu-
PYYOK Y KQPTOHHIi
KopooLi

YNaKoBKy Ta KOHTPO/1b
6asnky. BignosiganbHuii
3a BUMYCK:

A/T HoBo Hopgick,
[aHis

KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPUHHE MaKyBaHHS
rOTOBOrO NMPOAYKTY.
KOHTposb skocTi 6anky
roTOBOrO NPOAYKTY Ta
KIHLLeBOro rotoBoro
NPOAYKTY:

A/T Hoso Hopgick,
[OaHis;

Brpo6HMLTBO NPOAyKTY,
HanoBHEHHS KapTPUIXy
Ta nepesipka Npoaykuii
bulk (kapTpuaxy
06'emom 3 m).
KOHTpO/b AKOCTI 3paskis
B NpoLieci BUPO6HMLITBA
Ta npoaykuii bulk
(kapTpuaxy ob'emMom 3
M/1). KOHTpOsb AKOCTI
rOTOBOrO NPOAYKTY.

Me[IMYHOTO 3aCTOCYBaHHS NikapCbkoro
3acoby y po3aini "MNo6ivHi peakuii”
BiANOBIAHO [0 iH(hopMaLii CTOCOBHO
6esneku, sika 3a3Ha4eHa B MaTepiasiax
peecTpaLjiiiHoro gocbe.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 7.0 gofaeTbes.
MepioAnyHICTL NOAaHHSA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[J0POB’A
Ykpainu Bif 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
OXOPOHU 370P0B'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMU y nepiognyHoCTI
noJaHHsA perynspHuxX 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KomnnektyBaHHs,
MapKyBaHHSA Ta
BTOPVHHE NaKyBaHHS
rOTOBOrO NPOAYKTY.
BignoBiganbHuii 3a
BUMYCK Cepii:
Hoso Hopgaick
MpogatokcboH CAC,
PpaHuin
7. | PEKOBE/Nb PO34UH NS iH'EKLIA deppiHr [aHis BMPOGHMLTBO, NepBrHHe | HimeuunHa/ | lMepepeecTpauis Ha HEOGMEXEHUA TEPMIH 3a He UA/17969/01/03
no 72 mkr/2,16 mn; PapmaueBTuK nakyBaHHS, NPOMDKHUIA Benvkobput Pestome nnaHy ynpasniHHA pyu3nkamm peyenmom niosnsieae
CKNSAHUIA an3 A/IC KOHTPO/b B NpoLeci aHisi/ 13painb Bepcia 8.0 gogaeTbes.

6araTo030BUiA
KapTpuapk o6’emom 3
M (ckno tuny ) 3
NopLUHEM i3
6pomMObyTUNI0BOrO
Kayuyky Ta
06XNMHOI0
atoMiHIEBOIO
KPWLLIKOHO 3
BK/1AJKOI0 3 KayuykKy,
NOMILLIEHWI Y
LINPUL-PYyYKyY, no 1
LINpUL-pyYLi Y
KomnnekTi 3 15
CTePUIbHUMM
ronkamu gns
iH'exuili (3
Hepxasitoyoi cTani)
Y KapTOHHIli kopobLi

BMPOGHULITBA
(Mikpo6ionorivHui,
3ara/ibHuii Ta
hyHKLiOHANBbHWI),
KOHTPONb SKOCTI
(mikpobionoriuHwmi):
BeTTep ®apma-
®epriryHr MTm6X i Ko. KT,
HimeuunHa

NPOMDKHWI KOHTPOSIb B
npoueci BUpobHuLTBa
(mikpobionoriuHuit),
KOHTPONb SKOCTI
(mikpobionoriunHui),
Bi3yaslbHWI KOHTPO/Ib:
BeTTep ®apma-
®eptiryHr F'm6X i Ko. KT,
HimeyunHa

NPOMDKHWIA KOHTPOSb B
npoeci BUpobHuLTBa
(mikpoGionoriuHwuit),
KOHTPO/b AKOCTI
(mikpobionoriuHuit),
Bi3ya/lbHWIA KOHTPO/b!
BeTTep ®apma-
®eptiryHr F'm6X i Ko. KT,
HimeuunHa
Bi3yaslbHWI KOHTPO/Ib:
BeTTep ®apma-
®epriryHr Mm6X i Ko. KT,
HimeuunHa
BMPOGHMLTBO (36ipKa
LUMPULL-PYYKM NS
iH'EKL), MapKyBaHHS,

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’'A
Ykpainuu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMHN Y NepiognyHOCTI
NoAAaHHSA perynspHuX 3BiTiB 3 6e3neku.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

BTOPVHHE MaKyBaHHS:
®eppiHr KoHTponnes
TepaneBsTikc JlimiTeq,

BenukobpuTaHis
KOHTPO/b SKOCTI
(6ionoriyHwnin):
Bio-TexHonoaxi
[bxeHepan (I3painb)
Nta., 13painb
BignoBiga/IbHWiA 3a
BWNYCK Cepil, KOHTPOSIb
AKOCTi (XiMiYHMIA Ta

TOYHICTb J03YBaHHS):

®eppiHr MM6X,
HimeuunHa

PEKOBE/1b

PO3YUH ANS iH'EKLIIA
no 12 mkr/0,36 mn;
CKNSAHWI
6araTto/030Buit
KapTpuaK 06’emom 3
M (ckio Tuny 1) 3
NnopLUHEM i3
6pomMbyTNI0BOrO
Kayuyky Ta
06XMMHOI0
a/IOMIHIEBOIO
KPWLLIKOIO 3
BK/1AZKOIO 3 KayuykKy,
NOMILLIEHWA Y
LINpUL-pyuKy, no 1
LINpUL-pyYL y
KOMM/ekTi 3 3
CTepUIbHUMM
ronkamu gns
iH'exuili (3
HepXasitoyoi cTani)
Y KapTOHHIli kopobLi

PeppiHr
PapmaueBTuK
an3 A/IC

[aHia

BUPOGHMUTBO, NepBuHHe | HimeuunHa/
nakyBaHHSs, NPOMDKHUIA Benukobput
KOHTPO/Ib B NpoLeci aHia/ 13painb
BMpOOHULTBA
(mikpobionoriuHumi,
3aranbHuii Ta
PYHKLLIOHANbHWIA),
KOHTPO/b AKOCTI
(mikpobionoriyHwmi):
BeTTep ®apma-
®eptiryHr F'm6X i Ko. KT,
HimeyunHa

NPOMDKHWIA KOHTPOSb B
npoweci BUpobHuLTBa
(mikpoGionoriuHuit),
KOHTPO/b SKOCTI
(mikpobionoriuHuit),
Bi3ya/lbHWIA KOHTPO/b!
BeTTep ®apma-
®eptiryHr F'm6X i Ko. KT,
HimeuunHa

NPOMDKHUIA KOHTPOSb B
npoueci BUpo6HULITBA
(mikpobionoriuHui),
KOHTPO/b SKOCTI
(mikpoGionoriuHuit),
Bi3ya/lbHWI KOHTPO/Ib:
BeTTep ®apma-
®epriryHr MTm6X i Ko. KT,
HimeuyunHa

MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH
Pestome nnaHy ynpas/iHHA pusmkamu
Bepcis 8.0 gogaeTbes.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6Ge3neKu,
BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJaHHa perynspHuxX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17969/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

Bi3yaslbHWI KOHTPO/Ib:
BeTtep ®apma-
®eptiryHr F'm6X i Ko. K,
HimeyunHa
BMPOGHULITBO (36ipKa
LUMPULL-PYYKM NS
iH'EKL), MapKyBaHHS,
BTOPVHHE MaKyBaHHS:
®eppiHr KoHTponnes,
TepanesTikc flimiTes,
BenvkobpuTtaHis
KOHTPO/b AKOCTI
(6ionoriyHnii):
Bio-TexHonoaxi
[xeHepan (I3painb)
nrta., 13pains
BiANOBIgaIbHMI 3a
BUMYCK Cepii, KOHTPO/1b
AKOCTI (XiMiYHWI Ta
TOYHICTb [03yBaHHSA):
®eppiHr TM6X,
Himeyunna

PEKOBE/1b

PO34nH NS iH'EKLRA
no 36 mkr/1,08 mn;
CKNSAHWI
6araTof030BuiA
KapTpumx o6’emom 3
M (ckno tuny ) 3
nopLuHeM i3
6pombyTunoBoro
Kayuyky Ta
06XMMHO0
a/IlOMIHIEBOIO
KPWLLIKOHO 3
BK/TAZIKOIO 3 KayuykKy,
NOMiLLIeHW Y
LUNPpUL-pYyUKy, no 1
Wnpuu-pyyLi y
KomnnaekTi 3 9
CTepUIbHUMM
ronkamu gns
iH'exuili (3
HepXaBitouol cTasli)
Y KapTOHHIl kopoobLi

®eppiHr
dapmaueBTuK
an3 A/IC

NaHis

BVMPOGHWLTBO, NEPBUHHE
nakyBaHHS, NPOMDKHUIA
KOHTPO/Tb B MPOLLECI
BMPOGHULITBA
(mikpobionorivHuii,
3aranbHuii Ta
OyHKLiOHANbHWI),
KOHTPO/b SKOCTI
(mikpoGionoriyHmit):
BeTTep ®apma-
®eptiryHr F'm6X i Ko. KT,
HimeuunHa

NPOMDKHUIA KOHTPOSb B
npoueci BUpo6HULITBA
(mikpobionoriunHui),
KOHTPO/b SKOCTI
(mikpoGionoriuHuit),
Bi3yaslbHWI KOHTPO/Ib:
BeTTep ®apma-
®epriryHr Mm6X i Ko. KT,
HimeuunHa

NPOMDKHWI KOHTPOSIb B
npoueci BUpobHuuTea

HimeuunHa/
Benukobput
aHisi/ 13painb

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
Pestome nnaHy ynpasniHHA pusnkamu
Bepcisa 8.0 gofaeTbes.
MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePIOJUYHOCTI
noJaHHsA perysspHuX 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/17969/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

(mikpobionoriyHwi),
KOHTPO/b SKOCTI
(Mikpo6ionoriyHwui),
Bi3yaslbHWI KOHTPO/Ib:
BeTtep ®apma-
®epTiryHr F'm6X i Ko. K,
Himeyunna
Bi3ya/lbHWIA KOHTPO/b!
BeTTep ®apma-
®eptiryHr F'm6X i Ko. K,
HimeuunHa
BMPOGHULITBO (36ipKa
LUMPULL-PYYKN ANS
iH'eKLi1), MapKyBaHHS,
BTOPVHHE MaKyBaHHS:
®eppiHr KoHTponneg,
TepanesTikc JlimiTes,
Benukobputanis
KOHTPO/b IKOCTI
(6ionoriyHnid):
Bio-TexHonoaxi
xeHepan (I3painb)
nra., 13pains
BiNOBIgabHWIA 32
BUMYCK Cepii, KOHTPO/Tb
AKOCTI (XiMiYHWI Ta
TOYHICTb [03YBaHHS):
®eppiHr TM6X,
HimeuunHa

10.

TIKOBAK
BAKLIMHA
ans
MPO®INAKT
VKM
KNILLOBOro
EHLEE®ANITY
KYNbTYPAN
bHA
IHAKTVBOBA
HA
OUNLLEHA
COPBOBAHA

cycneHsis ans
iH'ekyjii no 2,4
Mkr/0,5 mn, no 0,5
M/ CyCneHsii y
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
Lunpuuy
BK/1aleHOMY Y
6nictep; no 1
6nictepy Ta
OKPEMOIO FOJIKOI Y
KapTOHHIA KopooLi

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiwH

CLA

KOHTPO/b SIKOCTI:
€YPO®IHC BIO®PAPMA
MNPOJOAKT TECTIHI
CMEVH, C.J.Y, IcnaHis;
KOHTPO/b SKOCTI:
Mdpaiizep
MeH ek ypuHr
ABcTpis T'M6X, ABCTpis;

BUPOBHNLITBO NPOAYKTY
y chopmi in bulk;
HanoBHEHHS LUMPWUL,B,
nakyBaHHs,
MapKyBaHHS, KOHTPO/b
AKOCTI, BUMYCK Cepii:
Mdpaiizep
MeHodeKUypUHr
Benbris HB, Benbris;

Icnanis/
ABcTpisi/
Benebrisi/

MepepeecTpauis Ha HeOGMEXEHWUA TEPMIH
OHOB/IEHO iH(hopMmaLLito B IHCTPYKUIT Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby B posginax
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(pegaroBaHo TEKCT po3ainy 6e3 hakTUUHOT
3MiHM kogy ATX), "Aitn" (peparyBaHHs
TEKCTY Ta YTOYHEHHS iHdhopMmaLiT),
"Mo6iuHi peakuii" BiANOBIAHO A0
Marepianis peecTpaLiiHoro JOCbeE.

Pestome nnaHy ynpas/iHHA pusmkamu
Bepcis 4.1 popaeTbes.
MepiognyHICTL NOAAHHS PETYNSIPHO
OHOB/OBAHOrO 3BiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnaay, 3aTBepKeHOro
Haka3oM MiHicTepcTBa OXOpPOHY 340pOB’s

3a
peyenmom

He
nionsieae

UA/16695/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/b SKOCTI: Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
CI'C a6 CimoH CA, 3apeecTpoBaHoro B MiHiCTepcTBi toCTuLi
Benbris Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 340pO0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
11. | TIKOBAK cycnexsia ans Mdpaiizep CLIA KOHTPO/b AKOCTI: Icnanis/ MepepeecTpauis Ha HEOBMEXEHUA TEPMIH 3a He UA/16694/01/01
DKYHIOP iH'ekuin no 1,2 Eiiu.Ci.Mi. E€YPO®IHC BEIODPAPMA Benbris OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans peyenmom niossieae
BAKLUUHA MKr/0,25 mn, no 0,25 KopnopeiiH MNMPOJOAKT TECTIHI MeAUYHOro 3acToCyBaHHSA NiKapCbKoro
ansa M CycneHsii y CMENH, C.J1.Y, Icnanis; 3acoby B posginax
MPO®INTAKT nonepeaHsLo KOHTPO/b AKOCTI: "®apmakoTepanesTuyHa rpyna. Kog ATX"
KU HanoBHEHOMY Mdpaiizep (peparoBaHo TEKCT po3ainy 6e3 hakTUUYHOT
KAIWOBOro | wnpwuyi; no 1 MeHtoekuypuHr 3MiHM kogy ATX), "[itn" (peparysaHHs
EHUE®ANITY | wnpuyy ABcTpis FTM6X, ABCTpiS; TEKCTYy Ta YTOUYHEHHS iHdhopmai),
KYNbTYPAN BKN1aJeHOMY Y BUPOGHMLTBO MPOAYKTY "Mo6ivHi peakuii” BigNoBigHO A0
bHA 6nictep; no 1 y dopmi in bulk; mMarepianis peecTpaLiiHoro JOCbE.
IHAKTUBOBA | 6nicTepy Ta HaNoOBHEHHS LUMPUL,B,
HA OKPEMOI0 01K Y nakyBaHHs, Pestome nnaHy ynpasniHHA pusnkamu
OYMLLEHA KapTOHHI Kopoo6Li MapKyBaHHs, KOHTPOS1b Bepcis 4.1 popaetbes.
COPBOBAHA SKOCTi, BUNYCK cepil: MepiognyHICTb NOAAHHSA PerynsipHo
Mdpaiizep OHOB/IOBAHOrO 3BIiTY 3 6e3neku,
MeHtoekuypuHr BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
Benbris HB, Benbris; thapmakoHarnagy, 3aTBepKeHoro
KOHTPO/b SKOCTI: Haka3oM MiHicTepcTBa OXOPOHW 3[0POB’A
CI'C a6 CimoH CA, Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
Benbris 3apeecTpoBaHoro B MiHicTepcTBi tocTumuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHM 300POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMHN Y NepiognyHOCTI
NoJlaHHA peryasipHUX 3BiTiB 3 6e3NeKu.
12. | UE®TPUAKC | nopoluok ans TOB "tOpis- YkpaiHa TOB "lOpis-dapm” YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/18131/01/01
OH HOPIA- NpUroTyBaHHsA Papm"” YKpaiHa (nakyBaHHs i3 OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT Ans peyenmom nidnsieae
DPAPM PO34UHY A5 iH'EKLLA hopmu in bulk HCINC Me[NYHOro 3acToCyBaHHSA NiKapCbKoro

no 1000 wmr, 1 a6o
10 dpnakoHis 3
NOPOLLKOM Y KOpobLj

Xebeli XyaMiH
dapmacbioTikan
KomnaHi Mlimitea, Knutaii)

3acoby y po3gini "MobivHi peakuii" woao
BaXX/IMBOCTi 3BITYBaHHSA NpPO MobGiyHi
peaxuii.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcis 1.2 gogaetbes.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3apeecTpoBaHoro B MiHicTepcTBi tocTumLji
YKkpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepiognyHoOCTI
NoJaHHsA perysipHUX 3BiTiB 3 6e3NeKu.

B.o. HauaTLHUKA

dapmaleBTUYHOr0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO




ITEPEJIIK

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

Big 10 moToro 2025 poky Ne 226

3ACOBIB YKPAIHUA

JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHU IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECSA 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
1. | ABPON® PO34MH A1 iHranauii Ta TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpavliinHmx 6e3 nionsizae UA/9928/04/01
nepopasnbHoro "TNEJ®APM PAPM», YkpaiHa mMatepianis: 3MiHu | TUNY - 3MiHKU 3 AKOCTI. peuyenma
3acTocyBaHHs, 15 mMr/2 mn nTa" abo FOTOBWIA nikapcbkuii 3aci6. 3MiHN y
no 100 My cknstHoMy TOB "TNMEADAPM BVMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
hNakoHi 3 KPULLIKOO 3 NTA", YKkpaiHa CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/I0

KOHTPOMEM nepLuoro
BIAKPUTTS; KOXEH (hN1akoH
Y KapTOHHIi1 ynakoBLi
pasoMm 3i Wnp1LoM-
po3atopom o6’emom 5 mn
Ta agantepom Ans
wnpuya; no 100 mny
CKNsiHOMY hN1aKoHi 3
KPWILLKOIO, HEA0CTYMNHO
ONA BigKpUTTA AiTbMU;
KOXeH (hN1akoH y
KapTOHHIiA ynakoBL,i pazom
3i LINPULLOM-[03aTOPOM
o6’emom 5 mn Ta
ajanTepom Ans wnpuua

SAKOCTi rOTOBOrO MlikapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKA, WO
BignoBifae 3a BBe3eHHs Ta/abo BUMYCK

cepii) - Bkntovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii - BBegeHHs
anbTepHaTMBHOIO BUpo6HMKa TOB
«FNEAPAPM NTA», YKpaina,
BiANOBiAaIbLHOrO 3a BMUNyCK cepil,
BK/1IOYAOUN KOHTPO/Tb AKOCTi. 3MiHU
BHECEHO B iHCTPYKLitO AN MEAUNYHOrO
3aCTOCYyBaHHS NiKapcbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca Micus
NPOBaKEHHS OO Ais/IbHOCTI" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS YNakoBOK. BBeieHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHW Y BUPOGHMLTBI.
3aMiHa abo BBeEeHHA [0AAaTKOBOI
AiNbHULI BUPOBHMLTBA 19 YacTuHN abo
BCbOr0 BMPOOHMYOro Npouecy rotosoro
nikapcbKoro 3acoby (AiNbHULS, Ha AKil
NpoBOAATLCA Byb-5Ki BUPOGHMYI cTagil,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3a BUHATKOM BUMYCKY Cepiil, KOHTPO/IIO
AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
nakyBaHHs, 4151 HECTEPUIIbHUX NiKapCbKMX
3ac06iB) CynyTHS 3MiHa - 3MiHM 3 SIKOCTi.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3amiHa abo BBeAEHHSA
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA AN
4yacTuHM abo BCbOrO BUPOGHNYOrO
npoLecy rotToBoro fikapcbkoro 3acoby
(BiNbHULA A58 BTOPUHHOTO NakKyBaHHS)
- 3MiHM 3 SKOCTi. FOTOBUIA NiKApCbKUiA
3aci6. 3MiHM y BUpo6HULTBI. 3amiHa abo
BBEJEHHSI 4OAATKOBOI Ai/TbHUL
BMPOBHMLTBA 4151 YaCTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHUUSA aNns
NepBUHHOTO NakyBaHHs) BBefeHHA
anbTepHaTMBHOro BMpo6Huka TOB
«TNEA®APM NTO», YkpaiHa,
BifjNOBIAabHOTMO 3a NepBUHHE NaKyBaHHS,
BTOPWHHE NakyBaHHA Ta 6yAb-aki
BMPO6GHUYI CTagji, 32 BUHATKOM BUMYCKY
Cepiil, KOHTPOIO AKOCTi, NEPBUHHOTO
nakyBaHHS, BTOPUHHOTO MakKyBaHHS, Ans
HEeCTepPWUIbHUX MiKapCbknx 3acobiB.
BBefeHHs1 3MiH NpoTAroM 6-Tn micAuis
nicns 3aTBepAkeHHs

ABPO/I® SR

Kancynv 3 nposIoHroBaHo
aieto, no 75 mr; no 10
Kancyn y 6nictepi; no 1
abo 2 6nictepu y
KapTOHHIA ynakoBL,i

TOB
"TNEQPAPM
aTo”

YkpaiHa

TOB "KYCYM
PAPM", YKpaiHa,
abo
TOB "TNEAPAPM
NTA", YkpaiHa

Ykpaina

BHECEHHS 3MiH A0 peecTpaviiiHmx
mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULITBA A/15
4YacTMHM abo BCbOrO BUPOBHMYOTO
npoLiecy roToBOro /likapCbKoro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCSA OyAb-AKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY
cepiiA, KOHTPOJIO AKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NakyBaHHSA, 41
HeCTepWIbHUX Nikapcbknx 3acobis).
CynyTHS 3MiHa- 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
3amiHa abo BBeAeHHA [0AaTKOBOI
AiNbHUUI BUPOBHMLTBA /19 YacTuHK abo
BCbOro BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUSA Ans
BTOPUHHOIO NakyBaHHs) - 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS

6e3
peyenma

nionsieae

UA/9928/05/01
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Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

PeecmpayjiliHa npoyedypa Peknamys

aHHsA

3assBHUK Kpaina

3asiBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

Ne Hassa
n/n JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA AN
4yacTuHM abo BCbOrO BUPOGHNYOrO
npoLecy rotToBoro fikapcbkoro 3acoby
(BinbHULA ON1A NEPBUHHOTO NakyBaHHS) -
BBegeHHs1 anbTepHaTVBHOIO BUPOGHUKA
TOB «MEA®APM NTO», YkpaiHa,
BifJNOBIAA/IbHOTO 3a NePBUHHE NaKyBaHHS,
BTOPVHHE NakyBaHHA Ta 6yab-sKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY
cepiii, KOHTPOJO SKOCTi. BBEAEHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TNy - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/aMiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOO
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA BUPOGHKMKA, Lo
BiAnoBiAae 3a BBe3eHHA Ta/abo BMMNYCK
cepii) - Bkntoyatoun
KOHTPONb/BMNPOGYBaHHSA cepii. BBeAeHHS
anbTepHaTMBHOro BMpo6Huka TOB
«NMEAPAPM NTA», Ykpaina,
BiANOBIA&/ILHOIO 3a BUMYCK cepii,
BK/1H0YAKOUN KOHTPO/Tb AKOCTi. 3MiHN
BHECEHO B iHCTPYKLIit0 41 MEAUYHOrO
3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOro Ais/IbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBoK.BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

Benvka UA/9306/01/01
BpuTaHis/

IcnaHis

BHECEHHS 3MiH A0 peecTpaviiHmx 3a
mMartepianis: 3miHu | TNy - peyenmom
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvKa peecTpauiiiHoro NocBigYeHHs).
3miHa agpecu 3asBHMKa (BNacHukKa
peecTpavuiiHoro NocBig4YeHHs)

[nakco
OnepeiiwHc HOK
Nimiten, Benvka

BputaHis;
"nakco Bennkom
C.A., IcnaHis

Benuka
BpuTaHis

nakcoCmiTKn
AH EkcnopT
Nimiteq

3. | ABAMIC cnpeii Ha3asTbHUIA,
CyCneHsis, [030BaHui,
27,5 mkr/gosy; no 120 gos
y donakoHi 3 4O3yHunM
NpUCTPOEM Ta
po3nuaBaveM i
koBnaykom; no 1 cpnakoHy
B KapTOHHIi Kopobui

BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/13286/01/01
marepianis: 3miHu Il Tuny - 3mMiHn Woa0 peyenmom niosnsieae

6e3nekn/edpekTBHOCTI Ta

ITanis/
®paHuia/
ABCTpist

4. | ABLETPUC® Takega

dapma A/IC

[JaHis Bupo6HMLTBO
Hepo3dgacoBaHOT

npoAayKLUiT,

NOPOLLIOK A/1A
KOHLLEHTPATY A1 PO34MHY
Ans iHdy3iii no 50 mr; 1

h/1aKOH 3 NOPOLLKOM Y
KapTOHHIA KopoobLi

nepBuUHHa
ynakoBka,

KOHTPO/1b SAKOCTI

cepili roToBoro

hapmakoHarnsagy. 3mMiHu y KopoTkili

XapakTepucTuL,i Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
MeMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
NpoAyKTY: HOBVMMW JAaHUMM 3 SKOCTi, AOKAIHIYHUMMY,
BCIM KNIHIYHMW faHVMKU Ta JaHUMK 3
dapmacbloTikans thapmakoHarnsgy. 3MiHa CToCcyeTbCs
C.M.A., ITanis; NoAaHHsA MPOMIKXHMX pe3ynbTaTtiB aHasisy
naHux OS 3 gocnigpxeHHss ECHELON-1.
Bupo6HMLTBO [aHa 3miHa He noTpebye BHECEHHS
Hepo3dacoBaHol iHchopmawii o NpoekTy IHCTPYKLii Ans
npoayKuir, MeAuYHOro 3actocyBaHHsA. OTpuMaHo
nepBuHHa nigTBEpMKEHHS edDEKTUBHOCTI Npu
ynakoBKa: NiKyBaHHi NikapCcbkUM 3ac060M
dapesa lMay 2, ApueTpuc® naujieHTiB 3 NiMHOMOI0
PpaHuis; XogpxkiHa, 1Y ctagii, CD30+ o uie He
BTOPVHHA OTpPMMyBav NikyBaHHSA. BBegeHHs 3MiH
yrnakoBka, [03Bin NPOTAroM 6-Tu MicALiB nicns
Ha BUMYCK cepii: 3aTBepMKeHHs. 3MiHn Il Tuny - 3MiHn
Takepa ABCTpIs Loao 6e3nekn/edpeKTMBHOCTI Ta
'M6X, ABCTpist thapmakoHarnagy. 3MiHn y TepaneBTUYHUX
nokasaHHsX (4o4aBaHHA HOBOro
TepaneBTUYHOTrO NokKasaHHA abo 3MiHa y
3aTBEpKEHOMY NokasaHHI). 3MiHu
BHECEHO B iHCTPYKLitO AN MEANYHOrO
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "Moka3aHHA". (3aTBEpPKEHO: ANs
NiKyBaHHSA [OPOC/MX NaLEHTIB 3 paHiwe
He nikoaHoto CD30-No3nTVBHO0
nimdomoto XomxkkiHa IV ctagii y
KoMOGiHaLii 3 AoKCOpYOBILMHOM,
BiHGNACTNHOM i fakapb6asnHom (AVD).
3anponoHoBaHO: A1 MiKyBaHHS AOPOCNX
naujieHTiB 3 paHille He nikosaHow CD30-
No3WTUBHOIO NliMdpomoto XomxkkiHa |l abo
IV cTagii y kombiHaLii 3 LOKCcopy6iLyHOM,
BiH6NACTVHOM i fakapbasvHom (AVD)).
BBefeHHs1 3MiH NpoTArom 6-T MicsALUiB
nicnsa 3aTBepmXeHHs. B Mexax 3miHu
HaflaHO OHOB/IEHUIA NNaH yNpaB/iHHA
pu3snkamm, Bepcis 18.0. Pestome nnaHy
ynpaBiHHA pusnkamv AoAaETbCA.
5. | AKCE®® MOPOLLIOK A1 PO3UNHY HOBEN INAY TypeuuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/3767/02/01
[NS iH'eKiiA no 750 wmr; 1 CAHAI BE a CAHAI BE marepianis: 3MiHuM | TUNY - 3MiHK 3 AKOCTI. peyenmom
(pN1aKoH 3 MOPOLLUKOM Y TIOXKAPET TIOXKAPET A.LL. [oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
KapTOHHI ynakosL,i A.LL. roTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW)
OHOBJ/IEHHS BXe 3aTBEPMKEHNX MeTOAIB
KOHTPOJI0 SIKOCTI NikapcbKoro 3acoby, a
came: BUKTafeHHS TEKCTY AePXKaBHO
MOBOIO 3TifJHO Cy4acHVX BUMOT
6. | AKTPANIA® pO34uH AN iH'ekuiid, 100 A/T HoBo [aHis Bupo6HMK [Oanis/ BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/17171/01/01
HM MO/mn; no 3 mny Hopgaick Hepo3d)acoBaHOro PpaHuis/ MaTtepianis: 3miHu | TMny - 3MiHK WOA0 peyernmom
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
®NIEKCMNEH® | kapTpuaxi; no 1 NpoayKTY, Bpasunis/ 6e3nekn/edeKTUBHOCTI Ta
KapTpuaXy y nepBuHHe KuTaiicbka thapmakoHarnsgy. BeefeHHs abo 3MiHu
6araTtofo3oBii nakyBaHHS; HapogHa [10 y3arasibHEHUX AaHnX Npo cucTemy
0HOpPAa30BIli WNpuL- KOHTPO/Ib SKOCTI Pecny6nika hapmakoHarnsgy (BBefeHHs
pyuuj; no 1 a6o 5 wnpuy- NpOAYKTY B y3arasisHeHNX JaHux Npo cucTemy
PYYOK Y KapTOHHil kopobLi nepBrHHOMY thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
nakyBaHHi 0cobw, BignoBiganbHOI 3a 34iiCHEHHS
(kapTpuaxi hapmakoHarnsgy; KOHTakTHoI ocobu 3
MeHdin®) Ta hapmakoHarnsgy 3asBHuka anas
BiANoOBiAabHNI 3a 3pificHeHHs hapmakoHarnsay B YkpaiHi,
BUNYyCK cepii AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI

roTOBOrO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgaick,
[aHis; BUpo6HuK
BiANOBiAa/IbHMI 3a
36MpaHHs,
MapKyBaHHs Ta
BTOPVIHHE
nakyBaHHS
roTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgaick,
NaHis;
MapkyBaHHA Ta
BTOPVHHE
nakyBaHHs
roTOBOrO NPOAYKTY
(PnekcheH®): AIT
HoBso Hopgick,
[aHist; BUpo6HuK
npoaykuii 3a
NMOBHUM LIK/IOM:
Hoso Hopgaick
MpoatoKCLOoH
CAC, ®paHujis;
Bupo6Humk
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHe
nakyBaHHS;
KOHTPO/1b AKOCTI
NpOAYyKTY B
nepBUHHOMY
nakyBaHHi

ocobu, BigNoBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
(haiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BignoBigabHOI 3a hapmMakoHarnsg.
[itoua pepakuis: KapcteH Jlonnike.
MponoHoBaHa pepakuis: /i3 pimmLens.
3MiHa KOHTaKTHUX faHUX YNOBHOBAXEHOT
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
dhapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg, s
YkpaiHi.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs
roTOBOrO NPOAYKTY
(dnekcleH®);
KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(®PnekcleH®):
HoBo Hopgick
MNpoaykao
dapmaceyTika o0
Bpasine NTga.,
Bpasunis;
Bupo6HuK
Hepo3hacosaHOro
NPOAYKTY,
HanoBHEHHSA B
NepBUHHY
ynakoBKy: HoBo
Hopgaick (Kutaid)
dapmacbloTikans
Ko., Jlta.,
KnTaiicbka
HapopgHa
Pecny6nika

ANNEPTEK®

TabneTtku, BKPUTI
060/10HKO0, N0 10 Mmr; no
7 abo no 20 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI Kopobui

dPapmaueBTny
HWIA 3aBOf,
«MONb®APM
A» C.A.

MonbLa

dapmaneBTUYHNI
3aB0[,
"Monbchapma”
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat

BiAANOBIAHOCTI EBpONEeichbkili
hapmaxkonei/moHorpadii. NMogaHHS HOBOro
abo oHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI a60 BUYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
thapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y

BMPOGHULTBI A®I; AN [ONOMIXHOT

peyoBUHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTudikaT Bif yXe 3aTBepXeHOro

BUPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTndikaTy BiANOBIAHOCTI €BpPONENChHKIi

hapmakonei R1-CEP 2004-047-Rev 07
Bif, 3aTBEPKEHOr0 BUPOGHMKA
WAVELENGTHENTERPRISES LTD,

6e3
peyenma

UA/6422/02/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Israel ons pjroyoi peyoBUHN LIETUPU3NHY
avrigpoxnopug, (3ateepxeHo: R1-CEP
2004-047-Rev 06; 3anponoHosaHo: CEP
2004-047-Rev 07).
8. | AJINYHA TabneTtku, BKPUTI Awmakca Nitg Benvka BMPOBHULTBO 3a LseiiLapis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/11711/01/01
NAiBKOBOK 060/I0HKOID; MO BpuTaHis NOBHUM LMK/IOM: mMaTtepianis: 3miHu | TNy - peyenma
10 TabneTok y 6nicTepi; Makc Liennep AZMiHICTpaTVBHI 3MiHW. (iHLLi 3MiHW)
no 1 a6o 3 6nictepu B 3boHe AT, [OMOBHEHHSA laHWX CTabiNibHOCTI CyXoro
KapTOHHI Kopoobui Llseiuapis; HaTMBHOTO ekcTpakTy 3 Humulus lupulus
nepBuHHE L., flos (wwnwok xmento). lonoBHEHHS
nakyBaHHs AaHux cTabiflbHOCTI BUKOHAHO BHACNIA0K
(chacyBaHHs), NpoBefeHHs BUNPOGYBaHb Y BU3HAYEHHI
BTOPUHHE nepiogu — 18 Ta 24 micsui (cepis 140565).
naxkyBaHHs, Y pesynbTarti 3a8BM1eHOT npoLeaypu
MapkyBaHHs: Coro OHOB/IEHO po3giim 3.2.5.7.3. Ta 3.2.5.7.1.
dnopgaic peecTpauiiHoro [0CbE.
IHTEepHeLLHN
Cgit3epneng CA,
LlBeiiuapis;
KOHTPO/Tb AKOCTI:
Nab6op Llonnivrep
Ar, Lseiiuapis;
KOHTPO/Tb SKOCTI:
IHTepna6op benn
Al WBeiiuapis
9. | AMBPOKCO/ | Tabnetku no 30 mr; no 10 AT YkpaiHa AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/7012/01/01
-KB Tabnertok y 6ictepi; no 2 "KUIBCbKW BITAMIHHWIA martepianis: 3miHu | Tuny - peyenma
6nictepn y navui BITAMIHHUA 3ABO4" AIMIHICTpaTVBHI 3MiHW. 3MiHa
3ABO4" HaliMeHyBaHHsi Ta/abo agpecy Micus

NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
(BkNtOUaKoUM, 3a HeobXigHOCTI, Micue
NpoBeAEeHHS KOHTPO/IO AKOCTI), abo
BNlacHMKa mactep-aiina Ha Adl, abo
noctavasnbHuka Ad®Il/BuxigHoro
matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuii 3acib) 3a BifACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI EBpONENChbkili
chapmakonei y 3aTBepfkeHoMy A0Cbe, a6o
BUPOGHMKa HOBOI LONOMIXHOI pEYOBUHU
(KLL0 3a3HAYEHO Y A0CbE) -3MiHa Ha3BU
BMpOGHUMKa API. Micue3HaxomKeHHs
BUPOGHMKa, BUPOBHUYA AiNbHULSA Ta YCi
BMPOGHMYI onepaLiii 3amwatTbes
He3MiHHUMK. - [itova pegakuis: Shilpa
Medicare Limited, IHgis - NponoHoBaHa
pepgakuisi: Shilpa Pharma Lifesciences
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Limited, IHgis
10. | AMBPOKCOI/1 | nopoLLOK KpUCTaslivHuiA AT YkpaiHa LWinna ®apma IHais BHECEHHS 3MiH 0 peecTpaviinHmx - UA/6424/01/01
y (cy6eTaHLin) y naketax "KNIBCbKN NaiidpcaiieHc martepianis: 3MiHu | Tuny -
MNAPOXNOPWU | noggiitHMX BITAMIHHWA Nimiteq AAMIHICTpaTUBHI 3MiHW. 3MiHa
il nonieTuNeHoBux ans 3ABOA" HaliMeHyBaHHs Ta/abo agpecy Micus
thapmaueBTUYHOro NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
3acTocyBaHHSA (BkntOvaroun, 3a HeobXigHOCTI, Micue
NpoBeAeHHS KOHTPO/IO AKOCTI), abo
BNlacHMKa mactep-gaiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuii 3acib) 3a BifACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
chapmakonei y 3aTBepfkeHoMy A0CbE, a60
BUPOGHMKa HOBOI LONOMIXHOI pEYOBUHU
(KO 3a3HAaYeHO Y A0CbE) - 3MiHA Ha3BU
BMpOGHMKa API. Micue3HaxomKeHHs
BUPOGHMKa, BUPOBHUYA AiNbHULSA Ta YCi
BMPOGHMYI onepaLiii 3anmwaTbes
HEe3MiHHUMMU.
[itova pepakuis: Shilpa Medicare Limited,
IHais
MponoHoBaHa pepakuisi: Shilpa Pharma
Lifesciences Limited, IHAjs
11. | AMOKCUK/IA | nopoLLoK A5 opasibHOI CaHpo3 CnoBeHis CaHpos 'mbX - AscTpis BHECEHHS 3MiH 0 peecTpavinHux 3a UA/7064/02/01
B® cycneHsii (250 mr/62,5 mr dapmacbloTika Brpo6Huya mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peyenmom
B 5 mn) no 15,8 r nopoLuky n3 a.n. LinbHUUA Ceptucpikat BignosigHocTi/lE-cepTudikar
y donakoHi (gns 100 mn AHTUiHEKLUiAHI BiANOBIAHOCTI EBpONENChbkili
cycneHsii), no 1 dpnakoHy N3 Ta XimiyHi thapmakonei/moHorpadii. NMogaHHs HOBOro
pa3om 3 MipHOIO JIOXKKOH Onepadii KyHanb ab0 OHOB/EHOTO cepTudikaTa
ab0o MipHUM Wnpuuem B (AIXO N3 BiANOBIAHOCTI 260 BUYYEHHS
KapTOHHIA KopoobLi KyHanb) cepTudpikaTa BiANOBIAHOCTI EBpONeichbkili

thapmakonei: ana Adl; ons BUXigHoro
martepiany/peareHTy/npoMiXKHOr0
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTugikar Big HOBOro BUPOGHMKA (3amiHa
ab0 AONOBHEHHS)
nofaHHA HOBOro cepTuddikarty
BiAnoBiaHOCTI EBponeiicbkiit hapmakonel
CEP 2023-277-Rev 00 Big HoBOro
BMpo6HMKa Sandoz GmbH gjtovoi
PEYOBMHM aMOKCULMAIHY TpuriapaTy
(3aTBEepmxeHo: Sandoz GmbH, Austria;
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Sandoz Industrial Products S.A., Spain;
3anponoHosaHo: 1. Name of holder:
Sandoz Industrial Products S.A. Spain, ;
Site(s) of production 1: Sandoz Industrial
Products S.A. Spain, Site(s) of production
2: Sandoz GmbH, Austria; 2. Name of
holder: Sandoz GmbH, Austria, Site(s) of
production Sandoz GmbH, Austria).
12. | AMMNICY/bBI | NOPOLLOK A5 PO3YMHY NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/3858/01/01
H® Ans iH'exuin; "KviBmegnpen "KviBmegnpenapa marepianis: 3miHu | Tuny - peyenmom
no 1,5 r nopowky y apart" T AMIHICTpaTVBHI 3MiHW. 3MiHa
hnakoHi; HalilMeHyBaHHs Ta/abo agpecy Micud
no 1,5 r nopoLuky y NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA
hnakoHi; no 10 dpnakoHiB (BKIrOYaKOUK, 32 HEOOXIAHOCTI, Micue
3 MOPOLUKOM Y KOHTYPHIl NpoBeLEHHS KOHTPO/IIO SKOCTI), abo
YapyHKOBIli ynakoBLj; no 1 B/lacHWKa macTep-ghaiina Ha A®l, abo
KOHTYPHIli YapyHKOBIi nocravanbHuka Adl/BuxigHoro
ynakoBLi B nauLi martepiany/peareHTy/npoMiXXKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
[OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMy A0Cbe, a60
BVPOGHMKA HOBOI AOMNOMIXXHOI PeYOBUHM
(AKLLLO 3a3HAYEHO Y A0CbE) 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa AdI.
Brpo6Huya ainbHuus Ta BCi BUPOOHUYI
onepavjii 3anvwatTbcs 6e3 3MiH.
MponoHoBaHa pefakuis
AMITOPIA ®APMA MPUBAT NIMITEL,
APITORIA PHARMA PRIVATE LIMITED
BBefeHHs 3MiH NPOTAroM 6-Tn micsauis
nicns 3aTBepAkeHHs
13. | AHSUBEN® NacTU/KM 3i CMakom HOBEJ INAY TypeyuunH HOBEN I1AY TypeyunHa BHECEHHS 3MiH 40 peecTpavliinHmx 6e3 UA/10264/01/01
MeHTO/y; no 10 nacTunok CAHAI BE a CAHAI BE marepianis: 3MiHuM | TUNY - 3MiHK 3 AKOCTI. peyenmy
y 6nictepi; no 10 TIIXKAPET TIOXKAPET A.LL. [oTOBWIA Nikapcbkuii 3aci6. KoHTpob
nacTuiok y énictepi; no 1, A.LL. roTOBOrO JIiKapCbKoro 3acoby (iHLi 3miHWM)
no 2 abo no 3 6nictepu B OHOBJIEHHS BXe 3aTBepKEHNX METOLIB
KapTOHHI ynakosL,i KOHTPOJII0 SIKOCTI Nlikapcbkoro 3acoby, a
came: BUKNafeHHS TEKCTY AepXaBHO
MOBOIO 3TifJHO Cy4acHVX BUMOT
14. | AH3UBEN® nacTunku; no 10 nacTunok HOBEN INAY TypeyuunH HOBE/ IN1AY TypeuunHa BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/10263/01/01
y 6nicTepi; no 10 CAHAI BE a CAHAI BE marepianis: 3MiHu1 | TUNY - 3MiHK 3 AKOCTI. peyenmy
nacTuiok y énictepi; no 1, TIOIXKAPET TIOXAPET A.LL. [oToBWI Nikapcbkuii 3aci6. KOHTponb
no 2 abo no 3 6nictepn B A.LL. roTOBOrO /liKapCbKOro 3acoby (iHLwi 3MiHN)

KapTOHHIA ynakoBL,i

OHOBJIEHHSA BXE 3aTBEPKEHNX METOAIB
KOHTPOJIH0 SIKOCTi NikapCcbKoro 3acoby, a
came: BUKNAAEHHS! TEKCTY AepPXKaBHOK
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MOBOIO 3rifJHO Cy4acHVX BUMOT
15. | AHSUBEN® NacTUKK 3i CMakom meay HOBE INAY TypeyuunH HOBEN I1AY TypeuunHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/10265/01/01
Ta IMMoHa; no 10 CAHAI BE a CAHAI BE marepianis: 3MiHM | TUNY - 3MiHK 3 AKOCTI. peyenmy
nacTuok y 6nictepi; no TIOXAPET TIOXAPET A.LL. [oTOBWIA Nnikapcbkuii 3aci6. KoHTponb
10 nactunok y 6nictepi; A.LLL. roTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHK)
no 1, no 2 aéo no 3 OHOBJ/IEHHS BXE 3aTBEPKEHUX METOLIB
6nicTepy B KAPTOHHii KOHTPOJIO0 SIKOCTI Nlikapcbkoro 3acoby, a
ynakoBLi came: BUKNAAEHHS TEKCTY AEePXKaBHOK
MOBOHO 3TiJHO Cy4acHUX BUMOT
16. | ACNAPKAM rpaHynu (cybctaHuis) y MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHmx - UA/15222/01/01
noaBiliHMX "XIMPAPM3A "XIMGAPM3ABO mMaTtepianis: 3miHu | TNy -
nonieTuIeHoBMX nNakeTax BO/A [ "4HEPBOHA AAMiIHICTpaTUBHI 3MiHW. 3MiHa
Ons dpapmaueBTUYHOro "YEPBOHA 3IPKA" HaliMeHyBaHHs Ta/abo agpecu 3asBHMKa
3acTocyBaHHs 3IPKA" (BnacHvKa peecTpauiiiHoro NocBigYeHHs).
3mMiHa Ha3BM Ta agpecu 3asBHUKA. 3MiHN |
TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
(BkNtOUaKoUM, 3a HeobXigHOCTI, Micue
NpoBeAEeHHS KOHTPO/IO AKOCTI), abo
BNlacHUKa mactep-haiina Ha Adl, abo
noctavasnbHuka Ad®Il/BuxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuid 3acib) 3a BifACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI EBpONENChbkili
chapmakonei y 3aTBepfkeHoMy AoCbe, a6o
BUPOBGHMKa HOBOI LONMOMiXHOI pEYOBUHYU
(AKLLLO 3a3HaYeHO Y A0CbE). 3MiHa Ha3BuU
Ta agpecu BUpobHuka. BupobHuua
OinbHUUSA Ta yci BUPOGHMYI onepadi
3a/IMLIAKTHCSA HE3MIHHUMMU.
17. | ATEPOKAPQL | Tabnetku, BKpUTI AT YkpaiHa AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaviiHmx 3a UA/3926/01/01
nNiBKOBOK 060/1I0HKOID, MO "KNIBCbKN BITAMIHHW MaTtepianis: 3miHu | TNy - peyernmom
75 wr, no 10 TabneTtok y BITAMIHHW 3ABOL" AZMIHICTpaTVBHI 3MiHW. 3MiHa
6nicTepi; no 1, 3, 4 abo 7 3ABOL"

6nicTepiB y nauui

HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHA Aisi/IbHOCTI BUPOOHUKA
(BK/THOYAKOUM, 32 HEOOXIAHOCTI, MicLe
NpPOBELEHHS KOHTPOJIHO SKOCTI), 260
B/lacHWKa mMacTep-ghaiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPOGHULTBI ADI (SKLW,0 3a3Ha4YeHo y
[0CbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBiAHOCTI EBpoNenchkiii

chapmakonei y 3aTBepAXeHOMy [0CkE, a60
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BVPOGHMKA HOBOI JOMOMiXKHOI Pe4YOBUHU
(AKLL0 3a3HAYEHO0 Y A0CbE) -3MiHa Ha3BU
BMpO6HMKa API. MicLe3HaxomKeHHs
BMPOGHMKA, BUPOOHMYA AiNbHMLSA Ta YCi
BMPOGHMYI onepadii 3auwatTbes
He3MiHHUMK. [litoya pegakuis: Ind-Swift
Laboratories Limited, India. MponoHoBaHa
pefakuis:
Synthimed Labs Private Limited, India
18. | AULU® 100 MOPOLLIOK A1 OpasIbHOro CaHpos CnoBeHis TecTyBaHHS, HimeuunHa/ BHECEHHS 3MiH A0 peecTpaviiiHmx 6e3 UA/2030/02/01
po3uurHy no 100 wmr; dapmacbloTika nakyBaHHsl, BunycKk | LlBeiiuapis mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peuenma
no 3 r NOpPOLLKY y n3 a.a. cepii [oTOBWIA Nikapcbkuii 3aci6. KoHTpob
nakeTuKy; no 20 nakeTukis Cantotac ®apma roTOBOrO /liKapCbKoro 3acoby. 3miHa
Y KapTOHHili kopobLi 'M6X, HimeuuunHa; napameTpiB cneuudikauii Ta/abo
Brpo6HMUTBO in [0NyCTUMUX MEX rOTOBOTO NiKapCbKOro
bulk, TecTyBaHHs, 3aco0y (iHwWi 3MiHK) - 3MiHa YacToTK
nakyBaHHs BUNpo6yBaHHA napameTpy Cneumndikawi
Ninpodhapm Mm6X, 'N3 «MikpobionoriyHa ynctoTa» npu
HimeuunHa; BUWMYCKY Cepil i3 «He PyTUHHWIA TeCT;
3amM60H KOHTPONIETLCA NPUBIN3HO KOXHa 10-Ta
Csit3enang N14, cepisi» Ha «He PYTUHHUIA TecT,
LLiBefiuapis KOHTPO/IOETLCA NPUGN3HO KOXHA 5-Ta
cepisi, asie He pigwe 1 pas Ha pik».
19. | ALULU® 200 MOPOLLOK A/19 OPa/ILHOTO CaHpo3 CnoBeHis TecTyBaHHA, Himeuunna/ BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/2031/02/01
po34urHy no 200 wmr; PapmacboTika nakyBaHHs, BunycKk | LUBeiiuapis mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peuyenma
no 3 r NOPOLLKY y n3 a.n. cepii [oTOBWI1 Nnikapcbkuii 3aci6. KoHTpob
nakeTuky; no 20 nakeTukis Cantotac ®apma roTOBOro MikapCcbKoro 3acoby. 3miHa
Y KapTOHHiIli kopobui v6X, HimeuuunHa; napameTpiB cneuudikauii Ta/abo
Bnpo6HMLTBO in [L0MYyCTUMMX MEX roTOBOTrO NiKapCbKoro
bulk, TecTyBaHHs, 3aco6y (iHWi 3MiHK) - 3MiHa YacToTn
nakyBaHHs BMNpobyBaHHA napameTpy Cneuudikadii
Ninpodapm MbX, N3 «MikpobionoriyHa yncTota» npu
HimeuunHa; BUMYCKY Cepil i3 «He PyTUHHWIA TecT;
3am60H KOHTPO/IOETLCA NPMBIN3HO KoXHa 10-Ta
Ceit3enaHp /114, cepisi» Ha «He PYTUHHWIA TEeCT;
LLisefiuapis KOHTPO/IOETLCA NPUBAN3HO KOXHA 5-Ta
cepis, asie He pigue 1 pas Ha pik».
20. | BEKCEPO cycneHsist ans iH'ekuii no nakcoCmiTKn Benvka nakcoCmiTKnaiiH ITanis BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/19683/01/01
BAKLUMHA 1 posi (0,5 mn/gosy); no 1 AnH ExkcnopT BputaHis Bakuuuun C.P.J1. MaTtepianis: 3miHu | TMny - peuyenmom
Anda no3si (0,5 mn)y NimiTen AIMIHICTpaTVBHI 3MiHW. 3MiHa
MPO®INTIAKT nonepeaHLo HaliMeHyBaHHA Ta/abo afpecy 3asBHMKa
NKN HaNoOBHEHOMY LUNPWL; N0 (BNacHvKa peecTpauiniHoro NoCBiAYEHHS) -
MEHIHITOKOK | 1 nonepefgHbo 3MiHa agpecu 3asBHUKA (BNacHuKa
oBOI HanoBHEHOMY LLNPULLY Y peecTpauiiHoro NocBifYeHHs)
IHDEKLJ, KOMM/IEKTi 3 IBOMA
o rofikamv B N1acTMKoBoMy
BUKNNKAET KOHTeliHepi; no 1
bCA naacTUKOBOMY
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
CEPOIPYMNO | KOHTelHepy y KapTOHHIi
0B KopooLi
(BUrOTOBNE
HA 3A
PEKOMBIHA
HTHOIO AHK
TEXHONOrIE
I‘O!
A COPBOBA
HA)
21. | BETAK TabneTku, BKPUTI Mepokemi Kinp BMPOBHULTBO 3a Kinp/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/7563/01/01
N1iBKOBOK 060/I0HKOLO, MO nTa MOBHUM LMK/TOM: B’eTHam marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenmom

20 mr; no 10 TabneTtok y
6nictepi; no 3 6nictepn y
KapTOHHI Kopobui

Megokemi NTA
(UeHTpanbHuii
3asog), Kinp

BMPOBHULTBO,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs:
Mepokewmi (Pa IcT)
n1a., B'eTHam

[oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BUPOGHMUTBI. 3amiHa abo BBeLEeHHS
[0[AaTKOBOI Ai/TbHUL BUPOGHMLTBA ANS
4acTuHKM abo BCbOrO BUPOOHNYOTO
npoLiecy roToBOro /likapCbKoro 3acoby
(AiNbHUUSA ANA BTOPUHHOIO NakyBaHHS)
BBE/JEHHS AOAATKOBOI Ai/TbHUL
BUpo6HMUTBa Mepokemi (Pa IcT)
Nta./Medochemie (Far East) Ltd., Homep
40 CrpiT 6 B’eTHam CiHranyp IHgacTpian
Mapk 11, BiH QyoHr IHaacTpi CboBic Yp6aH
Komnnekc, Xoa ®y Yopg, Yy Aay Mot CiTi,
B’etHam/ No 40 Street 6 Vietnam
Singapore Industrial Park 1l, Binh Duong
Industry Service Urban Complex, Hoa Phu
ward, Thu Dau Mot City, Viet Nam,
BiiNOBIAANbHOI 33 BTOPMHHE NakKyBaHHS
(nvwe pns posysaHHA 20 Mr). 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo
BBEJEHHS 4OAATKOBOI Ai/TbHUL
BMPOBHMLTBA 151 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLiecy rotToBoro
nikapcbKoro 3acoby (AiNbHULA, Ha AKil
NpPoOBOAATLCA ByAb-sKi BUPOGHMYI cTagil,
3a BUHATKOM BUMYCKY Cepili, KOHTPO/IIO
AIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO
nakyBaHHS, 415 HECTEPUSIbHUX NIKaPCbKUX
3ac06iB) BBeLleHHS [0AaTKOBOT Ai/TbHULL
BMpo6HMUTBa Megokemi (Pa IcT)
Nta./Medochemie (Far East) Ltd., Homep
40 CrpiT 6 B'’eTHam CiHranyp IHgacTpian
Mapk 11, BiH AlyoHr IHaacTpi Cbosic YpbaH
Komnnekc, Xoa @y Yopg, Uy Aay Mot CirTi,
B’eTHam/ No 40 Street 6 Vietnam
Singapore Industrial Park I, Binh Duong
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Industry Service Urban Complex, Hoa Phu
ward, Thu Dau Mot City, Viet Nam,
BiANOBIA&UIbHOI 3a BUPOGHMLTBO rOTOBOIO
nikapcbKoro 3acoby (e Ans A03yBaHHSA
20 mr). 3miHu | TMNYy - 3MiHK 3 AKOCTI.
FOTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULTBA 415
4acTUHM ab0 BCbOro BUPOBHMYOTO
npoLiecy roToBOro /1ikapCbKoro 3acoby
(8iNbHULA 4N NEPBUHHOIO NakyBaHHS)
BBEEHHSA A0AATKOBOT AiNIbHUL
BMpO6HMLTBA Megokemi (Pa IcT)
Nta./Medochemie (Far East) Ltd., Homep
40 CtpiT 6 B'’eTHam CiHranyp IHgacTpian
Mapk Il, BiH AyoHr IHaacTpi CboBic YpbaH
Komnneke, Xoa ®y Yopg, Yy fay Mot Ciri,
B’etHam/ No 40 Street 6 Vietnam
Singapore Industrial Park Il, Binh Duong
Industry Service Urban Complex, Hoa Phu
ward, Thu Dau Mot City, Viet Nam,
BiiNOBIAa/IbHOT 3@ NEPBUHHE NaKyBaHHS
(nvwe ana nosysaHHsa 20 Mmr).

22,

BIHOKPUT®

pO34nH ANa iH'ekuiid, 16,8
mkr/mn no 0,5 mn (1000
MO) a6o no 1 mn (2000
MO) po3uuHy ans iH'ekujn
B nonepegHLo
3anoBHEHOMY,
rpagyiosaHoMy LUNpUL,
OCHalLLieHOMY MOpLUHEM,
iH'EKLLIIHOIO TO/TKOMD,
KOBMA4ykoM Ta 3axXUCHUM
NPUCTPOEM ANS
3anobiraHHs
MOLLKOPKEHHIO rO/IKO0
nicns 3acTtocyBaHHs, abo
6e3 HbOro; Mo 3 wnpuua y
KOHTYPHI 6ricTepHii
YMaKoBLi; MO 2 KOHTYpHI
6nicTepHi ynakoBkn y
KapTOHHI Kopobui

CaHpo3 M'meX

AscTpis

BiAnoBigaNbHWI 3a
BMPOGHMLTBO,
nakyBaHHs1,
KOHTPONb cepii: Al
[i Ti Bionorika
'M6X, HimeuuunHa,;
BiAnoBigaNbHWI 3a
BUWMYCK Cepii:
CaHpo3 'm6X -
BN Wadptenay,
ABCTpis

Himeuuunna/
ABcTpist

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOT ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTakKTHI
[AaHi) Ta/abo 3MiHV y pO3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
[itoua pepakuis: CebacTbsiH XOpH, JOKTOP
MeanyHuX Hayk / Sebastian Horn, M.D.,
Ph.D. NponoHoBaHa pegakuis: Juergen
Maares / FOpreH Maapec. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOi 0cobm
3a8BHMKA, BiANOBIA&IbLHOI 38

3a
peyernmom

UA/12383/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakoHarnsg. 3MiHa KOHTakTHOT 0co6u
3asBHVIKa, BigNOBiAaIbHOT 38
hapmakoHarnag B Ykpaini. fitoua
pegpakuis: BaweHko Biktopis CepriiBHa /
Vashchenko Viktoria, M.D.
MponoHoBaHa pegakuis: TaHacoBa
3opsiHa MukonaiBHa. 3mMiHa KOHTaKTHUX
[JaHUX KOHTaKTHOI 0COBM 3asBHUKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg, s
YkpaiHi. 3MiHa MiCLLe3Hax0MKeHHS
macTep-haiina cuctemu papmakoHarnsgy
Ta loro Homepa. 3miHa MicLs 34jACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.

23.

BIHOKPUT®

pO34uH AN iH'eKUiid, 84
Mkr/mn no 0,8 mn (8000
MO) a6o 1 mn (10000 MO)
PO34nHY ON15 iH KL B
nonepeaHL0
3anoBHEHOMY,
rpagyiioBaHomy LINpuLj,
OCHaLLEHOMY MOPLUHEM,
iH'EKLiAHOIO TOJIKOH,
KOBMaYKOM Ta 3aXUCHUM
NPUCTPOEM ANS
3anobiraHHs
NOLLUKOKEHHIO TOJIKO0
nicns 3acTocyBaHHs, abo
6e3 Hboro; Mo 1 wnpuuy y
KOHTYPHIl1 61icTepHiiA
ynakoBL; N0 1 KOHTYpPHIi
6nicTepHili ynakoBuj y
KapTOHHIlA Kopobui; no 0,4
M1 (4000 MO), a6o 0,6 mn
(6000 MO), a6o no 0,8 mn
(8000 MO), a6o 1 mn
(10000 MO) po3suunHy ans
iH’EKUil B NnonepeaHbo
3anoBHEHOMY,
rpagyioBaHoMy LUNPUL,
OCHalLLieHOMY MOpLUHEM,
iH'EKLLIIHOIO TO/TKOMD,
KOBMaYKOM Ta 3aXUCHUM
NPUCTPOEM ANS
3anobiraHHs
NOLUKOKEHHIO TOJIKOK0
nicns 3acTtocyBaHHs, abo
6e3 HbOro; Mo 3 wnpuuay
KOHTYPHIn 6ricTepHii

CaHpo3 M'm6X

ABCTpIs

BiAnoBiaanbHMii 3a
BMPOGHMLITBO,
nakyBaHHs,
KOHTpOb cepii: Al
[i Ti Bionorika
mM6X, HimeuunHa;
BiAnoBiganbHMiA 3a
BUWMYCK Cepii:
CaHpo3 'm6X -
BN WadpteHay,
ABCTpis

Himeuuunna/
AscTpis

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasilbHeHUX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHnx Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobu, BignoBiganbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anas
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBiganNbHOI 3a 34iCHEHHS
thapmakoHarnagy (BK/o4akum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: CebactbsiH XOpH, JOKTOP
Meau4yHKX Hayk / Sebastian Horn, M.D.,
Ph.D. NponoHoBaHa pefakuis: Juergen
Maares / fOpreH Maapec. 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAabHOT 3a
thapMakoHarnsg. 3mMiHa KOHTaKkTHOI 0co6u
3as1BHVIKa, BignoBigabHOT 3a
hapmakoHarnag B Ykpaini. [itova
pepakuis: BaweHko Biktopis CepriiBHa /
Vashchenko Viktoria, M.D.
MponoHoBaHa pefakuis: TaHacoBa
3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0COOM 3asBHUKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi. 3mMiHa MicLie3Hax0MKeHHS

3a
peyenmom

UA/12383/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
YMaKoBLi; MO 2 KOHTYpHI macTep-haiina cuctemn hapmakoHarnsgy
6nicTepHi ynakoBku B Ta ioro Homepa. 3MmiHa Micus 34iiCHeHHS
KapTOHHI KOpo6Li OCHOBHOI fiSi/IbHOCTI 3 (hapmakoHarnagy.
24. | BIHOKPUT® pO34MH A4 iH'ekuiid, 336 CaHpo3 F'M6X ABcTpis BiAnoBigasibHWii 3a | HimeuunHa/ BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/12383/01/03
Mkr/mn no 0,5 mn (20000 BMPOBHULTBO, ABCTpist mMatepianis: 3miHu | TMNY - 3MiHK LWLOA0 peyenmom
MO) a6o no 0,75 mn nakyBaHHs, 6e3nekn/eeKTNBHOCTI Ta
(30000 MO), a6o no 1 mn KOHTpO/b cepii: Al hapmakoHarnsgy. BeegeHHs abo 3miHu
(40000 MO) po3uunHy ons [i Ti Bionorika [0 y3aras/ibHeHUX faHnx Npo cuctemy
iH'EKUil B nonepeaHbo vm6X, HimeuunHa; hapmakoHarnsagy (BBefeHHs
3anoBHEHOMY, BiANOBIAaIbHUI 38 y3aras/ibHeHUX JaHnx Npo cucTemy
rpagyiioBaHomy LINpuLj, BUMYCK cepii: thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
OCHaLLEeHOMY MOPLUHEM, CaHpo3s 'mbX - ocobu, BignoBigasibHOT 3a 34iICHEHHS
iH’EKLLIIHOIO TOJIKOMO, Bl Wadptenay, hapmakoHarnsgy; KOHTakTHoi ocobu 3
KOBMAaYKOM Ta 3aXUCHUM ABCTpIf thapmakoHarnsgy 3asBHuka ans
NPUCTPOEM ANA 3[jiicHeHHs hapmakoHarnsagy B YkpaiHi,
3anobiraHHs AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
MOLUKOXXEHHIO TOJIKOO ocobu, BignoBifasibHOT 3a 3AiCHEHHSI
nicns 3acTocyBaHHs, abo hapmakoHarnsay (Bkio4aroum KOHTaKTHI
6e3 Hboro; no 1 a6o no 3 [aHi) Ta/abo 3MiHV y pOo3MiLLEeHHi MacTep-
nonepegHbLO 3anoBHEHUX (paiina cuctemu chapmakoHarnsgy). 3MiHa
LnNpuLa y KOHTYpPHIi YNOBHOB&XeHOT 0CO6M 3as1BHMKA,
6nicTepHili ynakosui; no 1 BiANOBIAa/IbHOI 32 hapmakoHarnsg,.
(1 wnpuy y KoXHi) abo no [Litova pepakuin: CebacTbsH XOpH, AOKTOP
2 (3 wnpurua y KoxHil) MeanyHuX Hayk / Sebastian Horn, M.D.,
KOHTYPHI 6nicTepHi Ph.D. NponoHoBaHa pefakuis: Juergen
YMaKoBKU B KAPTOHHIl Maares / FOpreH Maapec. 3miHa
KOpo6Li KOHTaKTHUX [aHnX YyNOBHOBaXeHOi 0cobu
3as1BHVIKa, BignoBigabHOT 3a
thapmakoHarnsag. 3mMiHa KOHTaKkTHOT 0co6u
3a8BHVKa, BiANOBIA&IbHOI 3a
hapmakoHarnsg B Ykpaini. fitoua
pefakuis: BaweHko BikTopia CepriiHa /
Vashchenko Viktoria, M.D.
MponoHoBaHa pepakuis: TaHacoBa
3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0CO6M 3asBHYKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YKpaiHi. 3MiHa MicLle3HaxX0MKEHHS
mMacTep-ghaiina cuctemmn thapmakoHarnsgy
Ta /ioro Homepa. 3miHa Micus 34iiCHeHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsay.
25. | BPOMIEKCW | Tabnetkn no 8 mr; no 10 TOBAPUCTB YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4O peecTpavLiiHnx 6e3 nionsieae UA/7336/01/01
H-300POB'AA | TabneTok y 6nicTepi; no 2 03 06MexeHo mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peuyenma
ab6o no 5 6nictepiB y OBMEXEHO BiANoBiAa/IbHICTIO 6e3nekn/edpekTBHOCTI Ta
KapTOHHI/ Kopobui; no 20 0 "®apmaueBTnyHa hapmakoHarnsagy. 3miHa y KopoTkili
Tabnetok y 6nictepi; no 1 BIANOBIAAN KOMnaHis XapakTepucTuLi nikapcbkoro 3acoby,
6nicTepy y KapTOHHii bHICTHO "3p0poB'a” TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
Kopobui; no 20 Tabnetoky | «KOPMOPALII MeAMYHOro 3acTocyBaHHA Ha nigcTasi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nictepax

A
«3[00POB’A»

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHs /liKapCbKOro
3acoby B micnsipeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLiHKN 3BIiTY 3 AOCNIMKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimkenb (PIP) (iHwi
3MiHW) - 3MiHV BHECEHO A0 [HCTpYKUii ans
MeLMYHOro 3aCTOCYBaHHA NMiKapCbKOro
3aco6y Ao po3ginis "MpoTunokasaHHs",
"Oco611MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHsA rpyaar”, "3aatHicTe BnvBaTtm
Ha LWBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOPTOM ab60 iHWKMK
mexaHismamu", "Mo6iuHi peakwyii"
BiANOBIAHO 4,0 OHOBMEHOT iHChopMaLii 3
6e3nekn 3acTocyBaHHs Ail040i PEHOBUHN.
TepMmiH BBeA,€HHS 3MiH - NPOTArom 6
MicALiB Nic/a 3aTBepPAKEHHS.

26.

BANNTAPOKC

TabneTkn, BKPUTI
nniBKOBOK 060/10HKOD, 10
mr/80 mr; no 10 TabneTtok
y 6nicTepi; no 3 a6o no 9
6nicTepiB y Kopobui

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPWHHE
nakyBaHHs1,
KOHTPO/Ib Ta
BUNYCK cepil:
KPKA, a.4., HoBo
mecTo, CnoBeHis;
KOHTPO/Ib cepil:
KPKA, a.4., HoBo
mecTo, CroBeHist

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLinHux
matepianis: 3minu Il Tvny - 3miHn Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeJMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMMW JaHVWMM 3 KOCTi, AOK/iHIYHUMMU,
KNIHIYHUMW faHVMU Ta faHuMK 3
hapmakoHarnsgy. 3MiHu BHECEHO [0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis:
"B3aemogis 3 iHWMMW fliKkapCbKuMu
3acob6amu Ta iHWi BUAM B3aeEMogjin" Ta
"3acTocyBaHHSA y nepiof BariTHoCTi abo
rofyBaHHs rpyaar”. BeegeHHs smiH
NpoTArom 6-Tm MicALIB micns
3aTBEPAXKEHHS

3a
peyernmom

He
nionsieae

UA/16269/01/01

27.

BANNTAPOKC

TabneTkn, BKPUTI
nNiBKOBOK 060/10HKOD, 20
mr/80 mr; no 10 TabneTtok
y 6nicTepi; no 3 a6o no 9
6nicTepiB y Kopobui

KPKA, a.4.,
HoBo mecto

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNYCK cepil:
KPKA, 4.4., HoBo
mMecTto, CroBeHis;
KOHTPO/Ib cepil:
KPKA, a.4., HoBo

CnoBeHisi

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu Il Tuny - 3mMiHn Woa0
6e3nekn/edpeKkTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuL,i NikapcbKoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBMMM A@HUMW 3 SKOCTI, AOKNIHIYHUMN,
KNIHIYHVMW faHVMKU Ta JaHUMK 3
hapmakoHarnsgy. 3MiHM BHECEHO 0

3a
peuyerimom

He
nionsieae

UA/16269/01/02




Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
mecTo, CroBeHist IHCTPYKUIT 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis:
"B3aemogis 3 iHWMMK SliKapCbKuMu
3acob6amu Ta iHWi B1UAM B3aeEMogjin” Ta
"3acTocyBaHHs y nepios BariTHOCTi abo
roflyBaHHs rpyaar”. BeegeHHs smiH
NpoTArom 6-Tm MicALIB micns
3aTBEPAXKEHHSA
28. | BAIAPOKC TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLinHnx 3a He UA/16269/01/03
niBKOBOK 060/10HKOMD, 10 HoBo mecTo bulk", nepBuHHe matepianis: 3minu Il Tvny - 3miHn Woao peyenmom nionsizae
Mr/160 mr; no 10 TabneTok Ta BTOPUHHE 6e3nekn/edeKkTBHOCTI Ta
y 6nicTepi; no 3 a6o no 9 nakyBaHHs, hapmakoHarnsagy. 3mMiHu y KopoTkili
6nicTepiB y Kopobui KOHTPO/Ib Ta XapakTepucTuLi nikapcbkoro 3acoby,
BUNYCK cepil: TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
KPKA, a.4., HoBo MeAUYHOro 3aCTOCyBaHHS y 3B'A3KY i3
mecTo, CnoBeHis; HOBUMMW JaHVUMM 3 AKOCTi, JOK/iIHIYHUMMU,
KOHTPO/Ib cepil: KNIHIYHUMW faHVMU Ta faHuMK 3
KPKA, a.4., HoBo hapmakoHarnsgy. 3MiHu BHECEHO [0
mecTo, CrioBeHist IHCTPYKUIT 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis:
"B3aemogis 3 iHWMMW fliKkapCbKuMu
3acob6amu Ta iHWi BUAM B3aeEMogjin" Ta
"3acTocyBaHHSA y nepiof BariTHoCcTi abo
rofyBaHHs rpyaar”. BeegeHHs smid
NpoTArom 6-Tm MicALIB micns
3aTBEPAXKEHHS
29. | BAIAPOKC TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpavinHux 3a He UA/16269/01/04
NiBKOBOK 060/10HKOK, 20 HoBo mecTo bulk", nepsrHHe marepianis: 3miHu Il Tuny - 3mMiHn Woa0 peyenmom niosnsieae
Mr/160 mr; no 10 TabneTok Ta BTOPUHHE 6e3nekn/edpekTMBHOCTI Ta
y 6nicTepi; no 3 a6o no 9 nakyBaHHs, hapmakoHarnsagy. 3mMiHu y KopoTkili
6nicTepiB y KopoobLi KOHTPO/b Ta XapakTepucTuLi nikapcbkoro 3acoby,
BUNYCK cepil: TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
KPKA, a.4., HoBo MeAUYHOro 3aCTOCyBaHHS y 3B'A3KY i3
mecTo, CnoBeHis; HOBVMMM A@HUMW 3 SKOCTI, AOKNIHIYHUMN,
KOHTPO/Ib cepil: KNIHIYHVMW faHUMKU Ta faHuMK 3
KPKA, 4.4., HoBo hapmakoHarnsgy. 3MiHu BHECEHO [0
mecTo, CroBeHis IHCTPYKUIT 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3ainis:
"B3aemogis 3 iHWMMW fliKkapCbKuMu
3acob6amu Ta iHWi BUAM B3aeEMojin" Ta
"3acTocyBaHHSA y nepiof BariTHoOCTi abo
rofyBaHHs rpyaar”. BeegeHHs smiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
30. | BEHOM/IAHT | TabneTku 3 BigCTPOYEHNM [p. Binbmap HimeuunH [p. Binbmap HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/8371/01/01
BUBINbHEHHAM, Nno 20 LLiBa6e Mv6X i a LLisabe M'm6X i Ko. mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peuenma
Tabnetok y 6nictepi; no 1 Ko. KI KI 6e3nekn/edpeKTBHOCTI Ta

6/1icTepy y KapTOHHIl

hapmakoHarisgy (iHwi 3MiHn). 3MiHK
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Kopobui; no 25 TabneTok y BHeceHo y n. 17. IHLWE TekcTy
6nictepi; no 2 6nictepn y MapKyBaHHS BTOPMHHOT YNakoBKu
KapTOHHIlA KOpO6L NiKapcbKOoro 3acoby LWoA0 BUTYYEHHS

norotuny Ta iHchopmadii npo
€CK/II03UBHOr0 NpecTaBHuKa B YKpaiHi.

31. | BEP3EHIO TabneTkun, BKpUTI Eni Ninni Higepnax nepBrHHa Ta Icnanis/ BHECEHHS 3MiH 0 peecTpaLinHux 3a He UA/20387/01/01
NNiBKOBOK 060/IOHKO0 MO HenepneHg an BTOPUHHA CWA marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom nionsieae
50 wmr; no 14 TabneTtok y B.B. ynakoBKa, 6e3nekn/edeKkTBHOCTI Ta
6nicTepi, no 2 6nictepn 'y KOHTPO/Ib SIKOCTI, thapmakoHarnagy (iHwi 3MiH1) 3MiHu
KapTOHHI navu,i BUNycK cepii: Ninni BHECEHO A0 IHCTPYKLiT 4718 MeguyHOro

C.A., IcnaHisi; 3acTOCyBaHHS NikapcbKoro 3acoby Ao

BVPOGHMLTBO po3ginis "MNo6iyHi peakuii" BiANOBIAHO 8O
roTOBOI NiKapCchbKoi OHOBJIEHOI iHGhopMaLii 3 6e3nekn
hopMU, KOHTPO/b 3acTOCyBaHHSA NikapcbKoro 3acoby. 3miHu |
akocTi: Jlinni gens TMNy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Kapi6e IHk., CLUA Ta cpapmakoHarnsgy. 3miHa y KopoTkili

XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3yfibTaT OUiHK/ 3BIiTy 3 AOC/IIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHN BHECEHO
[0 IHCTPYKLUiT ANna MeAn4HOoro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao
po3gainis “lNo6ivHi peakuii" BigNOBIAHO 8O
pekomeHpauii PRAC. 3MiHun Il Tuny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
MeAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMU JaHWMK 3 AKOCTI, SOK/iIHIYHUMU,
KMIHIYHMUY JaHMMW Ta JaHUMK 3
thapmakoHarnsgy 3mMiHu BHECEHO 0
HCTPYKLUT ANA MeAMYHOro 3aCTOCyBaHHSA
nNiKapcbKoro 3acoby fo po3ainis
"®apmakoorivyHi B1acTmBocTi”,
"Oco61mBOCTI 3acTocyBaHHA" (Nigpo3ain
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaat), "Cnocié
3aCTOCYyBaHHA Ta A031" (YTOUHEHHS
pejakuiiHoro xapakrepy y nigposgini
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

"[iTn") BignoBigHO A0 MaTepianis
peecTpaLiiHoro Aochbe.

32. | BEP3EHIO TabneTkun, BKpUTI Eni Ninni Higepnax nepBuHHa Ta Icnanis/ BHECEHHS 3MiH 0 peecTpaLinHux 3a He UA/20387/01/02
NNiBKOBOK 060/I0HKO0 MO HenepneHng an BTOPUHHA CLWA marepianis: 3miHu | Tuny - 3mMiHu Woao peyenmom nionsieae
100 wmr; no 14 TabneTok y B.B. ynakoBKa, 6e3nekn/edeKkTMBHOCTI Ta
6nicTepi, no 2 6nictepn 'y KOHTPO/Ib SIKOCTI, hapmakoHarnagy (iHwi 3mMiHn). 3MiHun
KapTOHHI navu,i BUNycK cepii: Ninni BHECEHO A0 IHCTPYKLiT 4719 MeguyHOro

C.A,, IcnaHisi; 3acTOCyBaHHS NikapcbKoro 3acoby Ao

BVMPOGHMLTBO po3ginis "MNo6iyHi peakuii" BiANOBIAHO JO
roTOBOI NiKapCbKoi OHOBJIEHOI iHChopMaLii 3 6e3nekn
hopMU, KOHTPO/b 3acTOoCyBaHHSA NikapcbKoro 3acoby. 3miHu |
akocTi: Jlinni genb TMny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Kapi6e IHk., CLUA Ta cpapmakoHarnsgy. 3miHa y KopoTkili

XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3yfibTaT OUiHK/ 3BIiTy 3 AOC/IIKEHb,
npoBefeHnX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHu
BHECEHO [0 IHCTPYKLIi A1s MeanyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao
po3gainis “lNo6ivHi peakuii" BigNOBIAHO 8O
pekomeHpauii PRAC. 3MiHun Il Tuny -
3MiHN Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeANYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMU JaHVMK 3 AKOCTI, SOK/iIHIYHUMU,
KMIHIYHMUY JaHMMW Ta JaHUMK 3
hapmakoHarnsgy. 3MiHM BHECEHO [0
HCTPYKLUIT ANA MeAMYHOro 3aCTOCyBaHHSA
nNiKapcbKoro 3acoby o po3ainis
"®apmakoorivyHi B1acTmBocTi”,
"Oco61mBOCTI 3acTocyBaHHA" (Nigpo3ain
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar), "Cnocié
3aCTOCyBaHHA Ta A031" (YTOUHEHHS
pejakuiiHoro xapakrepy y nigpo3gini
"[iTn") BignoBigHO A0 MaTepianis
peecTpauiiHoro Aocbe.

33. | BEP3EHIO TabneTkun, BKpUTI Eni Ninni Higepnax nepBrHHa Ta Icnanis BHECEHHS 3MiH 0 peecTpaLiinHnx 3a He UA/20387/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

N/1iBKOBOK 06GOJIOHKOK MO
150 wmr; no 14 TabneTok y
6nictepi, no 2 6nictepn y
KapTOHHI navu,i

HepepneHg
B.B.

an

BTOPVIHHA
ynakoBka,
KOHTPO/Ib SIKOCTI,
BUNycK cepii: Nlinni
C.A., IcnaHis;
BVMPOGHNLTBO
roTOBOI NiKapCbKoi
dhopMU, KOHTPO/b
aKocTi: linni genb
Kapi6e IHk., CLUA

/CLA

marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu). 3miHun
BHECEHO [0 IHCTPYKLIi 415 MeAYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby Ao
po3ginis "MNo6iyHi peakuii" BiANOBIAHO [0
OHOBJIEHOI iHhopMaLii 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby. 3mMiHu |
TMNYy - 3MiHK LWOAo 6e3nekn/edeKTUBHOCTI
Ta cpapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCcyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3ynbTaT OUiHK/ 3BIiTy 3 AOC/IIKEHb,
npoBefeHnX BiANOBIAHO A0 NiaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm). 3MiHu
BHECEHO [0 IHCTPYKLIi 413 MefnMyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
po3gainis "lNo6iyHi peakuii" BiANOBIAHO 8O
pekomeHpauiii PRAC. 3MiHun Il Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEAMNYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMU JaHVMU 3 AKOCTi, SOK/iIHIYHUMU,
KMIHIYHUMUN JaHUMK Ta JaHUMK 3
hapmakoHarnsgy. 3MiHU BHECEHO [0
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby o po3gainis
"®apmakonorivyHi B1acTmBocTi”,
"OcobnmBOCTI 3acTocyBaHHA" (Nigpo3ain
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar), "Cnocié
3aCTOCyBaHHA Ta 031" (YTOUHEHHS
pefakLiiiHoro xapakTepy y nigpo3saini
"[iTn") BignoBigHO A0 MaTepianis
peecTpauiiHoro Aochbe.

peyerimom

nionsieae

34.

BIAICIK

renb o4Hnii 0,2 % no 10 r
y Ty6i; no 1 Ty6i B
KapTOHHIlA KOpooLi

TOB «BAYL
XEJIC»

Ykpaina

Ap. Tepxapg,
MaHH XeMm.-chapm.
Pabpuk MTM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3mMiHu Woao
6e3nekn/edekTBHOCTI Ta
hapmakoHarsgy. BeegeHHs abo 3miHu

6e3
peyenma

UA/8536/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
[0 y3arasibHeHUX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifanbHOT 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAabHOI 3a thapMakoHarnsg,
[itoua pepakuis: bapmiHa NaHHa
OnekcaHgpiBHa. MNponoHoBaHa peaakLis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVIKa, BigNOBiAaIbHOT 38
hapmakoHarang,.

35. | BIBKbIO pO34MH ANa iH'ekuiid, 120 HoBapTic LBeiiuapi BUWMYCK Cepiii: Benebrisi/ BHECEHHS 3MiH 0 peecTpaviiHmx 3a UA/18833/01/01
mr/mn; no 0,23 mny OBepci3 A AnkoH-Kyspbop, IcnaHis/ mMartepianis: 3miHu | TNy - peyenmom
donakoHi; no 1 dpnakoHy B IHBECTMEHTC Benbris CnoseHis/ AAMIHICTpaTVBHI 3MiHW. 3MiHa
KOMM/IEKTI 3 FOJIKOH0 Al Bunyck cepiii: LlBeiiuapis HalilmeHyBaHHs Ta/abo agpecy Micud
PiNbTPyBasIbHOK B Hosapric NpoOBaPKEHHS Ais/IbHOCTI BUPOOHUKA
KOpOO6Li 3 KapTOHY dapmacboTyika, (Bkntovarouy, 3a HeobXigHOCTI, Micue

C.A., IcnaHis NpoBeLEeHHS KOHTPO/TIO SIKOCTI), 260
Bunyck cepii, B/lacHWKa mMacTep-thaiina Ha A®l, abo
BTOPWHHE noctavanbHuka A®l/BuxigHoro
nakyBaHHs: marepiany/peareHTy/npoMikHOro
Nexk NPOAYKTY, L0 3aCTOCOBYIOTHLCA Y
PapmacboThKanc BMPO6HMLTBI API (AKLLO 3a3HaYEHO Y
n.4., CnoeeHis [OCbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI
BUPOGHMLTBO cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
roTOBOro hapmMakonei y 3aTBepKeHOMY 40CkE, ab0
nikapcbkoro BVPOGHMKA HOBOI JOMOMiXKHOI Pe4YOBUHM
3acoby, (AKWo 3a3Ha4veHo y focbe) KomnaHis
BK/IOYAKOUN

KOHTPO/Tb AKOCTI,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs:
HosapTic ®apma
LTeln Al,
LlBeiiuapis
KOHTPO/Tb SKOCTI:
HosaprTic ®apma

Sandoz GmbH 3miHi0€ Ha3By OpUANYHOT
ocobu Ha Novartis Pharmaceutical
Manufacturing GmbH. Micue3HaxoxeHHs
BMPOGHWKA, BUPOOHMYaA AiNbHULSA Ta YCi
BMPOGHMYI onepaLiii 3aMLwaTbes
He3MiHHUMMU.

[itoua pepaxuin: Sandoz GmbH
MponoHoBaHa pepakuis: Novartis
Pharmaceutical Manufacturing GmbH
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Al, WBeiiuapis
36. | BIKC NOPOLLOK A/191 OPa/IbHOTO MpokTep eHa Lseiiuapi PadgyToH Benuka BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 niosnsieae UA/10925/01/01
AHTUIPUN PO34MHY 3i CMaKoMm Fem6n a NabopaTtopis BpuTaHis Martepianis: 3miHu | TMNy - 3MiHK WOA[0 peyenma
MAKC nvmoHa no 5 a6o 10 cawe IHTEpHeLWHN Nimiteq 6e3nekn/edeKTUBHOCTI Ta
y KOpoo6uj OnepeiH3 hapmakoHarnsgy (iHwi 3miHn) - 3MiHW
CA BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3ziny "Mo6iyHi peakyii” LwLono 6esnekn
3aCcTOCyBaHHSA Ait040i peYOBUHMN
napaueTamon BiAnoBiAHO A0 MaTepiasis
peecTpauiiHoro focbe. BBeaeHHS 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS.
37. | BIKTO3A® PO34MH ANA iH'EKLi, 6 A/T Hoso [JaHis Brpo6HuK, NaHis BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/12124/01/01
Mr/MA; o 3 My Hopgaick Hepo3acoBaHOro marepianis: 3miHu | Tuny - 3MiHu WoAo peyenmom
KapTpuaKax, BKNageHux y NPOAYKTY, 6e3nekv/edekTMBHOCTI Ta
nonepeaHbO 3anoBHEHY HanoBHEHHS, thapmakoHarnsgy. BeefeHHs abo 3MiHu
6araTof030By 0fjHOPa3oBYy nepBuHHa [0 y3arasibHeHUX faHux Npo cnuctemy
Lnpuru-pyuky; no 1 a6o no ynakoBka, thapmakoHarnsgy (BBefeHHs
2 nonepesHbO 3anoBHEHiI KOHTPO/b SKOCTI y3arasisHeHNX faHnX Npo cucTemy
LUNPUL-PYYKN B KAPTOHHIi Ta BifgnoBifanbHWiA thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
Kopoobui 3a BUNyCK cepiit 0cobW, BignoBiganbHoI 3a 34iACHEHHS
KiHLLeBOro hapmakoHarnagy; KOHTakTHoOi ocobu 3
npoaykty:A/T thapmakoHarnsgy 3asBHuka ans
Hoso Hopgick, 3pificHeHHs hapMakoHarnsay B YkpaiHi,
[aHis; AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
Bupo6HuK ans ocobu, BignoBigasibHOT 3a 34iICHEHHS
MapKyBaHHs Ta dhapmakoHarnsgy (BKIH0Haun KOHTaKTHI
ynakoBKWU, [AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
BTOPWHHOrO tpaiina cuctemun chapmakoHarnsgy) 3miHa
nakyBaHHs: YMNOBHOBaXXEHOT 0CO6M 3a5BHMKA,
A/T Hoso Hopgick, Bi4NoBiga/IbHOI 3a hapMakoHarnsg.
[NaHis; [itoua pepakuin: KapcteH Jlonnike.
Bupo6HuK ans MponoHoBaHa peaakuisi: f1i3 pimmLueis.
36MpaHHs, 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHOT
MapKyBaHHA Ta 0cobu 3asBHMKA, BiANOBIAA/IbHOI 3a
ynakoBKu, hapmakoHarnsag. 3mMiHa KOHTakTHUX JaHuX
BTOPWHHOTO KOHTaKTHOI 0COBM 3asBHUKA,
nakyBaHHs: BiANOBIAa/bHOI 3a thapmakoHarnsg, B
A/T Hoso Hopgick, YKpaiHi.
[Janis
38. | BMPIB NMOPOLLOK AJ/15 PO3UNHY Takepa Ipnangis BiANOBIAa/IbHMI 3a Ipnangis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15706/01/01
Ans iHdysiii, no 400 Of; 1 | ®apmacboTika BUNYCK cepil: HimeyuunHa/ mMartepianis: 3miHu | TUNY - 3MiHU 3 AKOCTI. peyenmom
h/1aKOH 3 NOPOLLKOM Y n3 Latiep CLWA/ A®I. KoHTposb A®l. 3miHa y napameTpax
KapTOHHI KOpoOLyi IHTepHeLHN dapmacbioTikan3 HigepnaHamn crneungikauiii Ta/abo 4ONyCTUMUX MEX,
ATl IpnaHgis Ipnangisa Nivitea, BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BpeHu Ipnangis; Takepa BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo

dapmacbioTikans

BUKOPUCTOBYIOTLCS Y MpOLECi




39

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

IHTEepHewHn Al
IpnaHgis bpenu,
IpnaHgjs;
BVMPOGHMLTBO
nikapcbKoro
3aco6by, KOHTPO/Ib
AKOCTI cepii,
BisyasibHa
iHcnekuis: BeTTep
dapma-depTirtoHr
'M6X EHg Ko. KT,
HimeuunHa;
BVPOGHMLTBO
nikapcbKoro
3aco6by, KOHTPO/Ib
AKOCTI cepii:
KeHmKiH
Baitodapma, T4
(n6a EmeppxeHT
BaiioConyLiinz
(CiBiAi#), CLUA,;
KOHTPO/b AKOCTI
cepil, BidyasibHa
iHcnekuis: BeTTep
dapma-depTirtoHr
'M6X EHg Ko. KT,
HimeuunHa;
Bettep ®apma-
®epTirtoHr MM6X
EHa Ko. KT,
HimeuuunHa;
BisyasibHa
iHcnekuis: BeTTep
dapma-depTirtoHr
'M6X EHg Ko. KT,
HimeuunHa,;
KOHTPO/b AKOCTI
cepii: LWaviep
XbloMeH [XeHeTik
Tepanic, CLA;
Yapnb3 Pisep
Nab6opaTopis
Avinenpg Nta,
Ipnangis;
MapKyBaHHs Ta
nakyBaHHs,
anctpunbyuis
roToBOroO

BUPOGHMLTBA AD| (3BY)XXEHHSA AONYCTUMUX
MeX, BU3HaYeHuX y cneumdikayii) -
3BYXeHHs1 Mexi cneyudikauii s
6i0N10rYHOr0 HaBaHTaXEHHS, WO
3aCTOCOBYETLCA NMPY BUPOOHULTBI AitoyOi
peyoBuHM Benarnouepasa anbda, 3< 1
KYO/10 mn go TAMC < 1 KYO/10 mn Ta
TYMC < 1 KYO/10 mn. 3MmiHu | Tuny -
3MiHn 3 akocTi. A®l. BUpo6HMLTBO. 3MiHN
B npoteci Bupo6HuuTea A®| (HesHayHa
3MiHa y npoueci BupobHuytea Adl)
He3HayHa 3MiHa y npoueci BUpobHuuTea
Ailo40i peyoBuHN Benarawuepasn anbda,
a came 3HWKEHHS rPaHNYHOro 3HaYeHHs
LLINILHOCTI NOCIBY XUTTE3AATHUX KNITWUH
(Viable Cell Density) Ha eTani iHiLiloBaHHSA
KynbTypu KNiTWH 3 1,4E+5 knitTuH/mMn go
1,0E+5 kniTuH/mMn.
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
nikapcbkoro
3acoby: OiEAYERN
Cannnait Yelin,
HigepnaHgu;
LiEYEN Cannnaii
YeiiH, Higepnanam

39. | TABANENT Kancynv TBepgi Mikpo a6c IHgjisa MIKPO JIABC IHgis BHECEHHS 3MiH A0 peecTpaviiHmx 3a He UA/18179/01/01
XenatuHosi no 300 mr; no Nimiteq NIMITEL mMatepianis: 3miHu | TMNY - 3MiHK LWOA0 peyenmom niosnsieae
10 kancyn y 6nictepi; no 3 6e3nekn/edekTMBHOCTI Ta
6nicTepy B KOpPOOL hapmakoHarnsgy. 3miHa y KopoTkili

XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3yfibTaT OUiHK/ 3BIiTy 3 AOC/IIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ainm "OcobnunBocCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Mo6iuHi peakyii” BigNoBigHO A0
OHOBNEHOT iHhopMmaL,i 3 6e3neku Aitodol
PEYOBUHM.
TepmiH BBeAEHHS 3MiH MPOTAroM 6 MicauiB
nicns 3aTBepKeHHs.

40. | TANTA3OMIH® | kpanni HasaslbHi, PO34YNH dapmaneBTny Monbwa Brpo6HMLTBO, Monbwa BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 He UA/0401/02/01
0,05 %, no 10 mny HWi 3aBOf, nepBuHHE Ta mMartepianis: 3miHu | Tvny - peuyenma niosnsieae
nonieTuIeHoBMX «MONb®APM BTOPWHHE AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
hnakoHax-KpanebHULAX A» C.A. nakyBaHHs, BMPOGHWYOI AinbHML (BKIHOYAKUN
3 KOHTPOJ1IEM NEePLLOro KOHTPO/b Cepil: LinbHUU gnsa A®L, NPOMIXXHOTO NPOAYKTY
BIAKPUTTSA; NO 1 hnakoHy y dapmanleBTUYHNI ab0 roToBOro NiKapcbkoro 3acooby,

KapTOHHI KopoobLi 3aB0O/, OiNbHWL 415 NPOBeAEHHS NakKyBaHHS,
«MONTbOAPMA» BMPOGHMKA, BiANOBiAaNIbHOTO 3a BUMYCK
C.A,, Monbua; cepili, MicLle NPOBeAEHHST KOHTPOIO cepii)
abo noctavasibHMKa BUXiAHOrO MaTepiany,
Bunyck cepii: peareHTy abo AONOMIXHOT PEHOBUHN
dapmaveBTUYHUI (AKLWO 3a3Ha4eHo y Aocbke). BunyueHHs
3aB0O/, BVMPOGHMKA BifNOBiAaIbHOTO 3a NOBHWIA
«MONTb®APMA» LMKN BUpOGHMLTBA: BapLuaBcbkuii
C.A., MonbLa hapmauneBTMUHKI 3aBof Monbha AT,
Monbuwa (Byn. KaponbkoBa 22/24, 01-207
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

Bapwaga, Monbla). 3anvwaerbcs
anbTepHaTMBHUI BUPOOHUK BiANOBIAa/bHI
3a Ti X OYHKLT, WO 1 BUNYYEHWIA:
dapmaueBTuyHNii 3aBog "MONbOAPMA™
C.A.
3MiHM BHECEHO B IHCTPYKLilO 415
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby y po3ainn "BupobHuK" Ta
"Micue3HaxoMkeHHs BUPO6HMKa Ta
agpeca MicLs NPOBaKEHHS Oro
LiSANbHOCTI" Yy 3B'A3KY 3 BUTYYEHHSIM
O[1HOTO 3 BUPOGHWKIB, BiANOBIfa/IbHOTO 3a
BUWMYCK Cepii, Ta AK HAC/ifOK - Y TEKCT
MapKyBaHHS YNakoBOK iKapcbkoro
3acoby. BBeeHHs 3MiH NpoTAromM 6-tu
MiCALIB MiCNSA 3aTBEPAKEHHS.
3MmiHu | TNy - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3miHa imnopTepa/3miHu, L0 CTOCYHTbCA
BUNYCKY Cepil Ta KOHTPOJIO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - He
BK/10YAI0UN KOHTPO/b/BUNPOGYBaHHSA
cepii. MNepeHeceHHs BUPOOHNYOT AiNbHUL
BiANoBiAa/ILHOT 32 BUNYCK cepil
3aTBEPKEHOrO BUPOGHMKA
dapmauneBTuyHNii 3aBog, "MOJbOAPMA™
C.A., MonbLua, BignosiganbHOro 3a
NOBHUIA LIMKN BUPOGHULTBA. 3MiHN
BHECEHO B iHCTPYKLIit0 41 MEAUYHOrOo
3aCTOCYyBaHHS MikapcbKoro 3acoby y
po3ainv "BUpobHuK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta
afpeca Micua NPoBagKeHHs oro
LiSNIbHOCTI" Ta SIK HAaCNiJoK - y TEeKCT
MapKyBaHHS YNakoBOK JliKapCbkoro
3acoby. BBeeHHs 3MiH NpoOTSiroMm 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- AgMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaYKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapCcbKoro 3aco6y, BKIHOYAKUN [i/TbHULL
BWMYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
BiAnoBigae BUpoGHMK/iMnopTep,
BK/IHOYAI04M BUMNYCK cepiid). 3mMiHa Ha3Bu Ta
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

agpecy BUpo6HMKa ®apmaueBTUYHWI
3asof "MOJIb®APMA" C.A., a came
nNpuBEAEHHAM [0 €4MHOTO HanUcaHHs, y
3B'A3Ky 3 UMM YacTuHa Ha3su "Biggin
MepaHa B Cepafsi" nepeHeceHo [0
agpecy BUpobHMKa. 3MiHM BHECEHO B
IHCTPYKLU,i10 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3aiv "BUpo6HUK"
Ta "Micue3HaxomKeHHs BUPOGHVKa Ta
agpeca MicLs NPOBaKEHHS Oro
LisiNbHOCTI" y 3B'A3KY 3i 3MiHOKO Ha3BK Ta
agpecu BUpOGHMKa, a came NpuBefeHHs
[0 EANHOI hOPMM HaMUCaHHS, Ta K
HacnifokK - y TeKCT MapKyBaHHA yNakoBOK
nikapcbKoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu). 3MiHu
BHECEHO Y TEKCT MapKyBaHHA NEPBUHHOI
(n. 6. IHWE) Ta BTOpUMHHOI (N. 5. CMOCIB
TA WNAX BBEAEHHSA; n. 15. AN1A
NIKAPCBKWNX 3ACOBIB, AKI
MPU3HAYEHI ANS CAMOCTINHOMO
NIKYBAHHSA....; n. 17. IHWE) ynakoBku
niKapcbKoro 3acoby.

41.

FANA3O/IH®

Kpanni Ha3asbHi, PO34nH
0,1 %; no 10 mny
nonieTnIeHoBUxX
thnakoHax-KpanenbHULAX
3 KOHTPO1IEM MEepPLUOro
BIAKPUTTSA; NO 1 hnakoHy y
KapTOHHI Kopobui

dapmaueBTNy
HWIA 3aBOf,
«MNOJIb®APM
A» C.A.

Monbwa

Brpo6HMUTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii:
dapmaneBTUYHNI
3asof,
«MOJNIbOAPMA>»
C.A., MonbLua;

Bunyck cepii:
dapmaneBTUYHNI
3aB0f,
«MOJNIbOAPMA>»
C.A., MonbLa

Monbwa

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHU. BuiyyeHHs
BMPOGHWYOI AinbHML (BKIHOYAKUN
OinbHWUi ana A®l, npomikHOro NpoayKTy
ab0 roToBOro NiKapcbkoro 3acooby,
OiNbHWL 418 NPOBEAEHHS NakKyBaHHS,
BMPOGHMKA, BiANOBIJANIbHOTO 3a BUMYCK
cepili, MicLle NPOBeAEHHS KOHTPOHO cepii)
abo noctavasibHMKa BUXIAHOrO MaTepiany,
peareHTy abo JONOMIKHOT peYOBUHN
(AKWO 3a3Ha4eHo y A0Cbe). BunyyeHHs
BMPOGHMKA BifNOBiAaIbHOTO 3a NOBHWIA
LMKN BUPOGHMLTBA: BapLuaBchkuii
hapmaLeBTMUHKI 3aBof Monbha AT,
Monbuwa (Byn. Kaponbkosa 22/24, 01-207
Bapwaga, MNonbla). 3anvwaerbcs
anbTepHaTUBHUI BUPOBHUK BiANOBIAa/bHI
3a Ti X YHKLUIT, WO i BUNYYeHWi:
dapmaueBTuyHNii 3aBog, "TIONIbOAPMA™
C.A.
3MiHM BHECEHO B IHCTPYKLUIil0 ANns

6e3
peyenma

nidnsieae

UA/0401/02/02
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby y po3ainn "BupobHuK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta
agpeca MicLs NPOBaKEHHS NOro
LiSANbHOCTI" Yy 3B'A3KY 3 BUTYYEHHSIM
O[1HOTO 3 BUPOGHWKIB, BiANOBIfa/IbHOTO 3a
BUMYCK Cepii, Ta AK HAC/ifOK - Y TEKCT
MapKyBaHHS YNakoBOK /iKapCbkoro
3acoby. BBeAeHHs 3MiH NpoTAromM 6-tu
MiCALIB MiCNSA 3aTBEPAKEHHS.
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3miHa imnopTepa/3miHu, L0 CTOCYHTbCA
BUNYCKY cepil Ta KOHTPOJIHO AKOCTI
roTOBOrO JlikapCbKoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - He
BK/1OYAI0UN KOHTPO/b/BMNPOGYBaHHSA
cepii. MNepeHeceHHs BUPOOHNYOT AiNbHUL
BiANoBiAa/ILHOT 32 BUNYCK cepil
3aTBEPKEHOrO BUPOGHMKA
dapmaneBTuyHNii 3aBog "MOJbOAPMA™
C.A., MonbLya, BignosiganbHOro 3a
NOBHUIA LIMKN BUPOGHULTBA. 3MiHN
BHECEHO B iHCTPYKLIit0 41 MEAUYHOrO
3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainv "BUpobHuK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta
afpeca Micus NpoBagKeHHs oro
LiSNIbHOCTI" Ta SIK HACNiJoK - y TEeKCT
MapKyBaHHS YNakoBOK JliKapCbkoro
3acoby. BBeeHHs 3MiH NpoOTSiroMm 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- AgMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIHOYAKUN [i/TbHULL
BMMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
BiAnoBigae BUpoGHMK/iMnopTep,
BK/HOUAIOYMN BUMYCK Cepiif). 3MiHa Ha3Bu Ta
agpecy BUpo6HMKa ®apmaueBTUYHWIA
3asof "MOJIb®APMA" C.A., a came
NpYBeAEHHSIM 0 EANHOTO HanUcaHHs, y
3B'A3Ky 3 MM YacTuHa Ha3su "Biggin
MepaHa B Cepazsi" nepeHeceHo [0
agpecy BUpobHMKa. 3MiHM BHECEHO B
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

IHCTPYKL,i10 4151 MeAIMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3aiv "BUpo6HUK"
Ta "Micue3HaxomKeHHs BUPOGHYVKa Ta
agpeca MicLs NPOBaKEHHS NOro
LisiNbHOCTI" y 3B'A3KY 3i 3MiHOKO Ha3BK Ta
ajpecu BUpPOGHMKa, a came NpuBefeHHs
[0 EANHOI hOPMM HaNMUCaHHS, Ta K
HacnifokK - y TeKCT MapKyBaHHSA yNakoBOK
nikapcbKoro 3acoby. BeefeHHS 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu). 3MiHu
BHECEHO Y TEKCT MapKyBaHHA NEPBUHHOI
(n. 6. IHWE) Ta BTOpUMHHOI (N. 5. CMOCIB
TA WNAX BBEAEHHSA; n. 15. AN1A
NIKAPCBKWNX 3ACOBIB, AKI
MPU3HAYEHI ANS CAMOCTINHOMO
NIKYBAHHSA....; n. 17. IHWE) ynakoBku
niKkapcbKoro 3acoby.

42,

NMHEKNT®

TabneTkn, BKPUTI
NNiBKOBOK 06010HKOI0, NO
1r + TabneTkun, BKpUTI
NiBKOBOK 060/10HKOI0, MO
1r + Tabnetkn no 150 mr
KoM6i-ynakoska Nel: no 1
TabneTui asuTpoMiLmHy, 2
Tabnetku cekHigasony, 1
Tabnetui donykoHasony y
6nictepi; no 1 6nictepy B
KapTOHHI navw,;
KoMGi-ynakoBka Ne5: no 1
TabneTui asuTpoMiLmHy, 2
Tabnetku cekHigasony, 1
Tabnetui donykoHasony y
6nictepi; no 1 6nictepy B
KapTOHHI nayui; no 5
nayok y nauuy;
KoMGi-ynakoBka Nel: no 1
TabneTui asuTpoMmilumHy, 2
TabneTtku cekHigasony, 1
Tabnetui onykoHasosny y
cTpuni; no 1 ctpuny B
KapTOHHI nauw;
KOMGi-ynakoBka Ne5: no 1
TabneTui asuTpoMmilumHy, 2
TabneTtku cekHigasony, 1
Tabnetui oaykoHasony y

OPTAHOCVH
NANDCAEHC
N3 (E® 3ET I)

OAE

EBepTopxeH
Naiidp CaeHcns
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | TUny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
roTOBOrO /1iKapCbKOro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[L0MYyCTUMMX MEX roTOBOTrO NiKapcbKoro
3aco06y (iHLWi 3MiHN) NpMBEAEHHS
napameTpiB cneuudikauii 4519 nokasHuka
«KinbKicHe BU3HaYeHHs» Y BiANOBIAHICTb
[0 maTepianiB peecTpauiiHoro focbe Ta
BiagnoBigHO Ao kepiBHMUTB ICHQ6A Ta ICH
3AQ1la
3arBepaKeHo:

Bunyck Big 145,5 mr go 157,5 mr
dhniykoHasony, B nepepaxyHky Ha cepefHio
macy Tabnetkvm TepmiH NpuaaTHoCTI: Bif,
135,0 mr go 165,0 Mr donykoHasony, B
nepepaxyHky Ha cepefHio Macy TabneTku
3anponoHoBaHo:

Bunyck Big 142,5 mr go 157,5 mr
dhniykoHasony, B nepepaxyHky Ha cepefHio
macy Tabnetkvm TepmiH NpuaaTHoCTi: Bif,
135,0 mr go 165,0 mr donykoHasony, B
nepepaxyHKy Ha cepefHio macy TabneTku.

3a
peyernmom

UA/8792/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
cTpuni; no 1 ctpuny B
KapTOHHI nayui; no 5
nayvokK y nayui
43. | TIHEKUT® TabneTku, BKpUTI OPrAHOCUVH OAE EBepToaXeH IHgis BHECEHHS 3MiH 0 peecTpavliinHmx - UA/8793/01/01
NNiBKOBOIO 060/10HKO, N0 | JTAUDCAEHC Naiigp CaeHcus mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
1r + TabneTtku, BKpUTI N3 (Ed 3ETI) Nimiteq [oTOBWIA Nikapcbkuii 3aci6. KoHTpob
N1iBKOBOK 060/I0HKOLD, MO roTOBOrO JliKapcbKoro 3acoby. 3miHa
1r+ Tabnetkn no 150 mr napameTpiB cneuudikauii Ta/abo
in bulk: no 5000 Ta6neTok LOMYCTUMMX MEX FrOTOBOTO JliKapCbKOro
asuTpomiuuHy, 5000 3aco0y (iHWi 3MiHN) NpMBEAEHHS
TabneTok cekHigasony, napameTpiB cneundikauii 4na nokasHuka
5000 TabneTtok «KinbkicHe BU3HAYEHHS» Yy BiAMNOBIAHICTb
ch/lyKoHa30/1y B NakeTi [0 maTepianiB peecTpauiiHoro Jocbe Ta
BignosiaHO Ao kepiBHULTB ICHQ6A Ta ICH
3AQ11a
3arBepaKeHo:
Bunyck Big 145,5 mr go 157,5 mr
dbniykoHa30/y, B NepepaxyHKy Ha cepefHio
macy TabneTtkvm TepMiH NpuaaTHoCTi: Big,
135,0 mr fo 165,0 Mr dpriykoHasony, B
nepepaxyHKy Ha cepefiHio Macy TabneTku
3anponoHoBaHo:
Bunyck Big 142,5 mr go 157,5 mr
dbniykoHa30/y, B NepepaxyHKy Ha cepefHio
macy TabneTtkvm TepMiH NpuaaTHoCTi: Big,
135,0 mr fo 165,0 Mr dpriykoHasony, B
nepepaxyHKy Ha cepefiHio Macy TabneTku.
44, | TIHKOP Kancynu; no 10 kancyny Na6opaTtopii PpaHuis BO®YP INCEH PpaHuis BHECEHHS 3MiH 0 peecTpavliiHmx 6e3 UA/10317/01/01
DOPT 6nictepi; no 3 6nictepn y Bywapa IHOYCTPI MaTepianis: 3miHa 3asaBHuka /13 (MIBIM) peuenma
KapTOHHI KopoobLi Pekopgaari (BNacHvka peecTpauiiiHoro nNocBig4YeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne
460):
TepmiH BBEAEHHS 3MiH MPOTAroM 6 MicauiB
nicns 3aTBepaKeHHs
45. | FTIHOMAKC cyno3unTopii BariHasbHi, 3eHTiBAa, K.C. Yecbka Ekcenric Inay TypeuunHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/15953/01/01
100 mr/150 wr; no 7 Pecny6nik CaHai Be MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
Cyno3uTopiiB y cTpunax B a TigpxapeT AHOHIM Ceptudpikat BignosigHocTi/l E-cepTudikar
KapTOHHi KOpO6L LWipkeTi BiZiNOBIAHOCTI E€BpONENChKiit

thapmakonei/moHorpadii. NMogaHHs HOBOroO
abo oHOBMEHOrO cepTudikaTa
BiAANOBIAHOCTI 260 BUYyYEHHS
cepTuduikaTta BignoBigHOCTI €EBpONEenchKii
thapmakonei: ana Adl; ons BUXigHoro
matepiany/peareHTy/npoMiXXHOro
MPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; ANt 4ONOMIXHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiickkin dpapmakonei) - HoBwi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepTudikaT Bif BXe 3aTBepAKEHOro
BUpOGHMKa. MogaHHA HOBOro cepTudikaTa
BiZiNOBIAHOCTI €Bponelickkili hapmakonei
Ne RO-CEP 2020-068-Rev 01
(3aTBEpPAXEHO:
OP-TNZ-Ph.Eur/AP/001/07) pns A®I
TiOKOHa30/y Bif, 3aTBEPAKEHOIO
BUpo6HMKa Optimus Drugs Private Limited,
IHAiA. 3MiHW | TURY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeiichkili
hapmakonei/MoHorpadii. NMogaHHsA HOBOTO
abo oHOBEHOrO cepTudpikaTa
BiANOBIAHOCTI 260 BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONechKiii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii
cepTuduikaT Bif y)e 3aTBepXEHOro
BMPOO6HYKa. MogaHHA OHOBMIEHOrO
cepTudikaTa BignoBiAHOCTI EBpoONechkiii
thapmakonei Ne CEP 2020-068-Rev 02
onsa A®| TiokoHa3ony Bif, 3aTBEPAKEHOro
BMpo6HuKa Optimus Drugs Private Limited,
IHAis.

46.

IMIBEK®

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
400 mr; no 10 TabneTok y
6nictepi; no 3 6nictepu B
Kopobui

Hosapric
Papma Al

Lseiiuapi
o

BMPOBHULTBO 3a
NOBHUM LK/IOM:
HoBapTic ®apma
LTeliH AT,
Llseiuapis;
BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
HosaprTic ®apma
MpopakwH M6X,
HimeuunHa,
nepBUHHE,
BTOPVIHHE
nakyBaHHS, BUNYyCcK
cepii: Jlek
dPapmacbloTrKanc
4.4., BupobHuya
OinbHULA
JleHpaBa,
CnoseHis

LLBeiiuapis/
Himeuuunna/
CnoBeHisi

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,

3miHa abo foAaBaHHSA WTamnis,

NOTOBLLEHb 260 IHLINX MapKyBaHb,
yK/tovarun 3aMiHy abo gogasaHHS dhapb

NS MapKyBaHHS NikapcbKoro 3acoby
(3miHa pucku, npu3HayveHoi ans
po3aineHHs TabneTkv Ha piBHI 403M)

BBefeHHA po3AinbHOI NoAiIKM B

TabneTtkax, BKPUTMX NIBKOBOK
060/10HKOI0, AN151 PO3AiNeHHS TabneTkn Ha
piBHI 803K (015 fo3yBaHHA Mo 400 wmr).

3MiHM BHECEHO B IHCTPYKLilO 415

MeAMYHOro 3aCTOCYBaHHS /TiKkapCbKoro
3acoby B po3gin «Jlikapcbka hopmar»
(OCHOBHI (pi3nKO-XiMiYHI BNacTUBOCTI) —
[opasaHHs iHdopmadii 4ns TabneTok,
BKPUTMX NAIBKOBOK 060/10HKO0, N0 400 Mr
NpoO HasBHICTb NOAINKV ANS PO3AiNEeHHSA

3a
peyenmom

He
nidnsieae

UA/9469/01/02
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

TabneTkv Ha piBHiI 4O3W.
BBefeHHs1 3MiH NpoTAroM 6-Tn micsauis
nicns 3aTBepkeHHs.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
abo gofaBaHHA WTammnis, NOTOBLYEHb ab0
iHLUIMX MapKyBaHb, YK/H0HYar4m 3aMiHy abo
fofaBaHHA dapb Ans MapKyBaHHA
nikapcbkoro 3acoby (3miHa wramnis,
MOTOBLLEHb 260 IHLLINX MapKyBaHb)
[opaBaHHsa Hanucy «400» Ha OfHii
CTOPOHI TabNeTkM Ta «SL» Ha iHwWil
CTOPOHI, Ha KOXHill CTOPOHI Bif, pUCkn
Tabnetku (4na fo3yBaHHA no 400 mr).
3MiHM BHECEHO B IHCTPYKLilO AN
MeAMYHOro 3acTOCYBaHHS /TiKapCbKOro
3acoby B po3gin «Jlikapcbka hopmar»
(OCHOBHI (Pi3nKO-XiMiYHI BNacTUBOCTI) —
[ofasaHHs iHdopmadii 4n1s TabneTok,
BKPUTMX NAIBKOBOK 060/10HKO, N0 400 Mr
NPO HasABHICTb TUCHEHHS «400» 3 OfHiEl
CTOpOHM TabneTkn Ta «SL» 3 060x 60kKiB
Bifl PUCKM Ha iHLUIA CTOPOHI TabneTku.
BBefieHHs 3MiH NpoTArom 6-T MicAuiB
nicns 3aTBepayKeHHs
3MmiHu | TNy - 3MiHK 3 SIKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa
chopmm abo po3mipiB Nikapcbkoi hopmm
(TabneTku 3 HeraHYM BUBINIbHEHHSAM,
Kancynu, cynosuTopii Ta necapii) 3miHa
po3Mmipy Ta TOBLUMHW TabneTok MniBek
BKPUTMX NAIBKOBOK 060/10HKOK No 400 wr,
3 IOBXWUHN 18,2 MM, LWNPUHK 7,3 MM [0
[OBXUHW 19,2 MM, LUNPUHW 7,7 MM.
BBefeHHs1 3MiH NpoTAroM 6-Tn micAuis
nicns 3aTBepkeHHs.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
Macu NOKPUTTA NikapCbknx hopm Ans
nepopasibHOro 3acToCyBaHHA abo 3MiHa
Macu 060/10HKM Kancyn (TBepai Nnikapcbki
hopmu 415 NepopasibHOr0 3aCTOCYBaHHS)
3MiHa 3arasibHOT Macu TabneTkun 3 771,50
Mr Ao 772,50 Mr (ans go3sysaHHs no 400
Mr). 3aBAsAKM TPOXM GiNbLUil oL
noBepxHi TabneTku, Lo AiNnTbes,
BMKOPUCTOBYETLCA BinbLua KiNbkicTb
cycneHsii Ana nokpuTTa. OHOBJIEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nokasHuka MK «CepefHa maca» 3 «733-
810 Mr» Ha «734-811Mr» (415 A03yBaHHA
no 400 wmr).
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
3MiHu BUNpobyBaHb abo [OMyCTUMUX
MeX, BCTAHOB/IEHUX y crieumdpikayisx, nig
yac BMPOGHMLTBA rOTOBOTrO NiKapCbKOro
3aco6y (iHLWi 3MiHW)
3MiHa rpaHnYHOI cepeAHbOT TBEpAOCTi B
TexHonoriyHomy KoHTponi (IPC) Big 195-
235 H po 185-215 H (p19 A03yBaHHA No
400 wmr).

47.

IMIBEK®

TabneTku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
100 wr; no 10 TabneTtok y
6nictepi; no 6 6nictepis B
Kopobui

Hosapric
Papma Al

Lseiiuapi
o

BMPOBGHULTBO 3a
NOBHUM LK/IOM:
HoBaprTic ®apma
LTeliH AT,
Llseiuapis;
BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
HosapTic ®apma
MpopakwH M6X,
HimeuunHa,
nepBUHHE,
BTOPVIHHE
nakyBaHHS, BUNYyCcK
cepii: llek
dPapmacbloTrKanc
4.4., BupobHuya
OinbHULA
JleHpaBa,
CnoseHis

LLBeiiuapis/
Himeuuunna/
CnoBeHisi

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.

[oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,

3miHa abo foAaBaHHSA WTamnis,
NOTOBLLEHb 260 IHLLINX MapKyBaHb,
yK/tovarun 3aMiHy abo gogasaHHS dhapb
NS MapKyBaHHS NikapcbKoro 3acoby
(3miHa puckun, npu3HaYeHoi ans
po3aineHHs TabneTkv Ha piBHI J403M)
BBefeHHA po34inbHOI NoAIIKM B
TabneTtkax, BKPUTMX NAIBKOBOK
060/10HKOI0, AN151 PO3AiNeHHS TabneTkn Ha
piBHI 803K (015 f03yBaHHA o 400 wmr).
3MiHM BHECEHO B IHCTPYKLil0 415
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro
3acoby B po3gin «Jlikapcbka hopmar»
(OCHOBHI (Pi3nKO-XiMiYHI BNAcTUBOCTI) —
[opasaHHs iHdopmadii 41 TabneTok,
BKPUTMX NAIBKOBOK 060/10HKO0, N0 400 Mr
NPO HasABHICTb NOAINKV ANS PO3AINEHHSA
TabneTkv Ha piBHi 4O3W.
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepmKeHHs.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
ab0 gofaBaHHA WTammnis, NOTOBLYEHb 260
iHLUIMX MapKyBaHb, YK/0HYar4n 3aMiHy abo
[ofaBaHHA hapb ANns MapKyBaHHA
nikapcbkoro 3acoby (3miHa wramnis,
NOTOBLLEHb 260 iHLLINX MapKyBaHb)
[opaBaHHsa Hanucy «400» Ha OfHii
CTOPOHI TabNeTkn Ta «SL» Ha iHwWil
CTOPOHI, Ha KOXHill CTOPOHI Bif, pUCKn
Tabnetku (ons fo3ysBaHHA no 400 wmr).
3MiHM BHECEHO B IHCTPYKLUIil0 ANns

3a
peyenmom

He
nidnsieae

UA/9469/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby B po3gin «Jlikapcbka hopma»
(OCHOBHI (Pi3nKO-XiMiYHI BNacTUBOCTI) —
[ofasaHHs iHdopmadii 4n1s TabneTok,
BKPUTMX NAIBKOBOK 060/10HKO, No 400 Mr
NPO HaABHICTb TUCHEHHS «400» 3 OfHiEl
CTOpOHU TabneTkn Ta «SL» 3 060x 60kiB
Bifl PUCKM Ha iHLLIA CTOPOHI TabneTku.
BBefeHHs 3MiH NpoTArom 6-T MicAuiB
nicns 3aTBepayKeHHs
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa
chopmm abo po3mipiB Nikapcbkoi hopmm
(TabneTku 3 HeraHYM BUBIMIbHEHHSAM,
Kancynu, cynosuTopii Ta necapii) 3miHa
po3Mmipy Ta TOBLUMHW TabneTok MniBek
BKPUTMX NAIBKOBOK 060/10HKOK No 400 wr,
3 IOBXWNHN 18,2 MM, LWNPUHK 7,3 MM [0
[OBXUHW 19,2 MM, LUNPUHW 7,7 MM.
BBefeHHs1 3MiH NpoTAroM 6-Tn micsauis
nicns 3aTBepkeHHs.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
Macu NOKPUTTA NikapCbknx opm Ans
nepopasibHOro 3acToCyBaHHA abo 3MiHa
Macu 060/10HKM Kancyn (TBepai Nnikapcbki
hopmu 415 NepopasibHOr0 3aCTOCYBaHHS)
3MiHa 3arasibHoT Macu TabneTkun 3 771,50
Mr Ao 772,50 Mr (ans go3sysaHHs no 400
Mr). 3aBAsAKM TPOXM GiNbLUilA naoLLi
noBepxHi TabneTku, Lo AiNnTbes,
BMKOPUCTOBYETLCA BiNbLua KiNbkicTb
cycneHsii 4na nokputTs. OHOBJIEHHS
nokasHuka MK «CepefHa maca» 3 «733-
810 Mr» Ha «734-811Mr» (415 A03yBaHHA
no 400 wmr).
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHW Yy BUPOGHMLTBI.
3MiHu BUNpobyBaHb abo [OMyCTUMUX
MeX, BCTAHOB/IEHUX y crieumdpikayisx, nig
yac BMPOBGHMLTBA rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK1) 3MiHa rpaHNYHoI
cepefHbOT TBepAOCTi B TEXHOMNOMNYHOMY
KoHTponi (IPC) Big 195-235 H go 185-215
H (ans gosysaHHs no 400 wmr).

48. | TNMIOKATEH® | niodpinizat g po3unHy A/T HoBo [JaHis Bupo6HuK [Oanis/ BHECEHHS 3MiH A0 peecTpaviiiHmx 3a UA/13221/01/01
1 Mr MNOKIT | ans iH'ekyii no 1 mr (1 Hopgaick niKkapcbKoro Benbris mMatepianis: 3miHu | TMNY - 3MiHK LWOA0 peyenmom
MO); 1 dnakoH 3 3acoby, NnepBNHHe 6e3nekn/edeKTNBHOCTI Ta
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MOPOLLKOM Y KOMNJIEKTi 3 Ta BTOPVHHE thapmakoHarnsgy. BeefieHHs abo 3MiHun
PO34MHHMKOM (BOAa ANA nakyBaHHs:: AIT [0 y3aranbHeHUX AaHnx Npo cuctemy
iH kUil no 1 Mn 'y Lwnpuuj Hoso Hopgick, hapmakoHarnsgy (BBefeHHs
Ne 1) y nnacTukosiii [JaHis;; BUpo6HuUK, y3araslbHeHVX aHux Npo cucremy
KopooLi BiAnoBiaanbHMi 3a hapmMakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
BUMYCK cepili ocobu, BigNoBiAabHOI 3a 34iACHEHHS
KIHL,EBOTO thapmakoHarnsgy; KOHTakTHoOT ocobu 3
npoaykty: AIT chapmakoHarnsgy 3asBHuka ans
Hoso Hopgick, 3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
[aHist; BUpo6HuK AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
nikapcbKoro ocobwu, BignoBifanibHOT 3a 3AiACHEHHS
3acoby, nepBuHHe thapmakoHarnagy (BK4yakum KOHTaKTHi
nakyBaHHs, [aHi) Ta/abo 3MiHV y pOo3MiLLEeHHi MacTep-
niocpinizayia Ta (paiina cuctemu chapmakoHarnsgy). 3miHa
KOHTPO/1b YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
roTOBOro BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
nikapcbKoro [Oitova pepakuin: KapcteH Jlonnike.
3acoby. KoHTponb MponoHoBaHa pepakuis: i3 MpiMMLLeiB.
AKOCTi FOTOBOr0 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT
nikapcbKoro 0cobu 3as1BHMKA, BiAMNoBiga/IbHOT 3a
3aco6y. BUpobHuK hapmakoHarnag. 3MiHa KOHTaKTHUX AaHnx
AnA 36upaHHs, KOHTaKTHOI 0CO6M 3asBHUKA,
MapKyBaHHs Ta BifjNOBIfaNbHOI 3a hapmakoHarnag B
YyMNaKoBKu, YKpaiHi.
BTOPVHHOTO
nakyBaHHs: AIT
Hoso Hopgick,
[aHist; BUpo6HuK
PO34MHHMKA
(cTepunbHa Boga
ONs iH eKuin y
wnpuwi),
KOHTPO/Nb/BUNPOGY
BaHHSA cepili
PO3YMHHYKA:
KataneHt Benbris
CA, Benbris
49. | TOOACAN® Tabnetku no 100 wr; [p. Ndonerep HimeuunH [p. Ndonerep HimeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx bes UA/7763/01/01
no 10 Tabnetok y ApuHarimitTTen a ApuHaiimitTTens marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenma —
6nicTepi; no 2 abo 5, abo b 'M6X M6X [oTOBWIA Nnikapcbkuii 3aci6. KoHTpob Ne 20;
10 6nicTepiB y KAPTOHHIl [0MOMDKHMX pevoBUH. 3MiHa napameTpis 3a
Kopoobui cneumdikauin Ta/abo AoNyCTUMUX MEX peyenmom —
0151 AOMOMDKHOT pe4HOBUHM (iHLLi 3MiHW) Ne 50, Ne
BHECEHHS 3MiH LLOA0 onucy ckiagy 100

[O0MNOMDKHOT pevoBUHIN ApomaTtunsaTop
"NMMMOHHMIA apoMaT" MOpPOLLKONOAiGHWIA
BignoBigHO 40 BUMOT fjtovoro Regulation
(EC) 1334/2008 &1333/2008.
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

50. | TOHAN-P® MOPOLLIOK A1 PO3UMHY Apec TpeligiHr | LUseiiuapi Mepk CepoHo LLiBenuapis/ BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/4113/01/03

Ans iH'ekuii no 75 MO (5,5 C.A. A C.A,, BiggineHHs y ITanis mMatepianis: 3MiHu | TMNY - 3MiHKX WOA0 peyenmom

Mkr); Ne 1: 1 chnakoH 3 M. O6OHH, 6e3nekn/edeKTMBHOCTI Ta

MOPOLLKOM Y KOMMJIEKTi 3 LlBeiiuapis; hapmakoHarnsgy. BeegeHHs abo 3miHu

PO34MHHMKOM (BOAa ANA Mepk CepoHo [0 y3aranibHeHUX AaHnx Npo cuctemy

iH'eKUid) no 1 mn y C.n.A, Itanisa hapmakoHarnsgy (BBefeHHs

nonepeaHbO 3anoBHEHOMY y3ara/ibHeHNX JaHnx npo cucTemy

wnpwui, 1 ronkoto Ans thapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOT

PO3YMHEHHS Ta 1 rosikoro ocobu, BigNoBiAabHOI 3a 34iACHEHHS

[N BBEAEHHS Y KOHTYPHIl thapmakoHarnsgy; KOHTakTHoOT ocobu 3

YapyHKoBili ynakosLij; no 1 chapmakoHarnsgy 3asBHuka ans

KOHTYPHIl1 YapyHKOBIlA 3ailicHeHHA hapMakoHarnsgy B YkpaiHi,

yMakoBLi y KAPTOHHIi AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT

kopo6ui; Ne 10: 5 ocobwu, BignoBifanbHOT 3a 3AiICHEHHS

h/1aKOHIB 3 NMOPOLLKOM Y thapmakoHarnagy (BKo4vatum KOHTaKTHi

KOMM/IEKTI 3 PO3YNHHUKOM [aHi) Ta/abo 3MiHV y pO3MiLLEeHHI MacTep-

(Bofa Ana iH'ekujin) no 1 thaiina cuctemu chapmakoHarnsgy) 3miHa

My 5 nonepefHbo YNOBHOBAXEHOI 0CO6M 3as1BHYIKA,

3arnoBHeHuUX Wwnpuuax, 5 BifiNOBigabHOI 3a thapmakoHarnag,.

rofikamvt insi PO34YNHEHHS [litova pepakuis: CabiHa Xakenb / Sabine

Ta 5 ronkamun ans Hackel. MponoHoBaHa pegakuis: Enbke

BBE/EHHS Y KOHTYPHIlA CinbBecTp / Elke Sylvester.

YapyHKOBIli ynakoBLj; no 2

KOHTYPHI YapyHKOBI

YMakKoBKU B KAPTOHHIN

KopoobLi
51. | AEKAPUC Tabnetku no 50 wmr, no 2 BAT "leaeoH YropwuHa MOBHWIA LMK PymyHis/ BHECEHHS 3MiH 4O peecTpavLiiHnx bes UA/6866/01/01

Tabnetkn y 6nictepi; no 1 PixTep" BMPOGHMLTBA YropwuHa marepianis: 3miHu | Tuny - 3mMiHu Woao peyenma

6nicTepy B KapTOHHiIl roToBOI NpoAyKLii, 6e3nekn/edekTBHOCTI Ta

ynakoBLi nakyBaHHs, hapmakoHarnsagy. BeegeHHs abo 3miHu

KOHTpO/b cepii:
l'epeoH Pixtep
PymyHis A.T.,
PymyHis; Bunyck
cepit,
0hopMNEHHS
cepTudikaTis
AakocTi: BAT
"l'epeoH PixTep",
YropumHa

[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifasibHOT 3a 3iCHEHHS!
hapmakoHarnsgy; KOHTakTHoOT ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOi 0cobm
3a8BHWVKa, BiANOBIA&IbHOI 3a
hapmakoHarnag. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTemu chapmakoHarnagy. 3miHa micus
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
52. | AEKAPUC Tabnetkun no 150 mr, no 1 BAT "lepeoH YropuwuHa MOBHWIA LMK PymyHis/ BHECEHHS 3MiH 0 peecTpaLinHux bes UA/6866/01/02
Tabnetui y 6nictepi, no 1 PixTep" BMPOGHMLTBA YropwuHa marepianis: 3miHu | Tuny - 3mMiHu Woao peyenma
6nicTepy B KapTOHHiIl roToBOI NpoAyKLii, 6e3nekn/edeKkTMBHOCTI Ta
ynakoBLi nakyBaHHs, hapmakoHarnsgy. BeegeHHs abo 3miHu
KOHTPO/b Ccepil: [0 y3araslbHeHNX AaHnx Npo cuctemy
l'epeoH Pixtep thapmakoHarnagy (BBefeHHs
PymyHia A.T., y3araJlbHeHUX AaHux Npo cuctemy
PymyHis; Bunyck thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
cepit, ocobwu, BignoBifasibHOT 3a 3AiACHEHHSI
othopMneHHs thapmakoHarnsgy; KOHTakTHoOi ocobu 3
cepTudikaTis hapmakoHarnsgy 3asBHuKa ans
AKocTi: BAT 3piicHEHHs chapMakoHarnsay B YkpaiHi,
"l'epeoH PixTep", AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
YropuHa 0cobw, BignNoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOi 0cobm
3a8BHVKa, BiANOBIA&IbHOI 3a
hapmakoHarnag. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cuctemu chapmakoHarnagy. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
53. | AEKETA pO34nH A1 iH'ekuUii, 50 Mictpan AHrnis BEM Inau CaH. Be TypeuunHa BHECEHHS 3MiH 0 peecTpavinHux 3a UA/20346/01/01
MI/2 M1 N0 2 M B amnyii; Kenitan Tik. A.C. mMartepianis: 3MiHu | TMNy - 3MiHK WOA0 peyenmom
no 6 amnyn B KAPTOHHiIl MeHepKMeHT 6e3nekn/edpekTMBHOCTI Ta
Kopoobui Niviteq thapmakoHarnagy (iHwi 3MiHn) OHOBNEHHSA
TEKCTYy MapKyBaHHSA yNakoBKN /likapCbKoro
3acoby, a came BU/Ty4EHO NOroTUN
"BICTA"y n. 17. "[HLLE" Ha BTOPUHHIl
ynakoBLji NikapcbKoro 3acooby.
BBeneHHs1 3MiH NpOTAroM 6-Tn micsuiB
nicns 3aTBepAkeHHs
54. | DEKCAJTIH® | TabneTku, BKpUTI MeHapiHi Iokcemby Brpo6HMLUTBO in Icnanis/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/9258/01/01
nAiBKOBOK 060/I0HKO, N0 | IHTEepHeLLoHan pr bulk, nakyBaHHs, ITanis mMaTtepianis: 3miHu | TMNY - 3MiHK 3 AKOCTI. peyernmom
25 wmr; no 10 TabneTtok y OnepeiwoHc KOHTPO/Ib Ta A®I. BUpo6bHMLTBO. 3MiHa po3Mmipy cepii
6nicTepi; no 1 a6o no 3, Tokcembypr BUWMYCK Cepii: (Bkntovaroun gianasonu) Ad®l abo
ab6o no 5 6nictepiB y C.A. Nab6opaTtopioc NPOMKHOrO NPOAYKTY, SIKWIA
KapTOHHI KOpoOLyi MeHapiHi C.A., 3aCTOCOBYETLCS Y NPOLEC BUPOOHMLTBA
IcnaHis; A®I (36inbweHHs fo 10 pasiB NOpiBHSHO i3

Brpo6HMUTBO in
bulk, nakyBaHHs
Ta BUNycK cepii: A.
MeHapiHi
MaHyhakTypiHr

3aTBEPAKEHNM PO3MIPOM) - BK/IHOYEHHS
aNbTepHaTMBHOIO po3mipy cepii 610,5-
928,5 kr ans Aitoyoi pevoBuHN
AeKckeTonpodeHy TpomeTaMmosny Ha
[0[AaTOK [0 3aTBEPAKEHOrO Aiana3oHy
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
NoricTikc eHp po3mipy cepii 407-619 kr.
Cepsicec C.p.J1.,
ITanis; KoHTponb
cepiilTecTyBaHHs
(TinbKM gNs cepii
BUIOTOB/IEHUX
A.MeHapiHi
MaHyakTypiHr
NoricTikc eHp
Cepgicec C.p.J1.):
A. MeHapiHi
MaHythakTypiHr
JloricTik eHpg,
Cepsicec C.P.J1,,
ITanisa
55. | OEKCAJTIH® | rpaHynu Ans opanbHOro MeHapiHi INokcemby Na6opaTtopioc Icnanis BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/9258/02/01
CALLE po3umHy no 25 mr; no 10 IHTEepHeLLoHan pr MeHapiHi C.A. mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peyenmom
a6o no 30 ogHOA030BUX OnepeiiwoHc A®I. BupobHuLTBO. 3MiHa po3mipy cepil
nakeTiB 3 rpaHy1amu y TMokcembypr (Bkntovatoun gianasonu) Adl abo
KapTOHHIlA KOpooLi C.A. NPOMKHOr0 NPOAYKTY, SIKWIA
3aCTOCOBYETLCA Y NPOLIECi BUPO6HULITBA
A®| (36inbweHHs fo 10 pasiB NOpPIBHSHO i3
3aTBEPAKEHNM PO3MIPOM) BK/TOYEHHS
anbTepHaTMBHOIO po3Mmipy cepii 610,5-
928,5 Kkr AN Ajtoyoi pevyoBuHN
JAekckeTonpodheHy TpoMeTaMorsny Ha
[04aTOK 10 3aTBEPPKEHOr0 Aiana3oHy
po3mipy cepii 407-619 kr.
56. | AEHINIM NOPOLLOK A/19 PO3UNHY AHaHTa Benvka AxaHTa Mepikeap IHAis BHECEHHS 3MiH j0 peecTpaviinHmx 3a He UA/15339/01/01
Ans iH'ekuiii no 1000 mr; 1 | Megikeap /14. Bputanis Nimiteq marepianis: 3miHu | Tuny - peyenmom nionsizae

dp/1akoH 3 NOPOLLKOM Y
Kopo6Li 3 KapTOHY

AIMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHsi Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHAUN Ai/TbHUL
BUMYCKy cepii abo MicLe NnpoBeaeHHs
KOHTPOJHO SIKOCTI. (AiS/IbHICTb, 3a Ky
BignoBigae BUPOGHUK/iMnopTep,
BK/1OUAK0UM BUMYCK CEPiiA)
npuBefeHHs agpecy BUpobHuka M3
AHaHTa Mepgikeap /limiTes y BignoBigHiCcTb
no Ceptudikaty BignoBigHOCTi ymMOB
BMPOGHMLTBA NiKapCbKUX 3aco6iB
BMMOramM Has1eXHOi BUPOOGHMNYOT NPaKTUKK,
BMAaHoro [lepxnikcyx60t0 YkpaiHu.
Brpo6HWya AinbHULSA Ta BCi BUPOOHUYI
onepadii 3a/1MLaTbCA HE3MIHHUMMU.
3MiHM BHECEHO B IHCTPYKLUil0 ANns
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby ansa BupobHvka AHaHTa Megikeap
Nimiteq y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOro Ais/IbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNaKkOBOK.

TepMiH BBEEHHS 3MiH - MpOTAroM 3
MiCALIB MICNA 3aTBEPLYKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn)
3MiHV BHECEHO Y TEKCT MapKyBaHHS
nepsuHHOI N. 6. IHLWE Ta BTOpMHHOI n. 17.
IHLIE ynakoBku nikapcbkoro 3acoby, a
came yTOYHeHO iHchopMaLito Mpo /1oroTmn
3aABHUKA.

TepMmiH BBEAEHHS 3MiH - NpoTArom 3
MicsILiB Mic/s 3aTBepAKEHHS.

57. | OEHILE® NOPOLLOK A/19 PO3UUNHY AHaHTa Benvka AHaHTa Mepikeap IHais BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/15264/01/01
ansinekyimnolrl Megikeap T4, Bputanis Nimiteq marepianis: 3miHu | Tuny - peyenmom nionsizae
ch/1aKoH 3 MOPOLLUKOM B AAMIHICTpaTUBHI 3MiHW. 3MiHa
Kopo6Li 3 KapTOHY HaliMeHyBaHHs Ta/abo agpecy Micus

NPOBaYKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHAUN Ai/TbHUL
BMMYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/I0 SKOCTI. (ZisNbHICTb, 3a SKy
Bignosigae BUPOGHUK/iMNopTep,
BK/IO4AI0UM BUMYCK Cepild) - MNpuBeaeHHs
agpecy Bupo6Huka 13 AHaHTa Megikeap
NimiTen y BignosigHicTb Ao CepTtudpikary
BiZANOBIAHOCTI yMOB BMPOGHULITBA
Nikapcbkyx 3ac06iB BUMOraM HanexHoi
BUPOGHMYOT NPaKTUKKN, BUAAHOTO
[Jepxnikcnyx60t0 Ykpainn. BupobHuya
AOiNbHWLSA Ta BCi BUPOGHMUYI onepadii
3aMLWATECA HE3MIHHUMK.
3MiHM BHECEHO B IHCTPYKLilO 415
MeAMYHOro 3aCTOCYBaHHSA /liKkapCbKoro
3acoby ans sBupobHuka AHaHTa Megikeap
Nimiteq y po3gin "MicuesHaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK. - TepMiH BBeAEHHS
3MiH NpoTArom 3 MicAuiB nicns
3aTBEPKEHHS.




55

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -3miHn
BHECEHO Y TEKCT MapKyBaHHsA NEPBUHHOI
n. 6. IHWE ta BTOpMHHOI n. 17. IHWE
yrnakoBKM MikapcbKoro 3acoby, a came
YTOYHEHO iHchopMmaLito Mpo sloroTun
3aABHUKA.
TepmiH BBEAEHHSA 3MiH MPOTAroM 3 MicALiB
nicnsa 3aTBepKEHHS.
58. | AEMPATAN Tabnetku AT "Apaves MonbLia BUPOGHMLTBO Monbla BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/17428/01/02
KMLLKOBOPO34MHHI No 60 Papma” "rpaHynaty": AT Martepianis: 3miHu | TMNy - 3MiHK WOA[0 peyernmom nidnsieae
Mr; no 7 TabneTok y «Apfameq, 6e3nekn/edeKTUBHOCTI Ta
6nictepi; no 1 a6o 4 dapma», Monblua,; hapmakoHarnsgy. 3miHa y KopoTkili
6nicTepy y KapTOHHIl BVPOGHMLTBO XapakTepucTuLi nikapcbkoro 3acoby,
Kopobui "rpaHynaTy”: AT TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
«Apflameq, MeAMYHOro 3acTOCyBaHHA Ha niacTasi
dapma, MonbLua,; perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimKeHb 3
BUPOGHMLITBO, 6e3nekn 3acTocyBaHHA NlikapCbKoro
nepBuHHE Ta 3acoby B micnsipeecTpauiinHuii nepiog, abo
BTOPVIHHE AK pesynbTar OLiHKW 3BITy 3 AOCAIMKEHb,
nakyBaHHS, BUNYyCcK npoBeeHuX BiANOBIAHO A0 NnaHy
cepii: AT negjiarpuyHux gocnimpkensb (PIP) (iHwi
«Apamvep, 3MiHM) 3MiHN BHECEHO B IHCTPYKLt0 ANS
dapma», MonbLya MeAMYHOro 3aCTOCYBaHHA /liKkapCbKoro
3acoby A0 po3ginis "Ocob6anBOCTi
3actocyBaHHs", "Mob6iuHi peakwyi
BiANOBIAHO A0 iHGopMaLii Woao 6e3neku
3aCTOCYBaHHS Ait040Tl PEYOBUHM.
BBefeHHs1 3MiH NpOTArom 6-T MicALiB
nicns 3aTBepaKeHHs
59. | AENPATAN TabneTku AT "Apgawvep, Monbwa BVPOGHMLTBO Monbwa BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/17428/01/01
KMLLKOBOPO34UHHI no 30 dPapma” "rpaHynaty”: AT mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom niosnsieae
Mr 10 7 TabneTok y «Apamvep, 6e3nekn/edpekTBHOCTI Ta
6nicTepi; no 1 abo 4 dapma», Monblua; hapmakoHarnsagy. 3miHa y KopoTkili
6nicTepn y KapTOHHIl BUPOBGHNLITBO XapakTepucTuL,i Nikapcbkoro 3acoby,
Kopobui "rpaHynsaty": AT TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
«Apamep, MeAUYHOro 3aCToCcyBaHHA Ha nigcTasi
dapma», MonbLa; perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo focnigpkeHs 3
BMPOGHMLITBO, 6e3nekn 3acTocyBaHHs /likapCbKoro
nepBuHHE Ta 3acoby B micnspeecTpaviiiHnii nepios, abo
BTOPVHHE AK pe3ynbTar OLiHKM 3BIiTY 3 AOCAIMKEHb,
nakyBaHHS1, BUNYCK npoBefeHnX Bi4NOBIAHO [0 NaHy
cepii: AT negiatpuyHux gocnimkerb (PIP) (iHLwi
«Apamvep, 3MiHM) 3MiHN BHECEHO B IHCTPYKLtO 4115

Papmay, MNosbLuya

Me/MYHOr0 3aCTOCYBaHHS NliKaPCbKOro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby go posginis "OcobnmBocTi
3acTocyBaHHA", "lMo6ivHi peakuii”
BIANOBIAHO A0 iHGOpMaLi Wwoao 6e3nekn
3aCTOCYBaHHS Ait040T PEYOBUHM.
BBefeHHs1 3MiH NpoTAroM 6-Tn micsauis
nicns 3aTBepikKeHHs.

60.

AEPVIBA
BOAHUI
rEfnb

renb, 1 mr/r no 15 ry Ty6i;
no 1 Ty6i B KAPTOHHIi
Kopobui

neHmapk
PapMacbiTUK
ans Jita.

IHais

neHmapk
dPapmacboTuKan3
Nra.

IHais

BHECEHHS 3MiH A0 peecTpaviiHmx
mMartepianis: 3miHu | TNy -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NpoBaPKEHHS Ais/IbHOCTI BUPOOHUKaA
(BKtOYaKOUK, 3a HEObXIQHOCTI, Micue
NpoBeLEeHHS KOHTPO/TIO SIKOCTI), 260
B/lacHWKa mMacTep-thaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOHMLTBI API (AKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONechkili
hapmMakonei y 3aTBepKeHOMY 0CkE, ab0
BVPOGHMKA HOBOI JOMOMiXKHOI Pe4YOBUHU
(SKLLO 3a3HaYeHo y Aocbe) 3MiHa Ha3BuU
BMpO6HMKa API. MicLe3HaxomKeHHs
BMPOGHMKA, BUPOOHMYA AiNbHMLSA Ta YCi
BMPOGHMYI onepadii 3auwaTbes
He3MiHHMMK. [litoya pedakuis: Aarti
Industries Ltd., India NponoHoBaHa
pepakuis: Aarti Pharmalabs Limited, India.

6e3
peyenma

UA/9164/01/01

61.

AEPVBA
BOAHUI
rEnb

renb, 1 mr/r no 15 r y Ty6i;
no 1 Ty6i B KapTOHHIi
Kopobui

neHmapk
dapMacbTUK
ans Jita,.

IHais

rneHmapk
dPapmacboTuKan3
nra.

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
roTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHW)
OHOBJ/IEHHS BXe 3aTBEPMKEHNX MeTOAIB
KOHTPOJI0 SIKOCTi NikapcbKoro 3acoby, a
came BUKIaAEHHS TEKCTY [epXaBHO
MOBOIO 3liHO CYy4aCHWNX BUMOT.

6e3
peyenma

UA/9164/01/01

62.

AEPMA30/1®

wamnyHb, 20 mr/mn; in
bulk Ne 240: no 50 mn y
hNakoHi, KpuLieyka siKkoro
06TArHyTa niBKOBOK
060/10HKO0; MO 240
(h/1aKOHIB B KApPTOHHiIl
ynakosui; in bulk Ne 96: no
100 M1y dhakoHi,
KpuLLeyKa sIKoro
06TArHyTa niBKOBOK
060/10HKOI0; N0 96

TOB
"TNEA®APM
nTar

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHAis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3MiHa hopmn abo po3mipy KOHTelHepa un
3aKyNnopB&aUIbHOTO 3ac06y (NEPBUHHOI
ynakoBku) (HecTepusbHI NiKkapcbki 3acobm)
3MiHa (hopMuM KOHTeliHepa (NepBUHHOT
ynakoBkM), a came, 3MIHIOETbCA NnLue
chopma LWnitkn hnakoHy Nikapcbkoro
3acoby [lepma3on®, WwamnyHb, 3 METOK

UA/12479/01/01




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

h/1aKOHIB B KAPTOHHIl
ynakoBLiji

onTuMisauii npoLiecy repMeTU4HOCTI
nakyBaHHS. BBefieHHs 3MiH NpoTsarom 6-Tn
MicsLIB NiCNsA 3aTBEPAKEHHS.

63.

LEPMA30/®

wamnyHb, 20 mr/Mn no 8
My cawe; no 20 cawe B
KapTOHHI ynakosL,i; no 50
M a6o 100 mn y dpriakoHi,
KpyLLeyKa sKoro
06TArHyTa NNiBKOBOO
060/10HKOI0; N0 1 donakoHy
B KapTOHHIlA ynakosLi

TOB
"TNEQPAPM
aTo”

YkpaiHa

KYCYM
XENTXKEP MBT
N7

IHais

BHECEHHS 3MiH 0 peecTpavliinHmx
mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
[oToBUIA Nikapcbkunit 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3acib.
3MiHa chopmun abo po3Mipy KOHTellHepa un
3aKyrnoproBasibHOro 3acoby (NepBMHHOT
ynakoBku) (HecTepusbHi slikapcbki 3acobm)
3MiHa hopMU KoHTelHepa (NepBUHHOT
ynakoBKK), @ came, 3MIHIOETbCS fnLle
chopma wniikm hnakoHy nikapcbKoro
3acoby [lepma3on®, wamnyHb, 3 METOO
onTuMisauii npoLiecy repMeTUYHOCTI
nakyBaHHS. BBeleHHs 3MiH NpoTArom 6-Tn
MicALiB Nic/a 3aTBepAKEHHS.

6e3
peyenma

UA/6725/01/01

64.

ANKNODEHA
K

renb, 10 mr/r,no 40 ry
Ty6i; o 1 Ty6i B nauu;j 3
KapToHy

NAT
"Ximthapm3zas
o/ "YepBoHa

3ipka"

Ykpaina

NAT
"Ximdhapmsasop
"UepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapakTepucTuL,i Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
MeAUYHOro 3aCToCcyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHs /likapCbKoro
3acoby B micnsipeecTpaviliHnii nepios, abo
AK pe3ynbTar OLIHKN 3BIiTY 3 AOCNIMKEHD,
npoBefeHnX BiANOBIAHO [0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHV BHECeHi [0 IHCTpyKUiT Ans
MeAMYHOro 3aCTOCyBaHHA /likapCbKoro
3acoby A0 po3ginis "MpoTunokasaHHsa",
"Ocob6nMBOCTI 3aCTOCYBaHHSA"
(3acTocyBaHHs y nepiog, BariTHOCTi a6o
rofyBaHHs rpy4Aato) Woao 6esneku
3acToCyBaHHS fjl040i peyoBuHY 3a
pekomeHgauieto PRAC EMA BefeHHs
3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS.

6e3
peyenma

He
nionsieae

UA/0708/02/01

65.

OVKNODEHA
K-30POB'A

rens 1 %; no 30 r abo no
50 ry Ty6i; no 1 Ty6i B
KapTOHHIlA KopooLi

TOBAPUCTB
03
OBMEXEHO
to
BIAMNOBIAAN

YkpaiHa

ToBapucTso 3
obmexeHoo
BiANoBigasIbHICTIO
"dapmMaLeBTnYHa
KOMMaHis

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnX
MaTtepianis: 3miHu | TMNy - 3MiHK WOA[0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepuCTULL NiKapCbKoro 3acooby,

6e3
peyenma

nionsieae

UA/1539/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

bHICTIO
«KOPTIOPALII
A
«300POB’A»

"3p0pos'a”

TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHA NikapCbKoro
3acoby B nicnsipeecTpauiliHnii nepios, abo
AK pe3ynbTaT OUiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpnyHnx gocnigkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHM BHECEHO B IHCTPYKLilO AN
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby Ao po3ainis "MpoTunokasaHHA" Ta
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” BignosigHo o
OHOBNEHOT iHhopMaLi LWoao 6e3neku
3aCTOCyBaHHA Ait040T PeYOBUHM 3rigHO 3
pekomeHgauieto PRAC. BBefeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBepMKeHHs. CynyTHA 3MiHa- 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs1 a6o 3miHa(u)
[0 3060B'A3aHb Ta yMOB BuAadi
peecTpaLiiHOro NOCBIAYEHHS, BK/IHOYAUN
MnaH ynpaBniHHA pu3nkamm
(3acTocyBaHHS TEKCTY, SIKWIA NOrOKEHNA 3
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM
HafaHO OHOBMIEHWIA MnaH ynpasniHHA
pu3nkamm Bepcis 2.0. 3MiHU BHECEHO 0
yacTuH: | “3aranbHa iHdhopmauis”, V
“3axoau 3 MiHimizauii pusukis”, VI
“Pestome nnaHy ynpasniHHA pusnkamu”,
VII “AopaTkn” y 3B’A3KYy 3 OHOB/IEHHAM
iHhopMaLii 3 6e3nekun fityoi pevyoBuHN
AnknodpeHak Ha nigcTasi pekomeHauii
PRAC. B mexax 3MiH/ HalaHO OHOB/IEHWIA
nnaH ynpasniHHA pusnkamu, sepcis 2.0.
Pestome nnaHy ynpasniHHA pu3mkamu
[ofa€eTbes.

66.

IVMEKCUA®
APTEPIYM

PO34MH HaLLKipHWKiA Mo 50
My chnakoHi; no 1
chnakoHy B naui

NnAT
"Manuudapm”

YKpaiHa

MAT "Tanuucapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3aci6.
3MiHa nocTavyasnbHyKa naKyBasibHUX
Marepianis abo KOMMIEKTYUUX (KO
3a3HayeHo B 0CbE) (BUYyYEHHS
nocTavasibHvKa) - BUIy4YeHHs BUPOOHUKa

6e3
peyenma

UA/4522/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

NepPBUHHOT YNakoBKN qO/TaKOHIB CKASIHUX
OAO «ConcTek», Pocis, skili Bxe He
BMKOPUCTOBYIOTbCA AN hacysaHHs MN13

[vmekcna® ApTepiym, pO3UnH HaLLKIpHWIA.

3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWI 3aci6 (iHLWi
3MiHW)- BUNYyYeHHA cneyudikauii Ta
MeTOZjB KOHTPO/IIO HAa BTOPUHHY YNaKoBKY
nikapcbKoro 3acoby (HagaeTbCs TiNbkn
KOPOTKMiA onuc).

67.

AIEHOINECT
SEHTIBA

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLD, MO
2 Mr; no 14 Tabnetok y
6nicTepi, no 2 abo no 6
6nicTepiB y KAPTOHHIl
nauui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Xaynt ®apma

MtoHcTep TM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsigy. BHeceHHsi a6o 3miHa(u)
[0 3060B'A3aHb Ta yMOB BuAadi
peecTpauiiHoro NoCBiAYEeHHS, BKIOYAUN
MnaH ynpasniHHA pu3vkamu (iHWwi 3MiHu)
3asBHVKOM HaZiaHO OHOBEHWI MnaH
ynpas/iHHA pu3nkamun Bepcisa 1.1. 3miHn
BHECEHO [0 YacTuH: | «3aranbHa
iHchopmauis» Il «Cneyndikauis 3
6e3neku» Il «MnaH 3 hapmakoHarnsagy»
V «3axoan 3 MiHiMizauii pusvkis» VI
«Pe3tome nnaHy ynpasniHHA pusnkammn»
VIl «dopaTkm» (nogatku 1-8) y 3B'A3Ky 3
OHOBJ/IEHHAIM iH(hopMaLii 3 6e3neku Airyoi
peyvoBUHM AiEHOTecT BifMnoBigHO A0
aKTyanbHOI pethepeHTHOT iHchopmali, a
TaKoX Y 3B'A3KY i3 3MiHOIO dhopmaTy
BignoBiaHO Ao Bumor Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V
Rev.2 Human Medicines). Pe3stome MNnaHy
ynpas/iHHA pu3vkamu Bepcis 1.1
[oAa€eTbes.

3a
peyernmom

UA/17602/01/01

68.

LONOKC
PETAP],

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOIO,
NpoIoHroBaHoi Aji no 100
mr, no 10 TabneTok y
6nicTepi; no 1, no 2, abo
no 10 6nicTepis y Kopobui

"FOHiK
dapMacbTUK
an
Nab6opaTopis"”
(BiogineHHs
dipmn "Ox. B.
Kemikans eHg,
dapMacbTUK
an3 itp.")

IHais

HOHiK

dapmMacbloTUKan

Nab6opaTtopi3

(BigaineHHs dipmu
"Ox. Bb. Kemikana

eHf,

PapmacboTuKan3

nrp.™)

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edpeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu).
OHOB/IEHHSI TEKCTY MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOT YNakoBOK
NiKapcbKoro 3acoby, a caMe: BHECEHHSs
He3HaYyHVX pefakLuiiHnX npaBok no
TEKCTY; [LONOBHEHHA pPO34inis
iHhopMmaLlielo PO HaHeCeHHs1 NepeMiHHUX

3a
peuyerimom

UA/3939/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

AaHux (cepis, TepMiH MpUAaaTHOCTI, AaTa
BUrOTOB/IEHHSA, peecTpaLliiiHe
noceifyeHHs); a Takox n. 17. IHWE Ta n.
6. IHLWE. TepmiH BBEAEHHS 3MiH NPOTArOM
6 MicALiB Nic/1a 3aTBEPAXEHHS.

69.

LOPUTPULIN
H®

Tabnetkn gns
PO3CMOKTyBaHHS, no 10
Tabnetok y 6nictepi, no 1
abo 2 6nictepu y
KapTOHHIA Kopoo6Li

Megijue
dapma M'mbX
Ta Ko. KI'

HimeyunH
a

BMPOGHMLITBO 3a
MOBHUM LWIK/IOM:
Megiue
ApuHaiimitTTens
MotTep MM6X &
Ko. KI

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLinHux
mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3acib.
3MiHa po3mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (3MiHa KisibKoCTi
OAMHMLb (Hanpuknag TabneTok, amnyn
TOLL0) B yMakoBLi:) - 3mMiHa nosa
Jiana3oHoOM 3aTBepKeHnX po3Mipis
YMNaKoBKM - BBEEHHS [0AATKOBOI
ynakoBku Ne 20 (no 10 TabneTtok y
6nicTepi; No 2 6nicTepn y KapTOHHIN
KOpOo6Lii) A0 BXe 3apeecTpoBaHOro
po3mipy ynakosku /13 Ne10 (no 10
Tabnetok y 6nictepi; no 1 6nictepn y
KapTOHHI/ KopobLi), 6e3 3MiHu
NepBUHHOTO NakKyBaslbHOro Matepiay.
3MiHM BHECEHO B po3Ain "Ynakoska" B
IHCTPYKL,i10 ANS MeANYHOro 3acTOCyBaHHS
Y 3B'A3KY 3 BBEAEHHHAM [,04aTKOBOI
ynakoBku (Ne20) Ta sik HacnigokK -
3aTBEPMKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBK/ NiKapCbKOro 3acoby.
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) OHOBNEHO
TEKCT MapKyBaHHS NepBUHHOI Ta
BTOPVHHOT yNaKoBKM /TiKapCbKoro 3acoby,
a came BWy4YeHO iHhopmaLio, BUKNageHy
POCIiCbKOK0 MOBOIO, 3a3HAYEHO OAVHUL
BMMIpIOBaHHSA y cuctemi Sl Ta TopriBenbHy
Ha3BY aHr/MiNCcbLKO MOBOK, BHECEHO
He3HauHi pefakuiliiHi npaskv. BeegeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEPAXKEHHS

6e3
peyenma

UA/12066/01/01

70.

LYAK

renb; no 15ra6ono 25T,
a6o no 30 r rento B Ty6i;
no 1 Ty6i B KAPTOHHIiA
Kopobui

FnakcoCmiTKn
AiH ExkcnopT
Nimiten

Benvka
BpuTaHis

Inakco
OnepeiiwHc FOK
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu Il TUNY - 3MiHKX 3 AKOCTI.
A®I. (iHwWi 3MiHW) - OHOBNEHHSI MalicTep-
haiina gns A®| bexsoiny nepokcugy
BOAHOrO Bif BUpo6Huka Arkema Inc., CLLUA
3 Bepcil
ARKEMA/LUPEROXA75FP/AP/201502 Ha

6e3
peyenma

UA/8202/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Bepcito
ARKEMA/LUPEROXA75FP/AP/202112.
71. | AyonprocCT Kpanni o4Hi, po3uvH no 2,5 | K.T. Pomchapm PymyHis K.T. Pomchapm PymyHis BHECEHHS 3MiH 0 peecTpaLinHux 3a He UA/15824/01/01
My dh1aKoHi- KomnaHi KomnaHi C.P./1. marepianis: 3miHu | Tuny - peyenmom nionsizae
KpanesbHuuj; no 1 C.P.N. AMIHICTpaTVBHI 3MiHW. 3MiHa

donakoHy-KpanenbHuui y
KapTOHHIA KopoobLi

HalilmeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI
BUpPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOHAKUN [iTbHAL
BMMYCKy cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BUpoGHMK/iMnopTep,
BK/IO4A0UM BUMYCK Cepild)
3MiHM BHOCATbLCS B 3B’A3KY i3
HeOoOXIAHICTIO NPUBEAEHHS HANVCaHHSA
agpecy BUPOGHMKa BifnoBigHO A0
Ceptudpikaty GMP Ta BUCHOBKY L1040
niATBEPL)KEHHS BiANOBIAHOCTI yMOB
BMPOGHULITBA BUMOraM HanexHol
BUPOBHNYOT NPaKTUKN.
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKoro
3acoby 0 po3ainis "BMPOGHUK" Ta
"Micue3HaxomkeHHs1 BUPO6HMKa Ta oro
ajpeca Micusa NpoBaMKeHHS AisanbHOCTI"
Ta [0 NYHKTY 11 TeKCTy MapKyBaHHs
BTOPUHHOI YNakoBKM NiKapCbKoro 3acoby.
TepmiH BBeAEHHS 3MiH MPOTAroM 6 MicAuiB
nicns 3aTBepKeHHs.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHnX/ribpugHnx/6ionodibHmNx
niKapcbKUX 3ac06iB Nicnsi BHECEHHS Tiel
camoi 3MiHV Ha pedepeHTHWIn npenapat
(3MiHa He noTpebye HagaHHsA XOAHNX
HOBMX A0AATKOBUX AaHKX) - 3MiHM
BHECEHO [0 iHCTPYKLIT 413 MeanyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao
po3giniB "Oco6MBOCTI 3acTOCyBaHHA" Ta
"Mo6iyHi peakuii” BigNoBigHO A0
iHdhopmauii pechbepeHTHOro nikapcbKoro
3acoby (Xalacom 50 micrograms/mL and 5
mg/mL eye drops, solution). - TepmiH
BBE/IEHHS 3MiH MPOTAroM 6 Micauis nicnas
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBEPMKEHHS. - 3MiHM | TUMy - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHSA Ta iIHCTPYKUiT ons
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHs /liKapCbKOro
3acoby B micnsipeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLiHKW 3BiTY 3 AOCNIMKEHD,
npoBefeHnX Bi4NOBIAHO [0 NnaHy
negjatpnyHux gocnigpkens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHNM OpraHom) - 3MiHK
BHECEHO [0 IHCTPYKLi 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3giny "MobiuHi peakwii" BignoBigHO A0
pekomeHgauii PRAC. TepMiH BBeAeHHS
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPAXKEHHS. - 3MiHK | TUNY - 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn)
3MiHV BHECEHO [10 TEKCTY MapKyBaHHS
ynaKkoBKM NiKkapCbKOro 3acoby, a came Ao
NYHKTIB 3 Ta 12 TeKCTy MapKyBaHHs
BTOPUHHOI YNakoBKM NiKapCbKOro 3acoby.
TepmiH BBeAEHHS 3MiH MPOTAroM 6 MicauiB
nicns 3aTBepKeHHs.

72.

EBPICAI®

MOPOLLIOK A1 Opas/IbHOro
po3unHy, no 0,75 mr/mn,
NOPOLLOK A4/151 OpasIbHOr0
PO3UMHY Y CK/ISAHIi
naswui; no 1 naswuiy
KOMMNEKTi 3 1 BTUCKHUM
ajanTepom Ans naswku, 2
OpasIbHMW LUMpULamMu
Ans 6araTopasoBoro
BMKOpPUCTaHHA 06'emMoM 6
M (KOXHUIA Y
nonieTnaeHoBoMy
nakeTuky) Ta 1 opasibHUM
LUMPULIOM N5
6araTopasoBoro
BMKOpPUCTaHHA 06'emom 12
mn (y nonieTnsieHoBOMY
nakeTuKy), 2 opasibHUMU
wnpvuamm ans

TOB «Pouw
Ykpaina»

YkpaiHa

Bupo6HMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHE
nakyBaHHs (cTagis
HanoBHEHHS
NAALWOK),
BMMNPOBYBaHHSA
KOHTPO/O AKOCTI,
BTOPVHHE
nakyBaHHS, BUNYCK
cepit:
®.XothbdpmaHH-/15
Pow JITa,
LBeiiyapis;
Bupo6HMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHE

Llseiuapis

BHECEHHS 3MiH 0 peecTpaLinHux
mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPo6YyBaHHSA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPobyBaHHS) -
He3HauHi 3miHn B meToai BEPX, sikuii
BUKOPWUCTOBYETLCA A1 BUSHAYEHHS
nokasHukis "BmicT pucgannamy B naswi”,
"lpeHTudikalia pucgannamy” Ta
"MpoaykTy po3kniagy”. NponoHyeTbLCA
36iNbLUNTY KiNbKICTb NAALIOK ANA
NPUroTyBaHHS PO34nHY BUNPOOGOBYBaHOrO
3paska 3 ABOX [0 AeCATU.
BBefeHHs 3MiH NpoTArom 6-T MicauiB
nicnsa 3aTBepayKeHHs.

3a
peyernmom

UA/19668/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
6araTopa3oBoro nakyBaHHs (cTagis
BMKOPWCTaHHA 06'emMom 1 HanoBHEHHS
M (KOXHUIA y NAALWOK),
nonieTueHoBoOMy BMNPOBYBaHHSA
nakeTuky), ki BMiLLeHi y KOHTPOJI0 SIKOCTI
nonieTmneHosuii naket; 1 (TecTyBaHHsA
nAsiwka Ta 1 KomMnaekT MiKpobionoriyHol
BMiLLleHi Y KApTOHHY UYNCTOTK):
KOPO6KY ®.XothbdpmaHH-/15
Pow NlTa,
LLiBeiiuapis
73. | EFNMOHIN® kancynm no 50 mr Ne 30 Heypakctapm HimeuunH OENbPAPM ®paHuisa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/3818/02/01
(15x2): no 15 kancyny Ap3HelimiTTen a ODKOH mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenmom
6nictepi; no 2 6nictepu B b 'M6X [oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
KapTOHHI Kopobui; Ne 30 roTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW)
(30x1): no 30 kancyny OHOBJ/IEHHS BXE 3aTBEPXEHUX METOLIB
6nictepi; no 1 6nictepy B KOHTPOJI0 IKOCTI NikapcbKoro 3acoby, a
KapTOHHI KopoobLyi came BUK/IaEHHSA TEKCTY AepXXaBHO
MOBOIO 3liHO CYy4aCHNX BUMOT.
74. | EFNOHIN® pO34uH AN iH'ekuiid, 100 Heypakcthapm HimeuunH LOENb®APM PpaHuis BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/3818/03/01
Mmr/2 M1, Ne 6: no 2 mn B Ap3HenmitTTen a ODKOH MaTtepianis: 3miHu | TMNY - 3MiHK 3 AKOCTI. peyernmom
amnyni; no 6 amnyn'y b 'M6X ['oTOBWIA Nnikapcbkunii 3aci6. KoHTpob
KOHTYPHUX YapyHKax y roTOBOrO NikapCbKoro 3acoby (iHLi 3MiHN)
KapTOHHI KopoobLi OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAIB
KOHTPOJTIO SKOCTi /liKapCbKOro 3acoby, a
came BUKNALEHHS TEKCTY lepXaBHO
MOBOH0 3ifJHO Cy4acHUX BUMOT.
75. | EHEAC Tab6netku, no 10 TabneTok Peppep IcnaHis Peppep IcnaHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/10389/01/01
y 6nicTepi; no 3 6nictepu IHTepHauioHan IHTepHauioHab, marepianis: 3miHu | Tuny - 3MiHK WoA0 peyenmom
Y KapTOHHIl Kopobui b, C.A. C.A. 6e3nekn/eeKTBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) - 3MiHn
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
yNaKoBKM NiKapCbKoro 3acoby y n. «IHLUE»
LLLOZ0 BMAGIEHHS NIOTOTUMY KOMMaHii
ocpililiHoro NnpefcTaBHMKa 3asiBHUKA B
Ykpaini TOB «ACIHO YKPAIHA». TepmiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLis nicns
3aTBEPAKEHHS.
76. | EPIOOH® TabneTku, BKpUTI [Jekcenb 1A, I3painb BMPOGHMLTBO, I3painb BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/17620/01/01
NNiBKOBOK 060/1I0HKOID, MO nakyBaHHs, Matepianis: 3miHu | TMNY - 3MiHK WOA0 peyenmom
2 mr, no 10 TabneTok B BUNPOGYBaHHSA 6e3nekn/edpeKTNBHOCTI Ta

6nictepi, no 3 abo 6
6nicTepiB B KAPTOHHIiA
nauuj

KOHTPOJTHO AKOCTI
Ta BUNycK cepil:
[ekcenb NT4,,
I3painb;
BUNPOGYBaHHSA
KOHTPOJI0 SIKOCTI
(mikpobionoriyHmi

hapmakoHarnagy (iHwi 3miHn). 3MiHun
BHECEHO B TEKCT MapKyBaHHSA NEPBUHHOI
Ta BTOPMHHOT YNakoBOK NiKapCbKoro
3acoby y n. «IHLWE>» wwoao BnaaneHHs
NIOroTUNy KOMNaHii ogoiliiHoro
npefcTaBHuKa 3asBHUKa B YkpaiHi TOB
«ACIHO YKPAIHA». TepMiH BBeieHHS
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KOHTpoOnb): TOB 3MiH - NpPOTAroM 6 MicAuiB nicns
IHCTUTYT Xap4oBoi 3aTBepXEHHA.
Mikpob6ionorii Ta
CMOXMBYNX
TOBapiB., 13painb
77. | EPIAOH® TabneTkun, BKpUTI [Jekcenb N1g. I3painb BMPOGHMLITBO, 13painb BHECEHHS 3MiH 0 peecTpaLinHux 3a UA/17620/01/02
N1iBKOBOK 060/I0HKOLD, MO nakyBaHHs, marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom
4 mr, no 10 TabneTok B BUNPOGYBaHHSA 6e3nekn/edeKkTBHOCTI Ta
6nicTepi, no 3 abo 6 KOHTPO/IHO AKOCTI hapmakoHarnagy (iHwi 3miHn). 3miHun
6nicTepiB B KAPTOHHIA Ta BUMyCK cepii: BHECEHO B TEKCT MapKyBaHHS NepPBUHHOI
nauui [Hekcenb NT4,, Ta BTOPWHHOT YNaKoBOK NiKapCbKoro
I3pains; 3acoby y n. «IHLWE» woa0 BnganeHHs
BMMNPOBYBaHHSA NOroTuUNy KoMNaHii ogoiliiHoro
KOHTPOJI0 SIKOCTI npeacTaBHVKa 3asiBHMKa B YkpaiHi TOB
(mikpobionoriuHwmi «ACIHO YKPATHA». TepmiH BBEAEHHSA
KOHTponb): TOB 3MiH - NPOTAroM 6 MicAuiB nicns
IHCTUTYT Xap4oBoi 3aTBepKEHHA.
Mikpo6ionorii Ta
CMOXMBYUX
TOBapiB., 13painb
78. | ECTPAMOH nnactmp CaHpo3 CnoBeHis Brpo6HMUTBO 3a HimeuunHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/5035/01/01
50 TpaHcaepmanbHuii, 50 PapmacboTika NOBHUM LK/IOM: mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peyenmom
MKr/no6a; n3 a.n. lekcan Al, [oTOBWIA Nikapcbkunii 3aci6. Cuctema
no 1 niacTupy B NakeTuky; HimeuunHa; KOHTeliHep/3aKynopoBasibHWii 3acib.

no 6 naxkeTukis y
KapTOHHIlA KopooLi

KOHTPO/Ib SIKOCTI:
Cantotac ®apma
'm6X, HimeuunHa;
KOHTPO/Ib SIKOCTI:
AEPO®APM
'm6X, HimeyunHa

3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBKN
roTOBOrO /iKapCbKOro 3acoby (BUTyUYEHHs
He3Ha4yHOro nokasHuka (Hanpukiag,
3acTapisioro NokasHUKa)) BHECEHHS 3MiH
no p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6, a
came: BUTy4YEeHHS1 HE3HAYHOTO NMOKa3HUKa
“Sealability” 3i cneuundikauii nepBuHHOro
nakyBasibHOro matepiany Sachet foil:
Paper/PE/AL/PE. 3MiHu | TUny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynoptoBasibHiA
3aci6. 3miHa napameTpiB cneuwudikaiii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO /liKapCbKOro 3acoby
(BMNYyYEHHSI HE3HAYHOTO MOKa3HKKa
(Hanpuknag 3acTapinioro NokasHuka))
BHeCeHHSs 3MiH o p. 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBasibHUii 3aci6, a
came: BUJly4eHHS1 HE3HAYHOro MokasHuKa
“Thickness” 3i cnevumdikavii NnepBUHHOIO
nakyBa/ibHOro Matepiany Sachet foil:
Paper/PE/AL/PE. 3minu | Tvny - 3MiHu 3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
CuctemMa KoHTelHep/3akynoptoBasibHUi
3aci6. 3miHa napameTpiB cneumdikauili

Ta/abo foMyCTUMUX MeX NePBUHHOI
yNakoBKM rOTOBOTO /likapCbKOro 3acoby

(BNYyYEHHSI HE3HAYHOTO MOKa3HMKa

(Hanpwvknag, 3acTapifioro nokasHuka))
BHeCeHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6, a
came: BUTyYeHHA He3HaYHWNX NOKa3HUKIB!
“Width of foil”, "Outer diameter of foil reel",
"Inner diameter of foil reel", "Mismatch of
layers" 3i cnevumdpikauii nepBMHHOrO
nakyBasibHOro matepiany Sachet foil:
Paper/PE/AL/PE.

79.

ETCET®

TabneTku, BKpUTI
060/10HKO10, M0 10 Mr, No
14 TabneTok y 6nicTepi;
no 2, abo no 4, abo no 6
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB
"TNEQPAPM
aTo”

YkpaiHa

TOB "KYCYM
DAPM"

Ykpaina

BHECEHHS 3MiH A0 peecTpaviiHmx
mMatepianis: 3miHu | TMNY - 3MiHK LWOA0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3yfibTaT OUiHK/ 3BIiTy 3 AOC/IIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginu: "B3aemogis 3 iHWMMun
niKkapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiit", "OcobaMBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakyii” BigNoBigHO A0
OHOB/EHOT iHhopMmaL,i 3 6e3neku Aitoyol
peyoBuHW. BBEAEHHSA 3MiH NPOTArom 6-Tn
MicALB Nic/a 3aTBepAKEeHHs

3a
peyenmom

He
nionsieae

UA/9658/01/01

80.

ETCET®

TabneTtku, BKPUTI
060/10HKO0, N0 20 Mr, No
14 TabneTok y 6nicTepi;
no 2, abo no 4, a6o no 6
6nicTepiB y KAPTOHHIN
ynaxoBLii

TOB
"TNEAPAPM
nTa”

YKpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perysisipHoO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/9658/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nikapcbKkoro 3acoby, abo focnimkeHb 3
6e3nekn 3acTocyBaHHA NikapCbKoro
3acoby B nicnsipeecTpauiliHnii nepios, abo
AK pe3ynbTaT OUiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpnyHnx gocnigkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby y po3ainu: "B3aemogis 3 iHWmMu
nikapcbkMmn 3acobamu Ta iHLWi BUamn
B3aemogiin”, "OcobamMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakuii” BigNoBigHO A0
OHOBJ/IEHOT iHdopMalLlii 3 6e3neku gitoyoi
peyoBMHW. BBELEHHA 3MiH MPOTAroM 6-Tu
MicALB Nicna 3aTBepAKEHHs

81.

ETCET®

TabneTkn, BKPUTI
060/10HKO0, MO 40 Mmr, No
14 TabneTok y 6nictepi;
no 2, a6o no 4, a6o no 6
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB
"TNELGAPM
aTa"

Ykpaina

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3MiHn Woao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkil
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo focnigpKeHs 3
6e3nekn 3acTocyBaHHs /liKapCbKOro
3acoby B micnsipeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLIHKM 3BiTY 3 AOCNIMKEHD,
npoBefeHnX Bi4NOBIAHO 40 NnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /liKkapCbKoro
3acoby y po3ginu: "B3aemogis 3 iHWmMmn
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakuii" BigNOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku giyol
peyoBMHW. BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEpPAKEHHS

3a
peyerimom

He
nionsieae

UA/9658/01/03

82.

ETCET®

TabneTku, BKpUTI
060/10HKO10, N0 80 Mr, NO
14 TabneTok y 6nicTepi;
no 2, abo no 4, abo no 6
6nicTepiB y KAPTOHHiIl
ynakoBLi

TOB
"TNEAPAPM
aTo”

YKpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavliinHmx
mMatepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans

3a
peyenmom

He
nionsieae

UA/9658/01/04
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acToCyBaHHA /liKapCbKoro
3acoby B nicnisipeecTpaviliHnii nepios, abo
AK pe3ynbTaT OUiHKM 3BIiTy 3 AOC/IIKEHb,
npoBefeHnX BiANOBIAHO A0 NaaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YNOBHOB&)XXEHVNM OPraHom)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHA NMiKapCbKOro
3acoby y po3ginu: "B3aemogis 3 iHWmMMun
nikapcbkMK 3acobamMu Ta iHLWi B1am
B3aemogiit", "Ocob6MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakuyii" BigNoBigHO A0
OHOBNEHOT iHhopMmaL,i 3 6e3neku Aitoyol
peyoBuHW. BBEAEHHSA 3MiH NPOTAroM 6-Tn
MiCALIB Nic/1a 3aTBepAKEHHS

83.

E®DESEN

renb;no5r,15r,30r
ren y Ty6i; no 1 Ty6i B
KapTOHHI Kopobui; no 15
r, 30 I refto y KOHTelHepi;
no 1 KoHTeliHepy B
KapTOHHIA KopoobLi

Fangepma CA

Lseiiuapi
o

NABOPATOPII
FTANOEPMA

PpaHuis

BHECEHHS 3MiH 0 peecTpaviinHmx
martepianis: TexHiuyHa nomunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) -

BunpaBneHHs1 TeXHIYHOI NOMU/IK1 B MKSA.
BunpasneHHsa TeXHIYHOI NOMUSIKN B
MeToAax KOHTPOJIK0 AKOCTi, y po3aini

«Cknagy» noB’A3aHo 3 HeBiPHUM
nepeHeceHHsIM YMC/I0BOTO 3HAYEHHS
KINIbKOCTi [1il040i pe4yoBMHM A0 METOZIB
KOHTPOJIH0 SKOCTi, B MEXax 0fHOro
nokymeHty (MKS). - Y posgini
«Cneuudpikauis» AOMyLIEHO NOMWKY Npu
nepeknagi KpUTepiiB NPUAHATHOCTI LLOA0
NOKa3HUKIB «laeHTudikayis», «pH»,
«pofyKTy posnagy».
3a3HaveHe BMMpaB/IeHHs BiAMoBiAae
apxiBHMM MaTepiasiam peecTpaviiHoro
[0CbE.

3a
peyenmom

UA/15311/01/01

84.

€BPO3NANM

MOPOLLIOK AJ151 iH'EKL NO
1,0 r 1 a60o 10 chnakoHiB 3
MOPOLLKOM Y KapTOHHIl
Kopobui

€Bpo
Naiidpkep N14

Benvka
BputaHis

EiCIiEc Jo6dap
C.M.A.

ITanisa

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) -
OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKU
nikapcbKoro 3acoby, a came: BUTy4YeHO
iHchopMalito WoA0 KOMNaHii sika 34ilicHoE
MapKETUHT, YTOYHEHO iHhopMaLito LWoa0
TEePMiHy NpUAATHOCTI, HOMepY
peecTpauiiHoro NocBifg4YeHHs, Homepy
cepii, kaTeropii BifgmycKy TakoXx 3a3HayeHo

3a
peyenmom

UA/14073/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Ha3BY 3as1BHVIKa, /IOroTvN BUPOOHNKA,
I0rOTUM 3asBHMKA Ta iHLY TeXHiYHY
iHdpopmauito (geTanizosaHo). BeeaeHHA
3MiH NpOTArom 6-Tu MicauliB nicns
3aTBEPAKEHHS
85. | 3ABILE®TA NMopoLUOK ANA NMPANIEP CWA BVMPOGHMLTBO Bpasunis/ BHECEHHS 3MiH 0 peecTpaLinHux 3a UA/17440/01/01
KOHLEHTpaTy A9 PO34UHY EWY. CI. M. HaniBNpoaykTy ITanisa marepianis: 3miHu | Tuny - peyenmom
Ans iHdysiii, no 2000 KOPMOPEWLL CTEepPU/ILHOI CyMiLLi AMIHICTpaTVBHI 3MiHW. 3MiHa
mr/500 wmr; no 10 donakoHis H uedrasngumy HalilmeHyBaHHs Ta/abo agpecy Micud
3 MOPOLLKOM Y KapTOHHIi KapboHaTy NPOBaKEHHS AiS/TIbHOCTI BUPO6HUKA
Kopobui (uedTasngnmy (BKTrOYaKOUK, 3a HEOOXIAHOCTI, Micue
neHTarigpar 3 NpoBeAEHHS KOHTPO/IO AKOCTI), abo
Kap6oHaToMm B/lacHWKa macTep-gaiina Ha A®l, abo
HaTpito), nocravanbHuka Adl/BuxigHoro
TeCcTyBaHHA npu marepiany/peareHTy/npoMikHOro
BUMYCKY: NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
AHTMGIOTIKOC [0 BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
Bpasin NlTaa, [0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
Bpasunis; cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
BUPOBHNLTBO chapmakonei y 3aTBepAKeHOMy A0Cbe, a60

HaniBNpoaykTy
CTEPWUILHOI CyMiLi
Lecrasmgnmy
KapboHaTty
(uecbTazngumy
neHTarigpar 3
KapboHaToM
HaTpito),
TeCTyBaHHs npn
Bunycky: ENCiEc
Lobdap C.n.A,,
ITanis;
TECTyBaHHS
HaTpito kapboHaTy
HaniBNpoAyKTy
CTEPWUIBHOI CyMiLLi
uedrasmaumy
KapboHaTty
(uedpTasngnmy
neHTarigpar 3
KapboHaToM
HaTpito) npu
BMNycKy: Xena6
C.pJ1., ITanis;
BMPOGHMLITBO,
nakyBaHHs,
KOHTPO/b AKOCTI,
BWMNYCK Cepii,

BVMPOGHMKA HOBOI AOMNOMIXXHOI PEeYOBUHU
(SKWO 3a3HayYeHo y J0Cbe) 3MiHa Ha3BU
BMpobHUKa A®| agibaktamy Corden
Pharma Latina S.p.A., Italy.
Brpo6Huya ainbHuus, agpeca Ta yci
BMPOGHMYI onepadii 3auwaTbes
He3miHHUMK. [itoya pegakuis: Corden
Pharma Latina S.p.A, Italy
MponoHoBaHa pepakuis: Latina Pharma
S.p.A, ltaly
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BMNPOBYBaHHSA
cTabinbHOCTI
roToBOro
nikapcbkoro
3acoby: ENCiEc
[Jobdap C.n.A,,
ITanis;
BUNPOGYBaHHSA
cTabifIbHOCTI
roToBOro
nikapcbKoro
3acoby: EiCiEc
Jobdap C.n.A,,
ITanis
86. | SUHALEE®® MOPOLLOK A/19 PO3UNHY TOB"CaHpgo3 Ykpaina Eii Ci Ec lo6dhap ITanisa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/1524/01/02
ans iv'ekuii, no 1,5r; 1 YkpaiHa" C.n.A. mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenmom
(N1aKoH 3 MOPOLLUKOM Y CepTtuchikat BignosigHocTi/lE-cepTudikat
KapTOHHI/ ynakosL,i BiANOBIAHOCTI EBPONENChKil
hapmakonei/moHorpadii. NogaHHS HOBOTO
ab0 OHOB/EHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana Adl; ons BUXigHOro
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKa. MogaHHs OHOBNEHOTO
cepTudpikaTy BiANoBigHOCTI EBpoONenchbkili
thapmakonei R1-CEP 1996-007-Rev 05
Bif 3aTBEpKEHOro BUpobHuka ACS
Dobfar S.P.A. Tribiano IT gitouoi pe4oBuHM
Ledypokcum HaTpito (3aTBepakeHo: R1-
CEP 1996-007-Rev 04; 3anponoHoBaHo:
R1-CEP 1996-007-Rev 05).
87. | SUHALE®® NOPOLLOK A/19 PO3UNHY TOB"CaHpgo3 YkpaiHa Eii Ci Ec Lo6hap ITanis BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/1524/01/01
ONns iv'ekuyiin, no 750 mr; 1 YkpaiHa" C.n.A. MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyernmom

dp/1aKkoH 3 NOPOLLKOM Y
KapTOHHIA ynakoBL,i

Ceptudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHOBMEHOrO cepTuddikaTa
BiANOBIAHOCTI a60 BUIYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBpONENChbkili
thapmakonei: ana A®Pl; ons BUXigHoro
matepiany/peareHTy/npoMiXHOro
NpPOAyKTY, L0 BUKOPUCTOBYIOTLCS Y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii
cepTuduikaT Bif yXe 3aTBepXEHOro
BMPOO6HYKa. MogaHHA OHOBMIEHOrO
cepTudikaTy BiAnoBigHOCTI €Bponeichbkili
thapmakonei R1-CEP 1996-007-Rev 05
Bif, 3aTBEpAKeHOro BupobHuka ACS
Dobfar S.P.A. Tribiano IT gitouoi pe4yoBuHm
LedypoKcuM HaTpito (3aTBepmxeHo: R1-
CEP 1996-007-Rev 04; 3anponoHoBaHo:
R1-CEP 1996-007-Rev 05).

88.

30/IEYM

po34nH ANns iHgysiii, 5
mr/100 mn, no 100 mn B
KOHTelHepi, no 1
KOHTeliHepy B kopobLi

AHaHTa
Megikeap /14.

Benuka
BpuTaHis

€ponaiic
Xentkeap lBT.
Nra.

IHais

BHECEHHS 3MiH A0 peecTpaviiHmx
mMartepianis: 3miHu | TNy -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NPOBaPKEHHS AiSIbHOCTI
BMPOGHMKa/imnopTepa rotosoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL
BMNYyCKy cepii abo MicLie NpoBeneHHs
KOHTPOJIO AKOCTI. (ZisANbHICTb, 3a Ky
BiAnoBigae BUpoGHWK/iMnopTep,
BK/IOUAOUM BUMYCK cepiid) - 3miHa agpecu
BMPOGHMKA Bigdynach y 3B'A3Ky 3
npveegeHHam o GMP BugaHoro
[epxnikcnyx60ot0 YkpaiHu 6e3 hakTUyHol
3MiHM Micus BUPOOHULTBA.
3MiHV BHECEHO B
IHCTPYKLUiI0 4151 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby 4719 BUPOGHMKa
€ponaiich Xentkeap MBT. /IT4. y po3ain
"Micue3Haxo4XeHHs1 BUPOOHUKa Ta
afpeca MicLs NpoBafKEHHS NOro
OisNbHOCTI" 3 BigNOBIgHMMMN 3MiHAMK B
TEKCTi MapKyBaHHs ynakoBoK. TepMiH
BBEAEHHS 3MiH MPOTAroM 3 MicAuiB nicns
3aTBEPAKEHHS.

3a
peuyenmom

He
nionsieae

UA/17715/01/01

89.

30TEK®-200

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
200 wr in bulk: no 2500
TabneTok y noagiliHMx
nakeTax 3 oosbrn
nosnieTnneHoBol y
KapTOHHIlA KopooLi

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I)

OAE

EBepTopaxeH
Naiidp CaeHcms
Nimiteq

IHAis

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3MiHu | TRy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3MiHK y
BMPOBOHULTBI. 3MiHa po3Mmipy cepii
(BKIHOYatOUM dianas3oH po3mipy cepi)
roTOBOrO /1iKapCbKOro 3acoby (3MeHLLEHHS
00 10 pasiB) BHECEHHS [,0AATKOBOrO
po3mipy cepii 100 000 TabneTok Ans
roToBOro sikapcbkoro 3acoby 30TEK®-20
3arBepmkeHo: po3mip cepii: SOTEK®-
200, TabneTkn, BKpUTI NIBKOBOK

6e3
peuyenma

UA/11502/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
06010HKO0, Mo 200 mr 350 000.
3anponoHoBaHo: po3mip cepii: 30TEK®-
200, TabneTkun, BKpUTI NIIBKOBOK
060/10HKO0, M0 200 Mr 100 000 TabneTok
350 000 TabneTok
90. | 30TEK®-200 TabneTkun, BKpUTI OPIrAHOCUH OAE EBepTopxeH IHAis BHECEHHS 3MiH 0 peecTpaLinHux 6e3 UA/11501/01/01
NNiBKOBOI 060/10HKOD, N0 | JIAGCAEHC Naiidp CaeHcns mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenma
200 wmr; no 10 TabneTok y N3 (Ed 3ET 1) Nimiteq [oTOBMIA Nikapcbkunii 3aci6. 3miHK y
6nicTepi; no 1 6nictepy y BMPOGHMLTBI. 3MiHa po3mipy cepii
KapTOHHIA Kopoo6Li (BK/THOYAtOUM diana3oH po3mipy cepi)
roTOBOrO NikapCcbKoro 3acoby (3MeHLIEeHHs
80 10 pasiB) BHECEHHS [0AATKOBOrO
po3mipy cepii 100 000 TabneTok Ans
roToBOro nikapcbkoro 3acoby 30TEK®-20
3arBepmkeHo: po3mip cepii: SOTEK®-
200, TabneTku, BKpUTI NNiBKOBOIO
060/10HKOt0, Mo 200 mr 350 000.
3anponoHoBaHo: po3mip cepii: 30TEK®-
200, TabneTku, BKpUTI NNiBKOBOIO
060/10HKOt0, Mo 200 Mr 100 000 TabneTok
350 000 Tabnetok
91. | IBYNPO®EH TabneTku, BKpUTI My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/3304/01/01
NNiBKOBOK 060/1I0HKOID, MO akuioHepHe akuioHepHe mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peuenma
200 mr no 10 TabneTok y TOBapUCTBO TOBapuCTBO CepTtuchikat BignosigHocTi/l E-cepTudikat
6nicTepi; no 5 6rictepis y "HaykoBo- "HaykoBo- BiANOBIAHOCTI EBpONeiichbkil
nauui BMPOGHUYNIA BMPOGHWYNIA thapmakonei/moHorpadii. NMogaHHs HOBOro
LEeHTp LeHTp ab0 OHOB/IEHOTO cepTugiikaTa
"BopLuariscbk "BopLuariBcbkuii BiANOBIAHOCTI 260 BUTyYEHHS
niA Ximiko- XiMmiKO- cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmavneBTuy hapmaLleBTUYHNI hapmakonei: ana A®l; ans BuxigHoro
HWi1 3aBog” 3aBog" marepiany/peareHTy/npoMiXHOro

NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt AONOMIXHOT
peyoBuUHU (cepTuddikar BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKa - CynyTHS 3MiHa
- 3MiHu 3 AkocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMMX MEX, BU3HAYEHNX Y
crneundikauiax Ha A®l, abo
BUXIAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUPO6HMUTBA AP (iHLi 3MiHW) - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
MeToAax BunpobyBaHHs AdI abo
BUXIAHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, LWo BUKOPUCTOBYETbCS
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

y npoueci BUpo6HMUTBa AD| (He3HauHI
3MiHU Y 3aTBEPAKEHUX MeToaax
BMNPOGYBaHHA) NoJaHHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2008-316 - Rev
05 (3atBepmxeHo: R1-CEP 2008-316 -
Rev 04) gna A®l ibynpodpeHy Big Bxe
3aTBepxeHoro Bupo6HmKa «lOL
Chemicals and Pharmaceuticals Ltd.»,
IHAjA. Ak Hacnigok 3mMiHa y napameTpax
crneundikavii Ta MeToAi KOHTPOIO Ajto4oT
PEYOBMHM 3a NOKA3HWUKOM «3asIMLLKOBI
PO3UMHHUKM» (rekcaH 3aTBeppKeHo: He
6inbwe 100 ppm; 3anponoHOBaHO: He
6inble 290 ppm). 3MiHK | TUNY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBEHOrO cepTudpikaTa
BiANOBIAHOCTI 260 BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONechkiii
hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) - Hosui
cepTudikaT Big HOBOro BUPOGHYMKa (3aMiHa
a60 f0NoBHeHHA) CynyTHSA 3MiHa - 3MiHU 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii Ta/abo
[OMYyCTUMNX MEX, BUHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA AD| (JOMNOBHEHHSA
cneundikauii HOBUM NMOKA3HNKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS)
noJaHHsa HOBOro cepTucpikata
BiANOBIAHOCTI EBponelicbkiin hapmakonei
Ne R1-CEP 1996-061 - Rev 15 gna Adl
i6ynpodhery Bif, HOBOroO a/ibTEPHATUBHOIO
BMpOGHMKa «Solara Active Pharma
Sciences Limited», IHais. fk Hacnigok
3MiHV Y cneumdikalii Ta MeTofi KOHTpPOsIto
L0401 PEYOBVHM 3@ NOKA3HUKOM
«3aNLLKOBI PO3YMHHMKN», a came:
[OMOBHEHO MOKA3HUK PO3YMHHUKAMMU:
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Ne Hassa Popma sunycky 3assBHUK Kpaina Bupo6HuK Kpaina
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKa
3acoby yrnakoskKa)

PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
Bionycky aHHs1 peecmpayitiHo2o
nocsioYeHHs1

aueToH He binbwe 100 ppm, rekcaHu He
6inbwe 290 ppm, meTaHon He BinbLue 500
ppm, 2-nponaHon He 6inbLue 250 ppm,
TpuxsiopeTuneH He 6inbwe 80 ppm.
(meTop 2.2.28 €P/ADY)
3MiHn | TURY - 3MiHK 3 aKocTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHSA A®I abo BuxigHOro
marepiany/npoMixXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BUpo6bHMLTBa A®| (HE3HAYHI
3MiHW Yy 3aTBEpKEHNX MeToax
BMNPOOYBaHHs)
3MiHW Y METOZj KOHTPOO AitoHoil
PEYOBUHM 38 NOKA3HNKOM «3a/INLLIKOBI
PO3UYNHHVKN. ALIETOH, rekcaH» (MeTog
2.2.28 €D/ADY)
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
marepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BUpo6HMLUTBa ADI (iHLWi 3MiHK Y
MeTofax BUNPo6yBaHHS (BK/IHOYa0UN
3amiHy abo JonoBHeHHs) AdD| abo
BUXIAHOrO/NPOMIXHOTO NPOAYKTY)
[OMNOBHEHHS METO/iB KOHTPO/IIO Aitoyol
PEYOBMHM BMIACHOK METOANKOI /1S
BU3HAYEHHS NoKasHWKa «3anLLKOBI
PO3YMHHUKN. ALETOH, rekcaHu, MeTaHorn,
2-Mponaxos, TpMxXJIopeTaH» A1 HOBOro
BMpo6GHMKa «Solara Active Pharma
Sciences Limited», IHgia (MeTog 2.2.28

€EP/NDY)
92. | IBY®EH® cycneHsis opanbHa, 100 dapmaueBTNY MonbLia dapmaneBTUYHNI Monbla BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 He UA/9215/01/01
Ana AITEN mr/5 mMn; no 100 mn'y HWi1 3aBOf,

3aBo[, mMartepianis: 3miHu | TMNy - 3MiHK WOA[0 peyenma nidnsieae
MAJIMHA nnactukosomy (MNET) «MONb®APM "MONb®APMA"

6e3nekn/edeKTUBHOCTI Ta
nakoHi 3 A» C.A. C.A. Biggain thapmakoHarnsgy. 3MiHa y KopoTkii
nonieTuaeHoBuM

MepgaHa B Cepaggai XapaKTepuCTUL NikapcbKoro 3acooby,
agantepom; no 1 donakoHy TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
pasom 3 Lwnpuuem- MeAMYHOro 3acTOCyBaHHA Ha niacTasi
[103aTOPOM B KapPTOHHIl perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3neku
nauui nikapcbkoro 3acoby, abo focnimkeHb 3

6e3nekn 3acTocyBaHHA NikapCbKoro
3acoby B micnsipeecTpauinHuii nepiog, abo
AK pe3ynbTaT OUiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHnX BignoBigHO 40 NiaHy
negiaTpnyHnx gocnigpkenb (PIP) (3MiHy
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

Y3TO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHUM OpraHom). 3MiHu
BHECEHO [0 IHCTPYKLIT 418 MeAnyHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "MepenosyBaHHA" BigNOBIAHO A0
OHOBJ/IEHOT iHdopMaLii 3 6e3neku gitoyoi
peyoBuHM (iIGynpodieHy) 3rigHo 3
pekomeHgauismm PRAC.

93. | IBY®EH® cycnensis opasibHa, 100 PapmaueBTNy MonbLia dapmauleBTUYHNI MonbLa BHECEHHS 3MiH 0 peecTpaLinHnx 6e3 He UA/11881/01/01
Ana AITEN mr/5 mn no 100 a6o no HWIA 3aBOf, 3aBoj marepianis: 3miHu | Tuny - 3mMiHu Woao peyenma nionsieae
nonyHuuAa 120 M1y nnacTUKoBOMy «MONb®APM "MONb®APMA" 6e3nekn/edeKTUBHOCTI Ta
thnakoHi; no 1 donakoHy 3i A» C.A. C.A. Biggin hapmakoHarnsagy. 3miHa y KopoTkili
LUMPULIOM-A03aTOPOM Y Megana B Cepaasi XapakTepucTuL,i NikapcbKoro 3acoby,
KapTOHHI navui TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons

MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acTocyBaHHs /liKapCbKOro
3acoby B micrspeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLIHKM 3BiTY 3 AOCNIMKEHD,
npoBefeHnX Bi4NOBIAHO 40 NnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm). 3MiHu
BHECEHO [0 IHCTPYKLi 415 MegnMyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "Mepeno3yBaHHA" BigNOBIAHO 40
OHOBJIEHOT iHdhopMaLii 3 6e3neku gioyol
peyoBuHM (iBynpodpeHy) 3rigHo 3
pekomeHgauismm PRAC

94. | IBY®PEH® Kancynu m'ski no 200 mr; PapmaueBTNY Monbwa dapmaneBTUYHNI Monbwa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 nionsieae UA/12829/01/01
FOHIOP no 10 kancyn y 6nictepi; HWi1 3aBOf, 3aBo/ mMatepianis: 3miHu | TMNy - 3MiHK LWOA0 peuenma
no 1 a6o 2 6nictepu y "MONb®APM "TMONb®APMA" 6e3nekn/epeKkTBHOCTI Ta
KapTOHHIA KopoobLi A" C.A. C.A. Biggain hapmakoHarnsgy. 3miHa y KopoTkili
MepaHa B Cepaggai XapakTepucTuL nikapcbkoro 3acooby,

TeKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3ynbTaT OUiHK/ 3BIiTy 3 AOC/IIKEHb,
npoBeAeHVX BignoBigHO 40 NniaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLi 415 MefnMyHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

po3gainy "MNMepefo3yBaHHA" BigMOBIAHO A0
OHOBNEHOT iHhopMmaL,i 3 6e3neku Aitoyol
peyoBuHM (iIBynpodreHy) 3rigHo 3
pekomeHgauismm PRAC.

95.

IHAOKONIP
® 0,1%

Kpanni o4Hi, 1 mr/mn; no 5
M1y chiakoHi-
KpanenbHuLj; no 1
dhnakoHy-KpanenbHuui y
KapTOHHI Kopoobui

TOB «BAYLU
XEJIC»

YKpaiHa

Nab6opaTtopis
LLloBeH, ®paHLis;
Ap. l'epxapg,
MaHH XeM.-chapm.
dabpuk MM6X,
HimeuunHa

dpaHuia/
HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/isHeHUX faHux Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
hapmakoHarnsgy 3asBHuka anas
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBigaNbHOI 3a 34iCHEHHS
thapmakoHarnagy (BK4Yakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
tpaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: bapmina NaHHa
OnekcangpisHa. MNponoHoBaHa peAakLuis:
MpokoneHko IpnHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3as1BHVIKa, BignoBigabHOT 3a
hapmakoHarniag,.

3a
peyenmom

UA/3260/01/01

96.

KANbLIYM
®/TYOPATYM
ClNib
AOKTOPA
LLUKOCC/EPA
Nel

TabneTku no 80 TabneTok
y thnakoHi; no 1 dpnakoHy
Y KapTOHHili kopobLi

[Noiue
Xomeonari-
YHioH OXY-

ApuHarimitTTen
b F'M6X & Ko.
Kr

HimeuunH
a

[oliue Xomeonari-
YHioH OXY-
ApuHalimiTTens
'm6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edpeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHVX JaHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
hapmakoHarnsgy, 3miHa yroBHOBaXKEHOI
ocobu, BignoBifasIbHOT 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTakTHoOi ocobu 3
hapmakoHarnsagy 3asBHuka a1s
3[iicHEHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0ocobW, BignoBiganbHoI 3a 34iACHEHHS
hapmakoHarnsay (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOBAaXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAa1bHOI 3a thapmakoHarnsg,.

6e3
peyenma

UA/12196/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
[itoua pepaxuis: Dr. Anja Hofner.
MponoHoBaHa pepakuis: Dr. Stephan
Kohler. 3miHa KOHTaKTHWUX AaHuX
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
cuctemu chapmakoHarnagy. 3miHa micua
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnsgy.
97. | KANbUIO pO34MH A4 iH'ekuUid, 10 MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH A0 peecTpaviiiHmx 3a UA/14340/01/01
DONMIHAT mr/mn, no 3 mn a6o no 5 akuioHepHe akuioHepHe mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peyenmom
M B amnyri; no 5 amnyn B TOBapuncTBo TOBapucTBo Ceptudpikat BignosigHocTi/l E-cepTuddikat
nadui; no 3 mn a6o no 5 "Nekxim - "Nekxim - XapkiB" BiANOBIAHOCTI EBpONechkil
M/1 B amnyni; no 5 amnyn B Xapkis" thapmakonei/MmoHorpadii. MogaHHsA HOBOro
6nictepi, no 1 6nictepy y abo OHOB/IEHOTO cepTugikaTa
nadui; no 3 mn a6o no 5 BiANOBIAHOCTI 260 BUyYEHHS
M1 B amnyni; no 100 cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
amnyn B KOpoobui hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt AONOMIXHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTnaikaT Bif Y)Xe 3aTBepaKeHoro
BMPOOHYKa. [MofaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne CEP 1997-051 - Rev 10
(3atBepmxeHo: R1-CEP 1997-051 - Rev
09) ana A®l kanbLito doniHaty rigpaty Big
3aTBEpPAKEHOro BUpo6HuKa Cerbios-
Pharma SA, LUseiiuapisi.
98. | KA/bLJIO NOpOoLLOK (CybCTaHList) MpusatHe YkpaiHa Cepbioc-Papma Leiiapis BHECEHHS 3MiH [j0 peecTpaviinHmx - UA/11810/01/01
DONIHAT y NoNieTueHoBoOMyY akuioHepHe CA MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
MAPAT nakeTi, BMiLLLleHOMY B TOBapucTBo Ceptudpikat BignosigHocTi/lE-cepTudikar
nonieTueHoBwi “Nlekxim — BiANOBIAHOCTI EBpONeichkili
chonbroBaHwii nakeT ans Xapkis” hapmakonei/moHorpadii. NMogaHHs HOBOrO

BMPOGHMLITBA CTEPUSIBHUX
Ta HECTEePUSIbHUX
nikacbknx popm

abo oHOBMEHOrO cepTudikaTa
BiANOBIAHOCTI a60 BUIYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBpONENChbkili
cthapmakonei: ana A®l; ons BUXigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikaT BIiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuaikaT Bif yXe 3aTBeppKeHoro
BUPOGHMKA - NOAAHHA OHOBIEHOTO
cepTtucpikaTa BiANOBIAHOCTI EBpONenchbkili
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
thapmakonei Ne CEP 1997-051 - Rev 10
(3aTBepmxeHo: R1-CEP 1997-051 - Rev
09).
99. | KAHAUBIOTW | kpanni ByLUHi; neHmapk IHgjisa 'neHmapk IHgis BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/8208/01/01
K no 5 mn 'y donakoHi; no 1 dapmacboTUK dapmacbloTnkans mMartepianis: 3miHu | TNy - peyenmom
donakoHy pasom 3 ans Jita,. nra. AAMIHICTpaTVBHI 3MiHW. 3MiHa
nineTKol-KoBNa4ykoM HalilmeHyBaHHs Ta/abo agpecy Micud
BKNafeHoMy y NpoOBaPKEHHS Ais/IbHOCTI BUPOOHUKA
nonieTuIeHoBMN NakeTuk (Bkntovarouu, 3a HeobXigHOCTI, Micue
Y KapTOHHIli kopobLi NpoBeLEeHHS KOHTPO/TIO SIKOCTI), 260
B/lacHWKa mMacTep-ghaiina Ha A®l, a6o
noctavanbHvka A®l/BuxigHoro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y
BMPO6HMLTBI API (AKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmMakonei y 3aTBepKeHOMY 40CkE, ab0
BVPOGHMKA HOBOI JOMOMiXKHOI Pe4YOBUHU
(SIKLLLO 3a3HAYeHO y A0CbE) - 3MiHa Ha3Bu
BMpOo6HMKa APl. BupobHuya AinbHuuS,
MiCLLe3HaXOMKEHHS Ta yCi BUPOOHUYI
onepawji 3a/IMwalTbCA HE3MIHHUMN.
[itoya peosnHa: Amoli Organics Pvt. Ltd.
MponoHoBaHa pepgakuis: Amoli Organics
(A division of Umedica Laboratories Pvt.
Ltd.)
100. | KAHAOIA MOPOLLIOK HaLLKipHWiA, 10 neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpavliiHmx 6e3 UA/9754/03/01
mr/r; no 30 ry pnakoHi; no | ®apmacbloTuK dapmacbloTnkans mMaTtepianis: 3miHu | TNy - peuenma
1 dp1akoHy B KapTOHHIi ans Jita. Nra.

Kopoobui

AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicuA
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(BK/tOUaKOUK, 3a HEOOXIAHOCTI, Micue
NpOBELEHHS KOHTPOJIIO SKOCTI), 260

B/lacHWKa macTep-ghaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepKeHOMY A0CkE, ab0
BVMPOGHMKA HOBOI JOMOMiXXHOI Pe4YOBUHM
(SIKLLO 3a3HaYeHOo Y A0CbE) - 3MiHa Ha3Bu
BMpO6HUKa APl. BupobHuya AinbHuLUS,
MiCLLe3HaXOMKEHHS Ta yCi BUPOOHUYI
onepaduii 3aMLWanTbCA HE3MIHHUMMU.

[itoya peosrHa: Amoli Organics Pvt. Ltd.
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n/n

JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

101.

KAHAIO-B

kpem no 15 ry Ty6i; no 1

rneHmapk

IHais

MponoHoBaHa pepgakuis: Amoli Organics
(A division of Umedica Laboratories Pvt.
Ltd.)

102.

KAPLOCAN®

Ty6i B KQPTOHHIiA ynakoBsL,i

PapMacbiTUK
ans Jita.

neHmapk
dPapmacboTuKan3
Nra.

IHais

BHECEHHS 3MiH 0 peecTpavliinHmx
mMartepianis: 3miHu | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NpoOBaPKEHHS Ais/IbHOCTI BUPOOHUKA
(BK/TrOUaKOUK, 3a HEObXIQHOCTI, Micue
NpoBeLEeHHS KOHTPO/TIO SIKOCTI), 260
B/lacHWKa mMacTep-ghaiina Ha A®l, a6o
noctavanbHvka A®l/BuxigHoro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y
BMPO6HMLTBI API (AKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmMakonei y 3aTBepKeHOMY 40CkE, ab0
BVPOGHMKA HOBOI JOMOMiXKHOI Pe4YOBUHU
(SKLLO 3a3HaYeHo y Aocbe) 3MiHa Ha3BMU
BMpOo6HMKa APl. BupobHuya AinbHuuS,
MiCLLe3HaXOMKEHHS Ta yCi BUPOOHUYI
onepawji 3a/IMwalTbCA HE3MIHHUMN.
[itoya peosnHa: Amoli Organics Pvt. Ltd.
MponoHoBaHa pepgakuis: Amoli Organics
( A division of Umedica Laboratories Pvt.
Ltd.)

3a
peyenmom

UA/8210/01/01

nnoc
20/12,5

TabneTku, BKpUTI
N1iBKOBOK 060JI0HKOIO, MO
20 mr/12,5 wr, no 14
Tabnetok y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHI KopoobLi

MeHapiHi
IHTepHeLLoHan
OnepeiiwoHc
TMokcembypr
C.A.

INokcemby
pr

Brpo6HMuTBO "in
bulk": OAIYI
CAHKIO tOoPOYIN
M6X, HimeuunHa;
MepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta
BUWMYCK Cepii:
BEPJIIH-XEMI AT,
HimeuunHa,;
BMPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/Tb Ta
BUWMYCK Cepiil:
MeHapiHi-PoH
XenpgeH M'vbX,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpavliiHmx
mMatepianis: 3miHu | TMNy - 3MiHKM LWOA0
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnagy. BHeceHHsi abo 3miHa(n)
[0 3060B'A3aHb Ta YMOB BUAaui
peeCTpaLiniHOro NOCBIAYEHHS, BKIHOYAOUN
MnaH ynpasniHHA py3nkamu (iHLLi 3MiHW)
3anaBHNKOM MeHapiHi IHTepHeLLoHan
OnepeiiwoHc fiokcembypr C.A.,
Jiokcembypr OHOBNEHO MaH ynpas/liHHA
pu3nkamu nikapcbkoro 3acoby Kapgocan®
nntoc 20/12,5, TabneTtku, BKpUTI
N/1iBKOBOK 060/10HKOI0, No 20 mr/12,5 wr,
no 14 tabnetok y 6nictepi; no 1 a6o no 2
6nicTepy B KAPTOHHI kopobu, 3rigHo 3
BuMoramu go CtaHaapT30BaHOro
thopmarty MYP (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). 3miH1 BHeceHo A0

3a
peyenmom

UA/7139/01/01




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

yacTuH: Il «Cneundikauisi 3 6e3nekm»,
V «3axoau 3 MiHimMi3auil pu3ukis», VI
«Pestome nnaHy ynpasniHHA pusmkamm»
Ta VIl «[Jopatkn» y 38’A3Ky 3 BUAAIEHHAM
npo6nem 6e3neku BiANOBIAHO A0 3BITY
HaRP. Pestome MNnaHy ynpasniHHA
pu3nkamm Bepcis 5.0 goaaeTbes.

103.

KETAMIH-3H

pO34uH AN iH'ekuUiid, 50
Mr/mn; no 2 Ma B amnyi;
no 10 amnyn y kopobui 3
KapTOHy; MO 2 MN B
amnyni; no 5 amnyn'y
6nicTepi; no 2 6rictepu 'y
KopoOLi 3 KapTOHY

TOBAPIWCTB
03
OBMEXEHO
10}
BIAMNOBIAAN
bHICTIO
«KOPTIOPALII
A
«300POB’A»

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiAgNoBiga/IbHICTIO
"XapkiBcbke
thapmaueBTuHe
nignpyeMCcTBO
"340poB'a
Hapoay"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3mMiHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3MiHa y TepMiHax npugartHocTi abo
ymoBax 36epiraHHsi roTOBOr0 NiKapCbKOro
3ac00y (36ibLeHHs TePMiHY NPUAATHOCTI
roTOBOrO JlikapcbKoro 3acoby) - Ans
TOProBoi ynakoBKu (NigTBEPMAXYETbCA
[aHVMK peanbHOro vacy) 36inbLUeHHs
TepMiHy NpuAATHOCTI y 3B'A3KY i3
OTPVIMAHHSIM MO3UTUBHUX AaHUX LLLOAO
LOCMiHKEHHs cTabiNbHOCTI y peaslbHOMY
yaci. liroya pepakuis: TepmiH
npuaaTHoCTI: 2 poku NponoHoBaHa
pepakuisi: TepMiH NpuaaTHOCTI: 3 poku
3MiHM BHECEHO B IHCTPYKLitO ANs
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3aco6y y po3ain «TepMiH NpuaaTHOCTI».
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepmAKeHHs.

3a
peyenmom

He
nionsieae

UA/12951/01/01

104.

KETOPON

pO34uH A4 iH'ekuiid, 30
Mmr/mn; no 1 mn B amnyni;
no 10 amnyn y 6nictepi

[-p Peapi'c
NabopaTopic
nrtp,

IHAjia

[-p Peapi'c
NabopaTopic
Nimiten

IHAjA

BHECEHHS 3MiH 0 peecTpavliiHmx
mMatepianis: 3miHu | TMNy - 3MiHKM LWOA0
6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCcyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3ynbTaT OUiHK/ 3BiTy 3 AOC/IMKEHb,
npoBeAeHVX Bi4noBigHO 40 niaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -3MiHu
BHECEeHO B |HCTPYKLUil0 NS MeAnYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3giny "OcobnBoCTi 3acTOoCyBaHHA"
oo 6e3neky 3acToCyBaHHs Aitouoi
pPeyYoBMHM BiANOBIAHO [0 pekomeHaaLii

3a
peyenmom

He
nionsieae

UA/2566/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

PRAC. BBegeHHs 3MiH NPOTAroM 6-Tu
MicALiB Nic/a 3aTBepPAKEHHS.

105.

KETOPO/

TabneTkun, BKpUTI
NNiBKOBOK 06010HKOI0, NO
10 mr, no 10 TabneTok y
aNOMiHIA-a/TloMiHIEBOMY
(Alu-Alu) 6nicTtepi; no 2
6nictepn y nauyui

f-p Peapi'c
Na6opatopic
nrg

IHais

4-p Peaai'c

Na6opaTopic /174,

PTO -1l

IHais

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3mMiHu Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkil
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acTocyBaHHs /liKapCbKOro
3acoby B micnsipeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLiHKM 3BIiTY 3 AOCNIMKEHD,
npoBefeHnX BiANOBIAHO 40 NnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHM BHeceHi o IHCTpyKuii Ans
MeAMYHOro 3acTOCYBaHHA /liKkapCbKoro
3acoby Ao po3giny "OcobamBocTi
3acTocyBaHHA" LWoAo 6esnekn
3acToCyBaHHS fjl040i pevyoBuHY 3a
pekomeHgauieto PRAC EMA. BBeaeHHsi
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

3a
peyerimom

He
nionsieae

UA/2566/02/01

106.

KETOCTEPU
n

TabneTkn, BKPUTI
NNiBKOBOK 06010HKOKO; NO
20 TabneTtok y 6nictepi;
no 5 6nictepis y
3anasHoMy nakeTi 3
IOMIHIEBOT ¢honbru; no 1
nakeTy B KapTOHHIi
Kopoobui

dpeseHiyc
Kabi

Loiunang
6X

HimeuunH
a

Nab6ecanb
Na6opaTtopioc
Anwmipo, C.A.

MopTyranis

BHECEHHS 3MiH 0 peecTpavinHux
mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-cepTudikar

BiANOBIAHOCTI EBpONENChbkili
thapmakonei/moHorpadii. NMogaHHs HOBOro
ab0 OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONeichbkili
thapmakonei: ana Adl; ons BUXigHoro
martepiany/peareHTy/npoMiXKHOr0
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y

BUPO6HUUTBI A®I; Ana AONOMDKHOT

peyoBuHM (cepTudikat BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yXe 3aTBepaKeHoro

BMPOGHMKA - MOAaHHSA OHOB/IEHOrO
cepTudpikaTa BiANOBIAHOCTI EBpONeichbkili

apmakonei Ne R1-CEP 1998-137- Rev
05 (3atBeppxeHo: R1-CEP 1998-137- Rev
04) pna A®| TpunTodaH Big,
3aTBEpXEeHOro BUpo6HMKa Ajinomoto
Health and Nutrition North America, Inc.,

3a
peuyerimom

UA/2403/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
CLIA
107. | KETOCTEPU TabneTtku, BKPUTI dpeseHiyc HimeuunH Nabecdanb Moptyranis BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/2403/01/01
n N1iBKOBOK 060/IOHKOLO; MO Kabi a Na6opaTtopioc marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenmom
20 TabneTok y 6nicTepi; Jonunang Anwmipo, C.A. Ceptudpikat BignosigHocTi/l E-cepTudpikat
no 5 6nictepis y 6X BiAANOBIAHOCTI EBpONEeichbkili
3anasiHoMy nakeTi 3 thapmakonei/moHorpadii. NMogaHHs HOBOro
anoMiHieBoi doosbru; no 1 abo oHOBNEHOrO cepTudikaTa
nakeTy B KapTOHHii BiANOBIAHOCTI a60 BUYYEHHS
Kopoobui cepTucpikaTa BiANOBIAHOCTI EBPONENChkili
thapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBUHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTuduikaT Bif y)Xe 3aTBepXeHOro
BMPOGHMKa - MoAaHHA OHOBIEHOTO
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
hapmakonei R1-CEP 1999-189-Rev 03
(3aTBEpAXEHO: R1-CEP 1999-189-Rev 02)
Aans [livoyoi pevosrHy TpuntodhaH Big,
3aTBepaxeHoro BupobHuka Kyowa Hakko
Bio Co., Ltd., AnoHis
108. | KNNAPUTPOMI | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/0279/01/01
LUWH- 060/10HKot0, No 250 Mmr; no "hapmaueBTu "®apmaueBTNYHa mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peyenmom
AAPHULUSA 7 TabNeToK Y KOHTYPHiIl yHa chipma thipma "OapHuus" CepTtuchikat BignosigHocTi/lE-cepTudikat
YapyHKOBI ynakoBLi; no 2 "NapHuua" BiANOBIAHOCTI EBpONENCchKil
KOHTYPHI YapyHKOBI thapmakonei/MoHorpadii. 3mMiHK, NOB'A3aHi
ynakoBKU B navi 3 HEOOXIHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii PY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HaLioHanbHOT hapmakonei aepxasun €C
(iHWi 3miHW) NpuBeAeHHA cneyudikauii Ta
aHaniTMYHMX metoamk A®I MosigoH go
BMMOr MoHorpacii EP 1a A®Y.
109. | KNAPUTPOMI | TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/0279/01/02
LINH- 060n0HkKot0, no 500 mr; no "®apmaueBTun "GapmaueBTnyHa mMartepianis: 3MiHu | TUNY - 3MiHKU 3 AKOCTI. peyernmom
AAPHNLA 7 TabNeTOK Yy KOHTYPHIlA YyHa hipma dipma "AapHuua” Ceptudpikar BignosigHocTi/l E-cepTuddikat
YapyHKOBI ynakoBLi; no 2 "NapHuus”, BiANOBIAHOCTI EBPONENChKil
KOHTYPHI YapyHKOBI Ykpaina thapmakonei/MoHorpadii. 3mMiHK, NOB'A3aHi
yrnakoBKU B nauLli 3 HeOOXifHICTIO NPUBEAEHHS Y
BigMNoBigHICTL 40 MOHorpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HaLjoHas1bHOI thapmakonei aepxasun €C
(iHWi 3miHW) NpMBeAEHHS cneymdikayii Ta
aHaniTMyHmx metoguk A®I MNosigoH Ao
BMMOr MoHorpadii EP Ta A®Y.
110. | KNIOANPEH PO34MH ANs iH ekuin, 25 TOB "YOPN[, YKpaiHa YOP/A TypeyumHa BHECEHHS 3MiH [0 peecTpauliiH1X 3a He UA/16930/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Mr/M; no 3 My amnynax, MEAMLINH" MEANLUMH INAY marepianis: 3miHu | TUMy - 3MiHM 3 AKOCTI. peyenmom nionsizae
no 5 amnyn y KOHTYpHIiA CAH. BE TIXK. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
YapyHKoBili ynakosLj; 1 A.LL.

KOHTYpHa YapyHKoBa
ynakoBKa B KapTOHHilA
KopoobLi

BMPOGHULTBI. 3amiHa abo BBEAEHHSA
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA AN
4yacTuHM abo BCbOrO BUPOGHNYOrO
npoLecy rotToBoro fikapcbkoro 3acoby
(@inbHUUSA, Ha AKi TPOBOAATLCA ByAb-AKi
BMPOGHUYI cTagii, 3a BUHATKOM BUMYCKY
cepii, KOHTPOO AKOCTi Ta BTOPUHHOTO
nakyBaHHS 4159 CTEPUNbHUX NTIKaPCbKNX
3aco006iB (BK/HOYAKOYUN BUPOGNEHI
acenTUYHNM METOAOM), KPiM NiKapCbKmX
3ac06iB 6i0/10rYHOr0/iIMyHOMOrYHOrO
NoxomKeHHs1) CynyTHsA 3MiHa - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULTBA 415
4acTUHM abo BCbOro BUPOBHMYOTO
npoLiecy roToBOro /1ikapCbKoro 3acoby
(4inbHULUA 0N BTOPUHHOTO NakyBaHHS)
3amiHa BUPOOHYKa, BifNOBIAaIbHOIO 3a
BMPOOHMLTBO Ta NakyBaHHA /iKapCbKoro
3acob6y. BBeeHHs 3MiH NpOTSiroMm 6-Tm
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3MiHK 3 SKOCTI. F0TOBUIA NiKApCbKUi
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa a6o
AofaBaHHA BUPOOHMKa, LLIO Bignosigae 3a
BBE3€HHA Ta/abo BMMyCK cepil) -
Bktoyaroum KOHTPONb/BUNPOGYBaHHS
cepii - 3amiHa BUPOGHYIKa,
BiANOBIA&/TLHOrO KOHTPO/Ib Ta BUMYCK Cepil
nikapcbkoro 3acoby. 3MiHW BHECEHO B
IHCTPYKL,il0 ANA MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginu "BupobHuk”,
"MicLe3Haxo4KeHHs BUPOGHMKa Ta
afipeca Micus NpoBagKeHHs oro
OisNbHOCTI" 3 BigNOBIgHMMMN 3MiHAMK B
TEKCTi MapKyBaHHS yNakoBOK. BBeeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHW Woa0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu1) 3MiHn
BHECEHO B TEKCT MapKyBaHHSA NepBUHHOT
yNakoBKM JlikapCbKoro 3acoby, a came y .
2. "KIIbKICTb AIK04Ol PEHOBUHWN"
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Ne Hassa
n/n JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assBHUK Kpaina

3asiBHUKa

Bupo6HuK KpaiHa

PeecmpayjiliHa npoyedypa
BUPOGHUKa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

BW/Ty4eHO "PO34MH ANS iH'EKLiA.
CtepunbHO" Tay n. 6. "IHLWE" BunyyeHo
"HasiBHWIA NOrOTWN 3asBHMKA".
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB
nicns 3aTBepKeHHs.
BHECEHHS 3MiH 0 peecTpaLinHux -
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NPOBaKEHHS AiS/TIbHOCTI BUPO6HUKA
(BKTrOYaKOUK, 3a HEOOXIAHOCTI, Micue
NpoBefEHHS KOHTPO/IIO SKOCTI), abo
B/lacHWKa macTep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMy A0Cbe, a60
BVMPOGHMKA HOBOI AOMNOMIXXHOI PEeYOBUHU
(AKLLIO 3a3HAYEHO Y A0CbE) - 3MiHa Ha3BK
BUpo6HUKa ADI. Micue3HaxoKeHHs
BMPOGHWKA, BUPOOHMYA AiNbHULSA Ta YCi
BMPOGHMYI onepaLiii 3aMLwaTbes
He3MiHHUMW. [itova pepakuis: Ind-Swift
Laboratories Limited
IHA-CBIidhT SlebopeTopis NimiTes.
MponoHoBaHa pepakuin: Synthimed Labs
Private Limited. CiHTimeg Jlabc MpiBaT

111. | KNOMIAONPE | nopouok (cybcTaHuis) B AT

no naketax nosnieTUNIeHoBUX "KNTBCbKW
rAPOCYNb® | ansa chapmaueBTUYHOro BITAMIHHWA
AT 3acTOCyBaHHA 3ABO4"

(BICYNb®AT)

YkpaiHa CinTimep /labe

MpiBaT NimiTeq,

IHAin UA/14754/01/01

112.

KOMBICAPT

NimiTeq

H

TabneTtku, BKPUTI
N1iBKOBOK 060/I0HKOLO, MO
10 mr/160 mr/12,5 mr, no
10 TabneTok y 6nicTepi;
no 3 6nictepu y navu,i

AT

"KUIBCbKN

BITAMIHHWI
3ABOA"

YKpaiHa

AT "KUNIBCbKU

BITAMIHHI
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3arasibHeHUX faHux Npo cnuctemy
thapmakoHarnagy (BBefeHHs
y3arasisHeHNX faHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobW, BignoBiganbHoI 3a 34iACHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocoou 3
thapmakoHarnsgy 3asBHuka ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBigaNbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bk1ovatouy KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
paiina cuctemu chapmakoHarasgy) 3miHa

3a
peyenmom

UA/15125/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,

ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Bikropis
BikTopiBHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
hapmakoHarnag,.

113.

KOHTPO/1OK
®

Tabnetkn

racTpopesnCcTeHTHi no 20
Mr; no 14 TabneTok y
6nicTepi; no 1 6nictepy B

KapTOHHIA Kopoo6Li

Takega M'mM6X

HimeyunH
a

BMPOGHMLITBO 3a
MOBHUM LWIK/IOM:
Takepa M'm6X,
micue
BMPOGHMLTBA
OpaHieHbypr

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLinHnx
marepianis: 3miHu | Tuny - 3mMiHu Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHSI
hapmakoHarnsgy; KOHTakTHoOT ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
[itoua pepakuis: Stephane Brouckaert.

MponoHoBaHa pepakuin: Jean-Marie Heim.

3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
hapmakoHarning,.

3a
peyernmom

UA/0106/01/02

114.

KOPBAJIKAN
C EKCTPA

Kancynu Teepai;

no 10 kancyn y 6nictepax;
no 10 kancyn y 6nictepi;
no 1 a6o 3 6nictepu B

nauui

AT

"KUIBCbKIN

BITAMIHHWI
3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHH1N
3ABOL"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHUX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHux npo cucremy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTakTHOi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iicHEHHs hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0cobW, BignoBiganbHoI 3a 34iACHEHHS
hapmakoHarnsay (BkIoyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLeHHi MacTep-

6e3
peyenma

UA/13729/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOB&XEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Konsga BikTopis
BikTopiBHa. MNponoHoBaHa peaakuis:
Babuka AmMnTpo AHaToninoBuy. 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVIKa, BigNoBiAaIbHOT 3a
hapmakoHaraing,.

115.

KOPBANTAB

Tabnetku; no 10 TabneTok
y 6nictepax; no 10
TabneTtok y 6nictepi; no 2
abo 10 6nicTepiB y navui 3
KapToHY

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"”

Ykpaina

BHECEHHS 3MiH A0 peecTpaviiiHmx
mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHN B NpOLIECi
BMPO6HULTBA API (iHLWi 3MiHW) - BHECEHHS
3MiHM B npouec BUpo6bHuLTBa Ad®I
eTnn0BOoro equipy a-6pomizoBanepiaHoBoT
kucnotn (TOB ®APMXIM), y 3B'A3KY i3
ONTMMI3aLE0 TEXHOONYHOIO NpoLecy, a
came: - 0, aHO BUTPUMKY Npu
nepemillyBaHHi Nicns 3aBaHTaXEHHS
KMCNOTK i30Ba/1IEPiaHOBOI Ta X/10puay
TioHiNy;

- A0AaHO HarpiB Ta BUTPUMKY MNicns
[03yBaHHA 6pomy;

- 3MiHEHO TemnepaTypy OXONOLKEHHSI
peakuiiHoi Mmacu 3 20-25 °C Ha 45-50 °C;
- BUAA/IEHO AiNeHHs Wwapis nicns
3aBaHTaXEHHSI CNUPTY eTUIOBOTO Ta
KMCNOTU CipYaHoi;

- [ofaHO NPOMMBKY BOAOK NUTHOI Nicns
HelTpasisauii po34MHOM rigpokapboHaTy
HaTpito;

- [l04aHO NOBTOPHWIA PO3TiH dopaKLiii.

6e3
peyenma —
Ne 10 ma Ne
10x2; 3a
peyenmom —
Ne 10x10

UA/1028/01/01

116.

KOPBANTAB

Tabnetku; in bulk: no 7 kr
Tabnetok y

nonieTuIeHoBOMY NakeTi;
no 1 nakeTy B KOHTeNHepi

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
A®I. BUpo6bHMLTBO. 3MiHM B npoLeci
BMPO6HULTBA API (iHLWI 3MiHW) - BHECEHHS
3MiHM B npouec BUpobHuyTBa Ad|
eTnnoBoro eqipy a-6pomizoBanepiaHoBoi
kucnotn (TOB ®PAPMXIM), y 3B'A3KY i3
ONTMMI3aLi€E0 TEXHOONYHOIO npoLecy, a
came: - ofjaHo BUTPUMKY Npu
nepemillyBaHHi Nicns 3aBaHTaKEHHS
KMCNOTK i30BasiepiaHOBOI Ta Xopuay
TiOHINy;

- AOAAHO HarpiB Ta BUTPUMKY nicns
[03yBaHHA 6pomy;

- 3MiHEHO TeMnepaTypy OXOSIOMKEHHS
peakuiHoi macu 3 20-25 °C Ha 45-50 °C;

UA/3760/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

- BUZJA/IeHOo fiNeHHs wapis nicns
3aBaHTaXEHHS CNUPTY eTWI0BOro Ta
KMCNOTN CipyaHof;

- AOAaHO NPOMKMBKY BOAOK NUTHOI Nicns
HelTpanisauii po3unHoM rigpokapboHaTy
HaTpito;

- AO0aHO NOBTOPHWIA PO3riH chpaku,iii.

117.

KOPHEPETE
Nb®

renib O4YHWiA, 50 mr/r, no 51
y Ty6i; no 1 Ty6i B
KapTOHHIA Kopoo6Li

TOB «BAYLU
XEJIC»

YKpaiHa

Op. l'epxapA

MaHH XeMm.-chapm.

®abpuk 'M6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3ara/ilbHeHX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/isHeHUX faHux Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobw, BignNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anis
3pificHeHHs hapmakoHarnsgy B YkpaiHi,
AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXeEHOI
0cobu, BigNoBigaNbHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/o4vakum KOHTaKTHi
[aHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[itoya pepakuis: bapmina MNaHHa
OnekcangpisHa. MNponoHoBaHa peAakLis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3as1BHVIKa, BignoBigabHOT 3a
hapmakoHarning,.

Ees
peyenma

UA/8545/01/01

118.

KCA®IHA

niodhinisat gnsa po3unHy
ONs iH'exuin no 8 mr; 1 abo
5 ¢hnakoHiB i3 TEMHOro
ckna | knacy, 3aKynopeHi
rYMOBO NPOGKOIO Mig,
NIOMIHIEBVM KOBMAYKOM Y
KapTOHHI KopoobLi

TOB
"®apmavesTn
YHa KoMnaHis
"®APMBEPT™

Ykpaina

Csicc
MapeHTepasic
nra.

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
[oTOBWI1 Nnikapcbkuii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPoGYyBaHHSA rOTOBOrO
nNiKapcbKoro 3acoby (iHLi 3MiHK).
BHeceHHs He3HaYHUX 3MiH [0 MeToay
BUNPOOYBaHHA 3a N. «KinbkicHe
BU3HAYEHHS», & came — BUMNPaB/IEHHS
OAVHWLb BUMIPY 3 Mr Ha 'Y ONuCi
npurotyBaHHs Pyxomoi tasu A. aHa
HEBIANOBIAHICTb € CYTO TEXHIYHOIO, LLIO
BMHWKNa npu nepeknagi p.3.2.P.5.2 npu
cTBopeHHi MKA /13 nig yac peectpaduii /13
KcacpiHa.
3MmiHu | TMny - 3MiHK 3 sKocTi. FoToBUIA

3a
peuyernmom

He
nionsieae

UA/20092/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOBYBaHHSA roTOBOrO MiKAPCbKOro
3aco06y (iHWi 3MiHN) - BHeceHHs
He3HaYyHVX 3MiH 40 MeToAy BUNPOOYBaHHS
3a n. «CynpoBigHi AOMiLLKM», a came —
BUMPAaBIEHHS OAUHNLE BUMIPY 3 Ml Ha Ty
onwvci NpuroTyBaHHA Pyxomoi dasu A.
[laHa HeBifNOBIAHICTb € CYTO TEXHIYHOIO,
Lo BUHMKIa npu nepeknagi p.3.2.P.5.2
npu ctBopeHHi MKA 13 nig, yac peectpauii
N3 KcadiHa. 3miHun | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa y cknagi (ONOMDKHUX pevyoBUHAX)
roTOBOrO 1iKapCbKOro 3acoby (iHLi 3MiHW)
- BBeeHHsA anbTepHaTMBHOI AOMOMIKHOI
peyoBuHu HCI, o BUCTYNAaE y AKOCTI
peyoBUHN gNs peryntoBaHHs pH. 3MiHu |
TMny - 3MiHK 3 SKOCTI. [OTOBWIA Nikapcbknii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKAPCbKOro 3acoby (36i/bLUeHHS
TEepMiHy nNpuaaTHoOCTi roTOBOro
nikapcbKoro 3acoby) - [ns Toprosoi
yNnaKkoBku (MigTBEPLKYETLCA AaHUMM
peasibHOro yacy). 36i/bLUEHHS TEPMiHY
npuaatHocTi /13 3 2 pokiB 40 3 pokiB, Ha
nigcTaBi pe3ynbTaTtiB AOCAIMKEHHS
CTabiNbHOCTI. 3MiHU BHECEHO B IHCTPYKLitO
015 MeANYHOT0 3aCTOCYBaHHS /liKapCbKOro
3acoby y po3gin "TepmiH npugaTHocTi".
BBEJEHHS 3MiH NMPOTAroM 6-Tn MicsuUiB
nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHu
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO MiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYCTUMMX MEX roTOBOrO NiKapCbKOro
3aco0by (40MNoBHEHHS crieuudikaLii HoBUM
NoKa3HUKOM 3 BifNOBIgH/M METOAOM
BMNPOOYBaHHs)

[onoBHEHHS cneumdikavii HOBUM
NoKasHNKOM «Onnc BiZHOB/IEHOTO
PO34MHY» 3 KPUTEPIEM MPUAHATHOCTI
«PO34MH Ma€e 6yTU NPO30PKM Ta XOBTUM,
Bi/TbHWIA Bif, CTOPOHHIX BK/TIOYEHb Ta
BOJIOKOH» Ta BigNoBigHNM METOA0M
BUNPO6YBaHHSA (BHYTPILLHA MeToAMKa
BMPOGHUKA).
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n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo [oNyCTUMUX MeX
roTOBOro Nikapcbkoro 3acoby
(monoBHeHHA cnevudikalii HoBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOA0M
BMNPO6YBaHHS) - lONOBHEHHSA
cneuucpikaLii HOBUM nokasHukom «Konip
PO34MHY» 3 KPUTEPIEM MPUAHATHOCTI
«P034nH Mae 6yTV NPO30pPKUM, CTYMiHb
3abapB/IeHHs KOO He NepeBuLLYyE
CTyNiHb 3a6apB/IEHHSI ETASIOHHOIO
po3umHy GY;» Ta BiANOBIAHUM METOL0M
BUNPOGYBaHHA (BHYTPILLHA MeToAMKa
BUPO6HMKA).

UA/14485/01/01

119.

KCE/NIbAH3

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
5 wmr; no 14 Tabnetok y
6nictepi; no 1 a6o 4
6nicTepy y KapTOHHIN
nauui

Mdpaiizep
Eiiu.Ci.ni.
KopnopeiiLH

CWA

BMPOBHULTBO 3a
NOBHUM LIK/IOM:
Mdpaiizep
MeHtodyekuypuHr
[onuneng MmeX

HimeuunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHAUN Ai/TbHUL
BMMYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/I0 SKOCTI. (ZisNbHICTb, 3a Ky
Bignosigae BUPOGHUK/iMNopTep,
BK/IO4AI0UM BUMYCK Cepiid)
AZMiHiCTpaTMBHA 3MiHa y 3B'A3KY 3i
3MiHO agpecu BUpobHUKa. BupobHuya
AiNbHWLSA Ta BCi BUPO6HMUYI onepauii
3aMwarTbea 6e3 3MiH. 3MiHN BHECEHO B
IHCTPYKLiI0 4151 MeANYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby, KOpPOTKY
XapakTepucTyKy Nikapcbkoro 3acoby Ta,
BiANOBIAHO, B TEKCT MapKyBaHHS
niKapcbKoro 3acoby Woao
MiCLie3Hax0opKeHHs1 BUpOGHMKa. BBeaeHHs
3MiH NpoTArom 12-Tn micAuis nicns
3aTBEPKEHHS.

3a
peyenmom

He
nidnsieae

UA/2677/02/01

120.

KYTIBENT

Kpem 0,05 %; no 15ry
Ty6i; no 1 Ty6i y KapTOHHiIlA
ynakoBLi

nakcoCmiTKn
AH EkcnopT
Nimiteq

Benuka
BpuTaHis

Jendapm
Mo3HaHb C.A.

Monba

BHECEHHS 3MiH 0 peecTpaviinHmx
mMaTtepianis: 3miHu | TNy -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro NocBigYeHHs).
3miHa agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro noceig4yeHHs)

3a
peyenmom

121.

NADAKCUH®

XR ACIHO

TabneTky NPOsIOHroBaHoI
4ii, no 150 mr no 14

[ekcenb
Papma

I3painb

BVPOGHMLTBO

npoAykuii in bulk

13painb

BHECEHHS 3MiH [JO peecTpaLiiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.

3a
peyenmom

UA/19740/01/01
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nauui

Jekcenb ®apma
TexHonoaxun3
Nta., 13paine;
nepBuHHe Ta

BTOPUHHE
nakyBaHHs,

BMMNPOBYBaHHSA

KOHTPOJO AKOCTI:

[ekcenb NT4,,

I3painb;

BUNPOGYBaHHSA

KOHTPOJTH0 SIKOCTI

(mikpobionoriuHwmi

KOHTpoNb): TOB

“IHCTUTYT

Xap4oBoi

Mikpo6ionorii Ta

CNOXnBYNX

thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO Y TEKCT MapKyBaHHA BTOPUHHOT

yMakoBKM MikapcbKoro 3acoby y n. 12.
"Homep peecTpauiiiHoro nocsigyeHHs", n.
17. IHLWE KOHKPETU30BaHO TEXHIYHY
iHdbopmawito, a Takox 3 n. «IHLE» Tekcty

MapKyBaHHA BTOPUHHOT Ta NepBUHHOT
yNaKkoBOK NikapCbKOro 3acoby BuaaneHo
iHchopMmaL,ito MpPo NoroTun KomnaHii. -
TepMmiH BBEA,EHHS 3MiH - NPOTArom 6
MicALiB Nicna 3aTBepaXKEHHS.

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Tabnetok y 6nictepi, no 2 TexHonomxus Ta BUMYyCK cepii: [oTOBWIA Nnikapcbkuii 3aci6. KoHTponb
6nicTepy y KapTOHHIl nrp. [ekcenb ®apma roToBOro nikapcbkoro 3acoby. 3miHa y
nauui TexHonoaxun3 MeTo4ax BUNpobyBaHHSA rOTOBOro
NTa., 13paine; nikapcbKoro 3acoby (He3HayHa 3MiHa y
nepBuHHE Ta 3aTBEpAXEHNX MeToAax BUNPOOYBaHHS)
BTOPVHHE BHECEHHS He3HaYHKX 3MiH Jo0 MeToay
nakyBaHHs, BUNpobyBaHHA /13 - 3a NOKa3HMKOM
BUNPOGYBaHHSA "KinbkicHe BU3Ha4YeHHs BeHNadakcuHy
KOHTPOJO AKOCTI: OCHOBMW", 30KpemMa: y npoboniaroToBsLyi
[lexkcens NTg,, BMNPOGYBa/IbHOTO PO34MHY 36iNbLUYIOTh
I3painb; yac BUTPUMKYM B yNbTPa3BYKOBIi 6aHi 3 30
BUNPOBYBaHHA XB [10 40 XB; HE3HAYHI pefaKLiiHi 3MiHW.
KOHTPO/THO AKOCTI MeTog BUNpobyBaHHA 3a/TNLLINBCS
(mikpobionoriyHwmi He3MiHHUM. 3MiHuW | TUNY - 3MiHU 3 AKOCTI.
KOHTpOnb): TOB [oToBWI Nikapcbkuii 3aci6. KOHTponb
“lHcTnTyT roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
Xap4oBoi mMeToAax BUNpo6yBaHHSA rOTOBOrO
Mikpo6ionorii Ta nikapcbKoro 3acoby (He3HayHa 3miHa y
CMOXMBYUX 3aTBEPMKEHNX METOAAX BUNPOGYBaHHS),
ToBapis”, I3painb BHECEHHS He3HauyHuX 3MiH 10 MeTogiB
BMNpo6yBaHHsA N13: - 3a NokasH1Kamu
"CynpoBigHi AOMILLKN": HE3HAYHI
peakLiiHi 3MiHK; - 3a NOKa3HUKOM
"PO3UnMHEHHA": BUAAIEHHS KpUTEPIiB
NPUIAHATHOCTI Ta HE3HAYHI peJaKuiliHi
3MiHW. MeToamn BUNpo6yBaHHS
3UIMLLNANCE HE3MIHHMMU
122. | NTAPAKCUH® | Tabnetkv NposIOHroBaHoi [lexcenb I3painb BVPOGHMLTBO I3painb BHECEHHS 3MiH A0 peecTpaviiiHmx 3a UA/19740/01/01
XR ACIHO 4iil, no 150 mr no 14 Papma npoaykuii in bulk mMatepianis: 3miHu | TMNY - 3MiHK LWOA0 peyenmom
Tabnetok y 6nictepi, no 2 TexHonoaxm3 Ta BMNyCK cepil: 6e3nekn/edeKkTBHOCTI Ta
6nicTepn y KapTOHHIl nra.
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
TOBapiB”, I3painb
123. | TA®AKCUH® | TabneTtky NponoHroBaHol [ekcenb I3painb BMPOBHULTBO, I13painb BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/13444/01/01
XR ACIHO aiino 75 mr; no 14 Papma nakyBaHHs, Martepianis: 3miHu | TMNy - 3MiHK WOA[0 peyernmom
Tabnetok y 6nictepi 3 TexHonomxus BMNPOBYBaHHSA 6e3nekn/edeKTUBHOCTI Ta
KasileH4apHOI0 LLKas1oto; No nra. KOHTPOJI0 SIKOCTI hapmakoHarnsgy (iHwi 3miHn) - 3MiHW
2 6nicTepu y KapTOHHIN Ta BUNycK cepii: BHECEHO B TEKCT MapKyBaHHS NMepBUHHOT
Kopobui Hekcenb NT4,, Ta BTOPWHHOI YNaKoBOK /1ikapCbKOro
I3pains; 3acoby y n. «IHWE» won0 BuaaneHHs
BMNPOGYBaHHS noroTuny KomnaHii odiviiHoro
KOHTPOJT0 SIKOCTI npefcTaBHUKa 3asBHUKa B YkpaiHi TOB
(MikpoGionorivHMii «ACIHO YKPAIHA», a Takox y n. 17.
KOHTpOnb): TOB IHLE TekcTy MapKyBaHHA BTOPUHHOT
IHCTUTYT Xap4oBOi YMaKOBKN YTOYHEHHS TEXHIYHOI
Mikpo6ionorii Ta iHbopmawtii.
CMOXMBYMX TepMiH BBEAEHHS 3MiH - MPOTAroM 6
TOBapiB, I13painb MicsLiB nicns 3aTBepAKEHHS.
124. | NEBAKCENA | TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOBGHULTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaviitHmx 3a UA/15596/02/02
® N1iBKOBOK 06O/IOHKOK MO HoBo mecTo bulk", nepsuHHe marepianis: 3miHu | Tuny - 3MiHn WoA0 peyenmom
500 wmr; no 1 Tabnetuiy Ta BTOPUHHE 6e3nekn/edeKTUBHOCTI Ta
6nictepi; no 1 6nictepy B nakyBaHHs: KPKA, hapmakoHarnagy. 3miHa yactotu Ta/abo
KapTOHHI/ KopobLi; no 5 A.4., HoBo mecTo, TepMiHiB NOAAHHSA perynspHo
abo 7 TabneTok y CnoseHis; OHOB/IHOBAHUX 3BITiB 3 6@3MeKN liKkapCbknux
6nictepi; no 1 a6o no 2 nepBuHHE Ta 3aco6iB. 3MiHa y Aatax nogaHHs
6nicTepy B KAPTOHHIi BTOPUHHE peryaspHo OHOB/IHOBAHOrO 3BITY 3
Kopoobui nakyBaHHs, 6e3neku. [iloya pegakuis:
KOHTPO/b cepii Ta KiHueBa gata Ans BKIOYEHHS faHNX A0
BWMYCK Cepii: PO3b - 01.10.2018 p. flaTa nogaHHsA -
KPKA, a.4., HoBo 30.12.2018 p. MponoHoBaHa pefakLis:
mecTo, CnoBeHis; KiHueBa gata Ans BKIOYEHHS faHNX A0
KOHTPOb cepii: PO3b - 01.10.2026 p. flaTa nogaHHs -
KPKA, a.4., HoBo 30.12.2026 p. PekomeHgoBaHo 40
mMecTo, CnoBeHis 3aTBEPKEHHS BIAMNOBIAHO A0
nepiognyYHOCTI NoAaHHSA perynsipHo
OHOB/THOBAHUX 3BITiB 3 6e3MeKN SliKkapCbknux
3acobiB y €C.
125. | IEBAKCENA | TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOGHULTBO "in CnoBeHisi BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15596/02/01
® N/1iBKOBOK 060/I0HKOK MO HoBo mecTo bulk", nepsrHHe mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom

250 mr; no 1 tabnetuyi y
6nictepi; no 1 6rictepy B
KapTOHHIA KopobLi; no 5
ab6o 7 TabneTok y
6nictepi; no 1 abo no 2
6nicTepy B KAPTOHHii
KopooLi

Ta BTOPUHHE
nakysaHHs: KPKA,
4.4n., Hoso mecrto,
CnoseHis;
nepBuHHE Ta
BTOPWUHHE
nakyBaHHs,
KOHTPO/Ib cepii Ta
BUNYCK cepil:
KPKA, a.4., HoBo
MecTo, CrnoBeHis;

6e3nekn/edpeKTBHOCTI Ta
hapMakoHarnisgy. 3miHa yactotu Ta/abo
TEPMIHIB NOAAHHSA perynsipHo
OHOB/IIOBAHUX 3BITiB 3 6€3MNeKN NiKapCbknx
3aco6iB. 3MiHa y Aatax nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku. [itoya pegakuis:
KiHueBa fata 415 BKIOUEHHS JaHnX A0
PO3b - 01.10.2018 p. faTa nogaHHs -
30.12.2018 p. MponoHoBaHa pefakuis:
KiHueBa fata 4ns BKIOYEHHSA faHuX A0
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTPO/Ib Ccepii:
KPKA, a.4., HoBo
mecTo, CrioBeHisi

PO3b - 01.10.2026 p. JaTa nogaHHs -
30.12.2026 p. PekomeHaoBaHo [0
3aTBEPLKEHHS BifNOBIAHO [0
NepioANYHOCTI NOJaHHA PerynsapHo
OHOB/IOBAHMWX 3BITIB 3 6€3MeKn NiKapCbKnx
3acobiB y EC.

126.

NEBOMEKON
b

masb, no 40 ry Ty6i; no 1
Ty6i B nayui

AT "dapmak"

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaviiHmx
matepianis: 3MiHu Il TUNY - 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA
BVIXiZLHOro/MpOMIKHOr0 NpoAyKTy/peareHTy,
LLL0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpOBHMKa
(BrtOvatoun, fe HeobxigHo, Micue
npoBeAeHHs KOHTPOAo AkocTi) AdI (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPAXXEHOMY [0ChE)(BBEAEHHS HOBOIO
BMpo6HUKa ADI 3 HagaHHAM MacTep-
thaiina Ha A®l) lonaBaHHsA
aNbTepHaTUBHOIO BUPOGHMKa AdI
MeTtunypaunn — AT «dapmak», YkpaiHa 3
HafJaHHAM MacTep-goaiina (DMF000342/1)

6e3
peyenma

UA/1197/01/01

127.

NEBO®/IOKC
AUVH

PO34uH AN iHgysili no 5
mr/mn no 100 mny
donakoHi; no 1 dpnakony y
naJi 3 KapToHy

M. BioTek JTq,

Benvka
Bputanis

MT. HOBE/N

®APMACBIOTIKA
N NABOPATOPI3

IHOOHe3IA

BHECEHHS 3MiH [j0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHn WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigpKeHb 3
6e3nekn 3acTocyBaHHA NikapCbKoro
3acoby B micnsipeecTpauiiHuii nepiog, abo
AK pe3ynbTar OLiHKW 3BiTY 3 JOCNIIKEHD,
npoBeAeHWX BigNoBigHO A0 NAaHy
neajatpnyHux gocnigpkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVNM OpraHom)
3MiHM BHECEHO B IHCTPYKLil0 415
MeAMYHOro 3acTOCYBaHHA /likapCbKoro
3acoby Ao po3ginis "Oco6anBoCTi
3actocyBaHHs", "lMepeno3yBaHHA",
"MobiuHi peakyii” BigNoBigHO A0
OHOBNEHOT iHhopMaLii LWoao 6e3neku
3aCTOCyBaHHS Ait040i peYOBUHN
nikapcbKoro 3acoby.

3a
peyenmom

He
nidosiecae

UA/12860/01/01

128.

NEBO®IOKC
AUMH-

TabneTkun, BKPUTI
060/10HKOK, Mo 250 mr, no

TOB
"ACTPA®APM

YkpaiHa

TOB

"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMaTtepianis: 3miHu | TMny - 3MiHK WoA[0

3a
peyenmom

He
nidnsieae

UA/14395/01/02




Hassa

Popma sunycky

3asiBHUK

92

n/n

JliKapcbKO20
3acoby
ACTPA®APM

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

129.

NEBO®/IOKC

7 TabneTok y 6nictepi; no
1 abo 2 6nictepu y
KOpOOLi3 KapTOHY

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTUL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHs NikapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3ynbTaT OUiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO 40 niaHy
negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVNM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS /TiKapCbKOro
3acoby Ao posginis "OcobnmBocTi
3actocyBaHHs", "MNob6iyHI peakui”,
"Mepeno3yBaHHa" BigMOBIAHO A0
OHOBNEHOT iHhopMaLi LWoao 6e3neku
3aCTOCyBaHHA Ajto40i pevyoBNHN. TepMIH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

AUMH-
ACTPA®APM

TabneTkn, BKPUTI
o060n0Hkot0, no 500 mr, no
7 Tabnetok y 6nictepi; no
1 a6o 2 6nictepn y
KOpOO6Lii 3 KapTOHY

TOB
"ACTPA®APM

Ykpaina

TOB
"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs /iKapCbKOro
3acoby B micnsipeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLIHKM 3BIiTY 3 AOCNIMKEHD,
npoBefeHnX Bi4NOBIAHO 4O NaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHU BHECEHO A0 IHCTpYKUiT Ans
MeAMYHOro 3acTOCYBaHHA /likapCbKoro
3acoby A0 po3ginis "Ocob6anBOCTi
3acTocyBaHHs", "INo6iyHI peakujii”,
"Mepefo3yBaHHA" Bi4NOBIAHO A0
OHOB/IEHOT IHhopMaLiii Woao 6e3nekn
3acTOCyBaHHA Ajlo40i peqyoBNHU. TepMiH
BBE/JEHHS 3MiH NPOTAromM 6 micsAuiB nicns

3a
peyernmom

3aTBEPLKEHHS.

He
nionsieae

UA/14395/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
130. | MIHE3O0NIA, pO34nH N8 iHdysil, 2 KPKA, 8.4, CnoBeHis BMPO6GHMLTBO "in PymyHisi/ BHECEHHS 3MiH 0 peecTpavliinHmx 3a He UA/16130/02/01
KPKA mr/mn; no 300 mny HoBo mecTo bulk", nepsrHHe CnoBeHis mMatepianis: 3MiHu | TMNY - 3MiHKX WOA0 peyenmom nignsarae
cuctemi gns Ta BTOPUHHE 6e3nekn/edpeKTNBHOCTI Ta
BHYTPILLHbOBEHHOTO nakyBaHHs, thapmakoHarnagy (iHwi 3miHu).
BBeJeHHs; no 1 cuctemi TPeTUHHe OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBK/
AN BHYTPILUHLOBEHHOIO nakyBaHHs: nikapcbKoro 3acoby, a came yTOYHEHO
BBE/[EHHS B MaKeTi 3 IHhome dnroig3 iHchopmawito Woao TepMiHy NpuaaTHOCTI,
namiHoBaHol honbru; no 1 C.p.n., PymyHis; KOHKpPEeTM30BaHO iHhopmaLiio LWwoao
a6o 10 nakeTiB y KOpOO6L TpeTuHHe norotuny. BeegeHHs 3MiH NpoTsArom 6-Tu
nakyBaHHs, MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHu | Tuny
KOHTPO/b cepii Ta - 3MiHM Wwoao 6e3nekn/edpeKTUBHOCTI Ta
BUMYCK Cepii: thapmakoHarnsgy. 3MiHu y KopoTkili
KPKA, g.g., HoBo XapakTepucTuLi nikapcbkoro 3acoby,
mMecTo, CnoBeHis; TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
KOHTPONb cepii: Me[MNYHOro 3acTocyBaHHA
KPKA, a.4., HoBo reHepuyYHuX/ribpnaHnx/6ionodibHNX
mMecTo, CnoBeHis; nNiKapcbknx 3acobiB Nic/s BHECEHHA Tiel
TPeTUHHEe camol 3MiHM Ha pedhepeHTHUIA Nnpenapar
nakyBaHHs: (3miHa He nNoTpebye HagaHHSA XOAHNX
KPKA, a.4., HoBo HOBUX A04aTKOBUX AaHuX). 3MiHU BHECEHO
mecTo, CnoBeHis [0 IHCTPYKLIT Ana MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3gainu "B3aemopis 3 iHWKMK
nikapcbkMmn 3acobamu Ta iHWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"Mo6ivHI peakuii™ 3rigHo 3 iHpopmaLieto
LL00 MEANYHOTO 3aCTOCYBaHHSA
pedhepeHTHOrO flikapcbkoro 3acoby
(BNBOKC, po3unH ans iHdysii).
BBefieHHs 3MiH NpoTArom 6-T MicAuiB
nicns 3aTBepayKeHHs
131. | NIHE®POP Kancynu Teepai no 75 mr dapmaueBTNY MonbLia dapmaneBTUYHNI Monbla BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/18144/01/01
no 14 kancyn y 6nictepi; HWi1 3aBOf, 3aB0O/, marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI. peyenmom
no 4 6nictepu B KapToHHIA | “Monbgapma” "Monbchapma” CepTudpikat BignosigHocTi/l E-cepTudpikat
KopooLi C.A. C.A. BiANOBIAHOCTI EBpONEeichbkili

hapmakonei/moHorpadii. NMogaHHs HOBOrO
abo oHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI a60 BUTYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
thapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHu (FE-cepTudikat BIiANOBIAHOCTI
€sponelicbkin dapmakonei ans
Adl/BnxigHoro
martepiany/peareHTy/npoMbKHOIo NPoAYyKTY
ab0 foNOMiXHOI pevyoBuHK) - HoBuii
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

cepTuddikaT AN BUXigHOTO
mMartepiany/peareHTy/NPoMiKHOIo NPoAyKTY
ab0 AONOMDKHOT peyoBVHU Bif HOBOro abo
BXe 3aTBepAKeHOro BMpobHyKa. MogaHHs
HoBoro E-cepTucpikaty BignosigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP
2008-048-Rev 00 gnst 4ONOMKHOT
peyoBuHM Gelatin Big, HOBOro BUPOGHMKa
Pioneer Jellice India Private Limited. 3miHn
| TNy - 3MmiHK 3 AkocTi. CepTudikart
BignosigHocCTI/IE-cepTudpikar
BiZJNOBIAHOCTI E€BpPONENChKii
hapmakonei/moHorpadii. NogaHHS HOBOrO
abo OHOBMEHOrO cepTudpikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ons BUXigHOro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyosuHu (FE-cepTudikar BignosigHocTi
€Bponelicbkin dhapmakonei ons
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy
ab0 fONOMiXHOT peqyoBuHU) - OHOBEHUIA
cepTuqikaT Bif BXe 3aTBEP)KEHOIO
BMPOGHUKa - MogaHHsa oHoBneHoro ME-
cepTudiikaTy BiANoBIgHOCTI EBpONenchbkili
thapmakonei R1-CEP 2000-045-Rev 06
(3aTBEpaxeHO: R1-CEP 2000-045-Rev 04)
ANs AONOMKHOT peyoBuHM Gelatin Big Bxe
3aTBep/AxeHoro BupobHuka Tessenderlo
Group N.V. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHOBEHOrO cepTudpikaTa
BiANOBIAHOCTI 260 BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONechkiii
hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHu (CE-cepTudikat BiANOBIAHOCTI
€sponelicbkili hapmakonei ans
Adl/BnxigHoro
mMartepiany/peareHTy/NPoMiKHOIo NPoAyKTY
a60 AONOMiXHOT pe4yoBUHK) - OHOBEHUIA
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

cepTudikaT Bif BXe 3aTBepAKEHOro
BMPOGHUKA -

MopaaHHA oHoBneHoro ME-cepTudikata
BiANOBIAHOCTI EBponelicbkin hapmakonei
Ne R1-CEP 2000-029 - Rev 06
(3aTBepmxeHo: R1-CEP 2000-029 - Rev
05) ansa gonomixHoi peyoBuHM Gelatin Big
BXe 3aTBepA)KeHOro B1po6bHMKa
ROUSSELOT SAS.

132.

NIHE®OP

kancynv TBepgi no 150 mr
no 14 kancyn y 6nictepi;
no 4 6nicTepy B KAPTOHHIN
Kopobui

dapmaueBTny
HKi 3aBOf,
"Monbgapma”
CA.

Monba

dapmanleBTUYHNI

3aBof,
"Monbgapma”
C.A.

Monba

BHECEHHS 3MiH A0 peecTpaviiiHmx
mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat

BiANOBIAHOCTI EBpONechkil
thapmakonei/MmoHorpadii. MogaHHsA HOBOro
abo OHOB/IEHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y

BMPOGHULTBI API; ANt AONOMIXHOT

peyvoBuHu (FE-cepTudpikat BignosigHoCTi
€Bponelicbkiin hapmakonei ans
Adl/BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAyKTy
ab0 [0NOMiXHOT pevyoBuHM) - HoBuiA
ceptuddikaT AN BUXigHOTO
matepiany/peareHTy/npomMiKHOro NPOAyKTy
ab0o 4ONOMDKHOT peyoBMHU Bif, HOBOro abo
BXe 3aTBEpAXEeHOro BUpobHyKa. MogaHHs
HoBoro E-cepTudikaTy BignoBigHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP
2008-048-Rev 00 19 4ONOMiXHOT
peuvoBuHM Gelatin Big HOBOro BUpOGHMKa
Pioneer Jellice India Private Limited. 3miHn
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. NMogaHHs HOBOrO
abo oHOBMEHOrO cepTudikaTa
BiANOBIAHOCTI a60 BUYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
thapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHu (FE-cepTudikat BIiANOBIAHOCTI
€Bponelicbkiin dhapmakonei ans

3a
peyenmom

UA/18144/01/02
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

Adl/BnxigHoro
mMartepiany/peareHTy/NPoMiKHOIo NPoAyKTY
a60 AOoNOMiXHOT peyoBUHM) - OHOBEHUIA
cepTudikaT Bif BXe 3aTBepAKEHOro
BMPO6HUKa - MNogaHHs oHoBNeHoro ME-
cepTudikaTy BiAnoBigHOCTI €Bponeichbkili
hapmakonei R1-CEP 2000-045-Rev 06
(3aTBEpmXeHO: R1-CEP 2000-045-Rev 04)
ANna fonomikHOT peyoBuHM Gelatin Bif Bxe
3aTBepAXeHoro BupobHuka Tessenderlo
Group N.V. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChkil
thapmakonei/MmoHorpadii. MogaHHsA HoBOro
ab0o OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyosuHu (FE-cepTudikat BignosigHoCTi
€Bponelicbkiin hapmakonei ons
Adl/BuxigHoro
marepiany/peareHTy/npoMibKHOro NPOAYyKTY
ab0 fONOMiXHOT pevyoBuHU) - OHOBEHUIA
cepTuddikaT Bif BXe 3aTBEpPIKEHOr0
BMPOGHUKA -

MopaHHA oHoBNeHoro ME-cepTudikata
BiZiNOBIAHOCTI €Bponelickkili hapmakonei
Ne R1-CEP 2000-029 - Rev 06
(3aTBepmxeHo: R1-CEP 2000-029 - Rev
05) ansa gonomikHOT pevoBrHK Gelatin Big
BXe 3aTBEePA)KEHOro BUpPo6HMKa
ROUSSELOT SAS.

133. | NNIHE®POP kancynu Teepgi no 300 mr PapmaueBTNy MonbLa dapmauleBTUYHNI MonbLa BHECEHHS 3MiH 0 peecTpaLinHux 3a UA/18144/01/03
no 14 kancyn y 6nictepi; HWi 3aBOf, 3aB0[ marepianis: 3miHu | TUMy - 3MiHM 3 AKOCTI. peyenmom
no 4 6nictepu B KapToHHIA | “Monbchapma” "Monbapma” CepTuchikat BignosigHocTi/lE-cepTudikat
Kopoobui C.A. C.A. BiANOBIAHOCTI EBPONENChKil

hapmakonei/moHorpadii. NogaHHS HOBOrO
ab0 OHOB/EHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana Adl; ons BUXigHOro
martepiany/peareHTy/npoMiXKHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyosuHu (FTE-cepTudikar BignosigHocTi
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

€Bponelicbkiin dhapmakonei ons
Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy
ab0 [ONOMiXHOT peqyoBuHM) - HoBuiA
cepTuaikaT 415 BUXiAHOro
marepiany/peareHTy/npoMiKHOro NPoAyKTy
ab0 AONOMiXXHOI peyoBUHM Big HOBOro abo
BXe 3aTBepAXeHoro BMpobHuka. MogaHHs
HoBoro E-cepTucpikaTy BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP
2008-048-Rev 00 ans fonomikKHOT
peyosuHM Gelatin Big HOBOro BUPOGHMKa
Pioneer Jellice India Private Limited. 3miHn
| TMny - 3miHK 3 AkocTi. CepTuUdcikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeChKil
thapmakonei/MmoHorpadii. MogaHHs HOBOro
ab0 OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyosuHu (FE-cepTudikat BignosigHoCTi
€Bponelicbkiin hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY
ab0 fONOMiXHOT pevyoBuHU) - OHOBEHUIA
cepTuddikaT Bif BXe 3aTBEPIKEHOI0
BMPO6HUKa - MNogaHHs oHoBneHoro ME-
cepTudikaTy BiANoBigHOCTI EBponechkili
tapmakonei R1-CEP 2000-045-Rev 06
(3aTBepaxeHo: R1-CEP 2000-045-Rev 04)
0151 LONOMIXHOI pevoBuHU Gelatin Big, Bxe
3aTBEpAXeHoro BMpo6Huka Tessenderlo
Group N.V. 3miHu | Tuny - 3MiHM 3 AKOCTI.
CepTtudpikat BignosigHocTi/lE-cepTudikat
BiZJNOBIAHOCTI E€BpPONENChKii
hapmakonei/moHorpadii. NogaHHS HOBOrO
abo oHOBMEHOrO cepTudpikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ana A®l; ons BUXigHOro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyvosuHu (FE-cepTudikar BignosigHocTi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponelicbkiin dhapmakonei ons
Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy
ab0 fOoNOMiXHOT peqyoBuHM) - OHOBEHUIA
cepTuaikaT Bif BXe 3aTBEP)KEHOIO
BMPOGHUKA -

MoaaHHA oHoBrieHoro ME-cepTudikata
BiANoBiAHOCTI EBponelickbkiit hapmakonei
Ne R1-CEP 2000-029 - Rev 06
(3atBepmxeHo: R1-CEP 2000-029 - Rev
05) ansa gonomikHOT pevosBrHK Gelatin Big
BXE 3aTBEP)KEHOro BUPOOHMKa
ROUSSELOT SAS.

134.

NONEAQIYM®

Kancynu TBepai no 2 mr;
no 6 kancyn y 6nictepi; no
1 6nicTepy B KapTOHHIl
Kopo6ui; no 10 kancyny
6nictepi; no 1 6nictepy B
KapTOHHIA Kopoo6Li

CaHpo3
dapmacbloTika
n3 a.a.

CnoseHis

BMPOBHMUTBO in
bulk, nakyBaHHs,
BUWMYCK Cepii:
Cantotac ®apma
'm6X, HimeuunHa;
nakyBaHHS, BUNYCK
cepii: lek C.A.,
MonbLya;
BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
CaHpos C.P.J1,,
PymyHis

Himeuuunna/
PymyHis

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasilbHeHUX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHnx Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobu, BignoBiganbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anas
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBiganNbHOI 3a 34iCHEHHS
thapmakoHarnagy (BK/o4akum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoua pepakuis: Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth.
MponoHoBaHa pepakuis: Juergen Maares /
KOpreH Maapec. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pegakuis: Opnos
B'auecnas Biktoposuy. MNponoHoBaHa
pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOI
0cob6u 3asBHMKA, BiANOBIAA/IBHOI 38
hapmakoHarnsg, B Ykpaiti. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTeMun dpapmakoHarnsgy Ta oro

6e3
peyenma

UA/9738/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
HoMepa. 3MiHa MicLA 34iACHEHHS
OCHOBHOI flifsNIbHOCTI 3 dpapmakoHarnsay
135. | MABTEPA® KOHLEHTpaT 4718 PO3UnHY TOB «Pou YkpaiHa Bupo6HMLTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpaLinHux 3a He UA/14231/02/01
Ans iHdysii, 100 mr/10 YkpaiHa» Hepo3dacoBaHol LLiBefiuapis/ marepianis: 3minu Il Tvny - 3miHn Woao peyenmom nionsizae
MJT; npoayKuii, CWA 6e3nekn/edeKkTMBHOCTI Ta
no 10 mn y dpiakoHi; no 2 nepBuHHE hapmakoHarnsagy. 3miHa y KopoTkili
h/1aKOHW B KApTOHHIA nakyBaHHs, XapakTepucTuLi nikapcbkoro 3acoby,
KopobL; BTOPWUHHE TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
no 50 mn y dpnakoHi; no 1 nakyBaHHs, MeJMYHOro 3aCTOCyBaHHS Ha MiacTasi
h/1aKoHY B KapTOHHii BMMNPOBYBaHHSA perynspHO OHOB/THOBAHOrO 3BIiTYy 3 6e3neku
Kopobui KOHTPOJO SIKOCTI, nikapcbKoro 3acoby, abo focnigpkeHs 3
BWMYCK Cepil: 6e3nekn 3acTocyBaHHs /liKapCbKOro

Pow fdiarHocTukc
'm6X, HimeuunHa;

BTopuHHe
nakyBaHHs1,
BMNPOBYBaHHA
KOHTPO/O AKOCTI,
BUNYCK cepil:
®. XothbdpmaHH-/15
Pow JITa,
LLiBeiiuapis;
Bupo6HMLTBO
Hepo3dacoBaHol
npoayKuii,
nepBuHHE
nakyBaHHS:
[DKeHeHTeK IHK.,
CLUA;
Bunpo6yBaHHs
KOHTPO/IIO AKOCTI
npu BUNYyCKy 3a
noKasHKamm
BakTepianbHi
€HO0TOKCUHM,
CTepubHICTb:
Nab6op /IC CE eHf
Ko. KI', HimeuunHa

3acoby B micnsipeecTpaviiiHvin nepiog, abo
AK pe3ynbTar OLiHKM 3BIiTY 3 AOCNIMKEHD,
npoBefeHnX BiANOBIAHO 40 NnaHy
negjatpnyHux gocnigpkers (PIP) (3miHa
notpebye NoAasbLLOro 06r'pyHTYBaHHSA
HOBMMW J,0AaTKOBUMMW AaHVIMM).
MpepcTaBneHi 3miHW B iHhopma;i 3
6e3neku LWoA0 BHECEHHS 3MiH Ta
[OMOBHEHb Y PO3/i/IN NPOEKTY IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
"®apmakonoriyHi BnactnsocTi”,
"MokasaHHa" (pegaryBaHHs),
"MpoTunokasaHHs", "OcobnmBocCTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHS Ta
posn", "Mo6iyHi peakuii”, BianosigHO 80
pekomeHpauii PRAC, nigTBepmkeHHs
3aTBEPKEHHS 3MiH B KpaiHi
3a59BHNKa/BMPOGHMKA, OHOB/IEHOT KOPOTKOT
XapakTepucTuky Ha npenapart, KiHiYHOro
ornsgy, - MoXyTb 6YTU peKOMeHAoBaHi 0
3aTBEPKEHHS Ta BHECEHHS B IHCTPYKLHO
ANA MeANYHOro 3aCTOCYBaHHS NikapCbKoro
3aco6y. TepMiH BBEEHHS 3MiH MPOTAroM
6 micauis nicns 3aTBepmkeHHs. B
MOTOYHI NpoLeaypi 3asBHMKOM HaJaHo
OHOBNEHWI MnaH ynpasniHHA pusukamu
(MYP). 3miHn BHeceHo y YacTuHy |,
Yactuny Il (mogyni Cll, CIV, CV, CVII,
CVIII), Yactury lIL.1, YacTuny V, YactuHy
VI, flogaTku, Ha NigcTasi KAiHIYHOro
ornsagy, NiATBEPAKEHHS 3aTBEPAKEHHS
3MiH B KpaiHi 3asBHNKa/BUPOBHYKA.
Pestome MNnaHy ynpaBAiHHA pu3nkamu
Bepcis 25.1 HafjaeTbcs. BnpoBagxeHHs
MYP 6e3 BigTEpMiHYBaHHS.
3MiHU BHECEHO A0 IHCTPYKUiT Ans
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby Ao posainis "lMokaszaHHA"
(peparoBaHo TeKCT po3ainy 6e3 hakTUyHOT
3MiHW NoKasaHb), "®apMakosIoriyHi
BnactusocTi", "MpoTunokasaHHA",
"Oco6nmBoCTi 3acTocyBaHHsA", "Cnocib
3acTocyBaHHs Ta go3u", "MobiuHi peakwyji
BiANOBIAHO A0 iHhopMaLii 3 6e3neku,
HaBeAEeHOI B MaTepianax peecTpadiiiHoro
[0CbE.
BBefeHHA 3MiH NpoTArom 6 Micsiuis nicns
3aTBEPKEHHS
136. | MABEHKNAQL | tabnetkn no 10 mr; no 1, 4 | Apec TpeigiHr | LiBeiuapi Bupo6HuK ITanisa BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/17515/01/01
® ab6o 6 TabneTok B C.A. A (BMPOGHULITBO mMatepianis: 3miHu | TMNY - 3MiHK LWLOA0 peyenmom
alomiHieBOMY bniicTepi, Hepo3dghacoBaHOro 6e3nekn/edeKkTMBHOCTI Ta
3aneyaraHoMy y KapTOHHY npenapary, thapmakoHarnsgy. BeefeHHs abo 3MiHun
06KNaamnHKy, Ky nepBuHHE Ta [0 y3arasibHeHUX AaHnx Npo cuctemy
BMILLYIOTb Y KOHTYPHY BTOPWHHE hapmakoHarnsagy (BBefeHHs
YapyHKOBY YMakoBKy Ta nakyBaHHs, y3ara/ibHeHUX JaHnx Npo cucTemy
BKafaloTb Y KAPTOHHY KOHTPO/b AKOCTI, thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
KOPO6KY BUMYCK Cepiit): ocobu, BignoBifasibHOT 3a 34iCHEHHS
Hep®apMa hapmakoHarnsgy; KOHTakTHoi ocobu 3
C.P.N., Itanis thapmMakoHarnagy 3asaBHuka ons
Bupo6HuK 3fjificHeHHs hapmakoHarnsagy B YkpaiHi,
(KOHTpO/b AKOCTI: AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
BM3HAYEHHS ocobwu, BignoBifasibHOT 3a 3iCHEHHS!
eNeMeHTHNX thapmakoHarnagy (BK4yakum KOHTaKTHi
[LOMILLIOK): [aHi) Ta/abo 3MiHV y pOo3MiLLEeHHi MacTep-
€spodhiHc Bionab thaiina cuctemun chapmakoHarnsgy) 3miHa
C.P.N., Itania YNOBHOBaXEHOT 0CO6M 3as1BHYIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.
[Oitova pepakuis: CabiHa Xakenb / Sabine
Hackel. MponoHoBaHa pegakuisi: Enbke
CinbBecTp / Elke Sylvester.
137. | MATHIKYM TabneTkun, BKPUTI AT YkpaiHa AT "KUIBCbKWW YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHnx 6e3 UA/7038/01/01
NAiBKOBOK 060/TIOHKOHO, "KNIBCbK BITAMIHHW MaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyenma
KMLLKOBOPO34MHHI, no 10 BITAMIHHUA 3ABO4" 6e3nekn/edeKTUBHOCTI Ta
Tabnetok y 6nictepi; no 5 3ABO4" thapmakoHarnagy. BeegeHHs abo 3miHu

6nicTepiB y nauui

[0 y3arasibHeHUX faHux Npo cnuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHNX faHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0ocobW, BignoBiganbHoI 3a 34iACHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocoou 3
thapmakoHarnsgy 3asBHuka ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0co6W, BigNoBigaNbHOI 3a 34iiCHEHHS
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
thapmakoHarnagy (BK/4yakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
chaiina cuctemu papmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Bikropis
BikTopiBHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
chapmakoHarnag,.
138. | MAKMIPOP Kancynu BariHasibHi M'sKi; Monikem ITanis BiANOBIAa/IbHMI 3a ITanis BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/3934/02/01
KOMMMEKC® | no 8 kancyn y 6nictepi; no C.p.n. nepBUHHE, mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenmom
1 6nicTepy B nauuj BTOPWHHE CepTtucpikat BignosigHocTi/lE-cepTudikar
KapTOHHIW nakyBaHHs, BiANOBIAHOCTI EBPONENChKil
KOHTPO/b Ta hapmakonei/moHorpadii. NogaHHS HOBOTO
BUNYCK cepil: ab0 OHOB/EHOTO cepTudikaTa
[Jonnens BiANOBIAHOCTI 260 BUYYEHHS
PapmaveyTivi cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
C.p.n., Itanis; thapmakonei: ana Adl; ons BUXigHOro
BiANOBIAa/IbHMI 3a martepiany/peareHTy/npoMiXXKHOro
NOBHUIA LIMKN MPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMpOGHULTBA: BUPOGHUUTBI A®I; Ana AONOMDKHOT
[Jonnens peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
PapmaveyTiui €Bponeiicbkili hapmakonei) - OHOBNeHWi
C.p.n., Itanis; cepTuaikaT Bif ye 3aTBepKeHoro
BMPOGHMK BMPOGHMKA - MOAaHHSA OHOB/IEHOrO
npoaykty in bulk: cepTudpikaTy BiANoBigHOCTI EBpoNenchbkili
KataneHT ITani thapmakonei R1-CEP-2003-118-Rev 07
C.n.A., ltanisa Bif, 3aTBEpAKeHoro BmpobHuka VUAB
PHARMA A.S. ans fito4oi peqyoBuHm
HicTaTuH (3aTBepmxeHo: R1-CEP-2003-
118-Rev 06 3anponoHosaHo: R1-CEP-
2003-118-Rev 07).
139. | MAKMIPOP Kpem BariHanbHuii no 30 1 Monikem ITanis [Jonnens ITanisa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/3934/01/01
KOMMNEKC® | y Ty6i; no 1 Ty6i B C.p.n. dapmaveyTivi marepianis: 3mMiHu | TRy - 3MiHW 3 AKOCTI. peyenmom
KOMMNIEKTi 3 C.p.n. Ceptudpikat BignosigHocTi/lE-cepTudikar

rpagyiioBaHvmM LWINPULLOM Y
KapTOHHIW nayu,i

BiANOBIAHOCTI EBpONeichkili
hapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHOBMEHOrO cepTudikaTa
BiANOBIAHOCTI a60 BUIYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBpONENChbkili
cthapmakonei: ana A®Pl; ons BUXigHoro
matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikaT BIiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBMEHW
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n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

cepTuduikaT Bif y)Xe 3aTBepXEHOro
BUPOGHMKA - NOAAHHA OHOBMIEHOTO
cepTudikaTy BiAnoBigHOCTI €Bponechbkili
chapmakonei R1-CEP-2003-118-Rev 07
Bif, 3aTBEepAxeHoro BupobHuka VUAB
PHARMA A.S. gns firoyoi peqyoBuHm
HicTaTuH (3aTBEpmkeHo: R1-CEP-2003-
118-Rev 06 3anponoHosaHo: R1-CEP-
2003-118-Rev 07).

140.

MEAOMEHEM

MOPOLLOK A/15 PO3UUHY
Ans iH'ekuili abo iHdy3iit
no 1r; 1 cpnakoH 3
MOPOLLKOM Y KapTOHHiIl
Kopobui

Mepokemi
nTa

Kinp

Megokemi NimiTeq,

Kinp

BHECEHHS 3MiH A0 peecTpaviiiHmx
mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
[oToBMIA nikapcbkuii 3aci6. CTabiNbHICTb.

3MiHa y TepmiHax npugatHocTi abo
yMoBax 36epiraHHsi roTOBOro NikapcbKoro
3ac006y (36inbLeHHs TEPMiHY NPUMAATHOCTI

roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi YNakoBky (NiATBEPMAKYETLCA
[aHvMu peanbHOro yacy) 36inbLeHHs
TepMiHy npuaartHocTi /13 BignoBsigHo Ao
[aHunx npo cTabinbHicTb. [jtova pefakuis:
2 poku NponoHoBaHa peakLis: 3 poku
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAMYHOro 3acTOCYBaHHA /likapCbKoro
3acoby y po3ain "TepmiH npugartHocTi”.
BBefeHHs 3MiH NpoTArom 3-x Micsuis
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn

3 AKocTi. F0TOBWIA Nikapcbkuii 3aci6.

CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKoro 3acoby (36i/bLIeHHS
TEepMiHy NMpUAATHOCTI FOTOBOTO
niKapcbkoro 3acoby) - Micnsa po3ymMHeHHs
a60 BigHOBNEHHSA (MiATBEPAXKYETLCA
[aHUMKN peasibHOro Yacy) NOAOBXEHHS
TepmiHy npugartHocTi 13, nicns
po3unHeHHs. [itoya pegakuis: 3.2.P.8.1.
Stability summary and conclusions. Shelf
life after reconstitution The reconstituted
solutions for intravenous injection or
infusion should be used immediately. The
time interval between the beginning of
reconstitution and the end of intravenous
injection or infusion should not exceed one
hour.

Do not freeze the reconstituted solution.

MponoHoBaHa pepakuis: 3.2.P.8.1.

Stability summary and conclusions.

Shelf life after reconstitution

3a
peyenmom

He
nionsieae

UA/11738/01/02
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Intravenous bolus injection administration

The drug product is dissolved in water for
injection to a final concentration of 50
mg/ml. The prepared solution is physically
and chemically stable for 3 hours at up to
25°C or 12 hours under refrigerated
conditions (2-8°C).
Intravenous infusion injection
administration
The drug product is dissolved in either
0.9% sodium chloride solution for infusion
or 5% glucose solution for infusion to a
final concentration of 1 to 20 mg/ml. The
solution reconstituted with 0.9% sodium
chloride for infusion in physically and
chemically stable for 3 hours at up to 25°C
or 24 hours under refrigerated conditions
(2-8°C).

The solution reconstituted with 5% glucose
solution for infusion should be used
immediately.

From a microbiological point of view,
unless the method of
opening/reconstitution/dilution precludes
the risk of microbiological contamination,
the product should be used immediately.
If not used immediately in-use storage
times and conditions are the responsibility
of the user.

Reconstituted solution of the product in 5%
glucose solution should be used
immediately.

The constituted solutions should not be
frozen.
3MiHM BHECEHO B iIHCTPYKLitO AN
MeLMYHOro 3aCTOCYBaHHA NMiKapCbKOro
3acoby y po3ain "YmoBu 36epiraHHs".
3MmiHu | TMNy - 3MiHK 3 SIKOCTi. ToTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWi 3acib.
3MiHa 6y/ib-AKOI YaCcTUHW MaTepiany
NepPBUHHOT YNaKoBKMK, L0 HE KOHTaKTYE 3
roTOBMM NiKapCbKUM 3ac060M (Hanpukiag
KONip KPULLEYOK 3 KOHTPOSIEM MEPLLOro
BIAKPUTTSA, KONIP KOJOBUX KineLb Ha
amnynax, KoHTeliHepa A1 rosokK (pi3Hi
BMAM nnactMacwu) (3MiHa, sika He BrnnBae

Ha KOpPOTKY XapakTepuCTUKY JliKapCbKoro
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

3acoby) fofaBaHHS NEPBUHHOT YNaKOBKN —
NIOMIHIEBI KPULLIEYKM 3 KOHTPOSIEM
nepLioro BiAKPUTTSA.
3miHu |l TMny - 3miHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo foNyCTUMUX MEX
roTOBOrO JlikapCbKOro 3acoby (3miHa
3HaxoAWTbCA No3a 3aTBepPAKEHNMM
O0NyCTUMVMU Mexamu cneuudikalii)
3MiHa BUMOT crieuumadikaLii 3a NoKa3HUKOM
«CynyTHi AOMILLKM» MiCAsA BiAHOBAEHHS.

141. | MEAOTUNIH pO34nH A8 iH ekuiin, 1000 TOB "YOP/L4 YkpaiHa K.O. Pomdhapm PymyHis BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/14716/01/01
Mr/4 MA1; No 4 M B amnyi; MEANLUNH" KomnaHi C.P.J1. matepianis: 3miHu Il TUnNy - 3MiHK WoAa0 peyenmom
no 3 amnynu B KOHTYPHIl 6e3nekn/edekTMBHOCTI Ta
YapyHKOBIli ynakoBLj; no 1 thapmakoHarnagy. BHeceHHsi abo 3miHa(n)
KOHTYPHIli YapyHKOBIi [0 3000B'A3aHb Ta YMOB BUAadi
yNakoBLi B KAPTOHHIN peecTpaLinHOro NOCBIAYEHHS, BKIHOYAOUN
Kopobui MnaH ynpaBniHHS py3nkamm

(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaralTb(€) NOAA/TbLIOIO
06r'pyHTYBaHHS HOBUMW AOAATKOBUM
[aHuUMK, WO MatoTb HadaBaTucs
KOMMETEHTHWM OpraHoM, OCKifIbKM
BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM
HaZilaHO OHOB/EHWIA MnaH ynpasniHHA
pv3ukamm Bepcis 2.0. 3MiHM BHECEHO A0
YyacTuH: | «3aranbHa iHchopmais» Il
«Cneundikauis 3 6esnekn» Il «MnaH 3
dhapmakoHarnsagy» V «3axoau 3
MiHimi3auii pusukie» VI «Pe3tome nnaHy
ynpasniHHA pusnkamm» VIl «ogaTkm»
(mopatkm 1-8) y 3B’A3KY 3 OHOBJ/IEHHSM
iHhopMaLii 3 6e3nekun 4ityoi pevyoBuHN
X0niHy anbpocuepaTy BignoBsigHO A0
aKTyasIbHOI pedhepeHTHOT iHdhopmaLii, a
TakoX Yy 3B'A3Ky i3 3MiHOO hopmaTty
BignosigHo Ao sumor Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V
Rev.2 Human Medicines). Pe3stome MNnaHy
ynpasniHHA pu3nkamn Bepcis 2.0
[ofaeTbes.

142. | MET®OPMIH | TabneTku, BKpUTI CaHpo3 CnoseHia | Jlek C.A., MNonbLya Monbua/ BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/9477/01/02
CAHAO3® nAiBKOBOK 060/10HKOK, N0 | PapmackloTika (BUPOGHMLTBO 3a CnoBeHisi mMaTepianiB: YTOYHEHHSI HaMUCaHHSA peyenmom
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
850 wr, no 10 TabneTok y n3 a.n. NMOBHUM LK/IOM; ynakoBku B Hakasi MO3 Ykpainu Ne 2110
6nicTepi; no 3 abo 12 nakyBaHHs, Big, 18.12.2024 B npoueci BHECEHHS 3MiH
6nicTepiB Y KAPTOHHIl BUMNYCK cepil); (3miHn | TUNY - AgMIHICTPATUBHI 3MiHN.
kopobui, no 12 TabneTok y HoBaprtic 3MiHa HalimeHyBaHHs Ta/abo agpecu
6nictepi; no 10 6nicTepis dapmacboTikan MicLA NPOBaMKEHHS [iANbHOCTI
Y KapTOHHi Kopobuj MaHyhakTypuHr BMPOGHMKa/imnopTepa rotosoro
nnc NiKapCbKOro 3acoby, BKIHOHAKUN [i/TbHUL
(KOHTPO/b SIKOCTI BMNYyCKy cepii abo MicLe NnpoBefeHHs
(nvwe N- KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
HiITpO30AMMETUNA BiANoBigae BMpoGHMK/iMnopTep, He
MiHy (NDMA)), BK/1H0HAK0UM BUMYCK cepiid). 3MiHa Ha3Bu
CnoseHis BMPOGHMKA BiANOBifa/IbHOTO 38 KOHTPO/b
AKOCTI, & TaKOX YTOUHEHHS pyHKUIT Ta
aapecy B po3gini 3.2.P.3.1.). Pepaxkuis B
Hakasi - no 12 TabneTok y 6nictepi; no 10
6nicTepiB y KAPTOHHIli Kopob6ui. BipHa
pefakuis - no 12 Tabnetok y 6aictepi; no
10 6nicTepiB y KapTOHHIli kopobL,i. BipHa
pepakuis - no 10 TabneTok y 6nictepi; no
3 abo 12 6nicTepiB y KApTOHHIlA KOpOO6Li,
no 12 tabnetok y 6nictepi; no 10
6/1icTepiB Y KAPTOHHIN KOPOOLL
143. | ME®EHAMIH | Ta6netks no 500 mr; no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/18370/01/01
OBA Tabnetok y 6nictepi, no 2 "®apmavesTu "dapmavueBTuyHa marepianis: 3miHu | Tuny - 3MiHu WoA0 peyenma
KACNOTA 6nicTepy B navyj; no 1 YHa KOMMaHis KOMnaHis 6e3nekn/edeKTUBHOCTI Ta
6nictepy 6e3 BKNafaHHsA y "papKoC" "®apKoC" hapmakoHarnagy (iHwi 3miHn) 3MiHn
BTOPUHHY YNakoBKYy BHeceHO y M. 5, 8, 13, 17 Tekcty
MapKyBaHHS BTOPVHHOT yNakoBKM
NikapcbKoro 3acoby, a TakoX BUTy4YEHO
[0[aTKOBI Ta a/lbTEPHATUBHI TEKCTU
MapKyBaHHS yrnakoBOK 3 iHhopmaLieto
LL|0/10 3aMOBHWKIB Ta TOProBOi Mapku.
144. | MIKCTAPA® cycneHsis Ans iH'ekuii, A/T HoBso [JaHis BignosiganbHuii [Oanis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/2682/01/01
30 HM 100 MO/mn; no 10 mny Hopgaick 3a BUNyCK cepiit PpaHuis mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom
donakoHi; no 1 dpnakoHy B KiHLLeBOro 6e3nekn/edpekTBHOCTI Ta
KapTOHHI KopoobLi NPOAYKTY: hapmakoHarnsgy. BeegeHHs abo 3miHu
A/T Hoso Hopgick, [0 y3aras/ibHeHMX AaHuX Npo cuctemy
[anis thapmakoHarnagy (BBefeHHs
Bupo6HuK y3araslbHeHVX gaHux npo cucremy
npoaykuii 3a thapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT

MOBHWUM LKOM:
HoBo Hopgick
MpoaoKCbLOoH
CAC, ®paHuis

ocobu, BignoBifasibHOT 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTakTHOi ocobu 3
chapmakoHarnsgy 3asBHuka gns

3[iicHEHHs hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT

0cobW, BignoBiganbHoI 3a 34iACHEHHS
hapmakoHarnsay (BkIoyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLeHHi MacTep-
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

thaiina cuctemun chapmakoHarnsgy) 3miHa
YMNOBHOB&XEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: KapcteH Jlonnike.
MponoHoBaHa peaakuis: f1i3 pimmLueB.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
dhapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B
YKpaiHi.

145.

MOBIKCUKA
M®

po3unH ANs iH'ekuin, 15
mr/1,5 mn; no 1,5 mn B
amnyni; no 5 amnyny
N1acTMKOBOMY KOHTeHepi
B KapTOHHIi kopo6ui

Mosi Xenc
meX

Lseiuapi
A

Xenn CA

Ipeuis

BHECEHHS 3MiH 0 peecTpaLinHmx
Matepianis: 3miHa 3asBHuka /13 (MIBIT)
(BNacHuKa peecTpauiiHoro nocBig4eHHs1)
(3rigHo Haka3ly MO3 Big 23.07.2015 Ne
460). TepMiH BBe4EHHS 3MiH NPOTAroM 6
MicsAILiB nicns 3aTBepKeHHs. 3MiHu | Tuny
- 3MiHu Wopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEeHi B TEKCT MapKyBaHHA BTOPUHHOT
yNakoBKW MiKapcbKoro 3acoby y n. 2.
«KINTbKICTb AIK0YOT PEHOBVIHW», n. 4.
«JTIKAPCbKA ®OPMA TA KI/IbKICTb
OAVHWLbB B YMAKOBLLI» ,n. 5.
«CMOCIB TA WNAX BBEAEHHSA», n. 11.
«HANMEHYBAHHS |
MICLE3HAXOIXEHHA BUPOBHUKA
TA/ABO 3AABHUKA», n. 14.
«KATEFOPIA BIANYCKY», n. 15. «4/14
NNIKAPCBKWNX 3ACOBIB, AKI
MPU3HAYEHI 419 CAMOCTIAHOIO
NIKYBAHHSA — IHPOPMALIA WOAO
3ACTOCYBAHHSA» Ta iHWi He3HauHI
pefakuiiiHi NpaBku B TEKCTi MapKyBaHHS
ynakoBku. TepMiH BBEEHHS 3MiH
npoTArom 6 micsLiB Nicns 3aTBEPAKEHHS.

3a
peuyenmom

He
nionsieae

UA/14916/01/01

146.

MOBIPUKA®

Kancynu Teepai no 75 wr;
no 7 kancyn B 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopoobui

TOB "Mosi
Xenc"

YKpaiHa

ATnaHTik ®apma
Mpoaykoc
dapmacbtoTikac
CA.

Moptyranis

BHECEHHS 3MiH 0 peecTpavliiHmx
mMatepianis: 3miHu | TMNy - 3MiHKM LWOA0
6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHu) - 3MiHn
BHECEHi B TEKCT MapKyBaHHS BTOPUHHOT
yNakoBKU NikapcbKoro 3acoby y n. 2.
«KIJTbKICTb AIK0YOI PEHOBVIHW» Ta B
n. 15. «4714 NIKAPCbKMX 3ACOBIB, SKI
MPU3HAYEHI 4151 CAMOCTINHOMO
NIKYBAHHSA — IHPOPMALIIA WOAO
3ACTOCYBAHHS». - TepMiH BBELEHHS
3MiH - NpoTAroM 6 Micauis nicns

3a
peyenmom

UA/19773/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBEPKEHHS

147.

MOBIPUKA®

Kancynu tBepAi no 150 wr,
no 7 kancyn B 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopobui

TOB "MoBi
Xenc"

YKpaiHa

ATnaHTik ®apma
Mpoaykoc
dapmachbloTikac
C.A.

Moptyranis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) - 3MiHW
BHECEHi B TEKCT MapKyBaHHS BTOPUHHOT
yMakoBKU NikapcbKoro 3acoby y n. 2.
«KIJTbKICTb AIK04OI PEHOBVHW» Ta B
n. 15. «4/14 NIKAPCbKMX 3ACOBIB, SKI
MPU3HAYEHI 419 CAMOCTIAHOIO
NIKYBAHHSA — IHPOPMALIA WOAO
3ACTOCYBAHHSA». - TepMiH BBEAEHHS
3MiH - NpPOTAroM 6 MicAuiB nicns
3aTBEPAXKEHHS

3a
peyenmom

UA/19773/01/03

148.

MOBIPUKA®

Kancynu Teepgi no 50 mr;
no 7 kancyn B 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopobui

TOB "Mosi
Xenc"

Ykpaina

ATtnaHTik ®apma
Mpoaykoc
dapmacbioTikac
C.A.

MopTyranis

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECeHi B TEKCT MapKyBaHHA BTOPUHHOT
yrnakoBKU fikapcbKoro 3acoby y n. 2.
«KIJTBKICTb AIK04Oi PEHOBVHW» Ta B
n. 15. «414 NIKAPCbKMX 3ACOBIB, FKI
MPU3HAYEHI A5 CAMOCTIMHOMO
NIKYBAHHA — IHPOPMALLIA WOAO
3ACTOCYBAHHSA». - TepMiH BBeAEHHSA
3MiH - NpOTArom 6 Micsiis nicns
3aTBEPKEHHS

3a
peuyenmom

UA/19773/01/01

149.

MOTOPUKC

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, NO
10 mr no 10 TabneTok y
6nicTepi; no 1 a6o 3
6nicTepn y nauui

AT

"KUIBCbKIN

BITAMIHHW
3ABOA"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

Ykpaina

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHK WoA0
6e3nekn/eeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX JaHux Npo cnuctemy
thapmakoHarniagy (BBegeHHs
y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
0cobu, BigNoBigaNbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHuka an1s
3[iiCHEHHST (papMakoHarnsay B YKpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBifasIbHOT 3a 3AiACHEHHST
hapMakoHarnsgy (BKo4akoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3asBHUKA,
BinoBigasIbHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Bikropis
BikTopiBHa. NponoHoBaHa peakList:

6e3
peyenma

UA/3797/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3a8BHMKa, BiANOBIAaIbHOI 3a
dhapmakoHarnsg.
150. | HAIBY®IH pO34uH AN iH'ekuiid, 10 AT YkpaiHa AT "ly6Huchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/19068/01/01
mr/mn; no 1 mn a6o no 2 "Ny6Hudhapm" marepianis: 3miHu | Tuny - peyenmom
M B amnyrii; no 5 amnyn y AAMIHICTpaTUBHI 3MiHW. 3MiHa
6nictepi 3 nnisku; no 1 HalilMeHyBaHHs Ta/abo agpecy Micus
abo 2 6nictepu B nayui 3 NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
KapToHy; no 1 mna abo no 2 (BkntovaKoun, 3a HeobXigHOCTI, Micue
M1 B amnyni; no 5 a6o 10 NpoBeAeHHS KOHTPO/I0 AKOCTI), abo
amnyn y navwi 3 KapToHy 3 BNlacHMKa mactep-gaiina Ha Adl, abo
KapTOHHUMU noctavansHvka A®l/BuxigHoro
neperopoakamu marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuii 3acib) 3a BifACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
chapmakonei y 3aTBepfkeHoMy A0Cbe, a6o
BUPOGHMKa HOBOI LONOMIXHOI pEYOBUHU
(AKLLLO 3a3HAYeHO Y A0CbE). 3MiHa Ha3BY
chipMu BUpo6HKKka AD| HanbydiHy
rigpoxnopug (CaHodi BiHTpon IHAycTpi,
®paHuin). fditoya pegakuis: CaHodi Ximi,
®paHuisa; CaHeka ®apmacbioTikans a.c.,
CnoBaubka Pecny6nika. MponoHoBaHa
pefakuisi:
CaHodpi BiHTpon IHgycTpi, ®paHuis;
CaHeka ®apmacbioTikans a.c., Cnosaubka
Pecny6nika.
151. | HENALEKC Kpansi O4Hi/BYLLHI, TOB "YOPNA, YkpaiHa yorPna TypeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/11179/01/01
cycneHsis; MEANLNH" MEAOVUMH INAY mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peuyenmom nionsieae
no 5 mn y chnakoHi- CAH. BE TIoX. [oTOBMIA NiKapcbkunii 3aci6. 3MiHW y
KpanesnbHuuj; no 1 AL BMPOGHMLTBI. 3amiHa abo BBeAEHHS

hnakoHy-KpanenbHuLi B
KapTOHHI KopoobLi

[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
YacTMHM abo BCbOrO BUPOBHMYOTO
npoLiecy roToBOro /likapCbKoro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCSA OyAb-AKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY
cepii, KOHTPO/IO AKOCTi Ta BTOPUHHOIO
nakyBaHHS 4151 CTEPUNBHUX NiKapCbKMX
3ac06iB (BK/1IOYAKOYN BUPOGNEHI
acenTUYHUM METOAOM), KPIiM NiKapCbKux
3aco6iB 6i0N10riYHOro/iMyHOONYHOr0
noxofkeHHs). CynyTHs 3MiHa- 3MiHuM 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHU Y
BUPOGHMUTBI. 3amiHa abo BBeLEHHS
[04AaTKOBOI Ali/TbHUL BUPOGHMLTBA AN
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
YyacTvHy abo BCbOro BUPOBHNYOro

[OCbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI

npoLiecy roToBOro /likapCbKoro 3acoby
(AiNbHULA ANA BTOPUHHOIO NakyBaHHS) -
3awmiHa ginbHuLi BUpobHULTBa
nikapcbkoro 3acoby. 3MiHM BHECEHO B
IHCTPYKL,il0 ANA MeANYHOro 3acTOCyBaHHS
y po3ainv "Brupo6HuK" Ta
"Micue3HaxomKeHHs BUPOGHMKa Ta
afipeca Micus NpoBagKeHHs oro
OiSNTbHOCTI" y 3B'A3KY 3 3aMiHOI0
BUPOBHMKA roTOBOrO J1iKapCbKoro 3acoby
Ta AK HaCnNifoK - Y TEKCT MapKyBaHHs
ynaKkoBKM NiKapCbKoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TNy - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/aMiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOO
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA BUPOGHKMKA, Lo
BiAnoBiAae 3a BBe3eHHA Ta/abo BMMNYCK
cepii) - Bknoyatoun
KOHTPO/b/BMNPOGYBaHHS cepii. 3aMiHa
BUPOBHMKA NiKapCbKoro 3acoby, Lo
BiANOBiAaE 3a BBe3EHHs Ta/abo BMMYyCK
cepii BKIYatoun KOHTPO b/BUNPOBYBaHHS
cepii. 3MiHV BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3aCTOCYBaHHSA y Po3finu
"Bnpo6HMK" Ta "MicLe3HaX0KEHHs
BMPOGHMKA Ta agpeca Micus
MPOBaPKEHHS OTO AiS/ILHOCTI" y 3B'A3KY 3
3aMiHOK0 BMPOGHMKA rOTOBOrO NiKapCbKOro
3acoby Ta Sk HacnifoK - y TeKCT
MapKyBaHHS YNakOBKW NiKapCbkoro
3acob6y. BBeeHHs 3MiH NpOTSroMm 6-Tm
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- AgMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micud
NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKA
(BkNtOUaKOUM, 3a HeOOXigHOCTI, Micue
NPOBELEHHS KOHTPOJIHO SIKOCTI), 260
B/lacHMKa mMacTep-ghaiina Ha Adl, a6o
noctavanbHuka Adl/BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HMLTBI API (SKLLO 3a3HAaYEHO Y

cepTudikaTa BignoBiAHOCTI E€BpoNechkiii
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Ymosu

Peknamys

Homep

n/n

Hassa

JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,

3asiBHUK

3asiBHUKa

Kpaina

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

aHHsA

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

YkpaiHa

¢hapmakonei y 3aTBeppKEHOMY [OCbE, a60

BMPOGHMKA HOBOI OMOMiXXHOI Pe4YOBUHM
(AKLL0 3a3HAYEHO Y JOCbE). 3MiHa
HaliMeHyBaHHS Ha3BU koMnaHii 4ns Ad|
Dexamethasone Crystal Pharma, S.A.U.,

Spain Ha Curia Spain S.A.U., Spain.
CurcTeMu SKOCTi, BUPOGHMYMIA npoLiec,
BUPOGHMYA AiNbHULA, Npoueaypy,
cneumdikayii Ta BCA iHWa BignosigHa
[OKYMeHTaUis 3aMLLatoTbCA HE3MIHHUMMU.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu). 3MiHu
BHECEHO Y TEKCT MapKyBaHHA NEPBUHHOI
(n. 3, n. 4, n. 6) Ta BTOPUHHOI (n. 8, n. 11,
n. 12, n. 13 ta n. 17) ynakoBkn
nikapcbKoro 3acoby. BeegeHHs 3MiH
NpoTAroM 6-T1 MicALIB nicns
3aTBEPKEHHS.
BHECEHHS 3MiH 0 peecTpaviinHmx

6e3

UA/11551/01/01

152.

HEOBITAM

TabneTtku, BKPUTI
MN/iBKOBOK 060/10HKOIO;
no 10 Tabnetok y
6nictepi, no 3 6nictepy B
nauuj

AT
"KUIBCbKN
BITAMIHHWA

3ABOA"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3ara/ilbHeHUX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anis
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnagy (BKo4vakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemmn hapmakoHarisgy)- 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoua pepakuis: Konsga Bikropis
BikTopiBHa. [MponoHoBaHa pefakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3as1BHVIKa, BignoBigabHOT 3a
hapmakoHarning,.
BHECEHHS 3MiH 0 peecTpaLinHmx

peyenma

3a

UA/3793/01/01

153.

HEO®I/NIH

TabneTkn NPOSIOHrOBaHOI
Aji no 100 mr; no 10
Tab1eToK Y KOHTYPHii

MpAT
"®apmavesTn
yHa chipma

" NapHLs"

Ykpaina

MpAT
"®GapmaueBTnyHa
thipma "OapHuus"

Ykpaina

mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-cepTudikar

peuyerimom

BiANOBIAHOCTI E€BpoNechbkil

YapyHKOBIli ynakoBLy; no 5
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KOHTYPHUX YapyHKOBYX hapmakonei/moHorpadii. NogaHHs HOBOrO
YNakoBOK Yy naull

abo oHOB/EHOrO cepTuddikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ons BUXigHOro
matepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTudikar Big HOBOro BUPOGHMKa (3amiHa
ab0 fonoBHeHHs). MMoAaHHA HOBOro
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1998-010-Rev 06
ana A®| TeodpiniHy MoOHorigpaT Big, HOBOro
BMpo6HuKa Siegfried PharmaChemikalien
Minden GmbH, Germany y 3B 513Ky 3 TUM,
Lo Aitounii BUpo6HuK A®I Jilin Shulan
Synthetic Pharmaceutical Co., Ltd., Kutaii-
npu3ynuHUB BUPOGHMLTBA AD|. BBEAEHHS
3MiH NPOTArom 6-Tn MicaLiB nicns
3aTBEePKEHHSA.3MiHM | TUNy - 3MiHW 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOIO /iKAPCbKOro 3aco0y.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTrO NiKapCbKoro
3aco6y (iHWi 3MiHK) - CynyTHA 3MiHa-
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO MiKapCbKoro 3acoby.
3MiHa y meTofax BMNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS).
BHeceHHA 3MiH fo cneyudikauii Ta
MeTogAjiB KOHTPO0 /13 3a NOKa3HNKOM
«MikpobiosnioriyHa unctota», a came
NoKasHWK NpYBeAEHO Y BIAMOBIAHICTb [0
BMMoOr E®, 6e3 3MiHM HOPMYBaHHS.
MonepeaHs pepakuia Cnevyundukayms
Mwukpo6uronormyeckas unctora Obuuee
4ncno asapobHbIX MUKPOOPraHn3Mos — 103
KOE/r. O6LLee 4ncno ApoxKeBbIX U
nnecHeBbIX rpn6os — 102 KOE/T.
OtcytcTBue Escherichia colis 1 1 (FdY,
1.4,2.6.12N, 2.6.13, 5.1.4). HoBa
pepakuis Cneuudikauis
MikpobionoriyHa unctoTta. Kputepii
NPUAHATHOCTI: 3arasibHe Yncio aepobHMX

MikpoopraHismis =103 KYO/r. 3arasibHe
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
YMCNO APDKIDKOBYUX i NIiCEHEBMX rpUbIiB —
102 KYOIr. BigcyTHicTb Escherichia coli B
1r (€9, 2.6.12,2.6.13, 5.1.4. BBefeHHs
3MiH NpOTArom 6-Tu MicauliB nicns
3aTBEPAKEHHS.
154. | HEO®INIH TabneTkn NPOSIOHr0BaHoI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavLiiHnx 3a UA/3793/01/02
aii no 300 mr; no 10 "®dapmavneBTu "®apmaveBTUYHa mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenmom
TabNeToK Y KOHTYpHii yHa thipma thipma "OapHuus” CepTtucpikat BignosigHocTi/lE-cepTudikat
YapyHKOBIli ynakosLyj; no 5 "AapHnus”

KOHTYPHUX YapyHKOBUX
YNakoBOK Yy nauLyj

BiANOBIAHOCTI EBPONENChKil
hapmakonei/MoHorpadii. NogaHHS HOBOrO
ab0 OHOB/EHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons BUXigHOro
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; s AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTugikar Big HOBOro BUPOGHMKaA (3amiHa
ab0 fonoBHEHHS). [MoAaHHA HOBOro
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1998-010-Rev 06
ana A®| TeodpiniHy MOHorigpaT Big HOBOroO
BMpo6HuKa Siegfried PharmaChemikalien
Minden GmbH, Germany y 3B"513Ky 3 TUM,
o Aitounii BUpobHuk A®l Jilin Shulan
Synthetic Pharmaceutical Co., Ltd., Kutaii-
NpU3ynuHNB BUPOo6HULTBa APl. BBEAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEepKEHHS.3MiHM | TUNy - 3MiHW 3
siKocCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /liKAPCbKOrO 3aco0y.
3MiHa napameTpiB cneuudikauii Ta/abo
[L0MYyCTUMMX MEX roTOBOTrO NiKapcbKoro
3aco6y (iHwi 3MiHN) - CynyTHA 3MiHa-
3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO MiKapCbKoro 3acoby.
3MiHa y meTogax BMNpO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX METOAAX BUNPOGYBaHHS).
BHeceHHs 3MmiH fo cneyudikauii Ta
MeTogAjiB KOHTPOt0 /13 3a NOKa3HNKOM
«MikpobiosioriyHa unctota», a came
NoKasHWK NpYBEAEHO Y BIAMOBIAHICTb 40
BMMoOr E®, 6e3 3MiHM HOPMYBaHHS.
MonepeaHs pepakuis Cnevyundukalms
Mukpoburonormyeckas unctora Obuuee
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
4ncno asapobHbIX MUKPOOPraHn3Mos — 103
KOE/r. O6LLee 4ncno ApoxoKeBbIX U
nnecHeBbIX rpn6os — 102 KOE/T.
OtcytctBue Escherichia colis 1 1 (FdY,
1.4,2.6.12N, 2.6.13, 5.1.4). HoBa
pepakuis Cneuudikauis
MikpobionoriyHa unctoTta. Kputepii
NPUAHATHOCTI: 3arasibHe Yncio aepobHMX
MikpoopraHismis —103 KYO/r. 3aranbHe
YMCNO APDKIDKOBUX i NIICEHEBMX rPUBIB —
102 KYOIr. BigcyTHicTb Escherichia coli B
1r (€9, 2.6.12,2.6.13, 5.1.4. BBefeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS.
155. | HIKOPE/Ib® Tabnetku no 10 mr; no 10 [Jekcenb I13painb BMNPOGYBaHHS I13painb BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/17691/01/01
Tabnetok y 6nictepi; no 3 dapma KOHTPOJTO AIKOCTI marepianis: 3miHu | Tuny - 3mMiHu Woao peyenmom
ab6o 6 6nictepis B TexHonoaxum3 (mikpoGionoriyHwmia 6e3nekn/edpekTMBHOCTI Ta
KapTOHHIW nayu,i Nrp. KOHTpOnb): TOB thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
IHCTUTYT Xap4oBOi BHECEHO B TEKCT MapKyBaHHA NepBUHHOT
Mikpo6ionorii Ta Ta BTOPWHHOT YNaKoBOK NiKapCbKoro
CMOXMBYMX 3acoby y n. «IHLWE» wwoAo BnaaneHHs
ToBapiB, I3pains; NOroT!Ny KoMnaHii ogoiliiHoro
BMPOBHULTBO, npeacTaBHVKa 3asiBHMKa B YkpaiHi TOB
nakyBaHHs, «ACIHO YKPAIHA».- TepmiH BBEEHHSA
BMMNPO6YBaHHSA 3MiH - NPOTAroM 6 MicAuiB nicns
KOHTPO/IIO AKOCTI 3aTBEPAKEHHS.
(hi3vKo-XimiuHwMi
KOHTpO/b) Ta
BUNYCK cepil:
[ekcenb N14,,
I13painb
156. | HIKOPE/b® Tabnetkun no 20 mr; no 10 [ekcenb I3painb BUNPOGYBaHHSA I13painb BHECEHHS 3MiH [j0 peecTpaviinHmx 3a UA/17691/01/02
Tabnetok y 6nictepi; no 3 dapma KOHTPO/IHO AKOCTI marepianis: 3miHu | Tuny - 3MiHu WoAo peyenmom
abo 6 6nicTepiB B TexHonomxus3 (mikpobionoriyHwmi 6e3nekn/edeKTUBHOCTI Ta
KapTOHHI nayw,i nTa. KOHTpoNb): TOB hapmakoHarnsgy (iHwi 3miHn) - 3MiHn

IHCTUTYT Xap4oBoi
Mikpo6ionorii Ta
CNOXMBYUX
ToBapiB, I3painb;
BMPOGHMLITBO,
nakyBaHHs1,
BMNPOBYBaHHSA
KOHTPO/IIO AKOCTI
(chizvKo-XimMiuHWMiA
KOHTPO/Ib) Ta
BUNYCK cepil:
[Jekcenb NT4,,
13painb

BHECEHO B TEKCT MapKyBaHHA NepBUHHOT
Ta BTOPWHHOI YNaKoBOK /1iKapCbKOro
3acoby y n. «IHWE» woa0 BuaaseHHs
N0oroTunNy KoMnaHii ogiLiiHoro
npegcTaBHVKa 3asiBHMKa B YkpaiHi TOB
«ACIHO YKPAIHA».- TepMmiH BBejeHHA
3MiH - NpoTAroM 6 MicAuis nicns
3aTBEPIKEHHS.
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PYYOK Y KapTOHHI kKopo6Li

KOHTPO/b AKOCTI
Ta BigNOoBIgaNbHWIA
3a BUNYCK cepiit
KiHLLeBOro
npoaykty: A/IT
HoBo Hopgick,
[aHisi; BUpo6HMK
npoaykuii 3a
MOBHUM LIK/IOM:
Hoso Hopgick
MpoaoKCbLOoH
CAC, dpaHujis;
MapkyBaHHA Ta
yNaKkoBKM
dnekcleH®,
BTOPWHHOTO
nakyBaHHs: A/T
HoBo Hopgick,
[aHisi; BUpo6HMK
AN 36upaHHs,
MapKyBaHHs Ta
yNaKkoBKM
dnekcleH®,
BTOPVHHOTO
nakyBaHHs: A/IT
HoBso Hopgick,
[aHist; BUpo6HuK
Hepo3dacoBaHOT
NPOAYKLT,
HarnoBHEHHSA B
MeHpin®,
nepBuHHa
ynakoska Ta
36MpaHHs,
MapKyBaHHs Ta
ynakoBka
®nekclleH®,
BTOPVHHE
nakyBaHHs: HoBo
Hopgaick MNpoaykao

dapmaceyTika g0

thapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOT
ocobu, BigNoBiAabHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobwu, BignoBifanbHOT 3a 3AiICHEHHS
thapmakoHarnagy (BKo4vatum KOHTaKTHi
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHI MacTep-
(paiina cuctemu hapmMakoHarnsgy)3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[Oitova pepakuin: KapcteH Jlonnike.
MponoHoBaHa pegakuis: i3 MpiMMLLeiB.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT
0cobu 3as1BHMKA, BiAMNoBiga/IbHOT 3a
hapmakoHarnag. 3MiHa KOHTaKTHUX AaHnx
KOHTaKTHOI 0CO6M 3asBHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsz B
YKpaiHi.

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
157. | HOBOMIKC® | cycneHsis ons iH'ekuii, A/T Hoeo [aHis Bupo6Huk [Oanis/ BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/4862/01/01
30 100 O4/mn; no 3 mny Hopgaick Hepo3dhacoBaHOro ®paHuia/ mMatepianis: 3MiHu | TMNY - 3MiHKX WOA0 peyenmom
®NIEKCMNEH® | kapTpuaxi, BKNageHomy B NPOAYKTY, Bpasunis/ 6e3nekn/edeKTMBHOCTI Ta
6araTrof030Bii HarnoBHEHHS B KnTalicbka hapmakoHarnsgy. BeegeHHs abo 3miHu
0[IHOPa30Biit LWNpuL- MeHin®, HapogHa [0 y3aranibHeHUX AaHnx Npo cuctemy
pyuui; no 1 a6o 5 wnpuu- nepBuHHa Pecny6nika hapmakoHarnsgy (BBefeHHs
ynakoBka, y3ara/ibHeHNX JaHnx npo cucTemy
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PeecmpayjiliHa npoyedypa

Ymosu

Peknamys
aHHA

Homep
peecmpayitiHo2o

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Kpaina

Bupo6HuK
BUPOGHUKa

Bionycky

nocsi0OYeHHs

3acoby

CLIA

Bpasinb NITga.,
Bpa3sunis;
Bupo6HuK
Hepo3dacosaHoro
NPOAYKTY,
HanoBHEHHSA B
NepBUHHY
ynakosky: HoBo
Hopgaick (Kutaid)
dapmacbloTikans
Ko., Nita.,
KnTaiicbka
HapogHa
Pecny6nika

Brpo6HuK, Himeuunna/

BHECEHHS 3MiH 0 peecTpaLinHmx

3a
peyernmom

He
nionsieae

UA/5681/01/01

158.

HOPBACK®

Tabnetkn no 5 mr; no 10
Tabnetok y 6nictepi; no 3
ab6o no 6 6nictepis y
KapTOHHI/ ynakosL,i

Biatpic
CnewenTi
nnc

BignosiganbHwii 3a | lMyepTto Piko
nakyBaHHs1,
KOHTPO/Ib SKOCTI
Ta BUMYyCK cepii:
Mdpaiizep
MeHtohekuypuHr
[oituneng MvéX,
HimeuuunHa,;

Brpo6HWK,
BiAnoBiaanbHMi 3a
BVPOGHMLTBO
npenapary in bulk,
KOHTPO/Tb AKOCTI:
Biatpic
dapmactoTikan3
NNC, NyepTto Piko

marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NPOBaPKEHHS AiSNIbHOCTI
BMpPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOHAKUN [iTbHUL
BMMYCKy cepii abo MicLie NpoBeAeHHS
KOHTPOJIO AKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BUpoGHWK/iMnopTep,
BK/IHOYAOUM BUMYCK cepiii) 3MiHa
NoLITOBOrO iHAEKCY B aApeci BUPO6HMKa,
BiANOBIAA/ILHOIO 3a NakyBaHHS, KOHTPO/1b
AKOCTI Ta BUNyck cepii MNdaiizep
MeHtobekuypuHr JoliuneHg MoX,
HimeyunHa: 3MiHM BHECEHO B iHCTPYKLLiI0
ANA MeANYHOr0o 3aCTOCYBaHHS NikapCbKoro
3aco06y LWoa0 MiCLLe3HaX0MKEHHS
BMPOGHMKA 3 BIANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS YNakoBKW NikapcbKoro
3aco6y. BBefieHHs 3MiH npoTsrom 12-1n
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHu | Tuny
- 3MiHM 3 SKOCTi. FOTOBMIA NiKApCbKUiA
3aci6. Onuc Ta cknag. 3miHa abo
A0faBaHHA LWTamnis, NOTOBLYEHb abo
iHLUIMX MapKyBaHb, YK/0HYar4n 3aMiHy abo
[ofaBaHHA hapb ANns MapKyBaHHA
nikapcbkoro 3acoby (3miHa wramnis,
NoTOBLUEHb ab0 iHWMX MapKyBaHb) 3MiHa
TUCHEHHS Ha TabneTkax 3 "Pfizer" Ha
"VLE". 3MiH1 BHECEHO B IHCTPYKLit0 4715
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro
3acoby y po3gin «Jlikapcbka popmar»

(OCHOBHI (Pi31KO-XiMiYHi B1ACTMBOCTI).
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

BBeaeHHs 3MiH NpoTArom 12-Tu micsuis
nicns 3aTBepAYKEHHS.
Biatpic CWA Bunpo6HuK, HimeuunHa/ BHECEHHS 3MiH 40 peecTpavLiiHnx 3a He UA/5681/01/02

159. | HOPBACK® Ta6netkn no 10 mr; no 10

Tabnetok y 6nictepi; no 3 Cnewenri BignosiganbHwii 3a | lMyepTto Piko marepianis: 3miHu | Tuny - peyenmom nionsizae
ab6o no 6 6nictepis y nnc nakyBaHHs, AMIHICTpaTVBHI 3MiHW. 3MiHa
KapTOHHI/ ynakosL,i KOHTPO/Ib SKOCTI HalilmeHyBaHHs Ta/abo agpecu Micus
Ta BUMYyCK cepii: NPOBaPKEHHS AiSNIbHOCTI
Mdpaiizep BUpPOGHMKa/iMnopTepa rotoBoro
MeHtodek ypuHr NiKapcbKoro 3acoby, BKIOYAKUM Ai/TbHUL
[onuneng Mm6X, BMMYCKy cepii abo MicLie NpoBeAeHHS
HimeuuunHa; KOHTPOJIO SKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BUpoGHMK/iMnopTep,
Brpo6HWK, BK/IHOYAOUM BUMYCK cepiii) 3MiHa
BiAnoBiaanbHMii 3a NoLITOBOrO iHAEKCY B aApeci BUPO6HMKa,
BVPOGHMLTBO BiANOBIAA/ILHOIO 3a NakyBaHHS, KOHTPO/1b
npenapary in bulk, AKOCTI Ta BUNyck cepii MNdaiizep
KOHTPO/b SIKOCTI: MeHtobekuypuHr JoliuneHg MoX,
Biatpic HimeuunHa: 3MiHM BHECEHO B IHCTPYKLiitO
dapmactoTikans AN18 MeANYHOro 3aCTOCYBaHHS NikapCbKoro
NNC, NyepTto Piko 3aco06y LWoa0 MiCLLe3HaX0MKEHHS

BMPOGHMKA 3 BIANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS YNakoBKW NikapcbKoro
3acoby. BBefieHHs 3MiH npoTsrom 12-1n
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. F0TOBMIA NiKapCbKUii
3aci6. Onuc Ta cknag. 3miHa abo
[oAaBaHHA LWTamnis, NOTOBLLEHb abo
iHLUIMX MapKyBaHb, YK/0HYar4n 3aMiHy abo
[ofaBaHHA apb ANns MapKyBaHHA
nikapcbkoro 3acoby (3miHa wramnis,
NoTOBLUEHb ab0 IHWMX MapKyBaHb) 3MiHa
TUCHEHHSA Ha TabneTkax 3 "Pfizer" Ha
"VLE". 3MiH1 BHECEHO B IHCTPYKLit0 4715
MeAMYHOro 3aCTOCYBaHHS /TiKkapCbKoro
3acoby y po3gin «Jlikapcbka popmar»
(OCHOBHI (Pi3UKO-XiMiYHI BACTMBOCTI).
BBefeHHs 3MiH NpoTArom 12-Tu micsuiB
nicns 3aTBepKEeHHS.

160. | OBITPE/NM® PO34MH A1 iH'EKUI No Apec TpeligiHr | LUseiiuapi BVPOGHMLTBO ITanis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/1175/03/01
250 mkr/0,5 mn; no 0,5 mn C.A. A Hepo3dhacoBaHOro LBeiiuapis mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom
y KapTpuaxi, BMiLLeHOMY Y npenapary, 6e3nekn/edpeKkTMBHOCTI Ta
pyuKy 0151 BBEiEHHS; no 1 nepBuHHE Ta hapmakoHarnsgy. BeegeHHs abo 3miHu
nonepeAHbO 3arnoBHeHIl BTOPVIHHE [0 y3araslbHeHUX AaHnx Npo cuctemy
pyuli AN BBeAeHHs Ta 2 nakyBaHHs1, thapmakoHarnsgy (BBefeHHs
rONKW N8 iH'eKUin y KOHTPO/Ib SKOCTI y3araJlbHeHUX AaHux npo cuctemy
KapTOHHIA KopoobLi Ta BUNYCK cepiii: thapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT
Mepk CepoHo ocobu, BignoBifasIbHOT 3a 3AiACHEHHST

C.n.A., ITanisi; dhapMakoHarnisay; KOHTakTHoi ocobu 3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nepBuHHE
nakyBaHHS
(36MpaHHn
nonepegHL0
3anoBHEHUX
KapTpuaxis 3
npenapaTrom B
PyqKy ans
BBEeAEHHA): Mepk
CepoHo C.A,,
BIAAINEHHA Y M.
OG6OHH,
LLIBeliyapis

thapmakoHarnsgy 3asBHuka gns
3[iiCHeHHs1 dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif] yNOBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
[itoua pepaxkuis: CabiHa Xakenb / Sabine
Hackel. MponoHoBaHa pepakuis: Enbke
CinbBecTp / Elke Sylvester.

161.

O3E/NAP

pO34uH ANs iHgysili Ta
OpasibHOr0 3aCTOCYBaHHS,
20 mr/mn;

no 1 mn B amnynax, no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLj, no 2
KOHTYPHI YapyHKOBI
ynakoBKM y navui 3
KapTOHY

TOB "tOpis-
Papm”

YKpaiHa

TOB "HOpia-Papm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHW y
BUPOGHMUTBI. 3MiHU y npoLieci
BMPOOHULITBA FOTOBOTO NiKapCbKOro
3ac00y, BK/II0YAKUN NPOMDKHUIA NPOAYKT,
LU0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roToBOro MikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHMLTBA) -
BunyyeHHsi HOMiHa/IbHOTO
noninponineHosoro (PP)
hiNbTpOENEMEHTY 3 PEATUHIOM
inbTpavii — He 6inbwe 1,0 MkM Ha eTani
TEXHO/I0rYHOro npouecy «dinbTpauis
pO3unHy». 3MiHn |l TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3acib.
3MiHa nocTavasibHKKa nakyBasibHUX
MaTepianis abo KOMNAEKTYUMX (KO
3a3HayYeHo B A0OCHE) (iHLUI 3MiHK) -
BHeceHHs albTepHaTUBHOIO BUPOOHMKA
amnyn 06'eMOM HanoBHeHHS 1 mn, AT
«MonTaBCbknii 3aBOS, MELNYHOTO CK1a»,
YkpaiHa. 3aTBepaKeHnii BUPOOHUK —
Medical Glass a.s.Cnosa4yuHa.

3a
peyenmom

UA/17983/01/01

162.

OKCAMIH®

TabneTkn, BKPUTI
NNiBKOBOK 06010HKOI0, NO
300 wr, in bulk: 10x240: no
10 TabneTok y 6nicTepi;

no 240 6nicTepiB y
KapTOHHIlA KopooLi

TOB
«MNEAPAPM
NT0»

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTpob
roTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHW)
- OHOB/IEHHSA BXE 3aTBEPKEHNX METOAIB
KOHTPOJI0 SIKOCTI NikapcbKoro 3acoby, a
came BUKIafEHHS TEKCTY [epXaBHO
MOBOIO 3TifJHO Cy4acHVX BUMOrT

UA/15766/01/01

163.

OKCANIH®

TabneTkun, BKPUTI
NAiBKOBOK 060/1I0HKOK, MO

TOB
«CNEA®APM

YkpaiHa

KYCYM
XEJNTXKEP MNBT

IHpia/
YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.

3a
peyenmom

UA/11096/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
300 wr, no 10 TabneTok y NTh» NTA, Ingis; [oTOBWIA Nnikapcbkuii 3aci6. KoHTponb
6nictepi, no 3 6nictepn y AnbTepHaTUBHUIA roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW)
KapTOHHIiA ynakoBL,i BMPOGHWK, LLIO - OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB
3[jiCHI0E KOHTPOJI0 AIKOCTI NlikapcbKoro 3acoby, a
BTOPVHHE came BUKNaAEHHS TEKCTY epXaBHO
nakyBaHHs, MOBOIO 3liJHO Cy4aCHUX BUMOT
KOHTPO/b AKOCTI
Ta BUNycK cepil:
TOB "KYCYM
DPAPM", YkpaiHa
164. | ONIAETPUM Kancynu m'ski, 10000 MO $apmaueBTNY MonbLia Bupo6bHuuTBO, Monbla BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/20119/01/01
® A3 ®POPTE no 15 kancyn y 6nictepi; HWi1 3aBOf, nepBuHHE Ta marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peyenmom nionsizae
no 2, abo no 4, abo no 6 “NMOJNIb®APM BTOPUHHE [oTOBMIA Nikapcbkunii 3aci6. 3miHW y
6nicTepiB y KAPTOHHIl A’ C.A. nakyBaHHs, BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Kopoobui KOHTpPO/b cepii: CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOO
dapmaneBTUYHNI AKOCTi rOTOBOrO MiKapCbKOro 3acoby
3aBo/ (3amiHa abo fofaBaHHs BUPOOHUKA, Lo
«MONTbOAPMA> BiANOBiAae 3a BBe3eHHA Ta/abo BMMYyCK
C.A., MonbLua; cepii) - He Bktovatoun
Bunyck cepii: KOHTPONb/BUNPOBYBAHHSA cepil -
dapmaueBTUYHNI nepeHeceHHst BUPOGHNYOI AinbHUL
3aBofj BiANOBIAA/ILHOI 3a BUMYCK cepil
«[MOJIb®APMA> 3aTBEPKEHOr0 BUPOGHMKA
C.A, MonbLa dapmauesTuyHuii 3aBog, "MOJbOAPMA"

C.A., Monblua, BignoBiganbHOro 3a
NOBHWI LMK BUPOGHULITBA. 3MiHK
BHECEHO B iHCTPYKLitO AN MEANYHOTO
3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu «BupobHuk» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta
agpeca MicLs NpoBaXEHHS oro
LiSiNbHOCTI» 3 BiANOBIAHUMY 3MiHAMU B
TEKCTi MapKyBaHHS YNakoBKV NiKapCbKOro
3acob6y. BBegeHHs 3MiH MpoTsArom 6-1m
MicAILiB nicns 3aTBepaKeHHs. 3MiHu | Tuny
- AgMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NPOBaPKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotosoro
NiKapCbKOro 3acoby, BKIOYAKUN [i/TbHULL
BMNYyCKy cepii abo MicLe NpoBeneHHs
KOHTPOJIO AKOCTI. (fisANbHICTb, 3a Ky
BiAnoBigae BUpoGHWK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa Ha3Bu
Ta agpecu BUpO6HMKa dapmaLeBTUYHNI
3aBog "MOJIb®APMA" C.A., a came
npvBeAEHHAM [0 €AUHOIO HanucaHHs, y
3B'A3KY 3 MM YacTuHa Hassm "Biggin
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o

165.

OHOPIO

MepnaHa B Cepaggai" nepeHeceHo Ao
agpecy BUpo6bHMKa. 3MiHW BHECEHO B
IHCTPYKL,i10 ANA MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
«BUPOBHUK» Ta «MicLe3HaxXoMKeHHs
BMPOGHMKA Ta agpeca Micus
NMPOBaPKEHHS OTO AiSSIbHOCTI» 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yrnakoBKU MiKapCbKOoro
3acoby. BBegeHHs 3MiH MpoTsarom 6-1m
MicALiB Nic/a 3aTBePAXKEHHS.

nocsi0OYeHHs

Tabnetkn no 5 mr, no 10
Tabnetok y 6nictepi; no 2,
abo no 3, abo no 6, a6o
no 9 6nicTepiB y KAPTOHHIN
Kopobui

CaHpo3
dapmacbloTika
n3 p.a.

CnoBeHis

nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b, A03BiN
Ha BUMyCK cepii:
Cantotac ®apma
'm6X, HimeuunHa;
KOHTponb: C. K.
CaHpgo3 C. P. N1,
PymyHis;
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPOb, [03BIN
Ha BUMycK cepii:
Nek C. A.,
MNonbLa;
BUPOGHMLTBO
Hepo3acoBaHOro
npoaykty: CaHgo3
pyn Carnunk
YpyHnepi lnaknapi
CaH. Be Tik. A.C.,
TypeyunHa

Himeuuunna/
MonbLwa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: CebacTbsiH XOpH, JOKTOP
MeanyHKX Hayk / Sebastian Horn, M.D.,
Ph.D. NponoHoBaHa pegakuis: Juergen
Maares / FOpreH Maapec. 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOi 0cobm
3a8BHMKa, BiANOBIA&IbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0cobu
3asBHVKa, BiANOBIAabHOT 3a
hapmakoHarnag B Ykpaini. fitoua
pegpakuis: BaweHko BikTopis CepriiBHa /
Vashchenko Viktoriia, M.D.
MponoHoBaHa pegakuis: TaHacosa
3opsHa MukonaiBHa. 3mMiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0COBM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag, B
YkpaiHi. 3MiHa MiCLLe3Hax0MKeHHS
macTep-haiina cuctemu papmakoHarnsgy

Ta /ioro Homepa. 3miHa Micus 3fiNCHEHHSA

3a
peyernmom

UA/12448/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
OCHOBHOI isiNIbHOCTI 3 hapmakoHarnsgy.
166. | OTUKAIH- Kpanni ByLHi, po3uMH no 8 | TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/13172/01/01
340POB'A r abo no 16 r y chnakoHi 3i 03 06MEXEHO0 mMaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenma
ckna; no 1 cpnakoHy OBMEXEHO BiAMOBIAA/TbHICTIO [oTOBMIA Nikapcbkuii 3aci6. 3miHW y
pa3om 3 KpULLKO- 10] "®apmMaueBTUYHa BMPOBHULTBI. 3MiHa po3Mmipy cepii
KpanenbHuueto 3i cknaHoto | BIAMOBIOAN KOMnaHis (BKIOYatOUM diana3oH po3mipy cepir)
nineTKow y Kopo6uji 3 bHICTIO "3popoB's", roTOBOrO NiKapcbKoro 3acoby (36i/bLIeHHS
KapToHy «KOPTTOPALJ| YKpaiHa [0 10 pasiB NOPIBHAHO i3 3aTBEPKEHNM
A (Bci cTagii PO3MipOM) BBEAEHHS A04ATKOBOMO
«30POB'Ax» BMPOGHMLITBA, po3wmipy cepii [N13 gns ynakoBku no 16 ry
KOHTPO/Ib SIKOCTI, hnakoHi ansa uexy ®XL, ainbHuLi
BWMYCK Cepi) MP®CraA -18,750 Tuc. yn. (300,00kr)
ToBapwuCTBO 3 MponoHoBaHa pefakuis
06MEeXeHO Llex ®XU, ainbHuys MP1®CTaA
BiANOBiga/IbHICTIO Po3mip cepii cknagae:
"®apmaveBTUYHa no 8 r y donakoHi:
KOMnaHis 10,555 Tuc. yn. (95,00 kr)
"3popos'a"’, no 16 r y donakoHi:
YkpaiHa 8,823 tuc. yn. (150,00 kr)
(Bci cTagii 18,750 Tuc. yn. (300,00kr)
BMPOGHMLITBA, Llex MN®, ginbHuus MXXK
OKpiM KOHTPO/I0 Po3wmip cepii cknagae:
AKOCTI Ta BUMYCKY no 16 r y dpnakoHi:
cepii) 8,823 Tunc. yn. (150,00 «kr)
167. | OPTAKNIH Kpansi 04Hi, po3yuH, 0,1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliinHmx 3a UA/16352/01/01
Mr/mn no 5 mny dnakoHi 3 | "dapmanesTtu "®apmaueBTUYHa mMaTtepianis: 3miHu | TUNY - 3MiHK 3 AKOCTI. peuyenmom
KpanesibHuLero Ta YyHa dhipma ipma "AapHuus” [oTOBMIA NiKapcbkunii 3aci6. 3MiHW y
KPULLIKOKO 3 KOHTpOsIeM "AapHnus” BVMPOGHMLTBI. 3MiHU Y NpoLeci
po3KpUTTA; N0 1 donakoHy BUPOGHMLITBA FOTOBOTO NiKapCbKoro
y nauui 3ac00y, BK/II0YAKUM NPOMDKHUIA NPOAYKT,
LLL0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOrO NikapCbKOro 3acoby (iHLUi 3MiHK)
NMOAOBXEHO TepMiH 36epiraHHs
Hepo3(hacoBaHOro NPOAYKTY 3 3 MicALIB
Ha 10 micsuis, BiANOBIAHO OHOBEHO
PO34in BUPOOGHMYOrO NPOLEeCy Y 3B'A3KY 3
BHECEHHAM He3Ha4HOoI aeTasnisauii 4o
CXeMM TEXHOJOrYHOro npoLecy 6e3 3MiHu
€caMoro npouecy BMpobHULTBa
nikapcbkoro 3acoby, a came: Ctagis 2
HanoBHeHHs i yKynopka ¢hiakoHiB
[L0MOBHEHa iHhopMaLieto LWoa0
NPOMIXXHOro 36epiraHHs Hepo3dacoBaHoi
NpoAyKLUIi Ta K HACNIA0K BHECEHI
He3HauHi koperyBaHHi, o Ctagii 3
MapKyBaHHS i ynakoBka.
168. | OPTAMIPUH Kpanni MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/12521/01/01
OYHI/BYLUHi/Ha3as1bHI, "hapmaueBTu "dapmMaueBTNYHa MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

po3unH 0,1 mr/mn; no 5 mn
y thnakoHi, no 1 dpnakoHy
B nauuj

yHa hipma
"fNapHuua”

thipma "AapHuusg”

[oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHU Y NpoLeci
BMPOOHULITBA FOTOBOTO NiKapCbLKOro
3ac00y, BK/II0YAKUN NPOMDKHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOOHULTBI
rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHK).
3 MeToto onTMMI3aLii BUPO6HMYOro
npoLecy BUNyCKy Nikapcbkoro 3acoby
NMOAOBXEHO TePMiH 36epiraHHs
Hepo3dacoBaHOro NPoaykTy 3 3 Micsuis
Ha 10 micsauis, gaHa 3MiHa He
BiJOOPA3NTLCA Ha SKOCTI IKapCbKOro
3aco0y, OCKiNbKN NPOAYKT NAaHyeTbCA
36epirati B NepBUHHOMY NakyBaHHi B
pernameHTOBaHWX yMOBax, BifnoBigHO
OHOBJIEHO PO3/iN BUPOBHNYOro npoLiecy y
3B’AA3KY 3 BHECEHHAM He3HauHoi
AeTanisauii 4O CXeMu TEXHOMOTYHOro
npouecy 6e3 3MiHM camoro npoLiecy
BMpOOHULTBA Nikapcbkoro 3acoby, a came:
Cragis 2 HanoBHeHHS i 3aKynoproBaHHA
dh1akoHiB AONOBHEHA iHhopMAaLi€to LLO0A0
NPOMIXHOro 36epiraHHs Hepo3hacoBaHol
NpoAYyKLUIT Ta K HACNiA0K BHECEHI
He3HauHi koperyBaHHi, o Ctagii 3
MapKyBaHHS i ynakoBka.

169.

MAHKPEATI
H ANs JITER

TabneTkn, BKPUTI
060/10HKOI0,
KMLLKOBOPO34UHHI no 10
Tabnetok y 6nictepi; no 2
abo no 6 6nictepiB y nayui
3 KapTOHY

AT
"BITAMIHA"

Ykpaina

AT "BITAMIHN"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA
(BKTrOYatOUK, 3a HEOOXIAHOCTI, Micue
NpoBeLEHHS KOHTPO/IIO SKOCTI), abo
B/lacHWKa macTep-ghaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
martepiany/peareHTy/npoMiXXKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMy A0Cbe, a60
BVMPOGHMKA HOBOI AOMOMIXXHOI PEeYOBUHM
(AKLLL0 3a3HaYeHO Y A0ChE) 3MiHa agpecu
BMPOBHUKa Ajto40i peqyoBuHK MNaHkpeaTuH
"Deyang Sinozyme Pharmaceutical Co.,
Ltd", 6e3 3mMiHM MicLsi BUPOGHULITBA.

6e3
peyenma

UA/8983/01/01

170.

NMAHTEHO/
nnac

cnpeii HalKipHUIA, PO34KH
no 30 ma y dpnakoHi, no 1

TOBAPUCTB
03

YKpaiHa

ToBapucTso 3
06MEXEHO

YkpaiHa

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu Wwoao

6e3
peyenma

UA/17308/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

chnakoHy y kopobui 3
KapTOHY

OBMEXEHO
10}
BIAMNOBIAAN
bHICTHO
«KOPTIOPALII
A
«300POB’A»

BiANOBiga/IbHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a”

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTUL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHs NikapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3ynbTaT OUiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO 40 niaHy
negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO B IHCTpyKLito Ans
MeAMYHOro 3acTOCYBaHHS /TiKapCbKOro
3acoby Ao posginis "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakwi"
BIANOBIAHO A0 iHGopMaLi Wwoao 6e3nekn
3aCTOCYBaHHSA [jil04MX PEYOBUH 3riAHO 3
pekomeHgauiero PRAC.

171.

NMENOHA

pO34nH ANns iHgysili Ta
OpasIbHOr0 3aCTOCYBaHHs,
20 mr/mn; no 1 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
yMakoBLi, N0 2 KOHTYpPHI
YapyHKOBi YNakoBK/ B
KapTOHHIA Kopoo6Li 3i
CTMKEPOM YKPaiHCbKOIO
MOBOIO; No 1 mA B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLj, no 2
KOHTYPHI YapyHKOBI
YNaKoBKMN B KaPTOHHIi
Kopobui

K'esi
dapwmac'ioTike
n3 rméx

ABcTpis

BVPOGHMLTBO
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b AKOCTI:
Anbghacirma
C.n.A,, ltanis;
MapKyBaHHS Ta
BTOPVIHHE
nakysaHHs: /1.
dapma NvbX,
ABCTpist; BUNYCK
cepii: K'esi
dapmac'toTikens
M6X, ABCTpis;
MapKyBaHHs Ta
BTOPUHHE
nakysaHHsa: TOB
"®apma lMak
XyHrapi",
YropuwmHa

ITania/
AscTpisi/
YropwmHa

BHECEHHS 3MiH 0 peecTpaviiHmx
mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbknii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/EHNX Y
cneundikauisix, nig yac BMpobHuLTBA
roTOBOrO JliKapcbKoro 3acoby (AoaaBaHHs
HOBOro MeTOAY BMUNPOGYBaHHA Ta
[ONyCTUMUX MEX) AO0AABaHHS
6ioHaBaHTaXEHHS Mepej KiHLeBOo
cTepwisalieo Sk HOBOro BUNPoobyBaHHS
nig, yac BUPO6HMLITBA, KpUTEPIii
NPUAHATHOCTI «He 6inble 10 KYO/100
MJT1».

Takox AOAATKOBO BHOCATLCA pefakLiiiHi
3MiHN:

- Y cxeMmi Bupo6bHuyoro npouecy 3.2.P.3.3.
1 nokasHuK «2-ii KOHTposb SKOCTi»
nepeHeceHo 3 eTany «Micns nakyBaHHS Y
BTOPVHHY YNakoBKy» Ha eTan «nicns
KIHL,EBOI cTepunizaLii y nepBuHHii
ynaKkoBLji» 3 METOI BUMNPaB/IEHHS
opmary.

- Y po3gini 3.2.P.3.3. «BupobHnunii
npouec. 4 — dinbTpauis» BkasaHo, Lo
cucTema inbTpauii cknagaeTbcs 3 4BOX

QinbTpIB.

3a
peyenmom

UA/15097/01/01
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Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

aHHsA

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

ynakoska)

- Y nyHkTi 5 — «36epiraHHs
Hepo3(acoBaHOro Po3ynHy» yTOUHEHO,
LLIO NoYaTokK Big/iky cnig paxysatu 3

MOMEHTY 3aKiHYeHHSs Apyroi dinbTpavi.

- Y Tabnuui «TEXHONOrYHWI KOHTPOSb Y
npoveci BUpobHMLTBA Nig, Yac
HamnoBHEHHA» Yy cnevuudikauii BUcoTy
3anatoBaHHs ekBiBasieHTHY 60 + 0,5 MM,
BunpasseHo 3 59,9 — 60,5 MM Ha 59,5 —
60,5 Mm.

- Y po3gini «MapkyBaHHS Ta nakyBaHHs, 1
— MapkyBaHHs amny» Ha3By KOHTposb B
npoueci BUpO6HULITBA 3MIHEHO 3
«lpeHTudikauiiiHi gaHi npaBuUbHI» Ha
«MpaBUNbHICTb iAEHTUIKALIAHMX AaHUX».

- Y po3gini «MapkyBaHHS Ta nakyBaHHs, 3
— Kopobka Ta ocTaTo4yHe nakyBaHHs» TecT
«HasiBHICTb Ta NMPaBW/ILHICTb APYKY
MCTKa-BKNaakn» neperiMeHoBaHo Ha
«HasBHICTb IMCTKa-BKAAKN».

6e3

nionsieae

UA/16887/01/01

172.

NMEPEKWUC -
BILUDA

PO34MH A/18 30BHILUHBOrO
3actocyBaHHA 3 %; no 100
My chiakoHax CKISHUX;
no 100 mn a6o no 200 mn
y thnakoHax noniMmepHux

TOB "OKI
"®apmaueBTun
YyHa habpuka”

YkpaiHa

TOB "[AKI
"GapmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiHmx
mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
[oToBUIA Nikapcbkunit 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3acib.
3MiHa po3Mipy ynakoBk/ roTOBOro
niKapcbKoro 3acoby (3miHa macu/o6'emy
BMiCTy KOHTeliHepa 6araTto030BOro
nNiKapcbKoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHs (abo
0fIHOA030BOr0, YacTKOBOroO
BUKOPUCTAHHS)).

BBefeHHA [04aTKOBOT YNakoBKK, a came
no 200 M y donakoHax noniMepHuX, Sk
BUrOTOB/EHI 3 NoNieTuneHTepedTanaTy
Ans hapmaleBTUYHOrO 3aCTOCyBaHHSA
(cbnakoH ®BIM-200 MET) BupobHULTBA
MpAT «®ipma Eninc», YkpaiHa 3akynopeHi
KPULLIKOHO, L0 HAarBMHYYETLCS 3
nonieTuieHy HN3bKOT Li/IbHOCTI,
BMpo6HUUTBa MPAT «®ipma Eninc»,
Ykpaina, 3 BiAnoBiAHUMM 3MiHAMK A0 p.
«YnakoBka» Ta n. «<0O6’em BMICTY
KOHTeliHepa». 3MiHU BHECEHO B PO34in
"YnakoBka" B iHCTPYKLIitO A1 MEANYHOIO
3aCTOCYBaHHS NiKapcbKoro 3acoby y
3B’AI3KY 3 BBEEHHAM [,04aTKOBOI YNaKOBKU

(no 200 mA y dhriakoHi noniMepHoMy) Ta K

peyenma
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

HacnifokK - 3aTBEPKEHHS TEKCTY
MapKyBaHHS 40AATKOBOT yNakoBKM
nikapcbKoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHW Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHun
BHeceHo y n. 17. IHWE TekcTy
MapKyBaHHS YNakoBKU NiKapcbkoro
3acoby. BBegeHHs 3MiH MpoTsarom 6-1m
MicALiB Nic/a 3aTBePAXKEHHS.

173.

MIK/IOH

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOID, MO
7,5 mr no 10 TabneTtok y
6nictepi; no 1 6nictepy B
nauui

AT

"KNIBCbK

BITAMIHHWM
3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUN
3ABO4"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: Konsga Biktopis
BikTopiBHa. MNponoHoBaHa peaakuis:
Babvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBiAabHOT 3a
hapmakoHarang,.

3a
peyernmom

UA/5283/01/01

174.

nINEPALUI
H+TA30OBAK
TAM

MOPOLLOK A/ PO3UUHY
ans iHdysiino 4,5r; 1
h/1aKOH 3 NOPOLLKOM Y
KapTOHHIlA KopoobLi

IPKEHODAP
MANT[,

Benuka
BpuTaHis

PetoHr
PapmMacboTuKan
Ko., 114,

KnTalicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH 0 peecTpavliiHmx
mMatepianis: 3miHu | TMNy - 3MiHKM LWOA0
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnagy. BHeceHHsi abo 3miHa(n)
[0 3060B'A3aHb Ta YMOB BUAaui
peeCTpaLiniHOro NOCBIAYEHHS, BKIHOYAOUN
MnaH ynpasniHHA py3nkamu (iHLLi 3MiHW)
3asiBHUKOM HafaHO OHOBJIEHMIA MnaH
ynpasniHHA pusnkamu Bepcis 2.0. 3MiHu
BHECEHO [0 YacTuH: | «3arasibHa
iHchopmaisi» Il «Cneumdpikais 3
6e3nekn» lll «MnaH 3 dapmakoHarnagy» V

3a
peyenmom

UA/19801/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

«3axoay 3 MiHimizauii pusukie» VI
«Pestome nnaHy ynpasniHHA pusnkamm»
VIl «Qopatkun» (goaaTkun 1-8) y 38’A3ky 3

OHOBJ/IEHHAM iHChopMaLiii 3 6e3neku
KOMOGiHaLii Aitounx peyoBunH
ninepauuniH/Tazobakram BignoBigHO A0
aKTyasibHOI pedhepeHTHOT iHdhopmaLii, a
TakoX y 3B'A3Ky i3 3MiHOO chopmaTty
BianosiaHo Ao sumor Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format. 31

October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V

Rev.2 Human Medicines). Pe3stome MNnaHy
ynpasniHHA pu3nkamn Bepcis 2.0

[ofa€eTbes.
175. | NINEPAUWUNI NOPOLLOK A/19 PO3UUNHY OKEHODAP Benvka PetoHr KnTalicbka BHECEHHS 3MiH 0 peecTpaviinHmx - UA/19800/01/01
H+TA30BAK ans iHdysini no 4,5 r; in MNTAO Bputanis PapmacboTuKas HapogHa marepianis: 3miHu | Tuny - 3MiHu WoA0
TAM bulk: no 10 cnakoHiB y Ko., NiTg,. Pecny6nika 6e3nekn/edeKTUBHOCTI Ta
KapTOHHIlA KOpooLi hapmakoHarnsgy. BHeceHHs1 a6o 3miHa(u)

[0 3000B'A3aHb Ta yMOB BMAadi
peecTpaL,iiHOro NOCBIAYEHHS, BK/IHOYAK0UM
MnaH ynpasniHHA py3nkKamu (iHLi 3MiHK)
3asBHUKOM HafaHO OHOB/EHWiA MNnaH
ynpasniHHA pu3nkamu Bepcis 2.0. 3MiHu
BHECEHO 0 YacTuH: | «3aranbHa
iHdhopmauis» Il «Cneumdikayis 3
6e3nekn» lll «MnaH 3 chapmakoHarnagy» V
«3axoau 3 MiHiMizauii pusnkis» VI
«Pe3iome nnaHy ynpasiHHA pusmkamm»
VIl «Qopatkn» (goaaTku 1-8) y 3B’A3Ky 3
OHOB/IEHHAIM IHChopMaLii 3 6e3nekn
KOMOGiHaLii Aito4nX pevoBunH
ninepauwvniv/Tasobakram BiAnoBigHO A0
aKTyanbHOI pethepeHTHOT iHhopmali, a
TaKoX Y 3B'A3KY i3 3MiHOIO dhopmaTy
BignoBiaHO Ao Bumor Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V
Rev.2 Human Medicines). Pe3stome MNnaHy
ynpas/iHHA pu3vkamu Bepcis 2.0

[oAa€eTbes.

176. | NMNABIKC® TabneTkn, BKPUTI TOB "CaHodpi- YkpaiHa CAHO®I dpaHuis BHECEHHS 3MiH 4O peecTpavLiiHnx 3a He UA/9247/01/02
N1iBKOBOK 060/I0HKOK, MO ABeHTIC BIHTPOIN marepianis: 3miHu Il Tuny - 3mMiHn Woa0 peyenmom niosnsieae
300 mr Ne 10 (10x1): no 10 YkpaiHa" IHOACTPIA 6e3nekn/edpekTBHOCTI Ta

Tabnetok y 6nictepi; no 1 hapmakoHarnsgy. 3mMiHu y TepaneBTUYHMX
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nicTepy B KapTOHHIl
KopooLi

nokasaHHsX (fofaBaHHs HOBOTO
TepaneBTUYHOro NokasaHHA abo 3MiHa y
3aTBEPKEHOMY NoKasaHHi) 3MiHn
BHECEHO A0 IHCTPYKLiT 4518 MeanyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby [0
po3giny "MokasaHHs", AK Hacnigok,
YTOYHEHHS Ta JOMNOBHEHHS iHchopmav,ii B
po3ginax "®apmakonoriyHi BnactusocTi”,
"Oco6nmBocCTi 3acTocyBaHHsA", "Cnocib
3acTocyBaHHsA Ta f03u". B Mexax 3miHu
HafiaHO OHOB/IEHUIA NNaH ynpaBiHHA
pu3snkamu, Bepcisa 2.6 BeeeHHS 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPKEHHS

177.

N/TABIKC®

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOLD, MO
300 wmr; Ne 10 (10x1): no
10 TabneTok y 6nicTepi;
no 1 6nicTepy B KAPTOHHIl
Kopobui

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

CAHO®I
BIHTPOTM
IHOACTPIA

®paHuisa

BHECEHHS 3MiH 0 peecTpaLinHmx
matepianis: 3minu Il Tvny - 3miHu Woao
6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeJMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMMW JaHVMM 3 KOCTi, JOK/IHIYHUMMU,
KNIHIYHUMW faHVMU Ta faHUMK 3
hapmakoHarnagy - 3MiHM BHECEHI [0
IHCTPYKLUT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ainis
"Ocob6nuBocTi 3acTocyBaHHS", "To6IYHI
peakujii”. BBeieHHS1 3MiH NPOTArom 6-Tu
MicALiB Nic/a 3aTBePAKEHHS.

3a
peyernmom

He
nionsieae

UA/9247/01/02

178.

NNECTA30N

Tabnetku no 50 mr; no 10
Tabnetok y 6nictepi; no 3
ab6o no 6 6nictepis y navui

AT

"KUIBCbKIN

BITAMIHHWI
3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHH1N
3ABO4"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edpeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHUX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasIbHOT 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iicHEHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0ocobW, BignoBiganbHoI 3a 34iACHEHHS
hapmakoHarnsay (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-

thaiina cuctemu hapmakoHarnsgy). 3miHa

YNOBHOBAaXEHOT 0CO6U 3as1BHYIKA,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa.

3a
peuyerimom

UA/13437/01/01
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n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

[itoua pepakuis: Konsga BikTopis
BikTopiBHa. MNponoHoBaHa pejakuis:
Babuka AmMnTpo AHaToninoBuy. 3miHa
KOHTaKTHUX JaHVX yNOBHOBaXKeHOi 0cobm
3asBHVIKa, BigNoBiAaIbHOT 3a
dhapmakoHarnag,

179.

NMAECTA30N

Tabnetku no 100 mr; no 10
Tabnetok y 6nictepi; no 3
abo no 6 6nictepis y nauui

AT
"KUIBCbKIN
BITAMIHHWI

3ABOJ"

YkpaiHa

AT "KVTBCHKIAT
BITAMIHHW
3ABOS"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaviiHmx
mMatepianis: 3miHu | TMNY - 3MiHK LWOA0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3aranibHeHUX AaHnx Npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3aras/ibHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuka ans
3[jiicHeHHs hapmakoHarnsagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsay (Bkio4akoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy). 3MiHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.
[itova pepakuisn: Konsga Biktopis
BikTopisHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOi 0cobm
3a8BHVKa, BiANOBIA&IbHOI 3a
hapMakoHarng,

3a
peyenmom

3a

UA/13438/01/01

UA/19325/01/01

180.

NOAADEB

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
80 mr; no 10 TabneTtok y
6nictepi; no 3 6nictepn y
nauuj

AT
"KUIBCbKN
BITAMIHHWI

3ABOA"

YKpaiHa

AT "KUIBCBKMA
BITAMIHHWA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3arasibHeHUX faHux Npo cnuctemy
thapmakoHarnagy (BBefeHHs
y3arasisHeHNX faHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobW, BignoBiganbHoI 3a 34iACHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocoou 3
thapmakoHarnsgy 3asBHuka ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBigaNbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bk1ovatouy KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-

haiina cuctemu papmakoHarnsgy). 3miHa

peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Bikropis
BikTopiBHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
hapmakoHarnag,

181.

NOAADEB

TabneTkn, BKPUTI
NNiBKOBOK 060/1I0HKOID, MO
120 wmr; no 10 TabneTok y
6nictepi; no 3 6nictepn y
nauui

AT

"KNIBCbK

BITAMIHHWM
3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUN
3ABOL"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHnx
marepianis: 3miHu | Tuny - 3mMiHu Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiCHEHHSI
hapmakoHarnsgy; KOHTakTHoOT ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
[itoua pepakuis: Konsga Biktopis
BikTopiBHa. MNponoHoBaHa peaakuis:
Babvka AmnuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3asBHVKa, BiANOBiAabHOT 3a
dhapmakoHaring

3a
peyernmom

UA/19325/01/02

182.

NMONbKOPTO
NNOH®

TabneTku no 4 mr; no 25
Tabnetok y 6nictepi; no 2
6nicTepy B KAPTOHHIi
Kopoobui

AT "Apamves
Papma”

MonbLa

AT "Apamep
dapma”

Monba

BHECEHHS 3MiH 40 peecTpavliinHmx
mMatepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/eeKkTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHeceHo y n. 17. IHWE Tekcty
MapKyBaHHA BTOPUHHOT YNaKkoBKK
NiKapCbKoro 3acoby LLoA0 3a3HaYeHHs
[it040l peYOBUHN.

3a
peyenmom

UA/3029/01/01

183.

NMPEBEHAP®
131/
PREVENAR®
13 BAKUMHA
NMHEBMOKOK
OBA
MONICAXAP

cycneHsist gns iH'ekuiii; no
1 posi (0,5mn) y
nonepeaHL0
HarmoBHEHOMY LUNPULL; NO
1 nonepeHbLO
HamoBHEHOMY LINPULY Ta
OfHi BigOKpeMeHil ronui

Mdpaiizep
Eidy.Ci.Mi.
Kopnope#iLuH

CLIA

Mdpaiizep

MeHtodek4ypuHr

Benbrist HB,

Benbrist; Mchaiizep

IpneHg

dapmaceyTukaic,

IpnaHgis

Benebris/
IpnaHgis

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis: 3miHu | TUNY - 3MiHU 3 AKOCTI.
A®I. (iHWi 3MiHM) BHECEHHS KOPEeKLiHNX

3MiH B ONUC CUPOBWHU L-LUCTUH, Aka
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULITBA fiH0HOT PevoBMHK, a came
BUJA/IEHHA XapaKTepuUCTUKN

3a
peyenmom

UA/15864/01/01




129

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
NAHA B iHOMBIAYyaNbHOMY YOXIi "CUHTETUYHWIA",
KOH’'FOrOBA y 3aKpuTomy
HA na1acTMKoBoOMy
(TPUHAQUAT | KoHTeliHepi; mo 1
MBANEHTHA | nnacTvkoBOMY KOHTeiHepi
AL COPBOBA | y KapTOHHili KOpo6Li
HA)
184. | MPOrPA®® Kancynu Teepai no 1 mr; Actennac HigepnaH AcTtennac lpnaHg Ipnangis BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/4994/02/02
no 10 kancyn y 6nictepi; dapwma HOpon an Ko. NTg, MaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom
no 5 6nicTepis B B.B. 6e3nekn/edeKTUBHOCTI Ta
aIOMiHIEBOMY nakeTi; no 1 hapmakoHarnsgy. BHeceHHs1 a6o 3miHa(u)
nakeTy B KApTOHHIi [0 3000B'A3aHb Ta yMOB BMAadi
Kopobui peecTpaL,iiHOro NOCBIAYEHHS, BK/IHOYAOUM
MnaH ynpasniHHA py3nkKamu (iHLLi 3MiHK)
3asBHUKOM HafaHO OHOB/EHWIA MNnaH
ynpasniHHA pu3nkamu Bepcis 4.0. 3MiHu
BHeceHOo A0 YacTuH lIl «MnaH 3
thapmakoHarnsgy» Ta «Jogartkm» 3rigHo
Bumor Ao CtaHaapTU3oBaHoro chopmary
MYP (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) 3 MeTOl0 OHOBNEHHS
[aTn nofaHHsA 0CTaTOYHOrOo 3BITy NPO
pocnimpxkeHHs TRPI. Pestome MnaHy
ynpasniHHA pu3nkamn Bepcis 4.0
[ofaeTbes.
185. | MPOrPA®® Kancynu TBepai no 5 mr; Actennac HigepnaH Actennac lpnaHg Ipnangis BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/4994/02/03
no 10 kancyn y 6nictepi; dapma HOpon an Ko. NTg, MaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peuyenmom
no 5 6nicTepis B B.B. 6e3nekn/edeKTUBHOCTI Ta

aIOMiHIEBOMY nakeTi; no 1
nakeTy B KapTOHHIi
Kopoobui

hapmakoHarnsgy. BHeceHHsi a6o 3miHa(u)
[0 3000B'A3aHb Ta yMOB BuAadi
peecTpaLiiHoro NoCBiAYEeHHS, BKIOYAKUN
MnaH ynpasniHHA py3nkamu (iHLWi 3MiHK)
3asBHUKOM HafaHO OHOB/eHWIA MNnaH
ynpas/iHHA pu3nkamun Bepcisa 4.0. 3MiHK
BHeceHOo A0 YacTuH lIl «MnaH 3
thapmakoHarnsgy» Ta «Jogatkm» 3rigHo
BumMor go CtaHgapTusoBaHoro hopmary
MYP (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) 3 MeTOl0 OHOBNEHHS
[aTn NoAaHHsA 0CTaTOYHOro 3BITy NPO
nocnipxkeHHs TRPI. Pestome MnaHy
ynpasiHHA pu3nkamn Bepcis 4.0
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
[ofaeTbes.
186. | MPOrPA®® Kancynu tBepai no 0,5 wr; Actennac HigepnaH AcTtennac lpnaHg IpnaHgis BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/4994/02/01
no 10 kancyn y 6nictepi; dapma HOpon an Ko. NTg, Martepianis: 3miHu | TMNy - 3MiHK WOA[0 peyenmom
no 5 6nicTepis B B.B. 6e3nekn/edeKTUBHOCTI Ta
aIoMiHIEBOMY nakeTi; no 1 hapmakoHarnsgy. BHeceHHs1 a6o 3miHa(u)
nakeTy B KAPTOHHIi [0 3000B'A3aHb Ta yMOB BMAadi
Kopobui peecTpaL,iiHOro NOCBIAYEHHS, BK/IHOYAOUM
MnaH ynpasniHHA py3nkamu (iHLLi 3MiHK)
3asBHUKOM HafaHO OHOBMEHWIA MNnaH
ynpasniHHA pu3nkamu Bepcis 4.0. 3MiHu
BHeceHOo A0 YacTuH lIl «MnaH 3
thapmakoHarnsgy» Ta «Jogartkm» 3rigHo
Bumor go CtaHaapTU3oBaHoro chopmary
MYP (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) 3 MeTOl0 OHOBNEHHS
[aTn nofaHHsA 0CTaTOYHOro 3BITy NPO
pocnimpkeHHs TRPI. Pestome MnaHy
ynpasniHHA pu3nkamn Bepcis 4.0
[ofaeTbes.
187. | MPOTA®AH® | cycneHsisi gns iH'eKLiiA, A/T HoBo [aHis Bupo6HMK [Oanis/ BHECEHHS 3MiH [j0 peecTpaviinHmx 3a UA/17174/01/01
HM 100 MO/mn; no 3 mny Hopgaick Hepo3dhacoBaHOro dpaHuisn/ MaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyernmom
®JIEKCMNEH® | kapTpuaxi; no 1 NPOAYKTY, Bpasunia 6e3nekn/edeKTUBHOCTI Ta
KapTpUaXy y nepBuHHe thapmakoHarnsgy. BeefeHHs abo 3MiHu
6araTrof030Bii nakyBaHHs; [0 y3arasibHeHUX faHux Npo cnuctemy
04HOpPAa30Bili WnpuL- KOHTPO/b AKOCTI thapmakoHarnagy (BBefeHHs
pyuuj; no 1 a6o 5 wnpuy- NpOAYKTY B y3arasisHeHNX faHnX Npo cucTemy
PYYOK Y KapTOHHI kopo6Lyi nepBrHHOMY hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
nakyBaHHi 0cobW, BignoBiganbHoI 3a 34iACHEHHS
(kapTpuaxi hapmMakoHarnagy; KOHTakTHoi ocobu 3
MeHin®) Ta thapmakoHarnsgy 3asBHuka ans
BiAnoBiganbHM 3a 3pificHeHHs hapMakoHarnsay B YkpaiHi,
BUMYCK cepii AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI

rOTOBOrO NPOAYKTY
(PnekcheH®): AIT
Hoso Hopagaick,
[aHis; BUpo6HuK
BiANOBiAa/IbHWIA 3a
36MpaHHs,
MapKyBaHHS Ta
BTOPVIHHE
nakyBaHHs
roTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPO/b SKOCTI
roTOBOro NPOAYKTY

0cobu, BigNoBifaNbHOI 3a 34iACHEHHS
hapmakoHarnsay (Bk1ovatouy KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsagy) -
3MiHa ynoBHOBaXKeHOi 0CO6U 3asBHUKA,
Bi4NoBiga/IbHOI 3a hapMakoHarnsg.
[Litoua pepakuin: KapcteH flonnike. -
MponoHoBaHa pepakuis: f1i3 pimmLeis. -
3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHOT
0cobu 3asBHMKA, BiANOBIAA/IBLHOI 3a
hapmakoHarnsag,. - 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0COBM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

(PnekcleH®): AIT
Hoso Hopgaick,
[NaHis;
MapkyBaHHA Ta
BTOPVHHE
nakyBaHHs
roTOBOrO NPOAYKTY
(PnekcheH®): AIT
Hoso Hopgick,
[aHist; BUpo6HuK
npoaykuii 3a
NOBHWUM LK/OM:
Hoso Hopgaick
MpoatoKCbLOoH
CAC, ®paHujis;
Bupo6Huk
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHE
nakyBaHHS;
KOHTPOb AKOCTI
NpOAYKTY B
nepBUHHOMY
nakyBaHHI
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPVHHE
naKyBaHHs
roTOBOrO NPOAYKTY
(®PnekcleH®);
KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(®PnekcleH®):
HoBo Hopgick
MNpoaykao
$apmaceyTika 40
Bpasine NTga.,
Bpasunis

YkpaiHi.

188.

NMPOTEKOH
DACT®

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOK; Ne
30: no 10 Tabnetok y
6nictepi; no 3 6nictepu y
naJui 3 kapToHy; Ne 60: no
10 TabneTok y 6nicTepi;
no 6 6nicTepis y nauui 3
KapToHy; Ne 90: no 10

OPTAHOCVH
NARDCAEHC
N3 (E® 3ET I)

OAE

EBepTopaxeH
Naiidp CaeHcmns
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTudpikat

BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. NMogaHHs HOBOrO
abo oHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI a60 BUTYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONENnCchbkili

3a
peyenmom

UA/15396/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Tabnetok y 6nictepi; no 3
6nictepy y nauui 3
KapToHY; Mo 3 navku y
nauui 3 kapToHy; no 30, 60
a6o 90 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy y nauui 3
KapTOHY

hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA
cepTuduikaT Bif y)Xe 3aTBepXEHOro
BUPOGHMKA - BHECEHHS OHOB/IEHOIO
cepTudikaTy BiAnoBigHOCTI €Bponeichbkili
dhapmakonei Bif, BXe 3aTBepAXeHOro
BMpoGHMKa A®| inknodpeHaky kanito Amoli
Organics Private Limited, India,
3aTBEPAXEHO:
R1-CEP 2007-144-REV 00
3anponoHoBaHo:
R1-CEP 2007-144-REV 01

189.

NMPOTEKOH
DACT®

TabneTtku, BKPUTI
NiBKOBOK 0G0I0HKOIO; in
bulk: no 1000 TabneTok y
naketax; no 1 nakety y
Kopobui

OPTAHOCVH
NARDCAEHC
N3 (E® 3ET 1)

OAE

EBepTopaxeH
Naiidp CaeHcmns
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat

BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. NMogaHHs HOBOrO
abo oHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI a60 BUYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
thapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

BMPOGHULTBI A®I; AN [ONOMIXHOT

peyoBUHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTuduikaT Bif y)Xe 3aTBepXEHOro
BUPOGHMKA - BHECEHHS OHOB/IEHOIO
cepTndikaTy BiANOBIAHOCTI €BpPONENChHKIN
dhapmakonei Bif, BXe 3aTBepAKeHOro
BUpo6HMKa APl nknodeHaky kanito Amoli
Organics Private Limited, India,
3aTBEPAXEHO:
R1-CEP 2007-144-REV 00
3anponoHOBAHO:
R1-CEP 2007-144-REV 01

UA/15397/01/01

190.

PEBI®®

pO34nH AN iH'eKUil no 22
MKr (6 MiH MO) / 0,5 mn;
no 0,5 mn y nonepefHL0
3anoBHEHOMY LUMPULY; NO
3 abo 12 nonepegHbL0
3anOBHEHMX WNPULIB Y
KapTOHHIlA KopooLi

Apec TpeiigiHr
C.A.

Lseiiuapi
o

Mepk CepoHo
C.n.A,, lTanis;
Mepk CepoHo
A, BiggineHHs y
M. OGOHH,
LLiBefiuapis

ITania/
LLiseiuapis

BHECEHHS 3MiH [j0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3arasilbHeHUX JaHux Npo cnuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX faHunx npo cucremy
hapmakoHarasgy, 3MiHa yrnoBHOBaXEHOT

3a
peyenmom

UA/16340/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

0cobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anas
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI
ocobu, BigNoBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
chaiina cuctemn chapmakoHarnagy) -
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: CabiHa Xakenb / Sabine
Hackel. - MponoHoBaHa pepakuisi: Enbke
CinbBectp / Elke Sylvester.

191.

PEBI®®

pO3unH ANa iH'ekuili no 44
MKr (12 maH MO) / 0,5 mr;
no 0,5 mn y nonepeaHL0
3arnoBHEHOMY LUMPULY; N0
3 abo 12 nonepegHbL0
3aMNOBHEHMX LWINPULIB Y
KapTOHHI Kopobui

Apec TpeligiHr
C.A.

Lseiuapi
A

Mepk CepoHo
C.n.A,, Itanis;
Mepk CepoHo
C.A., BiggineHHsa y
M. OBGOHH,
LLiBeiiuapis

ITanis/
LBeiiuapis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3mMiHu Woao
6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOI 0CO6YM 3asiBHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
[itoua pepakuis: CabiHa Xakenb / Sabine
Hackel. - MponoHoBaHa pepakuis: Enbke
CinbBecTp / Elke Sylvester.

3a
peyernmom

UA/16340/01/02

192,

PEBIT

apaxe, no 80 gpaxe B
KOHTeliHepax (baHoukax);
no 80 apaxe B KOHTEWHepI
(6aHouuij); no 1
KOHTeliHepy (6aHouL,i) y
nauuj

AT

"KUIBCbKIN

BITAMIHHWM
3ABOJ"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHAI
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavliiHmx
mMatepianis: 3miHu | TMNy - 3MiHKM LWOA0
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHun
[0 y3arasibHeHUX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx Npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BigNoBigaNbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka ans
34ificHeHHs hapmakoHarnsgy B YkpaiHi,

6e3
peyenma

UA/4680/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobwu, BignoBifanbHOT 3a 3AiICHEHHS
thapmakoHarnagy (BK4vatum KOHTaKTHi
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[Oitova pepakuisn: Konsga Biktopis
BikTopisHa. [MponoHoBaHa pepakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHKX YNOBHOBaXeHOT 0cobm
3a8BHMKa, BiANOBIAaIbHOI 3a
dhapmakoHarnsg.
193. | PEKOBE/b pO34uH AN iH'eKUilA no 72 PeppiHr [aHis BMPOBHULTBO, HimeyuunHa/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/17969/01/03
MKr/2,16 MN; CKISAHWIA PapmaueBTuK nepBuHHe Benvkobput marepianis: 3miHu Il Tuny - 3mMiHK Wo[0 peyernmom nidnsieae
6araTtof030Buil KapTpUOK an3 A/IC nakyBaHHs, aHis 6e3nekn/edeKTUBHOCTI Ta
06’emoM 3 mn (cKNo TNy NPOMiXHUI hapmakoHarnsgy. 3mMiHu y KopoTkili
1) 3 nopLHem i3 KOHTPO/Ib B XapaKTepucTUL Nikapcbkoro 3acooby,
6pOMOYTMIOBOrO Kay4yKy npoveci TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
Ta 06XVMHOIO BMPOGHMLTBA MEAMNYHOrO 3aCTOCYBaHHS y 3B'A3KY i3

QTHOMIHIEBOIO KPULLIKOHO 3
BK1AJKO0 3 KayuykKy,
NOMILLLeHWIA Yy wnpuLy-
pyuKy, no 1 wnpuy-pyuui y
komnnekTi 3 15
CTepUIbHUMU TONKaMM
Ans iH'ekuin (3
Hepxagitouoi cTai) y
KapTOHHIlA KOpooLi

(mikpobionoriuHuia,
3arasibHUi Ta
PYHKLIOHaNbHWIA),
KOHTPO/Ib SKOCTI
(mikpobionoriuHwmin)
: Betrep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeuunHa,
NPOMiXHWI
KOHTPO/b B
npoueci
BMPOGHMLTBA
(mikpobionoriuHwmin)
, KOHTPO/b AKOCTI
(mikpobionoriuHwuin)
, BizyanbHuit
KOHTpO/b: BeTTep
Papma-depTiryHr
m6X i Ko. K,
HimeuuunHa,;
NPOMiXHUI
KOHTPO/b B
npoueci
BMPOGHMLTBA
(mikpobionoriuHwmin)
, KOHTPO/b AKOCTI
(mikpobionoriuHwmin)

HOBMMW JaHUMM 3 SKOCTi, AOKAIHIYHUMMY,
KNIHIYHMW faHVMKU Ta aHUMK 3
hapmakoHarnsgy - 3MiHum BHECEHO 0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"®apmakoTepanesTnyHa rpyna. Kog ATX."
(yTOUHEHHs TeKcTy 6e3 3MiHu Koay),
"Mo6iyHi peakuii”. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHM Il TUny - 3MiHK
Loao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MEAMYHOr0 3aCTOCYBaHHS y 3B'A3KY i3
HOBMMW JaHUMM 3 SKOCTi, AOKAIHIYHUMMY,
KNIHIYHMW faHVMKU Ta aHUMK 3
hapmakoHarnsgy - 3MiHum BHECEHO 0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWMMW fliKkapCbKuMu
3aco6amu Ta iHWi B1uAM B3aemMogiin”,
"Oco61BoCTi 3acTocyBaHHA", "Cnocio
3acTOoCyBaHHSA Ta A03u". BBeAeHHS 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPMKEHHA. CynyTHS 3MiHa
- 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta




135

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
, BizyanbHuit thapmakoHarnagy. BHeceHHsi abo 3miHa(n)
KOHTpOsb: BeTTep [0 3060B'A3aHb Ta YMOB BuAaaui
Papma-depTiryHr peecTpaLiiHoro NocBifYeHHs, BKIYaUn
v6X i Ko. KT, MnaH ynpaeniHHA pu3unkamm (iHWi 3MiHN) -
HimeuumnHa; 3asaBHMKOM HaiaHO OHOBJIEHY BEpCito
Bi3yasibHUiA Mnany ynpasniHHs pu3vkamu 8.0. 3MiHK
KOHTpO/b: BeTTep BHeceHo Ao Yactuhu Il (CVII, CVIII),
dapma-depTiryHr Yactuhu VI, Yactuhu VII, BignosigHo oo
v6X i Ko. KT, OCTaTOYHUX pe3ynbTaTiB AOCIMKEHHS
HimeuunHa; BEYOND, Ha nigcTaBi 4ONOBHEHHS 40
BMPOGHMLTBO KNiHIYHOro ornsagy, AaHnX KNiHIYHUX
(36ipka Lwnpuu- BMNpobyBaHb, AONOBHEHHA A0 Pesiome
pyykn ans KiHIYHOT 6e3neku, NigTBepIKEHHS
iH'ekwjin), 3aTBEpPKEHHS 3MiH B KpaiHi
MapKyBaHHS, 3asBHNKa/BMPO6HMKA. Pestome MnaHy
BTOPVIHHE ynpaseniHHA pu3nkamu Bepcisi 8.0
nakyBaHHs: [ofaeTbes.
®eppiHr
KoHTponnen
TepaneBTikc
Niviten,
BenukobpuTaHis;
KOHTPO/b AKOCTI
(6ionoriyHuit): Bio-
TexHonomxi
xeHepan
(I3painb) NTA,.,
I3painb;
BiAnoBiaanbHMii 3a
BUMNYCK Cepii,
KOHTPO/b AKOCTI
(XimMiyHMA Ta
TOYHICTb
[03yBaHHs):
®eppiHr M'M6X,
HimeuunHa
194. | PEKOBE/b pO34MH A4 iH'eKUiA no 12 ®eppiHr [JaHis BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH A0 peecTpaviiiHmx 3a He UA/17969/01/01
MKr/0,36 MJ1; CKISIHWIA dapmaLeBTUK nepBuHHE Benukobput marepianis: 3miHu Il TUNy - 3MiHK WoAa0 peyenmom niosnsieae
6araTto030BMUIA KapTPUIX an3 A/IC nakyBaHHs, aHisi/ 13painb 6e3nekn/edeKTMBHOCTI Ta
06’emoM 3 M1 (ckno Tuny NPOMiKHUI hapmakoHarnsgy. 3mMiHu y KopoTkili
1) 3 nopLHem i3 KOHTPO/1b B XapakTepucTuL nikapcbkoro 3acooby,
6pOMBYTMNOBOrO Kayuyky npoueci TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
Ta 06XVMHOIO BMPOGHMLTBA MeANYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3

/1IOMIHIEBOIO KPULLIKOIO 3
BK/1ZKOO 3 Kayuyky,
MOMILLEHWIA Y LWnpuu-
pyuKy, no 1 wnpuy-pyuui y
KOMMeKTi 3 3

(mikpoGionoriyHui,
3arasibHuii Ta
oyHKLiOHaNbHWIA),
KOHTPO/b AKOCTI
(mikpobionoriuHwmin)

HOBUMU JaHWMK 3 AKOCTI, SOK/iIHIYHUMU,
KMIHIYHMUY JaHMMW Ta JaHUMK 3
thapmakoHarnagy - 3MiHM BHeCeHO 0
IHCTPYKLUIT A5 MeAMYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby Ao po3ginis
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
CTePUNBbHUMY FOSIKaMU : BeTTep ®apma-

Ans iH'ekuii (3
Hepxasitouoi cTani) y
KapTOHHI/ KopoobLi

®epTiryHr MM6X i
Ko. KT,
HimeuuunHa;
NPOMiXHUI
KOHTPO/b B
npoveci
BMPOGHMLITBA
(Mikpo6ionorivyHwnit)
, KOHTPO/Ib AKOCTI
(mikpobionoriuHmit)
, Bisya/lbHWiA
KOHTpO/b: BeTTep
dapma-depTiryHr
m6X i Ko. KI,
HimeyumnHa;
NPOMiXHUI
KOHTPO/b B
npoveci
BMPOGHMLITBA
(Mikpo6ionorivyHwnit)
, KOHTPO/b AKOCTI
(mikpobionoriuHmin)
, BisyaslbHuiA
KOHTpO/Ib: BeTTep
dapma-depTiryHr
m6X i Ko. KI,
HimeuuunHa;
Bizya/lbHWiA
KOHTpO/b: BeTTep
dapma-depTiryHr
v6X i Ko. K,
HimeuunHa;
BVPOGHMLTBO
(36ipka Lwnpuu-
pyyku ans
iH'ekw;jn),
MapKyBaHHS,
BTOPVHHE
nakyBaHHS:
PeppiHr
KoHTponnes
TepaneBTikc
NimiTen,
BenvkobputaHis;
KOHTPO/b AKOCTI
(6ionoriyHuid): Bio-

TexHonoaxi

"apmakoTepanesTuyHa rpyna. Kog ATX."
(YTOYHEHHS TekCTy 6e3 3MiHN koay),
"Mo6iyHi peakuii”. BeeAeHHS 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBepMKEHHS. 3MiHK Il TUnY - 3MiHK
Loao 6esnekn/edeKkTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEAMNYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMU JaHVMU 3 AKOCTi, JOKiIHIYHUMU,
KMIHIYHUMUN JaHUMK Ta JaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKLUIT AN1A MeANYHOro 3aCTOCYBaHHSA
niKkapcbKoro 3acoby fo po3ainis
"®apmakonorivyHi B1acTmBocTi”,
"B3aemopis 3 iHLWMMU NiKapCbKUMu
3acob6amMu Ta iHLWi BUAW B3aemogiii",
"Oco6nmBOCTI 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta f031". BBeAeHHS 3MiH
NpoTAroM 6-T1 MicALIB nicns
3aTBep/MKeHHA. CynyTHs 3MiHa
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHst a6o 3miHa(u)
[0 3000B'A3aHb Ta yMOB BMAadi
peecTpauiiHoro NocBiAYeHHs, BKIKOYAUN
MnaH ynpasniHHA puankamm (iHWi 3MiHN) -
3asaBHMKOM HafiaHO OHOBJIEHY BEPCIlo
MnaHy ynpasniHHA pusnkamm 8.0. 3MiHu
BHeceHo Ao YacTtunu Il (CVII, CVIII),
Yactuhum VI, Yactuhm VII, BignosigHo Ao
OCTaTOYHUX pe3ynbTaTiB fOC/iMKEHHS
BEYOND, Ha nigctasi JONOBHEHHSA [0
K/TIHIYHOTO OrNAAdY, AaHUX KNiHIYHWUX
BUMPOBYBaHb, AONOBHEHHA A0 Pe3tome
KMiHIYHOI 6e3neku, NigTBepmKeHHS
3aTBEPMKEHHS 3MiH B KpaiHi
3asBHVKa/BUPO6HMKA. Pestome MnaHy
ynpasniHHA pusnkamu Bepcis 8.0
fojaeTbes.
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
[xeHepan
(I3painb) 4.,
I3pains;
BiANOBiAa/IbHMI 3a
BUNYCK cepil,
KOHTPO/Ib AKOCTI
(XiMmiuHWiA Ta
TOYHICTb
[03yBaHHs):
®eppiHr MTM6X,
HimeuunHa
195. | PEKOBE/b pO3unH ANa iH'ekuii no 36 deppiHr [aHis BMPOGHMLITBO, Himeuunna/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/17969/01/02
MKr/1,08 M1; CKASHWIA dapmaneBTmK nepBuHHE Benukobput matepianis: 3minu Il Tvny - 3miHn Woao peyenmom nionsizae
6araTofo030Buii KapTpUOK an3 A/IC nakyBaHHs, aHisi/ 13painb 6e3nekn/edeKkTMBHOCTI Ta
06’emoM 3 mMn1 (CkIo TUny NPOMiXHUI hapmakoHarnsagy. 3mMiHu y KopoTkili
1) 3 nopwHem i3 KOHTPO/Ib B XapakTepucTuLi nikapcbkoro 3acoby,
6poMOBYTNNOBOTO Kayuyky npoueci TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Ta 0GXMMHOI0 BMPOGHMLTBA MeJMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3

a/IIOMIHIEBOIO KPULLIKOHO 3
BK1AJKO0 3 Kayuyky,
MOMILLEHWIA Y LWNpuLi-
PYUKy, N0 1 Wwnpuu-py4Li y
KOMMeKTi 3 9
CTepUIbHUMU TONTKaMM
Ans iH'ekuin (3
HepXasitouol cTasi) y
KapTOHHI Kopoobui

(mikpobionoriyHwmia,
3arasibHWiA Ta
YHKLOHaNbHWIA),
KOHTPO/b AKOCTI
(mikpo6ionoriuHmit)
: Bettep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeuunHa;
NPOMiKHUI
KOHTPO/b B
npoueci
BMPOGHMLTBA
(mikpo6ionoriuHmit)
, KOHTPO/Ib SIKOCTI
(mikpobionoriuHwmin)
, BisyanbHuit
KOHTpO/b: BeTTep
dapma-depTiryHr
vm6X i Ko. KT,
HimeuumnHa;
NPOMiKHUI
KOHTPO/b B
npoueci
BMPOGHMLTBA
(mikpo6ionoriuHmit)
, KOHTPOJIb SIKOCTI
(mikpobionoriuHwmin)
, BisyanbHuit
KOHTpO/Ib: Bettep

HOBUMMW JaHVWMM 3 AKOCTi, JOK/IHIYHUMMU,
KNIHIYHUMW faHVMU Ta faHuMK 3
hapmakoHarnsgy - 3MiHum BHECEHO 40
IHCTPYKUIT AN MEAMNYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainis
"®apmakoTepanesTuyHa rpyna. Kog ATX."
(YTOUYHEHHsI TeKCTy 6e3 3MiHu Koay),
"Mo6ivHi peakuii”. BBeeHHA 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBepMKeHHS. 3MiHu Il Tuny - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeJMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMMW JaHVUMM 3 KOCTi, JOK/iIHIYHUMMU,
KNIHIYHUMW faHVMU Ta faHUMK 3
hapmakoHarnsgy - 3MiHu BHECEHO 40
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"apmakonoriyHi BnactneocTi”,
"B3aemogis 3 iHWMMMU JliKapCbKUMM
3aco6amMu Ta iHLWi BUAY B3aeMOgIiA",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta fo3n". BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBepMKeHHs. CynyTHS 3MiHa
- 3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs1 a6o 3miHa(u)
[0 3060B'A3aHb Ta yMOB BMAAui
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
dapma-depTiryHr peecTpaLiiHOro NOCBIAYEHHS, BK/IHOYAKOUM
v6X i Ko. KT, MnaH ynpasniHHA pusmkamm (iHLWi 3MiHK) -
HimeyunHa,; 3asBHUKOM HaZaHO OHOBJIEHY BEPCIt0
Bi3ya/ibHWi Mnany ynpasniHHs pm3vikamu 8.0. 3MiHn
KOHTpO/bL: BeTTep BHeceHo o Yactunum Il (CVII, CVIII),
Papma-depTiryHr YacTuHu VI, Yactunm VI, BignosigHo Ao
v6X i Ko. KT, 0OCTaTOYHUX pe3ynbTaTiB AOCAIMKEHHS
HimeyunHa,; BEYOND, Ha nigcTasi ONOBHEHHA [0
BVMPOGHNLTBO K/IHIYHOrO ornagy, faHux KNiHIYHUX
(36ipka wnpuu- BMNpo6yBaHb, JONOBHEHHS A0 Peslome
pyukun ans KNiHIYHOI 6e3neku, NiaTBEpIKEHHS
iH'eKLil), 3aTBEPMKEHHS 3MiH B KpaiHi
MapKyBaHHs, 3anBHUKa/BMPOGHMKa. Pestome Mnany
BTOPUHHE ynpas/iHHA pu3mkamu Bepcia 8.0
nakyBaHHs: [opaetbes.
deppiHr
KoHTponnen
TepanesTikc
NimiTea,
BenukobputaHis;
KOHTPO/Ib SKOCTI
(6ionoriyHuid): Bio-
TexHonomxi
[xeHepan
(I3painb) N4,
I3painb;
BiANOBIAabHUIA 38
BUWMYCK Cepii,
KOHTPO/b AKOCTI
(XiMmiuHmin Ta
TOYHICTb
[03yBaHHS):
®eppiHr MTM6X,
Himeyynna
196. | PEMMAKC- TabneTkn XyBasibHi 3 AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/12125/01/01
KB anenbCUHOBUM CMaKoM; "KNIBCbKN BITAMIHHW mMartepianis: 3miHu | TMNy - 3MiHK WOA[0 peyenma
no 6 Tabnetok y bnicTepi; BITAMIHHWIA 3ABOA" 6e3nekn/edeKTUBHOCTI Ta
no 3 6nictepu y navui 3ABO4" thapmakoHarnagy. BeefeHHs abo 3miHu

[10 y3arasibHeHUX AaHnx Npo cucTemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anis
3piicHeHHs hapmakoHarnsay B YkpaiHi,
AKLL0 BOHA BiAMIHHA Bif YNOBHOBaXeEHOI
0cobW, BigNoBiganbHOI 3a 34iiCHEHHS
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Ymosu

Peknamys

Homep

n/n

Hassa

JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

aHHsA

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

ynakoska)

thapmakoHarnagy (BK/4yakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
chaiina cuctemu papmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Bikropis
BikTopiBHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
hapmakoHarnag,
BHECEHHS 3MiH 0 peecTpaLinHmx

6e3

UA/12126/01/01

197.

PEMMAKC-
KB

TabneTku XyBasibHi 3
Ma/IMHOBMM CMakoM; no 6
Tabnetok y 6nictepi; no 3
6nictepy y nauui

AT
"KNIBCbK
BITAMIHHWM
3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUN
3ABO4"

YkpaiHa

marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: Konsga Biktopis
BikTopiBHa. MNponoHoBaHa peaakuis:
Babvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBiAabHOT 3a
dhapmakoHaring
BHECEHHS 3MiH 0 peecTpavliiHmx

peyerima

6e3

UA/11362/01/01

198.

PEMMAKC-
KB

TabneTkn XxyBasbHi 3

M'ATHAM CMakKoM; rno 6
TabneTtok y 6nictepi; no 3
6nictepn y navui

AT
"KUIBCbKIN
BITAMIHHWM

3ABOJ"

YKpaiHa

BITAMIHHN
3ABOJ"

AT "KUNIBCbKU

YkpaiHa

mMatepianis: 3miHu | TMNy - 3MiHKM LWOA0
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHun
[0 y3arasibHeHUX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx Npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BigNoBigaNbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka ans

peyenma

34ificHeHHs hapmakoHarnsgy B YkpaiHi,
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobwu, BignoBifanbHOT 3a 3AiICHEHHS
thapmakoHarnagy (BK4vatum KOHTaKTHi
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[Oitova pepakuisn: Konsga Biktopis
BikTopisHa. [MponoHoBaHa pepakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHKX YNOBHOBaXeHOT 0cobm
3a8BHMKa, BiANOBIAaIbHOI 3a
hapMakoHarisg,
199. | PEMOTIB TabneTku, BKPUTI Awmakca Nitg Benvka BMPOBGHULTBO 3a LseiiLapis BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/16299/01/01
nAiBKOBOK 060/I0HKOID, MO BpuTanis NOBHUM LMK/IOM: mMaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenma
500 mr no 10 TabneTok y Makc Llennep A®I. KoHTposb A®l. 3miHa y napameTpax
6nictepi; no 3 abo 6 3boHe AT, cneuudikaLin Ta/abo AONYCTUMUX MEX,
6nicTepiB y KAPTOHHIN Llseiuapis; BM3HAuYeHUX y cneumdikauisx Ha Adl, abo
Kopobui nepBuHHE BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
nakyBaHHs BUKOPVCTOBYIOTbCS y NpoLeci
(chacyBaHHs), BMPO6HMLTBA AD| (BUNYYEHHA HE3HAYHOTO
BTOPVIHHE nokasHuka AKocTi (Hanpuknag BUIyYeHHs
nakyBaHHs, 3acTapifioro NokasHuKa)) BUIyYEeHHs
MapkyBaHHs: Coro nokasHuka “kagmiii” 3i cneumdikauii Tpasu
dnopgaic 3Bipo6oto 3BuyaliHoro (Hypericum
IHTepHeLwwHN perforatum L).
Cgit3epneHg CA,
LlBeiiuapis;
KOHTPO/Tb AKOCTI:
Nab6op Llonnivrep
Ar, LLseiuapis;
KOHTPO/Tb SKOCTI:
IHTepnab6op benn
Al WBeiiuapis
200. | CANIOPAJBK | rpaHynu Op. ®anbk HimeuunH BignosigansHuii HimeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/3745/01/03
racTpope3nNCTEHTHI dapma M'm6X a 3a BUNyCK cepiit marepianis: 3miHu | Tuny - 3MiHn WoAo peyenmom nionsizae
NPOJIOHIOBaHOT Aji No 3 T; KiHLLeBOro 6e3nekn/edeKTUBHOCTI Ta
no 5,58 r rpaHyn y nakeri NPOAYKTY: hapmakoHarnagy (iHwi 3miHun)

"paHy-CTtukc"; no 50
nakeTiB y kopobu,j 3
KapToHy

Ap. ®anck Papma
'M6X, HimeuumnHa;

Bupo6HuK
[030BaHoi hopmu,
nepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/Ib AKOCTI:
JlozaH Papma

BHECEHHS 3MiH 0 MKA (po3giny
"MapkyBaHHsA")-Bi4MNoBIAHO [0
3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
3MiHN BHECEHO B TEKCT MapKyBaHHS
nepBMHHOT ynakosku y n. 3. <cHOMEP
CEPII NIKAPCBKOIO 3ACOBY», n. 4.
«[AATA 3AKIHYEHHA TEPMIHY
NMPNOATHOCTI» Ta BTOPUHHOI YNakoBKu
nikapcbkoro 3acoby B n. 8. «AATA
3AKIHYEHHA TEPMIHY
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
M6X, HimeuunHa; MNPUOATHOCTI», n. 13. <HOMEP CEPI|
NNIKAPCBKOI'O 3ACOBY», n. 16.
Pap6in Papma «IHPOPMAUIA, AKA HAHOCUTbLCHA
m6X, HimeuwunHa; LUPUOGTOM BPANNSA», n. 17. «IHLUE».
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHN.
Bupo6HuK, 3MiHa HalimeHyBaHHsi Ta/abo agpecu
BiAnoBigabHNI 3a 3aaBHVKa (BNacHvKa peecTpauiiHoro
nepBrHHe, nocBifYeHHs) 3MiHa agpecu 3asaBHUKA
BTOPWHHE (BnacHuKa peecTpauiliHoro NocBig4eHHs)
nakyBaHHs Ta [Op. danbk dapma MM6X. 3miHM | Tuny -
KOHTPO/Ib SIKOCTI: AMIHICTpaTVBHI 3MiHW. 3MiHa
NosaH ®apma HaliMeHyBaHHS Ta/abo agpecu micus
'M6X, HimeuunHa; NPOBaPKEHHS AiS/IbHOCTI
BUpOGHMKa/iMnopTepa rotoBoro
Bupo6HuK, NiKapcbKoro 3acoby, BKIOYAKUN AiSTbHUL
BiAnoBigabHNI 3a BMMYCKy Cepii abo MicLie NpoBeAeHHS
BTOPWUHHE KOHTPOSIO SKOCTI. (AiS/IbHICTb, 3a Ky
nakyBaHHs: BignoBigae BMPOGHUK/iMNopTep,
Nokcecc dapma BK/IOYAOUM BUMYCK Cepili) 3MiHa agpecu
'M6X, HimeuuunHa; MicLA NPOBaMKEHHS [iANbHOCTI
BMPOGHMKA, BiANOBifa/IbHOTO 3a BUMYCK
BVPOGHUK, cepili kiHueBoro npoaykty (Ap. Panbk
BiAnoBiaanbHMi 3a dapma M'm6X, HimeuunHa) 6e3 3miHun
KOHTPO/b AKOCTI: hakTUYHOTO MicLepo3TallyBaHHS
HaykoBo- BMPO6HMKA. 3MiHM BHECEHO B IHCTPYKLitO
AocnigHwi ONA MeAUYHOr0o 3aCTOCYBaHHS NikapCbKoro
IHCTUTYT 3ac06y y po3gin «Micue3HaxomKeHHs
Xennenep Mv6X, BMPOGHMKa Ta agpeca Micus
HimeuumnHa; NpoBaXEHHS MOro AiANbHOCTI» 3
BIAMNOBIAHUMW 3MiHAMW Y TEKCTI
BUPOGHWK, MapKyBaHHS YNakOBKW NiKapCbKoro
BiAnoBiaanbHMi 3a 3acoby.
KOHTPO/b AKOCTI:
anndaves
®APBIN
ApuHaiimiTTeNb
mM6X, HimewunHa
201. | CANIOPAJBK | rpaHynu Op. ®anbk HimeuunH BignosiganbHuia HimeuunHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/3745/01/04
racTpope3vCTEHTHI dapma M'm6X a 3a BUNyCK cepiit marepianis: 3miHu | Tuny - 3mMiHK Woao peyenmom nionsizae
nposioHroBaHoi Aji no 1,5 KiHLLeBOro 6e3nekn/edeKkTMBHOCTI Ta
r; No 2,79 r rpaHyn y NPOAYKTY: hapmakoHarnsagy (iHwi 3miHun)

naketi "I'paHy-CTukc"; no
35 nakerTiB y Kopobui 3
KapToHy

Ap. danbk dapma
'm6X, HimeuunHa;

BMPOGHMK
[030BaHol hopmu,
nepBrHHE,

BHECEeHHS 3MiH o MKA (posgainy
"MapkyBaHHs")-Bi4NoBIAHO [0
3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS.
3MiHN BHECEHO B TEKCT MapKyBaHHS
nepBuHHOI ynakoskn y n. 3. «<HOMEP
CEPII IKAPCHKOIO 3ACOBY», n. 4.
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BTOPUHHE «AATA 3AKIHUEHHA TEPMIHY
nakyBaHHs Ta NMPNAOATHOCTI» Ta BTOPUHHOI YNakoBKu
KOHTPO/Ib SIKOCTI: nikapcbkoro 3acoby B n. 8. «[JATA
Jlo3an ®apma 3AKIHYEHHA TEPMIHY
rm6X, HimeuunHa; MNPUOATHOCTI», n. 13. «<HOMEP CEPII
JNNIKAPCBbKOIO 3ACOBY», n. 16.
dapbin dapma «IHOPOPMALLIA, AKA HAHOCUTbLCA
'M6X, HimeuuunHa,; LPVOTOM BPAVNSA», n. 17. «IHLIE>.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
BVPOGHUK, 3MiHa HalimeHyBaHHs Ta/abo agpecu
BiAnoBiaanbHMi 3a 3asiBHUKA (BNacHUKa peecTpaviiiHoro
nepBuHHe, nocBigYeHHS)
BTOPVIHHE 3MiHa agpecu 3asBHUKa (BNacHuka
nakyBaHHs Ta peecTpadjiiiHoro nocigueHHs) Ap. ®anbk
KOHTPO/Ib SIKOCTI: Papma M'm6X. 3minu | TNy -
NozaH ®apma AAMiHICTpaTUBHI 3MiHW. 3MiHa
'M6X, HimeuuunHa; HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
Brpo6HMK, BMPOGHMKa/imnopTepa rotoBoro
BiAnoBiaanbHMii 3a NiKapcbKoro 3acoby, BKIHOYAKUN [i/TbHULL
BTOPWHHE BUMYCKY cepii abo MicLe NpoBeAeHHs
nakyBaHHs: KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
Nokcecc ®apma BiAnoBigae BUpoGHMK/iMnopTep,
'M6X, HimeuuunHa; BK/IOUAtOUM BUMYCK cepili) 3mMiHa agpecu
MiCLil MPOBAKEHHS AiS/IbHOCTI
BUPOBHUK, BUPOGHMKA, BiAMNOBIAA/ILHOIO 3a BUMYCK
BiANOBIAabHUIA 38 cepiii KiHueBoro npoaykTy (4p. ®anbk
KOHTPO/b AKOCTI: dapma 'm6X, HimeyunHa) 6e3 3miHu
HaykoBo- hakTMUHOro MicLepo3TallyBaHHS
[ocnifHwi BMPOGHMKA. 3MiHN BHECEHO B IHCTPYKLiitO
iHCTUTYT AN19 MeAUYHOI0 3aCTOCYBaHHS NiKapCbKoro
Xennenep MvbX, 3acoby y po3gain «MicLe3HaxomKeHHs
HimeuunHa; BMPOGHMKaA Ta agpeca micus
BVPOGHUK, NMPOBaPKEHHS OTO AiSSIbHOCTI» 3
BiAnoBiaanbHMi 3a BiNOBIAHMMMN 3MiHAMM Y TEKCTI
KOHTPO/b SIKOCTI: MapKyBaHHS YNakoBKU NiKapcbkoro
anndaven 3acoby.
®APBIN
ApuHaiimiTTeNb
mM6X, HimewunHa
202. | CEAICTPEC TabneTtkn TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 4O peecTpavLiiHnx 6e3 UA/14145/01/01
no 10 Tabnetok y YKPATHA" Crapt" mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenma

6nictepi; no 1, 31a 6
6nicTepiB B KAPTOHHIN
nauui

A®I. BUpo6bHMLTBO. 3MiHM B npoLeci
BMPO6HULTBA API (iHLWI 3MiHW) - BHECEHHS
3MiHM B npouec BUpobHuuTBa Ad|
eTnI0BOoro eqipy a-6pomizoBanepiaHoBoi
kucnotn (TOB APMXIM), vy 3B'A3KY i3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

ONnTUMI3aLi€l0 TEXHOMOMNYHOTO nNpouecy, a
came: - 0aH0 BUTPUMKY Npu
nepemillyBaHHi nicns 3aBaHTaXKEHHS
KMCNOTK i30Ba1IEPIAHOBOI Ta X/10pUay
TiOHINy;

- Oi@HO Harpis Ta BUTPUMKY Nicns
[03yBaHHA 6poMmy; - 3MiHEHO Temneparypy
OXOJIOMKEHHS peakLiiHoi Mmacu 3 20-25 °C
Ha 45-50 °C;

- BUJaJIeHO fiNeHHs wapis nicns
3aBaHTaXEHHS CMNPTY eTU/I0BOTO Ta
KMCNOTW CipyaHoi; - 4oAaHO MPOMUBKY
BOAOL0 MUTHOIO MiC/1A HerTpanisauii
PO34YMHOM rigpokapboHaTy HaTpito;-
[101aH0 NOBTOPHUIA PO3riH dopakuili.

203.

CUrHI®OP
NAP

MOPOLLIOK AJ151 CyCMeH3il
[ANs iH ekuin no 40 mr; 1
h/1aKOH 3 NOPOLLKOM Y
KOMMN/IEKTi 3 PO3UMHHUKOM
no 2 Mn y nonepesHL0
3anOBHEHOMY LUMPUL
(kapmenosa HaTpito, MaHiIT
(E421), nonokcamep 188,
BOAa ANs iH'ekuin), 1
ronkoto Ta 1 agantepom B
KapTOHHIlA KOpooLi

Pekopgari
Pea fisizec

PpaHLis

BUWMYCK Cepii:
Pekoppati Pea
[isizec, ®paHuis;
BUWMYCK Cepii:
Pekoppati Pea
[isizec, ®paHuis;
BMPOGHMLTBO,
KOHTPO/b SKOCTI,
nepBuHHE
nakyBaHHS
PO34MHHYMKA Ta
BTOPVHHE
nakyBaHHS
roToBOro
npoaykTy: A66oTT
Bionomkunkasnc
B.B., HigepnaHaw;
KOHTPO/1b SKOCTI
3a BCiMa
napameTpamu 3a
BUK/IOYEHHSAM
TecTty
"BakTepianbHi
€HA0TOKCUHK",
nepBuHHe
nakyBaHHs
MOPOLLIKY:
HoBaprTic
dapmactoTikan
MaHyhakTypiHr
M6X, ABCTpis;
KOHTPO/b AKOCTI
3a BCiMa

®paHuis/
HigepnaHaun
| AcTpis/
LLiBefiuapis/
HimeuunHa

BHECEHHS 3MiH A0 peecTpaviiHmx
mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA
BVIXiZLHOro/MpOMIKHOr0 NpoAyKTy/peareHTy,
LLL0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpOBHMKa
(BrtOvatoun, fe HeobXxigHo, Micue
npoBeAeHHs KOHTPOA AkocTi) Al (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEpPXEHOMY [10CbE)(3MiHM [0 3axX04iB,
noB'si3aHnx 3 kOHTponem A®l, abo
JofaBaHHA AiNbHUL, Ae NPOBOANUTLCS
KOHTPONb/BUNPOGYBaHHSA cepil) -
[opasaHHa ginbHULi Solvias France SAS
(Zl, Rue du Canal d'Alsace, 68490
Hombourg, France) BignosiganbHoI 3a
NpOBELEHHS KOHTPO/TIO AKOCTI 3a
nokasHukamu 6akTepiasibHi eHA0TOKCUHM
Ta Mikpobionoris.

3a
peuyenmom

UA/15926/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

napameTpamu 3a
BUK/IOYEHHAM
MOIEKYNAPHOT
macu nonivepy Ta
TecTty
"BakTepiasibHi
EHOO0TOKCUHN":
Hosapric
dapmactoTikan
MaHythakTypiHr
'M6X, ABCTpist;
BVMPOGHNLTBO
nopoLuky in bulk
Ans cycneHsii gns
iH'eKUilA:
PEKOPOATI AT
Pea [isizec
BpaHu,
LlBeiiuapis;
KOHTPO/b AKOCTI
3a NOKa3HUKOM
"BakTepiasbHi
E€HAO0TOKCUHKN":
EypodpiHc
Biochapma
MpopgakT TecTiHr
MtoHix Tm6X,
HimeuuunHa;
TepMiHasIbHa
cTepunisauis
h/1aKoHIB:
CiHepxun Xenc
[JeHikeH AT,
LLIBeliyapis

204.

CUTHI®OP
nAP

NOPOLLOK A1 cycneHsii
[ANs iH ekuin no 60 mr; 1
dp1akoH 3 NOPOLLKOM Y
KOMMNEKTi 3 PO3YNHHUKOM
no 2 Mny nonepeaHLo
3aMNOBHEHOMY LLIMPUL
(kapmenio3a HaTpilo, MaHIT
(E421), nonokcamep 188,
BOAa ANs iH'ekuin), 1
ronkoto Ta 1 agantepom B
KapTOHHI Kopobui

Pekopparti
Pea [lisizec

PpaHuis

BUNYCK cepil:
Pekopgarti Pea
[izizec, ®paHuis;
BUNYCK cepil:
Pekopgarti Pea
[izizec, ®paHuis;
BMPOBHULTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHe
nakyBaHHs
PO3UnHHKKA Ta
BTOPVIHHE
nakyBaHHs
roToBOro

dpaHuia/
HigepnaHgm
| ABcTpis/
LLBeiiuapis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpoOHMKa
(BKtOYatoumn, ae HeobxigHo, micue
npoBefeHHs1 KOHTPOsIO sikocTi) APl (3a
BiICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPKEHOMY [OCHE)(3MiIHN [0 3aX0p4iB,
noB'sA3aHnX 3 KOHTponem Adl, abo
fofaBaHHSA AinbHUL, Ae NPOBOANUTLCS
KOHTPO/b/BMNPO6YBaHHSA cepii) -

3a
peyenmom

UA/15926/01/03
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Ne Hassa dopma BUnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
npoaykty: A66oTT JopaBaHHa ginbHULi Solvias France SAS
(21, Rue du Canal d’Alsace, 68490

Bionomkukanc
B.B., Higepnanau;
KOHTPO/b AKOCTI
3a BCima
napameTpamu 3a
BUK/OYEHHAM
TecTty
"BakTepiasibHi
EHOO0TOKCUHN",
nepBuHHe
nakyBaHHs
MOPOLLKY:
Hosapric
dapmactoTikan
MaHythakTypiHr
'M6X, ABCTpist;
KOHTPOb AKOCTI
3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
MOIeKyAPHOT
macu nonimepy Ta
Tecty
"BakTepiasbHi
E€HAO0TOKCUHKN":
Hosaprtic
dapmactoTikan
MaHyakTypiHr
'M6X, ABCTpIS;
BVPOGHMLTBO
nopoLuky in bulk
Ans cycneHsii gns
iH'EKUi:
PEKOPOATI AT
Pea [isizec
BpaHu,
LBeiiLapis;
KOHTPOb AKOCTI
3a NOKa3HUKOM
"BakTepianbHi
€HAOTOKCUHN':
EypodpiHc
Biochapma

MIoHix TM6X,
HimeyunHa;

MpogakT TecTiHr

TepMiHasibHa

Hombourg, France) BignosiganbHoI 3a
NpOoBEeEHHS KOHTPOJTI0 AKOCTI 3a
nokasHuKaMmn 6akTepiasibHi eHIO0TOKCUHN
Ta Mikpobionoris.
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
cTepunisauis
oN1aKoHIB:
CiHepgxun Xenc
[LeHikeH AT,
LLiBeiiuapis
205. | CUTHI®OP MOPOLLIOK AJ15 CycneH3il Pekopgari PpaHuin BUWMYCK Cepii: PpaHuis/ BHECEHHS 3MiH 0 peecTpaLinHux 3a UA/15926/01/01
NAP ONs1 iH ekuin no 20 mr; 1 Pea [lizizec Pekopgarti Pea HigepnaHvgm mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenmom
pN1aKoH 3 MOPOLLUKOM Y [isizec, ®paHuis; | ABcTpis/ AD|. BUpo6HMLTBO. 3MiHa BUPOGHMKA
KOMMNEKTI 3 PO3YNHHUKOM BUWMYCK Cepii: LLisefuapis/ | BUXiAHOrO/NPOMIXHOIO NPOAYKTY/peareHTy,
Pekopaarti Pea HimeyunHa LLIO BUKOPWNCTOBYHOTLCA Y BUPOOGHNYOMY

no 2 MmNy nonepesHL0
3arnoBHEHOMY LUNPWL
(kapmenio3a HaTpilo, MaHIT
(E421), nonokcamep 188,
BOAa ANs iH'ekuin), 1
rosikoro Ta 1 agantepom B
KapTOHHIA Kopoo6Li

[isizec, ®paHuis;
BMPOGHMLITBO,
KOHTPO/Tb AKOCTI,
nepBuHHe
nakyBaHHs
PO34MHHYMKA Ta
BTOPVHHE
nakyBaHHs
roToBOro
npoaykty: A660TT
Bionomxukanc
B.B., Higepnanaw;
KOHTPO/b AKOCTI
3a BCiMa
napameTpamu 3a
BUK/OYEHHAM
Tecty
"BakTepiasbHi
€HAO0TOKCUHKN",
nepBuHHE
nakyBaHHS
MOPOLLIKY:
Hosaprtic
dapmactoTikan
MaHyhakTypiHr
'vm6X, ABCTpISi;
KOHTPO/b AKOCTI
3a Bcima
napameTpamu 3a
BUK/OYEHHAM
MOJIEKYIAPHOT
mMacu nonimepy Ta
TecTty
"BakTepianbHi
€HA0TOKCUHKN":
HoBaprTic
dapmactoTikan

MaHyhakTypiHr

npoueci A®l, abo 3miHa BUpOGHMKa
(BKtOvatoun, fe HeobxigHo, Micue
npoBefeHHs KOHTposo sikocTi) APl (3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkin hapmakonei y
3aTBEPIAXEHOMY [OCHE)(3MiHN 0 3aX0p4iB,
noB'A3aHnx 3 KOHTponem A®l, abo
[ofaBaHHA AinbHUL, Ae NpoBOANTLCA
KOHTpPO/b/BMNPOGYBaHHSA cepii) -
JopasaHHA ginbHUL Solvias France SAS
(Zl, Rue du Canal d'Alsace, 68490
Hombourg, France) BignoBigansHoi 3a
NpoBeAeHHA KOHTPOJII0 SIKOCT 3a
nokasHukamm 6akTepiasibHi eHOOTOKCUHN
Ta Mikpobiosoris.
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
M6X, ABCTpis;
BMPOGHMLTBO
nopoLuky in bulk
Ansa cycnewsii ans
iH'eKwjin:
PEKOPJOATI Al
Pea [lizizec
BpaHu,
LBeliuapis;
KOHTPO/b AKOCTI
3a NOKa3HNKOM
"BakTepiasibHi
EHOO0TOKCUHN":
EypodpiHC
Biochapma
MpopakT TecTiHr
MioHix FM6X,
HimeuunHa,;
TepMiHa/IbHa
cTepwunisauis
oNaKkoHiB:
CiHeppxu Xenc
[JeHikeH AT,
LBeliuapis
206. | CUOOKAPA Tabnetku no 2 mr, no 10 AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/16389/01/01
Tabnetok y 6nictepi; no 3 "KNIBCbKN BITAMIHHWA mMatepianis: 3miHu | TMNY - 3MiHK LWOA0 peyenmom
6nictepn y nauui BITAMIHHWIA 3ABO" 6e3nekn/edekTMBHOCTI Ta
3ABO[L" hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHUX AaHnx Npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3aras/ibHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka ans
3[jiicHeHHs hapmakoHarnsagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsay (BkI4atoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy). 3MiHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.
[itova pepakuisn: Konsga Biktopis
BikTopisHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOi 0cobm
3a8BHMKA, BiANOBIA&IbLHOI 38
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Kpaina
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Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

BUPOGHUKa

dhapmakoHarnsg.
BHECEHHS 3MiH 0 peecTpaviinHmx

UA/16389/01/02

AT "KUIBCbKUI

YkpaiHa

peyenmom

207.

CUOOKAP],

Tabnetku no 4 mr, no 10
Tabnetok y 6nictepi; no 3
6nictepn y nauui

AT
"KUIBCbKN
BITAMIHHWA
3ABOA"

YKpaiHa

BITAMIHHI
3ABOJ"

XaneoH KX

LLseiuapis

marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3arasilbHeHUX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsay; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anis
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnagy (BK/o4vakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemu thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoua pepakuis: Konsga Bikropis
BikTopiBHa. [MponoHoBaHa pefakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3as1BHVIKA, BignoBigabHOT 3a
hapmakoHarning,.
BHECEHHS 3MiH 0 peecTpavinHux

peyerima

6e3

UA/5260/01/01

208.

CUHEKOL

cupon, 1,5 mr/mn; no 100
M a6o 200 mMn y chnakoHi
3 KPULLIKOK Ta MipHOt0
CK/SIHKOLO; MO 1 donakoHy y
KapTOHHIlA KopoobLi

XaneoH KX
CAPN

Lseiuapi
A

C.a.p.n.

mMartepianis: 3MiHu | TMNy - 3MiHK WOA0
6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHVX JaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, 3miHa yroBHOBaXKEHOI
ocobu, BignoBifasIbHOT 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsagy 3asBHuka i1s
3[iicHEHHs hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0cobW, BignoBiganbHoI 3a 34iACHEHHS
hapmakoHarnsay (BkIoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOBAaXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
[Oitoua pepakuin: John Poustie.
MponoHoBaHa pepakuin: Sarah Weetch.

3MiHa KOHTaKTHWUX AaHNX YNOBHOBAXEHOT
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
thapmakoHarnsag. 3MiHa KOHTaKTHOI 0cobu
3a8BHMKa, BiANOBIAaIbHOI 3a
hapmakoHarnag B Ykpaini. fitoua
pepakuis: Kupunisa lanvHa reopriigHa /
Galyna Kyryliva. MponoHoBaHa pefakuis:
lopinuk Aptem Bonogvmuposuy / Artem
Horilyk. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B
YKpaiHi.

209.

CUHEKOL

Kpanni opasibHi gns giten,
5 mMr/mnno 20 mny
NakoHi 3 KpanenbHULEeo
i KpULWKOHO; Mo 1 chnakoHy
Y KapTOHHIli kopobLi

XaneoH KX
CAPN

Lseiuapi
A

BMPOGHMLITBO 3a
MOBHUM LK/IOM:
XaneoH KX
C.a.p.n.

Lseiuapis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: John Poustie.
MponoHoBaHa pepakuin: Sarah Weetch.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
thapmakoHarnsag. 3mMiHa KOHTaKkTHOT 0co6u
3a8BHMKa, BiANOBIA&IbHOI 3a
hapmakoHarnsg B Ykpaini. fitoua
pefakuis: Kupunisa lanuHa reopriigHa /
Galyna Kyryliva. MponoHoBaHa pefakuis:
lopinuk Aptem Bonogvmuposud / Artem
Horilyk.
3MiHa KOHTaKTHWUX AaHNX KOHTaKTHOT
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
hapMakoHarnag B YKpaiHi.

6e3
peuyenmom

UA/5260/02/01

210.

CONNAJEIH
AKTVB

TabneTku wmnyui; no 2
Tabnetkny
6araroLlapoBoMy CTpuni;
no 6 CTpUNIB y KaPTOHHIi

XaneoH tOK
TpengiHr
Nimiten

Benvka
BpuTaHis

damap A.B.E.
AHTOCa nnaHT,
Mpeuist;
"nakcoCwmitKnaiiH

Ipevis/
IpnaHgis

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TMNy - 3MiHK WoOA0
6e3nekn/edpekTBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo 3miHu

6e3
peyenma

UA/12392/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o

3acoby yrnakoskKa) nocsioyeHHs1
Kopo6Lii; no 4 TabneTtkn y [JaxrapsaH [0 y3arasibHeHUX AaHnx Npo cuctemy
bararoLlapoBoMy CTpuni; Nimite, lpnaHgis thapmakoHarnagy (BBefeHHs
no 3 CTPUNU Y KAPTOHHilA y3araslbHeHVX gaHnx npo cuctemy
Kopobui thapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOI
ocobwu, BignoBifanbHOT 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnsgy 3asBHuka gns
3[iliCHeHHs1 dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAabHOI 3a thapmakoHarnsag,.
[itoua pepakuis: John Poustie.
MponoHoBaHa pepakuin: Sarah Weetch.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
thapmakoHarnsag. 3MiHa KOHTaKTHOI 0cobu
3a8BHMKa, BiANOBIAaIbHOI 3a
thapmakoHarnag B Ykpaii.
[itova pepakuisa: Kupunisa ManuHa
leopriiBHa / Galyna Kyryliva.
MponoHoBaHa pepakuis: Mopinvk Aptem
Bonogumnposud / Artem Horilyk. 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
hapMakoHarnag B YKpaii.

211. | COMATYNIH PO34nH NS iH'eKLjin INCEH PpaHuin INCEH ®APMA PpaHuis/ BHECEHHS 3MiH 0 peecTpaLinHux 3a He UA/13432/01/01
AYTOXE/Nb MPOJIOHrOBaHOro PAPMA BIOTEK, ®paHuis; ITanis/ matepianis: 3minu Il Tvny - 3miHn Woao peyenmom nionsizae
120 MIr BUBINbHEHHS, 120 Mr ramma- Benbris 6e3nekn/edeKkTMBHOCTI Ta

/wnpuu; no 1 nonepegHbo BMMPOMIiHIOBAHHS: hapmakoHarnsagy. 3mMiHu y KopoTkili
HarnoBHEHOMY LUNPULY ANA INCEH ®APMA XapakTepucTuLi nikapcbkoro 3acoby,
0HOPa30BOro BIOTEK, ®paHuis TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
BMKOPUCTAHHSI MiCTKICTIO abo MeAUYHOro 3aCTOCyBaHHSA y 3B'A3KY i3
0,5 M1 3 aBTOMaTUYHO CTEPIOXXEHIKC HOBUMMW JaHVWMM 3 KOCTi, AOK/iHIYHUMMU,
3aXMCHOI0 CUCTEMOIO 3 ITANNA C.IN.A., KNIHIYHUMW faHVMU Ta faHuMK 3
MapKyBaHHAM ITanis abo hapmakoHarnsgy - 3MiHum BHECEHO 40
aHrMiicbKo MoBoto, 1 CTEPIOXXEHIKC IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
ronkoto (1,2x20 mm) B BE/blIA CA niKkapcbKoro 3acoby Ao po3ainis
3aXMCHOMY KOBMAuKy y (PNEPYC), "Oco6nmBocTi 3acTocyBaHHSA", "Mo6IYHI
6araroLiapoBomMy Benebris peakujii”. BBeieHHS1 3MiH NPOTArom 6-Tu

NakeTuKy B KapTOHHiii
Kopobui

MicsiLiB nicns 3atBepKeHHs. 3MiHu 1
TMny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnagy. 3MiHu y KOpoTkiii
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans




151

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

MEAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMU JaHVMU 3 AKOCTi, JOK/iIHIYHUMU,
KMIHIYHUMUN JaHUMK Ta JaHUMK 3
chapmakoHarnsgy
3MiHV BHeceHo A0 IHCTpykuii aons
MeLMYHOro 3aCTOCYBaHHA NMiKapCbKOro
3acoby [0 po3ginis "®apmakonorivHi
BnactusocTi", "B3aemogis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUam
B3aemogiin", "OcobamBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHsA Ta fo3un", "Mo6GiuHI
peakuii”. BBefieHHs1 3MiH NPOTArom 6-Tn
MiCAUIB Micna 3aTBepAXeHHS. 3MiHu |l
TMny - 3MiHKU Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsgy. 3mMiHu y KOpoTKild
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHSA Ta iIHCTPYKUiT ons
MeJMNYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMMW JaHVMMM 3 IKOCTi, AOK/TiHIYHUMMU,
KNIHIYHMW faHVMKU Ta JaHUMK 3
hapmakoHarnsgy - 3MiHum BHECEHO 40
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis
"B3aemogis 3 iHWMMK SliKapCbKuMu
3aco6amu Ta iHWi BuAM B3aemMogiin”,
"3acTocyBaHHs y nepios BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb Bnvsatu
Ha LWBWAKICTb peakLil Npu kepyBaHHi
aBTOTPaHCNopPTOM abo iHWMK
MexaHismamu'. BBejeHHA 3MiH NPOTAromM
6-TW MicsUIB Nicns 3aTBEPKEHHS.

212.

COMATYNIH
AYTOXE/b
60 MI

PO34UH AN1s1 iH'eKLin
NPO/IOHrOBAHOr0
BMBI/TbHEHHS, 60 Mr
/wnpwvy; no 1 nonepeaHbLO
HarnoBHEHOMY LINpULY 4715
0/IHOPa30BOro
BUKOPUCTAHHS MICTKICTIO
0,5 Mn 3 aBTOMaTNYHOIO
3aXMCHOI0 CUCTEMOIO 3
MapKyBaHHSAM
aHrnincoLKo MoBoto, 1
ronkoto (1,2x20 mm) B
3aXMCHOMY KOBMaukKy y
6araroLiapoBomy
NnakeTVKy B KAPTOHHIi
Kopobui

INMCEH
OAPMA

PpaHuis

INCEH ®APMA
BIOTEK, ®paHuis;
ramma-
BMMPOMIiHIOBAHHS:
INCEH ®APMA
BIOTEK, ®paHuis
abo
CTEPIL)KEHIKC
ITANIA C.M.A,,
ITania abo
CTEPIL)KEHIKC
BE/IblA CA
(PNEPYC),
Benbris

dpaHuia/
ITania/
Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3minu Il Tvny - 3miHn WwWoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTUL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MEAMNYHOrO 3aCTOCYBaHHS y 3B'A3KY i3
HOBMMW JaHUMM 3 SKOCTi, AOKAIHIYHUMMY,
KNIHIYHMW faHVMKU Ta aHUMK 3
hapmakoHarnsgy - 3MiHum BHECEHO 0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"Oco6nmBocTi 3acTocyBaHHA", "Mo6IYHI
peakujii”. BBeieHHs1 3MiH NPOTArom 6-Tn
MicAUIB Micna 3aTBepAXeHHS. 3MiHu |l
My - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnsgy. 3MiHM y KOPOTKii

3a
peyenmom

He
nidnsieae

UA/13432/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHSA Ta iHCTPYKUiT ons
MeJMNYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMM JaHVMMK 3 IKOCTi, AOK/TiHIYHUMMU,
KNIHIYHMW faHVMKU Ta JaHUMK 3
hapmakoHarnagy
3MiHU BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA /likapCbKoro
3acoby [0 po3ainis "dapmakonoriyHi
BMacTUBOCTI", "B3aemopis 3 iHWMMKn
nikapcbkMKW 3acobamMu Ta iHLWi B1uau
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"Cnoci6 3actocyBaHHs Ta go3n", "MobiuHi
peaxuii”. BBeeHHS 3MiH NpOTArom 6-Tu
MicAUIB Nicnsa 3aTBepiKeHHS. 3MiHu |l
TMny - 3MiHN WoAo 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTkiii
XapakTepucTUL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
MeANYHOTO 3aCTOCYBaHHS Y 3B'A3KY i3
HOBMMW JaHUMM 3 SKOCTi, AOKAIHIYHUMMU,
KMIHIYHMW aHVMKU Ta aHUMK 3
hapmakoHarnsgy - 3MiHum BHECEHO [0
IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3ginis
"B3aemopis 3 iHLWMMU NiKapCbKUMu
3acob6amMu Ta iHLWi BUAW B3aemogii",
"3acTocyBaHHs y nepios BariTHOCTi abo
roflyBaHHs rpygao”, "34artHicTb BnvMBaTu
Ha LUBWAKICTb peakLii Npu kepyBaHHi
aBTOTpPaHCMopTOM abo iHWMMK
MexaHisMamun". BBefleHHs 3MiH NPOTArom
6-TV MicsLIB NiCNsA 3aTBEPKEHHS.

213.

COMATYNIH
AYTOXE/b
90 MI

PO34MH ANS iH'eKLi
NPOJIOHrOBAHOro0
BUBISIbHEHHS, 90 Mr
/wnpuy; no 1 nonepegHbO
HamnoBHEHOMY LUNpULY AN
04HOPa30BOro
BMKOPUCTaHHS MiCTKICTHO
0,5 MmN 3 aBTOMaTUYHOO
3aXMCHOK CUCTEMOLO 3
MapKyBaHHSIM
aHrNiicbKo MoBoto, 1
ronkoto (1,2x20 mm) B
3aX1CHOMY KOBMauky y
6araroLlapoBomMy

naKkeTWKy B KAPTOHHIi

INCEH
OAPMA

PpaHLis

INCEH ®APMA
BIOTEK, ®paHuis;
ramma-
BMMPOMIiHIOBAHHS:
INCEH ®APMA
BIOTEK, ®paHuis
abo
CTEPIAXEHIKC
ITANIA C.N.A,,
ITanis abo
CTEPIAXXEHIKC
BENbIIA CA
(PNEPYC),
Benbrisa

dpaHuis/
ITania/
Benbris

BHECEHHS 3MiH A0 peecTpaviiHmx
marepianis: 3miHu Il TUnNy - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeANYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMU JaHWMK 3 AKOCTI, SOK/iIHIYHUMU,
KMIHIYHMUY JaHMMW Ta JaHUMK 3
thapmakoHarnsgy - 3MiHu BHeCEHO 0
IHCTPYKLUIT AN1A MeAMYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby o po3ainis
"Oco6nmBoCTi 3acTocyBaHHS", "To6iIYHI
peakuii”. BBeeHHS 3MiH NpOTArom 6-Tu
MicAUIB nicnsa 3aTBepAKeHHS. 3MiHu Il

3a
peyenmom

He
nionsieae

UA/13432/01/03




Hassa
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n/n

JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

214.

COHMIN

Kopobui

TMny - 3MiHN WoAo 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTkiii
XapakTepucTUL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
MeAUYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3
HOBMMW JaHUMM 3 SAKOCTi, AOKAIHIYHUMMY,
KMIHIYHMW aHVMKU Ta aHUMK 3
chapmakoHarnsgy
3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby Ao po3ainis "®apmakosioriyHi
BracTmeocTi", "B3aemogia 3 iHWNMK
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3un", "MoGiyHI
peakujii”. BBeieHHs1 3MiH NPOTArom 6-Tn
MicsLiB nicns 3atBepKeHHs. 3Minu 1l
TMNYy - 3MiHK LWOAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy. 3MiHu y KOpOoTKiii
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMU JaHVMU 3 AKOCTi, SOK/iIHIYHUMU,
KMIHIYHUMUN JaHUMK Ta JaHUMK 3
thapmakoHarnsgy - 3MiHM BHeCEHO [0
IHCTPYKLUIT A5 MeANYHOro 3aCTOCYBaHHSA
niKapcbKoro 3acoby Ao po3gainis
"B3aemogisl 3 iHWMMM JliKapCbKUMM
3aco6amMu Ta iHLWi BUAY B3aeMOLIIA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHsA rpyaar”, "3aatHicTe BnvBaTtm
Ha LWBUAKICTb peakLii npy kepyBaHHi
aBTOTPaHCNOPTOM ab60 iHWKMK
MexaHisMamu'. BBeeHHs 3MiH MPOTAroM
6-TU MicsAUIB NicNsA 3aTBEPKEHHS.

nocsi0OYeHHs

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOLD, MO
15 wr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nictepy B navui

AT

"KNIBCbK

BITAMIHHWM
3ABOJ"

YKpaina

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUN
3ABOL"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | TUMy - 3MiHM 3 AKOCTI.
CepTuchikat BignosigHocTi/lE-cepTudikat

BiANOBIAHOCTI EBPONENChKil
hapmakonei/moHorpadii. NogaHHS HOBOrO
ab0 OHOB/EHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana Adl; ons BUXigHOro
martepiany/peareHTy/npoMiXKHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT

peyoBUHM (cepTundiikat BiAMOBIAHOCTI

Ne 10 — 6e3
peyenma
Ne 30 — 3a

peyenmom

UA/5288/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponeiicbkili hapmakonei) - Hosuit
cepTuqikaT Bif BXe 3aTBEP)KEHOIO
BMPOGHMKa. NogaHHA HOBOro cepTudikara
BiANOBIAHOCTI EBponelicbkin hapmakonei
Ne RO-CEP 2018-041 - Rev 01 gna Adl
AOKCcunamiHy CyKumHarty Bif
3aTBepmxeHoro BupobHuka R. L. FINE
CHEM PVT LTD, IHgis. 3MiHu | Tuny -
3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeiichkili
hapmakonei/MoHorpadii. NMogaHHsA HOBOTO
abo oHOBEHOrO cepTudpikaTa
BiANOBIAHOCTI 260 BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONechKiii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii
cepTuduikaT Bif y)e 3aTBepXEHOro
BMPOO6HYKa. MogaHHA OHOBMIEHOrO
cepTudikaTa BignoBiAHOCTI EBpoONechkiii
hapmakonei Ne CEP 2018-041 - Rev 02
ansa A®l gokcunamiHy CykumHaty Bif,
3aTBepaxeHoro Bupo6Huka R. L. FINE
CHEM PVT LTD, IHgjs.

215.

COHMIN

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
15 mr; no 10 Tabnetok y
6nictepi; no 1 a6o 3
6nicTepy B nayui

AT

"KUIBCbKN

BITAMIHHWA
3ABOA"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[10 y3arasibHeHUX AaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anis
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnagy (BKo4vakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsagy) -
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Biktopis

Ne 10 — 6e3
peyenma
Ne 30 — 3a
peyenmom

UA/5288/01/01




3asiBHUK

Kpaina
3asiBHUKa

155

Bupo6HuK

Kpaina
BUPOGHUKa

Ymosu
Bionycky

PeecmpayjiliHa npoyedypa

Peknamys
aHHA

peecmpayitiHo2o
nocsioYeHHs1

Homep

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

BikTopiBHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0co6u

3as1BHVIKA, BignoBiga/bHOI 3a

UA/4543/01/01

AT

Ykpaina

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUN

YkpaiHa

hapmakoHarnag,.
BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKkTBHOCTI Ta

peyernmom

3a

216.

COPUTMIK

Tabnetkun no 160 mr, no 10
Tabnetok y 6nictepi; no 2

6nictepu B navuj

"KNIBCbKWIA
BITAMIHHWI

3ABOS"

AT

YKpaiHa

3ABOL"

AT "KMIBCBKUN
BITAMIHHAI

YkpaiHa

thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBeLeHHs
y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifasibHOT 3a 3iCHEHHSI
hapmakoHarnsgy; KOHTakTHoOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: Konsga Biktopis
BikTopiBHa. MNponoHoBaHa peaakuis:
Babvka AmnuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAabHOT 3a
hapmakoHaring,.
BHECEHHS 3MiH 0 peecTpaviinHmx
mMatepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/epeKkTBHOCTI Ta

3a
peyenmom

UA/4543/01/02

217. | COPUTMIK

Tabnetku no 80 mr, no 10
TabneTtok y 6nictepi; no 2

6nictepy B nayui

"KNIBCbKWIA
BITAMIHHWA
3ABOJ"

3ABOJ"

thapmakoHarnagy. BeegeHHs a6o 3MiHu

[10 y3araslbHEHNX [aHMX NpPo cucTemy
hapmakoHarnsgy (BBefeHHs

y3araslbHeHUX AaHux Npo cucTemy

thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BigNoBigaNbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3

chapmakoHarnsgy 3asBHuka ans
3fjiicHeHHs hapmakoHarnsagy B YkpaiHi,
AKLO BOHA BiAMiHHA Bif YNOBHOBaXeEHOI
ocobu, BignoBifasibHOT 3a 3AiACHEHHST

thapmakoHarnagy (BK4yakum KOHTaKTHi
[aHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-

(paiina cuctemu chapmakoHarnsgy). 3miHa

YNOBHOB&XEHOT 0CO6M 3as1BHMKA,
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[itova pepakuisn: Konsga Bikropis
BikTopisHa. MponoHoBaHa pefakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3a8BHMKa, BiANOBIAaIbHOI 3a
dhapmakoHarnsg.
218. | TADEP pO34uH AN iH'eKUil abo TEXHOMAK Ipnangis PA®APM CA Ipeuis BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/20120/01/01
KOHLIEHTpAT A1 PO3UNHY MAHY®EKYE marepianis: 3miHu Il Tuny - 3MiHK 3 SKOCTI. peyenmom
ans iHdysin, 20 mr/mn no NIMITEL A®I. (iHLWi 3MiHW) OHOBNEHHS MacTep-
5 Mn B amnynax; no 5 thaiina Ha A®| ansa BupobHrka OPOCRIN
amnyn y KapTOHHil S.P.A,, ltaly 3 Bepcii Ed. 3, Rev. 8,
Kopobui November 2018 Ha Edition 3, September
2022.
219. | TANNITOH® Tabnetku no 12,5 mr no 14 3AT YropwumHa nepBuHHE YropwumHa BHECEHHS 3MiH 4O peecTpavLiiHnx 3a He UA/0947/01/02
Tabnetok y 6nictepi; no 1 PapmaueBTNY nakyBaHHs, mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom niosnsieae
abo 2 6nictepun y HWi1 3aBOf, BTOPWHHE 6e3nekn/edpeKkTBHOCTI Ta
KapTOHHI KopoobLi Erc nakyBaHHs, hapmakoHarnsagy. 3mMiHu y KopoTkili
KOHTPO/Ib, BAMYCK XapakTepucTuL,i Nnikapcbkoro 3acoby,
cepii: 3AT TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
dapmaueBTUYHNI Me[MYHOro 3aCTOCYBaHHS
3aBog ETIC, reHepuYHuX/ribpuaHnx/6ionodibHNX
YropLimHa; nNiKapcbknx 3acobiB Nicns BHECEHHSA Tiel
NMOBHWIA LMK camoi 3MiHM Ha pedoepeHTHUIA npenapaTt
BUPOGHULITBA, (3miHa He noTpebye HafaHHA XOLHNX
BK/IHOHAK0UMN HOBUX AOAATKOBKX AaHUX) - 3MiHN
BMNYCK cepil: BHECEHO [0 IHCTPYKLii 419 MeanyHoro
3AT 3acToCyBaHHS Nikapcbkoro 3acoby Ao
dapmanleBTUYHNI po3zinis "®apmakonoriyHi BnacTueocTi”,
3asog ErIC, "MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
YropwmHa nikapcbkMmn 3acobamu Ta iHWi B1am

B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
roflyBaHHs rpygao”, "34artHicTe BnMBaTu
Ha LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
MexaHismamu", "Crnoci6 3acTocyBaHHS Ta
nosun", "Oitn", "MepenosyBaHHs", "Mo6iYHi
peakuii" BiANOBIAHO A0 pethepeHTHOro
nikapcbkoro 3aco6y Dilatrend tablets.
BBeneHHs1 3MiH NpOTAroM 6-Tn micsuiB
nicns saTBepMkeHHs. 3MiHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHECEHO A0 IHCTPYKLiT 418 MenyHOro
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3ziny "Mo6iyHi peakyii” woao
B&XX/IMBOCTi MNOBIAOM/IEHHS MPO NOGIYHi
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
peakuji. BBegeHHs 3MiH NpoTarom 6-1u
MicALB Nicna 3aTBepAKEHHs
220. | TANNITOH® Tabnetku no 25 mr, no 14 3AT YropwuHa nepBuHHE YropwumHa BHECEHHS 3MiH 40 peecTpavLiiHnx 3a He UA/0947/01/03
Tabnetok y 6nictepi; no 1 dapmaneBTmy nakyBaHHs, marepianis: 3miHu | Tuny - 3mMiHu Woao peyenmom nionsizae
abo 2 6nictepun y HKi 3aBOf, BTOPWHHE 6e3nekn/edeKkTMBHOCTI Ta
KapTOHHI Kopoobui ErcC nakyBaHHs, hapmakoHarnsagy. 3mMiHu y KopoTkili
KOHTPO/b, BUMYCK XapakTepucTuL,i NikapcbKoro 3acoby,
cepii: 3AT TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
dapmauleBTUYHNI Me[MYHOro 3aCTOCYBaHHS
3aBog ETIC, reHepuYHuX/ribpnaHnx/6ionodibHNx
YropLmHa; nNiKapcbknx 3acobiB Nic/s BHECEHHSA TiEl
MOBHWIA LMK camoi 3MiHM Ha pedoepeHTHUIA npenapaTt
BMPOGHMLITBA, (3MmiHa He NoTpebye HagaHHs XOAHNX
BK/IHOHAK0UM HOBUX AOAATKOBKX AaHUX) - 3MiHN
BMNYCK Cepil: BHECEHO [0 IHCTPYKLii A/ MeanYHoro
3AT 3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao
dapmaneBTUYHNI po3zinis "®apmakooriyHi BnacTuBocTi”,
3asop ErIC, "MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
YropuHa nikapcbkMmn 3acobamu Ta iHWi BUam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHS rpyaar”, "34atHicTe BNMBaTtu
Ha LWBUAKICTb peakLii npy kepyBaHHi
aBTOTPaHCMOPTOM a60 iHWKMK
MexaHismamu", "Crnoci6 3acTocyBaHHS Ta
nosun”, "Oitn", "MepenosyBaHHs", "Mo6IYHi
peakuii" BiANOBIAHO A0 pethepeHTHOro
nikapcbkoro 3acoby Dilatrend tablets.
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHECEHO A0 IHCTPYKLiT 418 MeanyHOro
3aCcToCyBaHHS Nikapcbkoro 3acoby Ao
po3ziny "Mo6iyHi peakuyii” wono
B&XX/IMBOCTi MOBIAOM/IEHHS MPO NOGIYHI
peakuji. BBegeHHs 3MiH NpoTarom 6-Tu
MicALB Nicnsa 3aTBepAKEHHS
221. | TANNITOH® Tabnetku no 6,25 mr, no 7 3AT YropwumHa nepBuHHE YropwmHa BHECEHHS 3MiH 40 peecTpavLiiHnx 3a He UA/0947/01/01
Tabnetok y 6nictepi; no 2 PapmaueBTNY nakyBaHHs, mMartepianis: 3miHu | TMNy - 3MiHK WOA0 peyenmom niosnsieae
abo 4 6nictepn y HWi1 3aBOf, BTOPWHHE 6e3nekn/edpeKkTMBHOCTI Ta
KapTOHHI KopoobLi ErcC nakyBaHHs, hapmakoHarnsagy. 3mMiHu y KopoTkili
KOHTPO/Ib, BAMYCK XapakTepucTuL,i NikapcbKoro 3acoby,
cepii: 3AT TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
dapmaueBTUYHNI Me[MYHOro 3aCTOCYBaHHS
3aBog ETIC, reHepuYHuX/ribpuaHnx/6ionodibHNX
YropLimHa; nNiKapcbknx 3acobiB Nic/s BHECEHHSA Tiel

NOBHWIA LKA

camoi 3MiH1 Ha ped)epeHTHWIA npenapar
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHMLITBA,
BK/IHOHAK0UMN
BUMYCK Cepii:
3AT
dapmaneBTUYHNI
3aBog ElIC,
YropuwmHa

(3miHa He nNoTpebye HagaHHSA XOAHNX
HOBUX A0AaTKOBUX AaHWX) - SMiHU
BHECEHO [0 IHCTPYKLIT 418 MeAnyHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ginis "®apmakonoriyHi BnacTusocTi”,
"MpoTunokasaHHsa", "B3aeMogis 3 iHLIMMU
nikapcbkMmn 3acobamu Ta iHWi B1uam
B3aemogiit”, "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHsA rpyaar”, "3aatHicTe BnvBaTtm
Ha LWBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMK
MexaHismamu", "Cnoci6 3acTocyBaHHS Ta
posun”, "Oitn", "MepenosyBaHHs", "Mo6iYHi
peakui" BiANOBIAHO A0 pethepeHTHOro
nikapcbkoro 3acoby Dilatrend tablets.
BBefeHHs1 3MiH NpoTAroM 6-Tn micsauis
nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHu
Loao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHECEHO [0 IHCTPYKLIT 418 MeAnyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3giny "Mo6iyHi peakuyii” Wwoao
B&XX/IMBOCTi MOBIAOM/IEHHS MPO NOGIYHI
peakuji. BBegeHHs 3MiH NpoTarom 6-1u
MicALB Nicnsa 3aTBepAKeHHs

222.

TAMCYNOCT
AL

kancynm 3
MoaudpikoBaHUM
BUBINIbHEHHSM, TBEPAi N0
0,4 mr; no 10 kancyn y
6nicTepi; no 3 6rictepu 'y
KapTOHHIlA KOpooLi

CTALA
ApuHarimitTen
b Al

HimeyunH
a

Bunyck cepiii:
CTAJA
ApuHalimiTTens
AT, HimeuunHa;
Bupo6HMLTBO
Hepo3dhacoBaHoro
NPOAYKTY,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
KOHTpPO/b Ccepiii:
damap A.B.E.
AHTOyCca lNMnaHT,
Ipewis; CiHTOH
Xicnania C.J1.,
IcnaHis;
Bupo6HMLTBO
Hepo3dhacoBaHoro

npoaykTy,

KOHTPO/Tb Cepiii:
PotteHgopd
dapma 'mbX,

Himeuuunna/
Ipeuis

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3mMiHu Woao
6e3nekn/edekTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpnaHnx/6ionodibHNX
nNiKapcbknx 3acobiB Nic/s BHECEHHA Tiel
camoi 3MiHN Ha pedepeHTHWIA npenapar
(3MmiHa He nNoTpebye HagaHHS XOAHNX
HOBUX J0LATKOBUX AaHnX). 3MiHW BHECEHO
[0 IHCTPYKLiT Ana MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu "dapmakooriyHi BNacTuBocTi”,
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta 4o3un",
"MepeposysaHHA", "T06GIYHI peakui™
3rigHo 3 iHGhopMaLiero Woa0 MeanyHoro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (OMHIK®). BBeeHHS 3MiH
npoTArom 3-x MicsaUiB MiC/1A 3aTBEPKEHHS

3a
peyernmom

He
nignsrae

UA/12831/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
HimeuumnHa;
MepBuHHE Ta
BTOPVHHE
nakyBaHHS:
PotTeHgopd
dapma M'voX,
Himeyunna; TAMI
CAH MPOCIMEPO
CMA, ITanis;
KoHTponb cepiii:
CiHTOH BB,
Higepnangu
223. | TIBAPTIH-H pO34nH N8 iHgysil, 42 TOB YkpaiHa Bunyck cepii: TOB YkpaiHa/ BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/19033/01/01
mr/mn no 100 mn a6o no «®@APMACEN «PAPMACE/», Ipeuis MaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peyenmom
200 mn y donakoHi, no 1 » YKpaiHa, Ceptudpikat BignosigHocTi/l E-cepTuddikat
chnakoHy B naui 3 HeposdacoBaHuii BiANOBIAHOCTI EBpONechbkil
KapToHy; no 100 mn abo NPOAYKT, thapmakonei/MmoHorpadii. NMogaHHsA HOBOro
no 200 mn y cpnakoHi, no nepBuHHA abo OHOB/IEHOTO cepTugikaTa
10 dpnakoHiB y KopoobLi yrnakoBka, BiANOBIAHOCTI 260 BUyYEHHS
BTOPVHHA cepTucpikaTa BiANOBIAHOCTI EBpONechkili
yMnaKoBKa, hapmakonei: ana A®l; ans BuxigHoro
KOHTPO/Ib: marepiany/peareHTy/npoMikHOro
BIOCEP C.A. NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
MAPEHTEPA/ BMPOGHULTBI API; ANt AONOMIXHOT
COMoWwHC peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
IHOACTPI, peuis €Bponeiickkili hapmakonei) - Hosuit
cepTugikat Big HOBOro BUPO6GHMKa (3amiHa
ab0 AOMNOBHEHHS)
nofaHHa HOBOro cepTucpikata
BiANOBIAHOCTI EBponelickbkin hapmakonei
Ne R1-CEP 1998-120 - Rev 03 g5 gitoyoi
peyoBuHu Arginine hydrochloride Big
HOBOro BMpo6Huka Ajinomoto Co., Inc.,
ANoHis (4ONOBHEHHS)
224. | TISANYL Tabnetku no 4 mr, no 10 AT YkpaiHa AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/7594/01/02
Tabnetok y 6nictepi; no 3 "KUIBCbKW BITAMIHHWIA marepianis: 3miHu | Tuny - 3MiHn WoAo peyenmom
6nictepn y navui BITAMIHHUA 3ABO4" 6e3nekn/edeKTUBHOCTI Ta
3ABO4" thapmakoHarnagy. BeegeHHs abo 3miHu

[0 y3arasibHeHUX faHux Npo cnuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHNX faHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0ocobW, BignoBiganbHoI 3a 34iACHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocoou 3
thapmakoHarnsgy 3asBHuka ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0co6W, BigNoBigaNbHOI 3a 34iiCHEHHS
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n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

thapmakoHarnagy (BK/4yakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
chaiina cuctemu papmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Bikropis
BikTopiBHa.l[lponoHoBaHa pefakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
chapmakoHarnag,.

UA/7594/01/01

225,

TISANY],

Tabnetkun no 2 mr, no 10
Tabnetok y 6nictepi; no 3
6nictepn y nauyui

AT
"KNIBCbK
BITAMIHHWM

3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUN
3ABO4"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3mMiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: Konsga Biktopis
BikTopiBHa.lponoHoBaHa peAakLis:
Babvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBiAabHOT 3a
hapmakoHarang,.

3a
peyernmom

UA/17663/01/01

226.

TOBI®/TAMIH

Kpansi O4Hi, cycneHsisi; no
5 mMn 'y chnakoHi
noslieTuaeHoBoMy 3
KpanenbHULEl Ta
KOHTpONEM nepLUoro
po3KpuTTA, No 1 donakoHy
B naui

AT
"KUIBCbKIN
BITAMIHHWM

3ABOJ"

YKpaiHa

AT "KNTBCbKNIA
BITAMIHHNIA
3ABO/[", YkpaiHa
(BUpPOOHMLTBO 3
npogykuii in bulk
«Padhapm C.A.»,
peuis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpavliiHmx
mMatepianis: 3miHu | TMNy - 3MiHKM LWOA0
6e3nekn/epeKkTBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHun
[0 y3arasibHeHUX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx Npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BigNoBigaNbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asBHuka ans

34ificHeHHs hapmakoHarnsgy B YkpaiHi,

3a
peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o
nocsioYeHHs1

AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobwu, BignoBifanbHOT 3a 3AiICHEHHS
thapmakoHarnagy (BK4vatum KOHTaKTHi
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[Oitova pepakuisn: Konsga Biktopis
BikTopisHa. [MponoHoBaHa pepakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHKX YNOBHOBaXeHOT 0cobm
3a8BHMKa, BiANOBIAaIbHOI 3a
hapMakoHarisg,

227.

TOHOPMA®

TabneTku, BKPUTI
060/10HKOI0; Mo 10
TabneToK y KOHTYpHii
YapyHKOBIli ynakoBLj; no 1
a60 no 3 KOHTYpHi
YapyHKOBi YNakoBK/ B
nauui

MpAT
"®apmavuesTu
yHa chipma
"fNapHuua”

YKpaiHa

MpAT

"®apmaueBTnyHa
thipma "AapHuusa”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat

BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. 3miHW, NoB'a3aHi
3 HeOOXiZHICTIO NPUBEAEHHS Y
BignoBigHICTL A0 MoHorpadii 4PY a6o
€sponelicbkoi hapmakonei, abo iHwoTi
HaujioHanbHOI thapmakonei Aepxasu EC
(iHWi 3miHW) NpyBeAeHHS cneumdikayii Ta
aHaniTnyHux metoauk APl MarHito
cTeaparT A0 BMMOr MoHorpadii EP ta J®Y.

3a
peyenmom

UA/0516/01/01

228.

TOPAPEH

Tabnetkn no 10 mr; no 10
Tabnetok y 6nictepi; no 1,
3 abo no 8 bnicTtepiB y
nauui

AT
"KUIBCBKN
BITAMIHHWI

3ABOA"

YKpaiHa

AT "KNIBCbKU

BITAMIHHWI
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3arasibHeHUX faHux Npo cnuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHNX faHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0ocobW, BignoBiganbHoI 3a 34iACHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocoou 3
thapmakoHarnsgy 3asBHuka ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBigaNbHOI 3a 34iACHEHHS
hapmakoHarnsay (BK1oyatouy KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsagy) -
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
Bi4NoBiga/IbHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Bikropis
BikTopiBHa. MNponoHoBaHa pejakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu

3a
peyenmom

UA/11688/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3as1BHVIKA, BignoBiga/bHOI 3a
hapmakoHarnag,.
229. | TPABIHOP® Ou4Hi kpanni, po3uunH, 0,040 AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHux 3a UA/16877/01/01
mr/m; no 2,5 mny "KUIBCbKW BITAMIHHWIA marepianis: 3miHu | Tuny - 3mMiHu Woao peyenmom
donakoHi BITAMIHHWA 3ABO/L", YkpaiHa 6e3nekn/edeKkTMBHOCTI Ta
noninponineHosomy 3 3ABO4" (BUpPOGHMLTBO 3 hapmakoHarnsgy. BeegeHHs abo 3miHu
KpanesnbHuLel Ta npoaykuii in bulk " [0 y3arasibHeHX JaHux Npo cuctemy
KOHTpONEeM NnepLuoro Pachapm C.A.", thapmakoHarnagy (BBefeHHs
po3KpuTTS; No 1 donakoHy pevyis) y3araJlbHeHUX AaHux npo cuctemy
B MauLii 3 KAPTOHY thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifasibHOT 3a 3AiACHEHHSI
thapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3piicHEHHs chapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignNoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: Konsga Biktopis
BikTopiBHa. MNponoHoBaHa peaakuis:
Babvka AmnuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBiAabHOT 3a
dhapmakoHaring
230. | TPUAYKTAH TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHmx 3a UA/5030/01/01
MB NAiBKOBOK 0O0/IOHKOIO, 3 YKPATHA" Crapt" mMaTtepianis: 3miHu | TNy - peuyenmom
MogupikoBaHUM AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BUBINIbHEHHAM, N0 35 Mr BMPOGHUWYOI AinbHNL (BKIKOYAKYN
no 10 TabneTtok y LinbHUUi ons A®l, NpOMIXXHOTO NPOAYKTY
6nictepi, no 3 abo 6 ab0 roToBOro NiKapcbKoro 3acooy,
6nicTepiB y KAPTOHHIl LiNbHULU 015 NPOBEAEHHS MNakyBaHHS,
naJui;no 20 TabneTok y BMPOGHMKA, BIANOBIAAILHOIO 3a BUMNYCK
6nicTepi, no 1, 3 abo 4 cepili, MicLle MPOBEeAEHHS KOHTPOIO cepii)
6nicTepy y KapTOHHIl abo noctavasibHUKa BUXiAHOrO MaTepiay,
nauui peareHTy ab0 [ONOMIKHOI pe4yoBUHU
(AKLLLO 3a3HAYEHO Y A0CbE) BUTYUYEHHS
BMPOOGHYKa cy6CTaHLil TpuMmeTasuguHy
ovrigpoxnopugy — dipmn «Maps
Laboratories Private Limited», IHgis.
3aMWaETbCA 3aTBEPMKEHNI BUPOOHNK
cyb6CTaHUil TpumeTasnamHy
avrigpoxnopugy — «Centipharm»,
DpaHuis.
231. | TPUAYKTAH TabneTkun, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx - UA/5031/01/01
MB NAiBKOBOK 060/I0HKOH0, 3 YKPAIHA" Crapt" MaTtepianis: 3miHu | TNy -
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

MogudpikoBaHUM
BUBINIbHEHHSM, N0 35 Mr
in bulk: no 7 xr TabneTok y
nonieTUNIEHOBNX NakeTax,
AKi BKNagawTb y
KOHTelHepwn

AAMIHICTpaTUBHI 3MiHW. BunyuyeHHs
BMPOGHUWYOI AinbHUL (BKIKOYAKUN
AinbHUU Ana A®l, NpoMiKHOro NpoayKTy
ab0 roToBOro slikapcbKoro 3acooy,
AiNbHWL ANA NPOBeAEeHHSA NakyBaHHS,
BMPOGHMKA, BiANOBifa/IbHOTO 3a BUMYCK
cepili, MicLle MPOBEAEHHS KOHTPOIO cepii)
a60 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo [0NOMiXXHOI peYOBUHU
(AKLWO 3a3HAYEHO Y AOCbE) BUSTYUEHHS
BMPOOGHYKa cy6CTaHLil TpuMeTasuguHy
avrigpoxnopugy — dipmun «Maps
Laboratories Private Limited», IHAis1.
3anmaeTbCa 3aTBEPMAKEHNI BUPOBHMK
cybcTaHUii TpumeTasuanHy
avrigpoxnopugy — «Centipharm»,
PpaHuis.

232,

TPUKAPA

TabneTkn, BKPUTI
NNiBKOBOK 060/1I0HKOID, MO
20 wr; no 10 TabneTtok y
6nictepi; no 3 6nictepn y
nauui

AT

"KNIBCbK

BITAMIHHWM
3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUN
3ABOL"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3MiHn Woao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifasibHOT 3a 3iCHEHHS!
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXEHOI 0CO6YM 3asiBHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
[itoua pepakuis: Konsga Biktopis
BikTopiBHa. - MponoHoBaHa pefakuis:
Babvika iMnTpo AHaTonilioBuy. - 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3asBHVKa, BiANOBiAabHOT 3a
hapmakoHarang,.

3a
peuyenmom

UA/7597/01/01

233.

TPUHOMIA®

Kancynu Teepai no 100
Mr/20 mr/5 Mr; no 7 kancyn
y 6nicTepi; no 4 6nictepu
B KapTOHHIi kKopo6ui

beppep
IHTepHauioHan
b, C.A.

IcnaHia

beppep
IHTEepHauioHanb,
C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpavliinHmx
mMatepianis: 3miHu | TMNy - 3MiHK LWOA0
6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHu) - 3MiHn
BHECEHO B TEKCT MapKyBaHHSA NePBUHHOI
Ta BTOPMHHOT YNakoBOK NiKapCbKoro

3a
peyenmom

UA/15409/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3acoby y n. «IHLWE» wwoao BnaaneHHs
NIOroTUNy KOMNaHii ogoiliiHoro
npefcTaBHuKa 3asBHUKa B YkpaiHi TOB
«ACIHO YKPAIHA». - TepMiH BBEAEHHS
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPKEHHS.
234. | TPMUHOMIA® kancynv TBepgi no 100 deppep Icnarnis deppep IcnaHis BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/15410/01/01
Mmr/20 mr/2,5 mr; no 7 IHTepHauioHan IHTepHauioHanb, mMatepianis: 3miHu | TMNY - 3MiHK LWOA0 peyenmom
Kancyn y 6nictepi; no 4 b, C.A. C.A. 6e3nekn/edekTMBHOCTI Ta
6nicTepy B KAPTOHHIi thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
KOpoo6Li BHECEHO B TEKCT MapKyBaHHSA NepBUHHOT
Ta BTOPMHHOT yNakoBOK NiKapCbKoro
3acoby y n. «IHLWE» wwoao BnaaieHHs
NIOroTMNy KOMNaHii ogoiLiiHoro
npeacTaBHVKa 3asiBHMKa B YkpaiHi TOB
«ACIHO YKPAIHA». TepmiH BBEAEHHS
3MiH - NpOTArom 6 Micsuis nicns
3aTBEPKEHHS.
235. | TPOMBACE/N | Tabnetku, BKpUTI Mictpan AHrniA Brpo6HWK, Icnanis/ BHECEHHS 3MiH 0 peecTpaviiHmx 3a UA/20175/01/01
nNiBKOBOK 060/I0HKOID, MO Kenitan BiagnoBiganbHWii 3a |  LUBeiiyapis mMatepianis: 3miHu | TMNy - 3MiHKM LWOA0 peuyenmom
5 wr, no 10 TabneTok y MeHemKMeHT BMPOGHMLTBO, 6e3nekn/edeKTMBHOCTI Ta
6nicTepi, no 3 6rictepu B NimiTen nakyBaHHs, thapmakoHarnagy. BHeceHHsi abo 3miHa(n)
KapTOHHIlA KopooLi KOHTPO/b AKOCTI [0 3060B'A3aHb Ta YMOB BUAaui
Ta BUNycK cepii: peecTpaLiiHOro NOCBIAYEHHS, BK/IHOUYAOUM
HEMPAKCDHAPM MnaH ynpasniHHA pusmnkamm
®APMACBIOTIKA (3acTocyBaHHs TEKCTY, SIKWIA NOTrOKeHN 3
N3 C.N., Icnanis; KOMMETEHTHVUM opraHoM) 3asiBHUKOM
AnbTepHaTUBHWUIA HafaHO OHOB/IEHUIA NNaH ynpas/iHHA
BUPOBHUK, pusnkamm Bepcis 1.0. 3MiHY BHECEHO 0
BiAnoBiganbHWI 3a yacTuH: | «3aranbHa iHchopmavis», Il
MiKpOHi3aLito «[naH 3 dhapmakoHarnsagy», V «3axom 3
NMPOMDXHOro MiHimi3auii pusmkie», VI «Pe3tome nnaHy
NPOAYKTY: ynpaBiHHA pusnkamu», VIl «Jogatku» y
Dxetdapma CA, 3B'A3KY 3 AofaBaHHAM iHhopMauii LWoao
LLiBeiiuapis; OLiHKM eheKTUBHOCTI AOAATKOBUX 3aX0L4iB
AnbTepHaTUBHUI 3 MiHiMi3auii pu3ukis gns pusnky
BUPOGHUK, "KpoBoTeua".
BiANOBIAaIbHUIA 38 Pestome nnaHy ynpaBniHHS pusnkamu
MiKpOGionoriyHe Bepcia 1.0 gogaeTbes.
TecTyBaHHS:
MIKPO-BIOC,
C.J1., IcnaHis
236. | TPOMBACE/ | Tabnetku, BKpUTI Mictpan AHrniA Brpo6HMK, Icnanis/ BHECEHHS 3MiH 0 peecTpaviiHmx 3a UA/20175/01/02
NiBKOBOK 060/I0HKOIO, MO Kenitan BignoBiganbHuii 3a |  LLiBeiiuapis marepianis: 3miHu | Tuny - 3MiHK LWoA0 peyenmom
10 vr, no 10 TabneToK y MeHegKMeHT BMPOGHMLTBO, 6e3nekn/epeKTBHOCTI Ta
6nicTepi, no 3 6nictepu B Nimiten nakyBaHHs, thapmakoHarnagy. BHeceHHsi abo 3miHa(n)

KapTOHHIiA KopobLi abo no
14 TabneTok y 6nictepi,

KOHTPO/b AKOCTI
Ta BMNYyCK cepil:

[0 3060B'A3aHb Ta YMOB BUAAui
PEECTPALLiHOIO MNOCBIAYEHHS, BK/IHOYAOUN
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
no 7 6nicTtepis B HENPAKC®APM MnaH ynpaeniHHA py3nkamm
KapTOHHilA KopooLi PAPMACBIOTIKA (3acTocyBaHHsA TEKCTY, SKNIA NOTOKEHNI 3
N3 C.N., Icnanis; KOMMNETEHTHVUM opraHom) 3asiBHUKOM
AnbTepHaTUBHUIA HaZiaHO OHOB/IEHWIA NAaH yNpas/liHHSA
BUPOBHUK, pu3nkamm Bepcisa 1.0. 3MiHY BHECeHOo 0
BiANOBIAabHUIA 38 yacTuH: | «3aranbHa iHchopmavis», Il
MiKpOHi3aL,jto «MnaH 3 hapmakoHarnagy», V «3axoau 3
NPOMDXHOro MiHimi3aLii pusunki», VI «Pe3tome nnaHy
NPOAYKTY: ynpaBiHHA pusnkamu», VIl «Jogatku» y
xetdhapma CA, 3B'A3KY 3 AoJaBaHHAM iHhopmaL,i Wwoao
LLiBeiiuapis; OLiHKM edheKTUBHOCTI 10AATKOBUX 3aX0/4iB
AnbTepHaTUBHWIA 3 MiHiMi3auii pusukis gnsa pusnky
BUPOGHUK, "KpoBoTeua".
BiANOBIAaIbHUIA 38 Pestome nnaHy ynpasniHHS pusnkamu
MiKpOGionoriyHe Bepcia 1.0 gogaeTtbes.
TecTyBaHHS:
MIKPO-BIOC,
C.J1., IcnaHis
237. | TPOCAH TabneTku, BKpUTI Aypo6iHao IHgjisa Aypobingo ®apma IHgis BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/11737/01/01
NNiBKOBOK 060/I0HKOID, MO dapma /114 Nimiten - FOHIT I mMatepianis: 3miHu | TMNY - 3MiHK LWOA0 peyenmom niosnsieae
25 mr; no 10 TabneTok y 6e3nekn/edekTMBHOCTI Ta
6nicTepi; no 3 6rictepu B hapmakoHarnsgy. 3mMiHu y KopoTkili
KapTOHHIlA KOpooLi XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHSA
reHepuYHNX/ribpuaHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/1si BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HaAaHHS XOOHUX
HOBWX A0JATKOBUX AaHWNX). 3MiHU BHECEHO
00 IHCTPYKLii ANns MeanyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3ainun "dapmakosioriyHi BNacTuBocTi”,
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
niKkapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiit", "OcobaMBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3actocyBaHHs Ta go3n", "TMobiuHi
peaxuii”, "HecyMmicHicTb" 3rigHo 3
iHchopmavieto LWoa0 meguyuHoro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (COZAAR). BeefeHHs 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS.
238. | TPOCAH TabneTkun, BKPUTI Aypo6iHao IHAisa AypobiHgo ®apma IHpin BHECEHHS 3MiH [JO peecTpaLiiHnx 3a He UA/11737/01/03
NAiBKOBOK 060/I0HKOID, MO Papma /114 Nimiteq - HOHIT I MaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyernmom nionsieae

100 wmr; no 10 TabneTtok y
6nictepi; no 3 6nictepu B
KapTOHHI/ Kopobui

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
MeAMYHOro 3acToCyBaHHA
reHepuyHnX/ribpugHnx/6ionodibHNX
niKapcbKUx 3ac06iB NicNs BHECEHHS Tiel
camoi 3MiHV Ha pedepeHTHWIn npenapat
(3MiHa He noTpebye HagaHHA XOAHNX
HOBUX J0LATKOBUX AaHnX). 3MiHW BHECEHO
[0 IHCTPYKLUiT A8 MeAnNYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y
po3ainuv "®apmakosoriyHi BNacTneocTi",
"MpoTunokasaHHs", "B3aemopis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHLWi BUamn
B3aemogiin”, "OcobamMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHsA Ta f03u", "Mo6GiuHI
peakujii”, "HecymicHicTb" 3rigHo 3
iHthopmauieto LWoA0 MeanyHoro
3acTocyBaHHsA pehepeHTHOro Nikapcbkoro
3acoby (COZAAR). BeeieHHS 3MiH
NpoTArom 6-Tm MicALIB micns

3aTBEPAKEHHS.
239. | TPOCAH TabneTkun, BKpUTI Aypo6iHao IHAjs Aypobingo ®apma IHAis BHECEHHS 3MiH 0 peecTpaLinHux 3a He UA/11737/01/02
NNiBKOBOK 060/1I0HKOID, MO dapma NlTg Nimiteq - HOHIT Il marepianis: 3miHu | Tuny - 3mMiHn Woao peyenmom nionsieae
50 wmr; no 10 TabneTtok y 6e3nekn/edeKkTMBHOCTI Ta
6nicTepi; no 3 6nictepu B hapmakoHarnsagy. 3mMiHu y KopoTkili
KapTOHHIA KopoobLi XapakTepucTuLi nikapcbkoro 3acoby,

TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuYHuX/ribpnaHnx/6ionodibHNx
nNiKapcbknx 3acobiB Nic/s BHECEHHSA TiEl
camoi 3MiHN Ha pedepeHTHWIA npenapar
(3MmiHa He NoTpebye HagaHHs XOAHNX
HOBUX J0LATKOBUX AaHnX). 3MiHW BHECEHO
[0 IHCTPYKLii Ana MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu "dapmakooriyHi BNacTuBocTi”,
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"Cnoci6b 3acTocyBaHHA Ta fo3un", "MoGiyHi
peakuii”, "HecymicHicTb" 3rigHo 3
iHbopMmaLieto Wwoao MeguyHoro
3acToCyBaHHS pehepeHTHOro NikapcbKoro
3acoby (COZAAR). BBeggeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns

3aTBEPKEHHS.
240. | YPO- Kancynu no 6 mr no 10 OM dapma LBeiiuapi OM dapma CA LBeiiuapis BHECEHHS 3MiH 0 peecTpavliiHmx 3a UA/12599/01/01
BAKCOM Kancyn y 6nictepi; no 3 CA A marepianiB: yTOUHEHHS peecTpaviiiHol peuyenmom

6nicTepy y KapTOHHIW npoueaypu B Hakasi MO3 Ykpainu Ne
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Kopobui 1933 Big 18.11.2024 - 3miHu | Tuny -

3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa
y MeTofax BunpobysaHHsa A®| abo
BMXigHOro Matepiany/npomiKHOro
NpoAyKTy/peareHTy, LU0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa A®| (He3HauHi
3MiHW Y 3aTBEPAKEHUX METoAax
BMNPO6YBaHHS) - He3HayHa 3MiHa y
MeTofi BUNpobyBaHHS, LU0
BUKOPWCTOBYETLCA A/151 KiNIbKICHOTO
BM3HAYEHHSA BifIKy y Nikapcbkiii cyocTaHLi
OM-89, 3MmiHKn y npo6onigroToBui (MeToa
Toypi). BBegeHHs 3MiH NpoTArom 6-Tu
MicsAILiB nicns 3aTBepKeHHs. 3MiHu | Tuny
- 3MiHK 3 5IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposib roTOBOrO NMikapCbKoro
3acoby. 3miHa y MeTodax BUNPo6yBaHHS
roToBOro MikapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBEpKEHUX MeToaax
BUNPOBYBaHHSA) - He3HauHi 3MiHW y TecTi
iaeHTudikauii girovoi peyosuHn Y
cnekTpohOMETPUYHUM METOAOM AN
roTOBOrO NiKapcbKoro 3acoby, pefakuiiHi
npaskn BBegeHHA 3MiH NpOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHu | Tuny
- 3MiHK 3 AkocTi. ADI. KoHTpornb AdI.
3MiHa y napameTpax cneuudikauiin Ta/abo
[OMYCTUMMX MEX, BU3HAYEHNX Y
crneundikauisx Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMPOGHMLTBA AD| (3BYXKEHHS AOMYCTUMUX
MeX, BU3HaYeHWX y creumdikadii) -
3MiHN KpUTEpIiB NPUAHATHOCTI
iaeHTudikauii (metog TWX ) gna OM 89
KOHLeHTpaTy, BUAAIEHHS 3HAYEHHS
KoedpiljieHTa cnosinbHeHHs (Rf)
(oHOBNEHHSA po3gainy 3.2.S.2.4). BBefeHHsA
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpMKEHHS. 3MiHuM | Tuny - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMMX MEX, BUHAYEHNX Y
crneundikauisx Ha A®l, abo
BUXIZHWIA/NPOMIDKXHUIA NPpOAYKT/peareHT, Lo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMPOGHMLTBA AD| (3BYXKEHHS AOMYCTUMUX
MeX, BU3HAYEHUX Yy cneumndikauii) - 3miHun
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

KpUTEepIiB NPUAHATHOCTI ifeHTudikawi
(meTog TWX') ana OM 89 niogpinizary,
BUAANIEHHS 3HAUYEHHS KoedpilieHTa
cnosinbHeHHs (Rf) (oHOBNEHHS po3giny
3.2.S.4.1). BBeieHHs 3MiH NpOTAromM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3MiHK 3 SKOCTI. F0TOBUIA NiKApCbKUi
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3MiHa napameTpiB cneumdikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (3BYXXEeHHs
[0NyCTUMUX MEX) - 3MiHU KpuTepiis
NPUAHATHOCTI igeHTudikayii (meTog TLUX )
[Ns TOTOBOrO NiKapcbKoro 3acoby,
BUAANIEHHS 3HAUYEHHS KoedpilieHTa
cnosinbHeHHs (Rf) (oHOBNEHHS po3giny
3.2.P.5.1). BBeieHHs 3MiH NpOTAromM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3miHu 3 gkocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikayii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO
nokasHuka AKocTi (Hanpuknag BUIyYeHHs
3acTapifnioro nNokasHvika)) - BunyueHHs
MoKasHWKIB ifeHTUdiKauil JOMOMKHNX
peyoBuH ana OM 89 niogpinizaty (n.
laeHTudpikauisa Mannitol, Pregelatibised
starch, Magnesium stearate). BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TNy - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO MiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYCTUMMX MEX roTOBOrO NiKapCbKOro
3ac00y (BMlyYeHHS HE3HAYHOrO
nokasHuka (Hanpvknag 3acTapisioro
noKa3HMKa, Takoro sk 3anax Ta cmak, abo
iaeHTudiKaLisa 6apBHUKIB YN CMaKOBUX
[06aB0oK)) - BuiyyeHHsi nokasHukiB
iAeHTndiKauil LOMOMKHNX PEYOBUH A5
roToBOro fikapcbkoro 3acoby (n.
laeHTudikauis: Mannitol, Pregelatibised
starch, Magnesium stearate) (HasBHuWI
KOHTPO/b B MpoLeci BUPOOGHULTBA).
BBefileHHs1 3MiH NpOTSArom 6-T MicsauiB
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

nicns 3aTBepMkKeHHs. 3MiHu | Tuny - 3MiHn
3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3aco0y.
3MiHa y MeTofax BUNPOOyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
HesHauHa 3MiHa y meTogi BUNpobyBaHHS
ONs TecTy iaeHTudiKaLia Aito4oi pevyoBuHU
(meTog BEPX') B roToBOMY niKapCbkOMy
3aco6i (BHECEHHS anbTepHaTUBHI YMOBW).
BBefeHHs1 3MiH NpoTAroM 6-Tn micsauis
nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHu
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NikapCbKoro 3acoby.
3MiHa y meTofax BMNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAaX BUNPOGYBaHHS) -
HesHauHa 3MiHa y meTogi BUnpobyBaHHS,
LLI0 BUKOPUCTOBYETLCA AN Ki/TbKICHOTO
BU3HAYEHHS Bisiky y roTOBOMY
niKkapcbkoMy 3aco6i, 3MiHN y
npo6onigroTosui (MeTog Jloypi).
BBefeHHs1 3MiH NpoTAroM 6-Tn micsauis
nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHu
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro 3acoby
(iHWi 3MiHK) - BHECEHHS KOpeKLiiHNX
npaBOK Ta BUMPaB/IEHHA HETOYHOCTEN B
MeToAax KOHTPO0 SKOCTI 3rigHO [0
3aTBEPKEHNX AOKYMEHTIB B po3ginax
«Cknag (3amiHa Ha3Bu 3 «AKTUBHUIA
iHrpedieHT» Ha «[litoua pevoBuHa»;
cneumngikayin: «O4HOPIAHICTL Macn»
3MIHEHO 3 «CcepefiHsl Maca Ta BifAXWNeHHs
Bifl cepeHbOi Macu»; «binok» - gofaHo
«Ki/IbKICHE BM3HAYEHHS: BGEMOK»;
«Po3nafaHHsa» - BHECEHO YTOYHEHHS « 3
[OMCKOM» 3MiHa B hOpPMY/tOBaHHI B po34ini
«MikpobionoriyHa uncToTa»; B po3gini
«BoA0OHENPOHVKHICTE 61ICTEPHOI yNnakoBKu
BHECEHO Ha3By MeToAy (MeTof,
METWUIEHOTO CUHLOTO) Ta OHOBJ/IEHO
HymepaLjii MyHKTIB METOAIB KOHTPOJIIO.
3MmiHu | TNy - 3MiHK 3 SIKOCTI. ToTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpPKEHNX




170

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MeToJax BUNPOOyBaHHS) - HesHauHi 3MiHn
y MeTogji BUnpobysaHHs «BMicT Bogmn»
(3miHy npo6onigrotosku) (Metog K.
diwepa)

241. | YPCO®DA/NDbK | Tabnetku, BKpUTI Op. ®anbk HimeuunH BignosigansHuii HimeyunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/3746/03/01

nNiBKOBOK 060/I0HKOID, MO dapma 'mM6X a 3a BUMYCK cepiit MaTtepianis: 3miHu | TMNy - 3MiHK WOA[0 peyenmom nidnsieae

500 wr; no 25 Tabnetok y KIHL,EBOTrO 6e3nekn/edeKTUBHOCTI Ta

6nictepi; no 1, 2, abo no 4 NPOAYKTY: thapmakoHarnagy (iHLwi 3MiHun)

6nicTepy B KAPTOHHIi
Kopobui

Ap. ®anck Papma
'M6X, HimeuunHa;

Bupo6HuK
[030BaHoi chopmu,
nepBuHHeE,
BTOPUHHE
nakyBaHHsA Ta
KOHTPO/Ib SIKOCTI:
NosaH dapma
vm6X, HimeuuunHa;

Bunpo6HuK,
BiANOBiAa/IbHMIA 3a
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
NoszaH ®apma
'M6X, HimeuunHa;

Bunpo6HuK,
BiANOBiAa/IbHMIA 32
KOHTPO/Ib SIKOCTI:
HaykoBo-
pocnigHuii
IHCTUTYT
Xennenep MvbX,
HimeuunHa

BHECEHHS 3MiH 0 MKA (po3giny
"MapkyBaHHsA")-BiAMNoBIigHO A0
3aTBEPIKEHOrO TEKCTY MapKyBaHHS.
3MiHN BHECEHO B TEKCT MapKyBaHHS
nepBUHHOT ynakoeku y n. 3. <cHOMEP
CEPII NIKAPCBKOIO 3ACOBY», n. 4.
«[JATA 3AKIHYEHHA TEPMIHY
NMPNOATHOCTI» Ta BTOPUHHOIT YNaKkoBKu
nikapcbKoro 3acoby B n. 7. «IHLWI
OCOB/IMBI 3ACTEPEXXEHHS», n. 8.
«[ATA 3AKIHYEHHA TEPMIHY
NPUOATHOCTI», n. 13. «<HOMEP CEPII
JIIKAPCBbKOIO 3ACOBY», n. 14.
«KATEIOPIA BIANYCKY», n. 16.
«IHPOPMAUIA, AKA HAHOCUTbLCHA
LPVOTOM BPAMNSA», n. 17. «IHLWE>.
3MmiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo agpecu
3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
noceigyeHHs). 3MiHa agpecy 3asiBHYIKA.
3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOHAKUN [iTbHAL
BWMYCKy cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BUpoGHWK/iMnopTep,
BK/IO4al0UM BUMYCK Cepiid) - 3MiHa agpecu
MiCLS NPOBAMKEHHS [isiNIbHOCTI
BMPOGHMKA, BiANOBIJaSIbHOTO 3a BUMYCK
cepili kiHueBoro npoaykty (Ap. danbk
dapma 'm6X, HimeuunHa) 6e3 3miHn
hakTMYHOro MicLLepo3TallyBaHHS
BMPOGHMKA. TakoX 3MiHN BHECEHO B
IHCTPYKLUiI0 4151 MeANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin
«MicLe3HaxomKkeHHS! BUpOGHMKa Ta
afipeca Micua NpoBagKeHHs oro
[OISNBbHOCTI» 3 BigNOBIAHNMMW 3MiHAMU Y
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
TEKCTi MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby.
242, | ®EHICTUN Kpanni opasibHi, 1 mr/mn; XaneoH KX Lseiuapi XaneoH KX Llseiuapis BHECEHHS 3MiH 0 peecTpaLinHux 6e3 UA/9377/01/01
no 20 mMn y ¢hs1akoHi 3 CAP/1 A C.a.p.n. marepianis: 3miHu | Tuny - 3mMiHu Woao peyenma
KpanesnbHuueto; no 1 6e3nekn/edeKkTMBHOCTI Ta
h/1aKOHY B KapTOHHIi hapmakoHarnsgy. BeegeHHs abo 3miHu
Kopoo6Li [0 y3araslbHeHNX AaHnx Npo cuctemy

thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx npo cucremy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifasibHOT 3a 3AiACHEHHSI
thapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3piicHEHHs chapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignNoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: John Poustie.
MponoHoBaHa pepakuin: Sarah Weetch.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
thapmakoHarnsag. 3mMiHa KOHTaKkTHOT 0co6u
3a8BHVKa, BiANOBIA&IbHOI 3a
hapmakoHarnsg B Ykpaini. fitoua
pefakuis: Kupunisa lanuHa reopriigHa /
Galyna Kyryliva. MponoHoBaHa pefakuis:
lopinuk Aptem Bonogvmuposud / Artem
Horilyk. 3MiHa KOHTaKTHUX AaHuUX
KOHTaKTHOI 0CcObM 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B

YKpaiHi.
243. | ®EHICTUN renb 0,1 %; no 30 r y Ty6i; XaneoH KX Lseliyapi XaneoH KX LLIseliapis BHECEHHS 3MiH 4O peecTpavLiiHnx 6e3 UA/0894/01/01
rENb no 1 Ty6i y KapTOHHIiA CAPN A C.a.p.n. mMartepianis: 3miHu | TMNy - 3MiHK WoOA0 peuyenma
Kopobui 6e3nekn/edpekTBHOCTI Ta

thapmakoHarnisgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHVX JaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
hapmakoHarnsgy, 3miHa yroBHOBaXKEHOI
ocobu, BignoBifasibHOT 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTakTHOT ocobu 3
hapmakoHarnsagy 3asBHuka i1s
3[iicHEHHs hapMakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT




172

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (BKIoyatouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6U 3asBHYKA,
BiANOBiAaNbHOI 3a thapMakoHarnsg,
[itoua pepakuis: John Poustie.
MponoHoBaHa pepakuin: Sarah Weetch.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
thapmakoHarnsag. 3MiHa KOHTaKTHOI 0cobu
3a8BHMKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg, B Ykpaii.

[itova pepakuisa: Kupunisa ManuHa
leopriiBHa / Galyna Kyryliva.
MponoHoBaHa pepakuis: Mopinvk Aptem
Bonogumnposuy / Artem Horilyk. 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
hapMakoHarnag B YKpaii.

244,

®EHICTUN
EMYNbCIA

eMy/ibCisl HawkipHa 0,1 %;
no 8 mn y dpnakoHi 3
KYNbKOBVM ansikaTopom;
no 1 donakoHy B KapPTOHHIN
Kopobui

XaneoH KX
CAPN

Lseiuapi
A

XaneoH KX
C.a.p.n.

Llseiuapis

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx npo cucremy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3piicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTakKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: John Poustie.
MponoHoBaHa pepakuin: Sarah Weetch.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
thapmakoHarnsag. 3mMiHa KOHTaKkTHOT 0co6u
3a8BHWVKa, BiANOBIA&IbHOI 3a
hapmakoHarnsg B Ykpaini. fitoua
pefakuis: Kupunisa lanuHa reopriigHa /
Galyna Kyryliva. MponoHoBaHa pefakuis:

6e3
peyenma

UA/13867/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
lopinuk Aptem Bonogvmuposuy / Artem
Horilyk.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0Cco6u 3asiBHMKA, BignoBiga/IbHOT 3a
hapMakoHarnag B YKpaii.
245. | PEPBEKC MOPOLLOK A/151 OPa/IbHOTO YIMNCA CAC dpaHuis YIMNCA CAC dpaHuin BHECEHHS 3MiH 40 peecTpavLiiHnx 6e3 UA/7600/01/01
ANnsi QITEN po3unHy; 8 cawe y mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenma
CepTtucpikat BignosigHocTi/lE-cepTudikat

KapTOHHIlA KOpooLi
BiANOBIAHOCTI EBPONENChKil

hapmakonei/MoHorpadii. NogaHHS HOBOrO
ab0 OHOB/EHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons BUXigHOro
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; s AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2000-124-Rev 09
(3aTBEpaxeHo: R1-CEP 2000-124-Rev 08)
NS Ailo4oi peyoBMHM napaLeTamon Bif
BXe 3aTBepAKeHoro BMpobHuka Angiu
Lu'an Pharmaceutical Co Ltd., China. Ak
HacnifoK, NpUBeAEeHHS HanMCaHHA Ha3Bu
BUpPOGHMKa B p. «Cknag» MKA N3y
BignoBigHicTb Ao Bumor CEP
(3aTBepmxeHo: Anqui Lu'an
Pharmaceutical Co Ltd; 3anponoHoBaHo:
Angiu Lu'an Pharmaceutical Co., Ltd.).
3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT
BignosigHoCTI/IE-cepTucpikat
BiANOBIAHOCTI EBPONENChKil
hapmakonei/moHorpadii. NogaHHS HOBOrO
ab0 OHOB/EHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana Adl; ons BUXigHOro
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA - OHOBNEHWI cepTUdiKaT Bif
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1

yXe 3aTBepMKEHOro BUPO6GHMKa, NOJaHHS
OHOBJ/IEHOTO cepTudiKaTa BigNOBIgHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP
2000-124-Rev 10 ons Aito4oi pe4yoBUHM
napaueTamon Bif BXe 3aTBEpAKEHOro
BMpo6HUMKa Angiu Lu'an Pharmaceutical
Co., Ltd., China. 3minu | TUnYy - 3MiHu 3
AKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NogaHHS HOBOrO
abo OHOBMEHOrO cepTudpikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ons BUXigHOro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuit
cepTudikar Big HOBOro BUPOGHMKa (3amiHa
ab0 JONOBHEHHS) NOAAHHA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2004-019 - Rev
06 ans gitoyoi pevoBuHN Ascorbic acid Big,
HoBoro Bupo6Huka CSPC Weisheng
Pharmaceutical (Shijiazhuang) Co., Ltd.,
KnTaii (LONOBHEHHS). 3MiHU | TUny - 3MiHK
3 akocTi. A®l. CTabinbHicTb. 3miHa
nepiogy NOBTOPHUX BUMNPOGYBaHb/Nepioay
36epiraHHa abo ymoB 36epiraHHa Adl (3a
BifICYTHOCTI Y 3aTBEpPKEHOMY [J0CbE
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonel, Lo BK/toYae nepiog
NMOBTOPHOrO BMNPOoGYBaHHS) (Nepiog,
NOBTOPHOTO BUNPOGYBaHHsA/Nepios
36epiraHHs) - 36inbLUeHHss abo BBeAEHHS
nepiofy NoBTOPHOrO
BUNpo6yBaHHA/nepioy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/IHKEHDb Y
peaslbHOMY 4aci - BBEAEHHS nepiogy
NOBTOPHOrO BUNPOGYBaHHA 3 POKW Ans
Airoyoi pevosuHK Ascorbic acid
BMpo6HMUTBa CSPC Weisheng
Pharmaceutical (Shijiazhuang) Co., Ltd.,

KnTaii.
246. | ®EPBEKC MOPOLLIOK A1 OpasIbHOro YMNCA CAC PpaHLis YMNCA CAC ®paHuisa BHECEHHS 3MiH A0 peecTpaviiiHmx 6e3 UA/3128/01/01
And po3uuHy; 8 cawe y mMaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peuenma

AOPOCNIUX KapTOHHI KOpoobLii Ceptucpikat BignosigHocTi/l E-cepTudikat
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3
MAJ/IMHOBU
M CMAKOM

BiANOBIAHOCTI EBpONEChbKil
thapmakonei/MmoHorpadii. MogaHHs HoBOro
ab0o OHOB/EHOTO cepTugikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudiikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BUPOGHMKa - [oAaHHA OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONeichbkili
chapmakonei Ne CEP 2002-020 - Rev 10
(3atBepmxeHo: CEP 2002-020 - Rev 09)
0ns aitodoi peyosuHu Paracetamol Big,
BXe 3aTBepA)KEHOro BUpPo6HMKa
FARMSON PHARMACEUTICAL
GUJARAT PRIVATE LIMITED.

247.

®NNEKCBYMI
H

po3unH ANns iHdysiii, 200
r/n; no 50 mny
nosieTuIeHoBOMY NakeTi;
no 1 a6o no 24 nakeTtv B
KapTOHHI Kopobui; no 100
My NonieTuIeHoBOMY
nakeTi; no 1 a6o no 12
nakeTiB B KAPTOHHIl
Kopobui

Takena
MaHydoekuypiH
r AscTpis Al

AscTpis

BUWMYCK Cepii:
Takepa
MaHydekuypiHr
ABcTpist AT,
ABCTpISl; KOHTPO/b
AKOCTI cepil (Kpim
BMNpoGyBaHb Ha
CTEPUbHICTb Ta
H6akTepiasibHi
€HO0TOKCUHW):
Takepa
MaHydekuypiHr
ABcTpist AT,
ABCTpISl; KOHTPO/b
AKOCTI cepil:
"CTepunbHiCcTL" Ta
"BakTepiasbHi
€HAO0TOKCUHKN":
Takegna
MaHydhekuypiHr
ABcTpist AT,
ABCTpIS;
BVPOGHMLTBO
niKkapcbKoro
3acoby:
cTepusibHe
HanoBHEHHS,
ocTaToyHa

AscTpisi/
CLA

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHVX gaHnx npo cucremy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobu, BignoBifasibHOT 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3piicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTakKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: Stephane Brouckaert.
MponoHoBaHa pepakuia: Jean-Marie Heim.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
thapmakoHarnag,

3a
peyernmom

UA/18128/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nacTtepusauis,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
NPOMKHUI
Bunyck: bakcanta
IOC IHk., CLUA;
BVMPOGHNLTBO
nikapcbkoro
3acoby:
BVMPOGHNLTBO
Hepo3dacoBaHol
npoayKuir,
Tepmoobpobka
(CLGIEETETY]
BiJHOB/IEHHSA
Ppakuii V,
ynbTpal/giacinbTp
auito,
NPUroTyBaHHA
Hepo3dacoBaHol
npoayKuir,
TepMmiyHy 06pobky,
0CTaTOYHYy
inbTpavito):
Bakcanta HOC
IHk., CLLA

248.

DJIEOMTIK®

OYHi Kpanni, po34ynH no 5
Mr/mn;

no 5 Mn y donakoHi
nonieTnaeHoBoMy 3
KpanesbHuULEeto, 3
KOHTpONIEeM MepLUoro
po3KpUTTA; N0 1 donakoHy
B nauuj

AT

"KUIBCbKN

BITAMIHHWA
3ABOA"

YKpaiHa

AT "KNTBCbKNIA
BITAMIHHWIA
3ABO/[", YkpaiHa
(BUPOGHMLTBO 3
npoaykuii in bulk
«Padhapm C.A.»,
Mpeuis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3araslbHeHX JaHux Npo cnuctemy
hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anis
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnagy (BKo4vakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
tpaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Biktopis

3a
peyenmom

UA/20380/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

BikTopiBHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
hapmakoHarnag,.

249,

®/TIOKCAN®

Ma3b 04Ha 0,3% no3ry
namiHoBaHii Ty6i; no 1
Ty6i B KAPTOHHI KOpo6Lyi

TOB «BAYL
XEJIC»

Ykpaina

Ap. Tepxapg,
MaHH XeMm.-chapm.
Pabpuk MTM6X

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny - 3mMiHn Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBeLeHHs
y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
ocobwu, BignoBifasibHOT 3a 3iCHEHHSI
hapmakoHarnsgy; KOHTakTHoOT ocobu 3
chapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
0ocobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
[itoua pepakuis: bapmina NaHHa
OnekcaHgpiBHa. MNponoHoBaHa peaakLis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAabHOT 3a
hapmakoHaring,.

3a
peyernmom

UA/8528/02/01

250.

XABPUKC™
1440
BAKLIMHA
ana
MPO®INAKT
VKM
FENATUTY A

cycneHsis ons iH'ekujn
1440 Ol ELISA no 1 mn
(1 po3a gnsa gopocnumx) y
thnakoHax Nel a6o
nonepeAHbLO HarmoBHEHNX
wnpuuax Nel y koMnaekTi
3 ronkoto no 1 mn (1 gosa
4Nns nopocnux) y dakoHi;
no 1 dpnakoHy B KapPTOHHIi
KOpOGLi 3 MapKyBaHHAM
YKpPaiHCbKOH MOBOIO;

no 1 mn (1 gosa ans
[opocnux)) B nonepesHbLo
HarnoBHEHOMY LUNPULL Y
KOMMAEKTI 3 ronkoto; no 1
LUMPULLY B KAPTOHHIlA
KOpo6Li 3 MapKyBaHHAM
YKpaiHCbKOK MOBOIO; Mo 1

nakcoCmiTKn
AH EkcnopT
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikan3 C.A.

Benbriga

BHECEHHS 3MiH 0 peecTpaviinHmx
mMaTtepianis: 3miHu | TNy -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asBHMKa
(BNacHuKa peecTpauiiiHoro NocBig4YeHHs) -
3miHa agpecu 3asBHMKa (BNacHuKa
peecTpauiiHoro NoCBigYEHHS).

3a
peyenmom

UA/16497/01/02
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
mn (1 fo3sa Ans f4opocnvx)
y thnakoHi; no 1 dpnakoHy
B KapTOHHIiA Kopo6Li 3
MapKyBaHHSIM iHO3eMHVMM
MOBamM 3i CTUKEPOM
YKpariHCbKOK MOBOIO; Mo 1
mn (1 fo3sa Ans 4opocnvx)
B nonepegHbLo
HarnoBHEHOMY LUNPULL Y
KOMMN/IEKTi 3 rosiKoto; no 1
LUMPULLY B KAPTOHHIlA
KOpOO6Li 3 MapKyBaHHAM
iHO3eMH1MWN MOBamu 3i
CTUKEPOM YKPaiHCLKOH
MOBOIO
251. | XENMNEKC® mMa3b no 20 rabo 401y TOB "MoBi YkpaiHa CaBa Xenckea IHgis BHECEHHS 3MiH A0 peecTpaviiHmx 6e3 UA/11390/01/01
E®EKT Ty6i; no 1 Ty6i B nauui 3 Xenc" Nt mMatepianis: 3miHu | TMNY - 3MiHK LWOA0 peuenma
KapToHy 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu). BHeceHo
3MiHW Y TEKCT MapKyBaHHS NepBUHHOT (M.
1, 2, 15) Ta BTOpWHHOI (n. 1, 2, 3, 5, 15)
yMakoBKM MikapcbKoro 3acoby Ta
3p06EHO He3HAUHI pefakLiliHi NpaBKu.
BBefeHHs 3MiH NpoTArom 6-T MicauiB
nicns 3aTBepayKeHHs
252. | XENMNEKC® cnpeii a4ns poToBoi Mosi Xenc Lseiiuapi [Jesa XonguHr TypeuunHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/18887/01/01
NAP NOPOXHUHN, po34unH; 30 6X a A.C. MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenma
MJ1 PO3YMHY Y CKISAHOMY Ceptudpikat BignosigHocTi/lE-cepTudikar
hnakoHi 3 po3nuaBayem BiANOBIAHOCTI EBpONeiichbkili
Y KapTOHHIll kopoobui hapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHOBMEHOrO cepTudikaTa
BiANOBIAHOCTI a60 BUIYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBpONENChbkili
cthapmakonei: ana A®Pl; ons BUXigHoro
matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikaT BIiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuaikaT Bif yXe 3aTBeppKeHoro
BUPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI EBpONENChbkili
hapmakonei Ne R1-CEP 2017-128 - Rev
00 (3atBepmxeHo: RO-CEP 2017-128 -
Rev 01) gns A®| xnoprekcnamHy
[OVTTIIOKOHATY Bif, 3aTBEPAXKEHOIO
BMpo6HuKa Medichem, S.A., IcnaHis.
253. | XITAKCA TabneTku, o AT "Agaveg Monblia BMPOGHMLTBO 3a peuisi/ BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 UA/15529/02/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o

3acoby yrnakoskKa) nocsioyeHHs1
[OVCNepryoTbcsa B pOTOBIl dapma" NMOBHUM LK/IOM: Monbwa/ marepianis: 3miHu | TUMy - 3MiHM 3 AKOCTI. peyenma
NOPOXHMUHI, Mo 2,5 Mr no xeHadapm C.A., Ipeuis CepTtudpikat BignosigHocTi/l E-cepTudikat
10 TabneTok y 6nicTepi, "pevjisi; BUPOGHMK BiZJNOBIAHOCTI E€BpPONENChKiit
no 1 a6o 3 6nictepn y BiANoBigabHNI 3a hapmakonei/moHorpadii. NogaHHsA HOBOrO
KapTOHHIlA KopooLi BMNYCK cepil, He abo oHOBMEHOrO cepTudpikaTa
BKJ/THOYAOUN BiANOBIAHOCTI 260 BUYYEHHS
KOHTpO/b: AT cepTucpikaTa BiANOBIAHOCTI EBpONEchbkili
«Apamep, thapmakonei: ana A®l; ons BUXigHOro
dapma», Monblua; marepiany/peareHTy/npoMikHOro
Bnpo6HMLTBO in NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
bulk, nepBuHHe Ta BUPOGHUUTBI A®I; Ana AONOMDKHOT
BTOPWHHE peyoBuHM (cepTudikat BiAMNOBIAHOCTI
nakyBaHHs, €Bponeiicbkii hapmakonei) - OHOBNeHWi
KOHTPO/b cepii: cepTuaikaT Bif yxe 3aTBepaKeHoro
dapmanac C.A,, BMPOGHMKA - MOAaHHSA OHOB/IEHOrO
pevis cepTudiikaTy BiANoBIgHOCTI €BpONeNnchbkili
thapmakonei CEP 2013-231- Rev 02 Big,
3aTBEPAKEHOro BMPOGHMKa Sun
Pharmaceutical Industries Limited, India
AN Ailo4oi pevoBMHW fe3nopaTagnH
(3aTBepmxeHo: R1-CEP CEP 2013-231-
Rev 01; 3anponoHosaHo: CEP 2013-231-
Rev 02).

254. | XITAKCA Tabnetku, Wo AT "Apgawvep, Monbwa BMPOGHMLITBO 3a Ipevis/ BHECEHHS 3MiH 0 peecTpaLinHux 6e3 UA/15529/02/02
[OVCNepryoTbcs B pOTOBIl dapma" NOBHUM LMK/IOM: Monbwa mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenma
NOPOXHUHI, No 5 mMr no 10 [xeHacapm CepTtucpikat BignosigHocTi/lE-cepTudikat
Tabnetok y 6nictepi, no 1 C.A., lpeuis; BiANOBIAHOCTI EBPONENChKil
6nicTepy y KapTOHHii BMPOGHMK hapmakonei/moHorpadii. NogaHHS HOBOrO
Kopobui BiAnoBiganbHMiA 3a ab0 OHOB/EHOrO cepTudikaTa

BUMYCK Cepii, He BiANOBIAHOCTI 260 BUYYEHHS
BK/IOUAIOUN cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
KOHTPO/b: thapmakonei: ana Adl; ons BUXigHOro

AT «Apgamvep, marepiany/peareHTy/npoMikHOro
dapma», MonbLa,; MPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y

Bupo6bHMUTBO in BUPOGHUUTBI A®I; Ana AONOMDKHOT

bulk, nepBuHHe Ta peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
BTOPUHHE €Bponeiicbkili hapmakonei) - OHOBNeHWi
nakyBaHHs, cepTuaikaT Bif yxe 3aTBepaKeHoro

KOHTPO/b cepii: BMPOGHMKA - MOAaHHSA OHOB/IEHOrO

®apmanac C.A., cepTudpikaTy BiANoBigHOCTI EBpoONenchbkili
Ipeuis thapmakonei CEP 2013-231- Rev 02 Big,
3aTBEPAKEHOr0 BUPOBHMKA Sun
Pharmaceutical Industries Limited, India
ANs Ailoyoi pevoBMHN fe3nopaTagnH
(3aTBepmxeHo: R1-CEP CEP 2013-231-
Rev 01; 3anponoHosaHo: CEP 2013-231-
Rev 02).
255. | XOHAPOITU kancynu no 30 abo 60 MPAT YkpaiHa BUPOBHMUK YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 nidnsieae UA/17345/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
H® Kancyn y KoHTeliHepi; no 1 "®ITOPAPM" BiANoOBiAabHNI 3a marepianis: 3mMiHu | TUMy - 3MiHM 3 AKOCTI. peyenma
KOMMMEKC KOHTeliHepy B nauui abo BMPOBHULTBO, ['oTOBWIA Nnikapcbkuii 3aci6. CTabiNbHICTb.
no 6 kancyn y 6nictepi, no nepBUHHE, 3MiHa y TepmiHax npugatHocTi abo
5 a6o 10 6nicTepiB y nauui BTOPUHHE ymoBax 36epiraHHsi roTOBOrO JliKapCbKOro
nakyBaHHs, 3aco06y (36iNbLUEHHA TePMiHY NPUAATHOCTI
KOHTPO/b Ta roTOBOrO JlikapCbKoro 3acoby) - A5
BUWMYCK Cepii: TOProBoi ynakoBku (NigTBEPMAKYETbCA
MPAT OaHUMK peasibHOro Yacy) 36i/bLUeHHs
"®ITOPAPM", TepMiHy NpuaaTHOCTI y 3B'A3KY i3
YkpaiHa,; OTPUMAaHHAM MO3UTUBHUX AaHUX LLOA0
BUPOBHUK, LOCNiHKEHHS cTabiNbHOCTI y pealbHOMY
BiANOBIAaIbHUIA 38 yaci. [litoya pegakuis: TepmiH
BUMYCK Cepii, He npugaTHocTi. 2 poku. [ponoHoBaHa
BK/THOYA0UN pefaxuis: TepmiH npuaaTHOCTI.
KOHTPO/Nb/BUNPOGY 3 pokun. 3MiHN BHECEHO B IHCTPYKL,itO ANA
BaHHA cepil: MeAMYHOro 3acTOCYBaHHS /TiKapCbKOro
MPAT 3acoby y po3ain «TepmiH NpuaaTHOCTI».
"®ITOPAPM", BBefieHHs 3MiH NpoTArom 6-T MicAuiB
YkpaiHa,; nicns 3aTBepmkeHHs
BUPOBHUK,
BiANOBIAabHUIA 3a
BMPOGHMLTBO,
nepBuHHeE,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
AT "Nly6HMdapm",
YKpaiHa
256. | LEAOKCUM® | nopoLllok Af1si opasibHOI Abpun IHais Aypob6iHgo dapma IHais BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/14455/02/01
cycneHsii, 40 mr/5 mn, no dopmynenwH3 NTa. OHIT VI, marepianis: 3miHu | Tuny - peyenmom
1 donakoHy 100 mn 3 MeT. NIT4. Bnok D AAMIHICTpaTUBHI 3MiHW. 3MiHa

NOPOLLKOM pPa3oM i3
rpagyiioBaHoO MipHOKO
JIOXKOI Y KapPTOHHIl
ynakoBLij

HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBa)KEHHS AiS/IbHOCTI BUPOO6HMKA
(BkntOvaroun, 3a HeobXigHOCTI, Micue
NpoBeAeHHS KOHTPO/IO AKOCTI), abo
BNlacHMKa mactep-gaiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[OCbE Ha nikapcbkuid 3acib) 3a BifACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
chapmakonei y 3aTBepfkeHoMy A0Cbe, a6o
BUPOGHMKa HOBOI LONOMIXHOI pEYOBUHU
(KO 3a3HAaYeHO Y A0CbE) - 3MiHA Ha3BU
thipMu BUpo6HuKa AdI, 6e3 3MiHn
(haKTUYHOIO MiCLLe3HAXOMKEHHS
BMPOGHMLTBA.




Hassa

Popma sunycky

3asiBHUK
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n/n

257.

JliKapcbKO20
3acoby
LIEAOKCUM®

(nikapcbka ¢hopma,
ynakoska)
TabneTku, BKpUTI

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o

258.

LELOKCUM®

NNiBKOBOK 060/1I0HKOID, MO
100 wmr, no 10 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHIA ynakoBLi

TabneTkn, BKPUTI

Abpun

Met. N14.

Abpun

dopmynenH3

IHais

IHais

NTp. FOHIT VI,
Bnok D

Aypob6ingo ®apma

IHais

BHECEHHS 3MiH 0 peecTpavliinHmx
mMatepianis: 3miHu | THny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicuA
NpoBaPKEHHSA Ais/IbHOCTI BUPOOHUKA
(BKtOUaKOUK, 3a HEObXIAHOCTI, Micue
NpoBeLEeHHS KOHTPO/IIO SIKOCTI), abo
B/lacHWKa macTep-gaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOHULTBI API (AKLLLO 3a3HAYEHO Y
[OCbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONeichbkili
hapmakonei y 3aTBepKeHOMY [0CkE, ab0
BVPOGHMKA HOBOI JOMOMiXKHOI Pe4YOBUHU
(SIKLLO 3a3HAYeHO0 Y A0CbE) - 3MiHa Ha3BU
chipmu BUpobHKKa ADI, 6e3 3MiHN
(haKTUYHOTO MiCLLe3HaXOKEHHS
BYPOGHMLTBA.

3a
peyenmom

nocsi0OYeHHs
UA/14455/01/01

259.

LEPEIIA®

N1iBKOBOK 060/IOHKOLD, MO
200 wmr, no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIA ynakoBsL,i

Kancynu m'ski no 400 mr

dopmynenwH3
MeT. N1T14.

AT

Aypobingo ®apma
NIt FOHIT VI,
Bnok D

IHais

BHECEHHS 3MiH 0 peecTpaLinHux
marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/TIbHOCTI BUPO6HUKA
(BKTrOYatoUK, 3a HEOOXIAHOCTI, Micue
NpoBeLEHHS KOHTPO/IIO AKOCTI), abo
B/lacHWKa macTep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
martepiany/peareHTy/npoMiXXKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMy A0Cbe, a60
BVPOGHMKA HOBOI AOMOMIXXHOI PEeYOBUHM
(AKLLLO 3a3HAYEHO Y A0CbE) - 3MiHa Ha3BK
hipmu BUpo6HMKa AP, 6e3 3MiHn
haKTUYHOIO MiCLLe3HAXO04KEHHS
BMPOGHMUTBA.

3a
peyernmom

UA/14455/01/02

no 10 kancyn y 6nictepi;
no 1 a6o no 3 6nictepu y
naJi 3 KapToHy

"KNIBCbKWIA
BITAMIHHWA
3ABOA"

YKpaiHa

AT "KUIBCBKMA
BITAMIHHWA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3arasilbHeHUX JaHux Npo cnuctemy
thapmakoHarnagy (BBefeHHs
y3arasisHeHNX faHnX Npo cucTemy

3a
peyenmom

hapmakoHarasgy, 3MiHa yrnoBHOBaXEHOT

UA/16976/01/01
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
0cobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anas
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeHOI
ocobu, BigNoBiAabHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
(haiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoya pepakuis: Konsga Bikropis
BikTopiBHa. [MponoHoBaHa pegakuis:
Babwvka AmuTpo AHaTonilioBuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0co6u
3as1BHVIKA, BignoBiga/bHOI 3a
hapmakoHarnag,.
260. | LETPOTIA® MOPOLLIOK Ta PO3UYUNHHUK Apec TpeligiHr | LUseiiuapi BVPOGHMK Himeuunna/ BHECEHHS 3MiH 0 peecTpaLinHux 3a UA/4898/01/01
0,25 Ml [ONs PO34MHY AN iH'eKUii C.A. A Hepo3dacoBaHol ®paHuis/ marepianis: 3miHu | Tuny - 3MiHn Woao peyenmom
no 0,25 mr, 1 pnakoH 3 npoayKuii, HigepnaHaun 6e3nekn/edekTBHOCTI Ta
MOPOLLKOM Y KOMMNeKTi 3 1 nepBuHHE hapmakoHarnsagy. BeegeHHs abo 3miHu
nonepegHb0 3anoBHEHNUM nakyBaHHs Ta [0 y3arasibHeHNX AaHnx Npo cuctemy
LUMPMLLOM 3 PO3UMHHUKOM KOHTPO/Tb SKOCTI: thapmakoHarnsgy (BBefeHHs
(BOga A4Nns iH ekwjn) no 1 Bakcrep y3araJlbHeHUX AaHux npo cuctemy
mn, 1 ronkoto ans OHkonomxki MM6X, hapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOI
PO3YMHEHHS Ta 1 rosikok HimeuunHa,; ocobwu, BignoBifasibHOT 3a 3iCHEHHS!
[ONS H €KL Y KOHTYPHIi GAPEBATIAY 1, hapmakoHarnsgy; KOHTakTHoOi ocobu 3
YapyHKOBIli ynakoBLj; no 7 ®paHuis; hapmakoHarnsgy 3asBHuKa ans
KOHTYPHUX YapyHKOBUX BUPOBHMK 34ilicHeHHA hapMakoHarnsgy B YkpaiHi,
yMakoBOK B KAPTOHHIN Hepo3acoBaHol AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
Kopobui NpPOAYKLUii, 0cobw, BignoBiganbHOI 3a 34iACHEHHS
nepBuHHE hapmakoHarnsgy (Bk1oyatouy KOHTaKTHI
nakyBaHHs Ta [AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
KOHTPO/Ib SKOCTI thaiina cuctemu chapmakoHarnsgy) -
(BizyanbHuii 3MiHa yNnoBHOBaXXEHOI 0CO6YM 3asiBHUKA,
KOHTPO/b): BiANOBiAaIbHOI 3a thapmakoHarnsg,
GAPEBA MAY 2, [itoua pepakuis: CabiHa Xakenb / Sabine
PpaHuis; Hackel. - MponoHoBaHa pefakuis: Enbke
BTOPUHHE CinbBecTp / Elke Sylvester.
nakyBaHHs:
ABGOTT
Bionoaxikans b.B.
, Hinepnanaw;
BiAnoBiganbHMii 3a
BUWMYCK Cepii:
Mepk Xenckea
KraA, HimeyunHa
261. | LE®ENIM MOPOLLOK A5 PO3YMHY AHaHTa Benuka AHaHTa Megikeap IHAis BHECEHHS 3MiH 0 peecTpaLiinHnx 3a He UA/15345/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

08 iH ekyii no 1000 wmr; 1
(h/1aKOH 3 NOPOLLKOM Y
KOpo6Li 3 KapTOHY

Megikeap T4,

BputaHis

Nimiteq

marepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMpOGHMKa/iMnopTepa rotoBoro
NiKapCbKoro 3acoby, BKNHOHAKUN [iTbHAL
BMMYCKy Cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SKOCTI. (AiS/IbHICTb, 3a Ky
BiAnoBigae BUpoGHMK/iMnopTep,
BK/IO4AI0UM BUMYCK Cepild)
3mMiHa agpecu BupobHuka M3y 3B'A3Ky 3
npuBefeHHsAMY BiANOBIAHICTb A0
Ceptudcpikaty GMP. 3MiHM BHECEHO B
IHCTPYKLiI0 4151 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby 4719 BUPOGHMKa
AHaHTa Megikeap flimiTeq y po3ain
"MicLe3Haxo4KeHHs BUPOGHMKa Ta
afpeca Micus NpoBagKeHHs oro
OisNbHOCTI" 3 BigNOBigHMMMN 3MiHaMK B
TEKCTi MapKyBaHHs ynakoBOK. - BBefieHHs
3MiH NpoTarom 3 MicAuiB nicns
3aTBEPMKEHHS. 3MiHK | TUMy - 3MiHW WoA0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
3MiHV BHECEHO Y TEKCT MapKyBaHHS
nepsuHHoI N. 6. IHLWE Ta BTOpMHHOI n. 17.
IHLIE ynakoBku nikapcbkoro 3acoby, a
came yTOYHeHO iHchopMaLilo Mpo /1oroTmn
3asBHMKA. - TepMiH BBEEHHS 3MiH
npotsarom 3 micsiis nicns 3aTBepAKeHHS

peyerimom

nionsieae

262.

LE®OPT

MOPOLLOK A/15 PO3UUHY
Ans iH'ekuili abo iHdy3iit
no 2r; no 1 a6o no 10
h/1aKOHIB y KapTOHHIi
nauui

AHTUBIOTUK
M CA

PymyHis

BTOPVIHHE
nakyBaHHs1,
TECTyBaHHs,
BUWMYCK Cepii:
AHTUBIOTUKIN
CA, PymyHis;
BVPOGHMLTBO
KiHLLeBOro
NPOAYKTY,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs:
CiHocbapm XKutoH
(WeHbwkeH)
PapmacboTKa
Ko., NTa., Kutai

PymyHisi/
KnTaii

BHECEHHS 3MiH A0 peecTpaviiHmx
mMatepianis: 3miHu | TMNY - 3MiHK LWLOA0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA /liKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo
AK pe3yfibTaT OUiHK/ 3BIiTy 3 AOC/IIKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHW Y IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHSA Ha MifgcTasi BignoBigHNX

3a
peyenmom

He
nionsieae

UA/18819/01/02
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o

3acoby yrnakoskKa) nocsioyeHHs1
pekomeHgauii PRAC 3miHa y3rogkeHa 3
KOMNETEHTHUM YNOBHOBaXKEHVM OpraHoMm.
BBefieHHs 3MiH NpoTArom 6-T MicAuiB
nicnsa 3aTBepKEHHS.

263. | LE®OPT NOPOLLOK A/191 PO3UNHY AHTUBIOTUK PymyHis BTOPWHHE PymyHis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/18819/01/01
0181 iH'eKUI abo iHGY3ii n CA nakyBaHHs, Kutaii MaTtepianis: 3miHu | TMNy - 3MiHK WOA[0 peyernmom nidnsieae
nolr;nola6onol0 TeCcTyBaHHS, 6e3nekn/edeKTUBHOCTI Ta
(h/1aKOHIB Y KapTOHHIl BUNYCK cepil: hapmakoHarnsigy. 3miHa y KopoTkili
nauuj AHTUBIOTUKN XapakTepucTuLi nikapcbkoro 3acoby,

CA, PymyHis; TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
BUPOBHNLTBO MeAMYHOro 3acTOCyBaHHA Ha niacTasi
KiHLLeBOro perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
NpoayKTY, nikapcbkoro 3acoby, abo focnimxeHb 3
nepBuHHE Ta 6e3nekn 3acTocyBaHHA NikapCbKoro
BTOPWHHE 3acoby B micnsipeecTpauinHnii nepiog, abo
nakyBaHHs: AK pesynbTar OLiHKW 3BIiTy 3 AOCAIMKEHb,
CiHothapm XKutoH npoBeAeHnX Bi4noBigHO 40 NaaHy
(LWeHbwkeH) negjiatpnyHnx gocnigpkeHs (PIP) (3MiHy
dapmMacbloTUKas Y3rO[PKEHO 3 KOMMNETEHTHUM
Ko., NITa., Kntaii YNOBHOB&XXEHUM OpraHom)
3MiHW Y IHCTPYKLii 415 MeguyHoro
3aCTOCyBaHHSA Ha MiACcTaBi BignoBigHNX
pekomeHpauiii PRAC 3miHa y3rogxeHa 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM.
BBefeHHs1 3MiH NpOTArom 6-T MicALiB
nicns 3aTBepKEeHHS.

264. | LE®POTPUH MOPOLLIOK A1 PO3UUHY AHaHTa Benuka "BeHyc Pemegic IHAis BHECEHHS 3MiH 0 peecTpavinHux 3a He UA/12006/01/01

onsivekyimnolr; 1 Megikeap N14. BpuTaHis Nimiteg", IHAjs; mMartepianis: 3miHu | Tvny - peyenmom niosnsieae

¢hnakoH 3 NopoLLKOM B
KapTOHHI KopoobLi

AxaHTa Mepikeap
Nimiteq , IHAja

AAMIHICTpaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpPOBaPKEHHSA Ai/IbHOCTI
BMpOGHMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3acoby, BKIOHAKUN [iTbHAL
BUMYyCKy cepii abo micle npoBeAeHHs
KOHTPOIO SKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BUpoGHWK/iMnopTep,
BK/THOHAI0UM BUMNYCK Cepiit) - MpuBeaeHHs
anpecu BupobHuka N3 AHaHTa Megikeap
Nimiten y BignosigHicTb fo CepTtucpikaty
BiANOBIAHOCTI yMOB BMPO6GHULITBA
nikapcbknx 3acobiB BUMOraM Has1eXxHoi
BMPOGHMYOI NPaKTVKN, BUAAHOTO
[Lepxnikcnyx60ot0 YkpaiHn. BupobHuya
LOinbHULSA Ta BCi BUPOOHUYI onepavii
3a/IMLWATLCA HE3MIHHUMMU.
3MiHV BHECEHO B IHCTPYKLi0 A1A
MeAMYHOro 3aCcTOCyBaHHA /ikapCbKoro
3acoby ans BMpobHuka AHaHTa Megikeap
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
NimiTen y po3ain "Micue3HaxomKeHHs
BMPOOHYMKa Ta agpeca Micus
NpOoBaXEHHSA MOro AiaNbHOCTI" 3
BiANOBIAHMMMN 3MiHAMWN B TEKCTI
MapKyBaHHS YNaKkoBOK.
TepmiH BBEAEHHSA 3MiH MPOTAroM 3 MicALiB
nicnsa 3aTBepKEHHS.
265. | ULMNPUHON® | Tabnetku, BKPUTI KPKA, a.4., CnoseHis BMPOBGHULTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/0678/02/02
nNiBKOBOK 060/I0HKOID, MO HoBso mecTo bulk", nepsrHHe MaTtepianis: 3miHu | TMNy - 3MiHK WOA0 peyernmom nionsieae

250 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI Kopoobui

Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta
BUWMYCK Cepii:
KPKA, a.4., HoBo
mecTo, CnoBeHis;

KOHTPO/b cepil
(hiznuHi Ta XimiuHi
meToan
KOHTPO/I0):
KPKA, a.4., HoBo
mecTo, CnoBeHis;

KOHTPO/b cepii
(chiznyHi Ta XimiyHi
meToam
KOHTPOI):
HN30X
(HauioHanbHi
na6oparopisi 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis

6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHKn)
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS
nikapcbKoro 3acoby, a came B M. 8
BTOPVHHOI YNaKoBKWN BHECEHO YTOUYHEHHS
040 TEPMiHY NpuaaTHocTi, B M. 6
NEepBUHHOI YNaKoBKu Ta n. 17 BTOPUHHOT
yNaKoBKM KOHKPETMU30BaHO iHhopmaLito
LoAo norotuny. BeegeHHs 3mMiH NnpoTarom
6-TV MicALIB Mic/1A 3aTBEpAKEHHS. 3MiHM |
My - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpnaHnx/6ionodibHNX
nNiKapcbknx 3acobiB Nic/s BHECEHHA Tiel
camoi 3MiHN Ha pedepeHTHWIA npenapar
(3MmiHa He nNoTpebye HagaHHS XOAHNX
HOBUX AOAATKOBKX AaHnX) 3MiHVM BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu "dapmakooriyHi BNacTuBocTi”,
"MokasaHHa" (pegaryBaHHs TEKCTY),
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
niKkapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiit", "OcobaMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepios BariTHOCTi abo
rofyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta go3n", "MobiuHi peakwi"
3riAHO 3 iHchbopMaLielo WoA0 MeaUYHOTo
3acTocyBaHHs pehepeHTHOro Nikapcbkoro
3acoby (Ciprobay® 250 mg, 500 mg film-
coated tablets). BBegeHHs 3MiH NpOTAromM
6-TN MicALiB Nicna 3aTBEPLAXKEHHSA. 3MiHN |
TMny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHn) 3MiHK
BHECEHO [0 IHCTPYKLIT 415 MeanMyHoro
3acTOCyBaHHSA NikapCcbKoro 3acoby y
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o

3acoby yrnakoskKa) nocsioyeHHs1

po3gin "MobiuHi peakyii” WwWoao 3BiTyBaHHA
npo no6iyHi peakuii. TepMiH BBEAEHHS
3MiH NpoTarom 6 MicAuis nicns
3aTBEPMAKEHHSA
266. | ULMNPUHON® | Tabnetku, BKPUTI KPKA, a.4., CnoseHis BMPOBGHULTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/0678/02/03
nNiBKOBOK 060/I0HKOID, MO HoBso mecTo bulk", nepsrHHe MaTtepianis: 3miHu | TMNy - 3MiHK WOA[0 peyernmom nidnsieae

500 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI Kopoobui

Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta
BUWMYCK Cepii:

KPKA, a.4., HoBo

mecTto, CnoBeHis;

KOHTPO/b cepil
(hiznuHi Ta XimiuHi
meToan
KOHTPO/I0):
KPKA, a.4., HoBo
mecTo, CnoBeHis;

KOHTPO/b cepii
(chiznyHi Ta XimiuHi
meToam
KOHTPOH0):
HN30X
(HauioHanbHi
na6oparopisi 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis

6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHun)
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS
nikapcbKoro 3acoby, a came B M. 8
BTOPVHHOI YNaKoBKW BHECEHO YTOUYHEHHS
040 TEPMiHY NpuaaTHocTi, B M. 6
NEepBUHHOI YNaKoBKu Ta n. 17 BTOPUHHOT
yNaKkoBKM KOHKPETMU30BaHO iHhopmaLito
LoAo norotuny. BeegeHHs 3mMiH NnpoTarom
6-TV MicALIB Mic/1A 3aTBEpIKEHHS. 3MiHM |
My - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpnaHnx/6ionodibHNX
nNiKapcbknx 3acobiB Nic/s BHECEHHSA TiEl
camoi 3MiHN Ha pedepeHTHWIA npenapar
(3MmiHa He NoTpebye HagaHHs XOAHNX
HOBUX AOAATKOBKX AaHnX) 3MiHVM BHECEHO
[0 IHCTPYKLiT Ana MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu "dapmakonoriyHi BNacTuBocTi”,
"MokasaHHa" (pegaryBaHHs TEKCTY),
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiit", "OcobaMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepios BariTHOCTi abo
rofyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta go3u", "MobiuHi peakwji"
3riAHO 3 iHhopMaLielo WoA0 MeaUYHOro
3acTocyBaHHs pehepeHTHOro NikapCcbkoro
3acoby (Ciprobay® 250 mg, 500 mg film-
coated tablets). BBegeHHs 3MiH NpOTAromM
6-TN MicALiB Nicna 3aTBEPLAXKEHHSA. 3MiHN |
TMNy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO [0 iHCTPYKLIT 413 MeanyHoro
3acToCyBaHHSA NikapcbKoro 3acoby y
po3gin "MobiuHi peakyii” WwWoao 3BiTyBaHHA
npo no6iyHi peakuii. TepMiH BBEAEHHS
3MiH NpoTArom 6 MicAuiB nicns
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Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3aTBEPAKEHHSA

267. | FOHIBIT TabneTtku, BKPUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/5450/01/01
NAiBKOBOK 0H60/TI0HKOI0 "KNIBCbKN BITAMIHHW Martepianis: 3miHu | TMNy - 3MiHK WOA[0 peyenma
no 10 Tabnetok y BITAMIHHWIA 3ABOA" 6e3nekn/edeKTUBHOCTI Ta
6nictepi; no 3 6nictepn y 3ABO4" thapmakoHarnagy. BeegeHHs abo 3miHu
nauui [0 y3arasilbHeHUX JaHux Npo cnuctemy

hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsay; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anis
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnagy (BK/o4vakum KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
3pjificHeHHs1 hapmakoHarnsgy; amiHa
KOHTaKTVX AaHUX YNOBHOBaXXEHOI 0CO6M
BignoBiga/IbHOI 3a 34iACHEHHSI
hapmMakoHarnsay 3a pilleHHsIM KomnaHil

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs

B.o. HauanbHUKa
dapMaiLeBTUYHOr0 yIIPaB/IiHHA Onekcanap I'PIHEHKO




ITEPEJIIK

AopaTtok 4
[0 Hakaly MiHicTepcTBa OXOPOHU

3p0poB’a YkpaiHn «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKnxX 3aco6iB (mepunuHMX
iMyHOGionoriuHnx npenaparis) Ta

BHECEHHA 3MiH A0
MaTepianie»
Big 10 moToro 2025 poky Ne 226

peecTpauiiiHux

JIIKAPCBKHMX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIII ABO Y
BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

Ne Ha3sa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina lliocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby
1. LED®TA3NINM MOPOLLIOK 4718 PO3UNHY TOB YKpaiHa TOB . 3acigaHHs . . )
ACTPA Ans iH'eKuiii no 1000 mr "ACTPAGAPM" "ACTPAGA Ykpaina HTP Ne BiamMoBUTN y 3aTBEPAXEHHI - BUNPaBNEHHS TEXHIYHUX
no 1 conakoHy a6o no 10 PM", 02 Big NOMW/OK, 3rigHO Nn.2.4. po3sginy \_/I Hakazy MO3 YkpaiHu B?ﬂ,
donakoHiB y KOpo6Li (naKyBaHHs 16.01.202 | 26.08.2005p. Ne 426 (y pepakuii Hakasy MQ3 YKpaiHn Big,
i3 chopmm in 5 23.07.2015 p Ne 460) - BUNpPaBfEHHS TEXHIYHOI MOMWJIKM,
bulk HCMC NoB'si3aHO 3 HEKOPEKTHWM MEepeHeceHHsM iHdopmauii 3
Xeb6eit marepianis BUPOGHMKA [0 MeTOAIB KOHTPOSIO, AOMYyLEeHHS
XyaMiH NOMWUSIKM  CTOCOBHO nepeknagy Has3Bu «6. KinbkicHe
dapmacbHoTi BM3HAYEHHA 6e3BOAHOI Ta BINbHOI Big KapboHaTy HaTpito
ka1 Komnadi OCHOBM». BunpaBfieHHA TEeXHIYHOI NOMWKW, 3rigHo n.2.4
Nimites, po3ainy VI Hakasy MO3 Ykpaiuu Big 26.08.2005p. Ne 426 (y
Knaif) pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460) He
Bignosigae opuriHasIbHUM JOKymeHTaMm marepianis
peecTpauiiHoro [OCbE: OCKiIbkM B Nepeknagi MeTtoais
KOHTPO/II0 3MIHIOETbCA Ha3Ba MoOKasHuKa: «BMicT HaTpito
KapboHaTy» Ta 3MIHIITLCA AONYCTUMI MeXi, WO He NOB’A3aHo
3 opdhorpadpivHnMm Ta/abo rpaMaTuyHMK NOMUIKamMu, y TOMy
yucni NpUBEAEHHSAM [0 martepianiB BUPOGHMKA NiKapCbKoro
3acoby.

B.o. Haua/ILHUKA

dapmMal|eBTUYHOr0 yIpaB/IiHHS

Onexkcanpap I'PIHEHKO
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